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KPATKA XAPAKTEPUCTHKA HA MPOJYKTA ,Z |
B DL OA0E

1. UME HA JIEKAPCTBEHHSI IIPOIVKT L2y, 05-03- 2026

Bankomuuuu-MIP 500 mg npax 3a uH(y3HoHEH pa3TBOp
Vancomycin-MIP 500 mg powder for solution for infusion

2. KAYECTBEH H KOJIHYECTBEH CbCTAB

AkTHBHO BeulecTro: Vancomycin hydrochloride.

Bceku dnakon cbabpxka SO0 mg BAHKOMUUMHOB XHApoxaopu, cboTBeTcTBai Ha 500,000 TU
BAHKOMHLIMH.

3a MbJIHUA CINUCHK HA MOMOLIHWUTE BELIECTBA BHIKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

[Ipax 3a UH}Y3UOHEH pa3TBOp

4. KIUHUYHH JAHHHU
4.1 TepaneBTHYHH NOKA3AHHA

UHTpaBeHO3HO NMPHJIOKEHHE
UHTpaBEHOZHUAT BAHKOMMIIMH € TOKA3aH MPU BCHYKH RB3PACTOBH TPYIW 3a JIEHEHWE HA ClIe/IHUTE

nHpexuuu (Bk. Toukn 4.2, 4.4. u5.1.)
- YCI0KHEHH HH(EKLHUH Ha KO)KAaTa H MEKHTE TbKaHH
- MH(EKUHH HA KOCTUTE W CTABHUTE

- MHEBMOHMSA, Npua00HUTa B 00LIHOCTTA
- MHEeBMOHMSA, NpUA0OHMTa B 6OJHHLIA H ITHEBMOHHUS, CBbP3aHa C W3KyCcTBeHa 0es101poOHa BEHTHIIaLHS

- MH(EKUHO3EH EHAOKAPAHUT
- DaKTepHeMHs, KOATO Bb3HMKBA BbB BPb3Ka C HAKOA OT MH(QEKUHHTE, U30POEHH 110-rope, MK ce

MNoa03upa, 4e € CBbp3aHa € HAKOA OT THAX.

BaHKOMMUMH ChLLO € MOKa3aH MPH BCHYKH BbL3PACTOBH TPyNu 3a MnepuorepaTtMBHa aHTHOAKTepHaiHa
npouiakTka cpeuly OakTepvaneH €HAOKAp/AMT, MPH MNAalLMEHTH C BUCOK PHUCK OT pa3sBMTHE Ha
OaKTepHasieH eHA0KAPAUT, KOraTo ca noUIOAKEHH Ha roJieMH XHPYPrudecKH rpoLe/1ypH.

[lepopajiHO NPUIOKEHHE
BaHKOMHMLIMH € NMOKAa3aH MpH BCHUKH Bb3pacToBH rpynu 3a neuenue Ha Clostridium difficile (CDI)

(BxK. TOuKkM 4.2, 4.4.u5.1.)

HeoOxoaumo € na ce B3emar npeasu/l odULUMAIHUTE NPEernopbkH 3a noaxoasuia ynorpeda Ha
aHTMOAKTEpPHAIHU CPEACTBA.

4.2. Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE .
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Kbaeto B ciayuau, npy KOUTO € MoAX0AA110, BAHKOMHLMH TpAOBa /1a ce npuJiara B mmouﬂauy’ﬂ cApyrd "\
aHTHOAKTEpPHAJIHH Cpe/ICTBA. | |
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Humpagerno3no npunoicexue

Hawuanuara go3a ce onpeaesa Ha 6a3a oo TenecHo Tero. [locneasanre KOpeKUHH Ha 03aTa TpAOBa
78 C€ OCHOB@BAT Ha CEPYMHHTE KOHLIEHTpalUuH, 32 fa C€ NOCTHrHAT TApreTHHTE TCPANeBTHUYHH
koHueHTpaumu. [IpH nocneapawiMTe AO3KW ¥ HHTEPBAN HA NPHIOKEHHEe TPAOBA Aa ce HMa MpPEABHIA

6b0peuHaTa GpyHKLHA.

Ilayuenmu na ev3pacm 12 u nogeye 200uny:
NpenopbunrenHara no3a e 15 xo 20 mg/kg TenecHo Terno Ha Bcekd 8 no 12 vaca (aa He npesHLuaBa 2g

38 103aTa).
INpu Texxko GONHK MAUMEHTH MOXKeE Aa Ce M3MO0JI3Ba HaTOBapsallla A03a oT 25-30 mg/kg TeIeCHO Terio,

3a A4 ce YNeCHH ObP30TO JOCTHMaHE HA TapreTHaTa CepyMHa KOHLEHTPALMA Ha BAHKOMULHH.

Kvpmavema u Oeua Ha éb3pacm om eQun mMecey 00 nod 12 coduwna gbspacm.
[Tpenopbyrrentara go3a e 10 no 15 mg/kg TenecHo Terno Ha BcekH 6 uaca (BXk. Touka 4.4.).

Hoeopodenu na mepmun (om paxcoanemo 3o 27 Onu cied parycoanemo) U npencoespemesno pooeru (om

paxcoanemo 00 ouaKeanama 0ama Ha paxcoare nuoc 27 oxu)
[Tpu onpesengHe Ha CXeMa Ha JO3HPAHE NMPH HOBOPOACHH, TPAOBA Aa C€ MOTBPCH CHBET OT JIeKap C OMHT
B JIEYEHHETO Ha HOBOpPOJAcHH. EAMH OT BB3IMOXHHTE HAYHHH Ha A03WpaHe Ha BAHKOMHLHWH [pH

HOBOPOACHH € HWIIOCTPMpaH B cneaxaTa Tabavua: (BXK. Touka 4.4)

PMA (cenunna)“ Ho3a (mg/kg) - TH:;;pnan Ha npanoxenne (h)
<29 s |24 )

[ 29.35 ] [15 2 -
>35 15 K T

PMA: nocTMeHCTpYanHa Bb3pacT (BPEMETO MEXAY NMbPBHA AC€H HA MOCAEAHHA MCHCTPYANCH LHKLI H
paxaaHeTo (recTauHMOHHATA BB3PAcT) IUTIOC BPEMETO, HIMHHAIO CfieA paxaaHeTo (MOoCTHATalHa
Bb3DAacT).

Ilepuonepamusna npoghunaxmuxa na baxmepucies eHOOKAPOUN 868 BCUYKU 8b3PACMOBU 2pyNnu
MNMpenopbysa ce HauanHa ao3a 15 mg/kg npean HHAYKUMATA Ha aHecresus. B 3aBUCHMOCT oOT
NPOABLKMTENIHOCTTA Ha ONIEPALMATA MOXKE Aa C€ HANOXKH BTOpA 1033 BAHKOMHULIHH.

ITpoovaxcumennocm na nevexnue
IMpennoxenata NPOALMKHTENHOCT Ha JIEHEHHETO € NoKa3aHa B Tabyuara no-aomny.
[MpK BCHUKKH CyYad NMPOABIKHTENHOCTTA Ha nedeHue Tpabea na 6bae cLobpaseHa ¢ BMAa U TeXKeCTTa HA

HHeKUHITA, KAKTO K HHAUBHAYAIIHHA KITHHHYEH OTTOBOP.

Iloxazanne -l Ilpunmnreauuc'r Ha JedeHHe
YCnoxHeHW HHEKLIMHA HA KOXKATE H MEKHTE ThKAHH
- HE HEKpPOTH3Mpalll 7-14 nun
L - HEKPOTH3HpaLl - ‘4_-_6__ CEAMHLH * -]
Hudekumu Ha KOCTHTE  CTaBHTe 4-6 cepMHLH **
[TueBMOHUSA, npn,noﬁwra B oﬁmuoc*rra 7-14 JIHH

p—— —

[lHeBMOHMA, NpraOOHTa B 6oJ1HHua H NHEBMOHHS, CBbpP3aHa C 7-14 JHH
M3KYCTBeHa OenoapobHa BEHTHNALKA

iereni— N o

HudekunoseH eHaOKapaUT [4-6 CEeAMULIU ***

*  TIpoasmkere, JOKATO He C€ HANI0XKM AONBIHHTENEH NeOprUaMaH, NalKeHThT KIHHHYH

noaoOpHn 1 nauueHTHT € adebpuiieH B npoabLkeHHue Ha 48 10 72 yaca
** 33 cTABHH BBH3MANECHHA, MPUUKHEHH OT NPOTE3H, ¢ HeoGXOMHUMO 11a ce OOMHUCTAT nn-n'lm

nepopaiHH CYyNPECHBHH TEpaniK ¢ NOAXOAALUH aHTHOHOTHLH
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*** [IpoAB/DKHTETHOCTTA M HeoOX0AMMOCTTa OT KOMOHHHpaHa TepanHs 3aBUCH OT BM/Ja Ha Kianata u
CBLCTOAHHETO HAa OpraHU3Ma

CneuyanHu nonynauvu

Ilayuenmu 6 cmapvecka eb3pacm
Mooxe aa e HeoOxoauMa no-HKCKa NoAabprKatila 103a nopaau orciaabsaina 6p6peuHa QyHKLHA, CBbp3aHa

C BL3pacTTa.

bvbpeuno yspexcoane
[TpH BBL3PACTHY M NEJHATPHUHH NaLueHTH ¢ 6BOpedHo yBpexaaHe TpaOBa na ce 0OMHCIH HauaHa 1033,

nocneABaHa OT Hali-HMCKAaTa CepyYMHa KOHLIEHTpaUHUs Ha BAHKOMHLIMH, BMECTO OfIpe/le/iecHa CXeMa Ha
npuaarane, oCoGeHO NpH MAUMEHTH C TeXKO OBOpeyHO yBpek1aHe HIH TAKHBA, KOMTO Ca NOJJIOAKCHH Ha
6n6peuno zamecturenHa Ttepanus (renal replacement therapy, RRT), nopaau MHOroro pasnv4Hm
GakTOpH KOMTO MOraT Ja MOBIHUAAT HHBATa HA BAHKOMULIMH NMPH TAX.

[Mpy NauMeHTH C leka WiK ymepeHa creneH Gb6peyunHa HeAoCTaTLYHOCT, HavanHara 103a He TpROBa Aa ce
namanssa. [Tpu nauMeHTH ¢ TexKa crereH 6u6peuHa HeAOCTATHLUHOCT € 32 NPEANOUHTAHE Aa C€ YAb/IKH
HHTEPBATLT HA NPUIKEHHE, BMECTO Jia CE NPHAAraT Mo-HHCKK JHEBHH 03H.

Tpsafra na ce o6bLpHe BHHMAaHHE Ha CHIBTCTBALLOTO MPHUIOKEHHE HA NEKAPCTBEHH MPOAYKTH, KOHUTO
MOTaT A3 HAMAJIAT KNHPBHCA HA BAHKOMHLMH H/WIH Ja NOTEHUKPAT HErOBUTE HEXENAaHH peakuHH (BX.

TouKa 4.4).

BankoMuLMH ce auanu3upa caabo ype3 MHTEPMHTEHTHA XxeMoananu3a. Benpeku ToBa, ynorpebara Ha
mMeMOpaHd ¢ BHCOKA MPOMYCKIHBOCT M HempekbcHata OvOpeuHo samecturenHa tepanus (CRRT)
yBENHYEBA INTHPHHCA HA BAHKOMHUHH ¥ OGHKHOBEHO H3HCKBA 3aMECTBaHE Ha f03aTa (00HKHOBEHO cnea

XEMOAWAITH3HA CECUA NPH HHTEPMUTEHTHA XEMOAHATH3A).

Bw3pacmnu
AfanTUpaHeTo Ha J103aTa NPU Bb3PACTHH NALMEHTH MOXE /a C€ OCHOBaBAa Ha M34MCNEHATa CKOPOCT Ha

rnomepynHa ¢punrpauuns (eGFR) ¢ nomowtra Ha caesHaTa popMmyna:
Mmuxe: [Tenecno Teriao (kg) x [140 munyc sb3pactta (roauHu)])/ [72 x cepymen kpeaTHHHH (mg/dl)]

Keuu: 0.85 x cToliHOCTTA, H3UKCAEHA MO ropHaTa popMyna.

O6wuuaiiHaTa HaYaTHa [03a 3a BR3pacTHH nauueHTH € 15 o 20 mg/kg, KoATo MOXKE fAa ce npujara Ha
BCEKHU 24 4aca NpH NAUUEHTH C KPEATHHHHOB KaUpbHC Mexay 20 u 49 ml/min. Ilpu nauHeHTH ¢ TekKKO
61u6pedHo yBpexaaHe (KpeaTHHHHOB KiaupbHe noa 20 ml/min) vnun Ha 6L0peuHo 3aMeCcTHTENHA TepanHs,
MOAXOMALIOTO PA3lpeAc/eHHE NO BPEME K KOTHYECTBO HA MOCIEABATENHHTE AO03H AO rosiiMa CTEMeH

3aBUCAT OT HayHHa Ha RRT u Ttpabea pa ce ocHoBaBaT Ha HAaH-HHCKATA CEPYMHA KOHLIEHTpAaUHA Ha
BAHKOMHLUMH ¥ Ha ocTaThbyHara ObOpeuHa PpyHkuma (Bx. Touka 4.4). B 3aBHCHMOCT OT KIWHHYHATA
CHTYaLKA MOXeE A3 ce 0OMUC/IM OTA1araHe Ha CiefigalliaTa 1034, A0KATO Ce O4aKBaT pe3y/NTaTHTe 33 HHBATA

Ha BAHKOMHLHH.

[Mpu xpHTHHHO GoneH naluKeHT ¢ 6BOpeyuHa HeAOCTaThUHOCT TEPBOHAYANHATA HATOBApBalla 0033 (25 1o
30 mg/kg) ve TpsbBa na ce HaManssa,

[Teouampuuna nonyaayus
ANanTHPaHeTo Ha J03aTa NPH NEeAHaTPHUUYHH NaLUMEHTH Ha Bb3pacT Hajl | roauHa, Mo)ke Ja ce OCHOBaBa

eGFR (ml/min/1.73m?) = (sucourna B cm x 0.413)/ cepymen kpeatnsnH (mg/dl)

eGFR (ml/min/1.73m?) = (BucourHa B cm x 36.2/ cepymen kpeaTuHuH (umol/])




Ipu HOBOpOAEHH M KbpMaueTa MOA l-roaxuiHa 813pacT TpAOBA Ja ce MOTBHPCH CHBET OT CNCLUMANHCT,
Thil karo npepaborenara gopMyna Ha Schwartz 3a TEX HE € NPHUIOKHMA.

OpHEHTHPOBBYHHUTE NPENOPBKH 32 A03HpPAHE NPH NEANATPHHHATA MOITyaUHA Ca NoKa3aHu B Tabnuuara
MO-A0MY, KOATO C/ISABA CHLIHTE NMPHHLIMITK KaKTO MPH B3PACTHH MALMEHTH.

iyl e . -

| GFR (mV/min/1.73 m?) i.v. 1034 YecTOTA
50-30 15 mg/kg 12 yaca
29-10 15 mg/kg 24 yaca
<10
HHTEpMUTEHTHA XeMOAHANH3a 10-15 mg/kg HosTopHoTo npunarane Bm*
. — — : —_ OCHOBA Ha KOHLEHTpaLHUATa
[lepuToHeanHa auanu3a {
e _— - ———— A 1
| [IpoawsiokHTenHa 6BOpeUHO 3aMECTHTETHA 15 mg/kg [loBTOpHOTO NpHNIaraHe BL3
Tepanus OCHOBA Ha KOHLCHTpaUHATa™*

* [ToaxopsAUIOTO pasnpeaeneHHe Mo BpEME W KOMHYECTBO Ha Cle[BAlIMTE J03M R0 rofsMa CTeMeH
3apucH o1 BuJa RRT u TpaOBa na ce ocHOBaBa Ha CEpYMHHTE HHBA HA BAHKOMHLIMH, TTOJTyHEHH NPean
pKNaraHeTo M Ha OcTaTbuHaTa ObOpeuHa PpyHkuHA. B 3aBHCHMOCT OT KTUHUYHATA CHTYaLIUA MOXe
ga ce oOMHCAM OTnaraHe Ha ciaeABRatara A03a, AOKATO C€ O4YaKBaT pe3yNTaTMTe 3a HHBATA Ha
BAHKOMMLIHH.

Yepnodpobro yepexcoane:
He e Heo6xoauMa KOpeKUMA Ha 103aTa NPy NaUHEHTH C YHEPHOAPOOHA HEAOCTATHLHHOCT.

bpemennocm
Moxe aa ca HeoOXOAWMM 3HAYMTEHO NMO-BHCOKW A03M 3a MOCTHraHe Ha TEPANEBTUYHH CEPYMHH

KOHLIGHTPAUHK npu OpemeHHn XKeHH (BXK. Touka 4.6).

ITayuenmu cvce 3amrvcmasane
[MpH nauMeHTH CHC 3aTILCTABAHE HAvanHaTa jJo3a TpabBa Aa ce aganTHpa HHAMBHAYAIHO, cnopen
ofWOTO TEAECHO TEMO, KAKTO NMPH NauueHTuTe 6¢3 3aTnbecTaBaHe.

Ilepopanno npunoxcenue
IMayuenmu na ev3pacm 12 u nogewe zo0unu

Jleueune Ha nudekuns ¢ Clostridium difficile (CDI):

[IpenopbuxTenHaTa D032 BAHKOMHLUHH € 125 mg Ha BcekH 6 yaca B npoaAwbKeHHe Ha 10 qHH 3a nmbpBud
enu30a Ha He-Texxka CDI. Ta3u no3a Moxe na ce yeennwuu Ao 500 mg Ha Bcek 6 yaca B NPOABDKCHHE
Ha 10 oHm, B cayyait Ha TeXKO WM yCokHeHo 3abonasaHe. Makcumanrata AHEBHa o3a He TpabBa aa

HajBHiLasa 2 g.

[Mpy MalHeHTH C MHOMKECTBO PSUHAHBH MOXeE J1a ce OOMHCIIH NieueHHe Ha HacToslMA ennsoa Ha CDI ¢
BAHKOMHULMH, 125 mg yeTHpH NbTH JAHEBHO B NpoALLKEHHE Ha 10 AuH, nocneBaHO WIH OT HAMAIIBaHe
Ha 103aTa, T.e. OCTENEeHHO HaMansaBaHe N0 125 mg Ha aeH wiM B myacosa cxema, T.e. 125-500 mg/aeH,
33 BCEKH 2-3 IHH B MpPOAL/DKEHHE Ha HaH-Manko 3 CeAMHLM.

Hosopoodenu, kopmavema u deya na evzpacm nod 12 200unu
[NpenopbunTenHaTa Ao3a BaHkoMHUMH € 10 mg/kg nepopanHo Ha BcekH 6 vaca B npoankeHHe Ha 10
AHH. MakcHManHaTa AHeBHa J03a He TpAOBa Aa HaJBHILABa 2 8.

[TpOABIKUTENHOCTTA HA JIe4eHHETO C BaHKOMHMLMH MOXe Aa ce Hanoxku aa 6pae cpodpaseH
KJAUHUYHHA TIPOLIEC HA oTAeNHMTE nauveHTH. KoraTo € Bb3MOMXKHO, aHTHOAKTepHATHOTO CpeacT
KOeTo ce noao3vpa, ye npuuuHasa CDI, Tpabsa na 6vac mpeycranoseno. Tpabea na ce

aJAEKBATHO BH3CTAHOBABAHE HA TCHUHOCTH H CICKTPOJIHTH.




[IpocnenssaHe Ha cepYMHHTE KOHUEHTPALIMH HA BAHKOMHLIHH
YecToTaTa Ha TepaneBTHYHHA NekapcTeeH MoHHTOpHHT (TDM) TpaOea aa Oba€ HHAHBHAYATH3IHPAHA Bh3

OCHOBA Ha KJIMHHYHATA CHTYaUMf K OTrOBOP KbM JIEHEHHETO, BapHpaullyd OT €KCAHCBHO B3EMAHE Ha
MpoGH, KOETO MOXE Aa CE HAJIOKH MPH HAKOH XEMOAHHAMHYHO HECTAOHNHH NAUHEHTH 10 MOHE BEAHDBXK
ceAMUYHO NMpPH CTAOHIHK NaUHEHTH, NPOSBABALLM OTrOBOP KbM JiedeHHeTo. [IpH nmauneHTH ¢ HopMaiHa
6b6peuHa GyHKIMA cepyMHATa KOHLIEHTpaLUA Ha BAHKOMHLHK TPAOBa fa ce Npocieassa Ha BTOPHA e
OT NEYEHHETO, HENOCPEACTBEHO NMPEAH CreaBatlaTa 103a.

ITp1 MAaUHEHTH Ha MHTEPMHTEHTHA XEMOAWANM3Aa HMBATA HA BAHKOMHMUHH oOHKHOBeHO TpsOBa na ce
[OJy4aBaT MPeaH HAYaIoTO HAa XEMOAHANTU3HATA CECHA.

Cnez nepopaiHo NpUoKeHHe, TpsabBa na ce NpocneaasaT CepyMHHTE KOHLUEHTPALUHH HA BAHKOMHLIHWH
MpPH NAUKEHTH C Bb3MATHTENHH YPEBHH HapyuIeHHUs (BX. Touka 4.4).

TepaneBTHYHHTE HaH-HHUCKH (MHHUMANIHK) HHBA BAHKOMHULIHH B KPbBTa o0ukHOBEHO TpAOBa Aa Obaar
10-20 mg/l, B 3aBHCHMOCT OT MACTOTO Ha HH(EKUHATA H YyBCTBUTENHOCTTA Ha naToreda. Hali-yecro ce
Npenopb4BaT Haii-HUCKKTE CTOHHOCTH oT 15-20 mg/l, or kinMnHuHKTe nabGopatopuu 3a fo-2006po
NOKPHBAaHE Ha, KNACHPULMPaHH KaTO YyBCcTBHTENHH, naTorend ¢ MIC =1 mg/l (Bx. Toukn 4.4 1 5.1).

MeTtoanTe, OCHOBABaLlUHK C€ Ha MOAENH, MoraT Aa ObAaT none3Hu nNpH APOrHO3HpaHe Ha HHAHBHAYANHHTE
H3UCKBAHHKA 3a Ao3HpaHe, 3a ga ce aoctirie noaxoadwa AUC, TloaxoasT, ocHOBaBall C€ HA MOJENH,
MOXe A2 Ce MPUIara KakTo NPH H34KNCAABaHE HA MEPCOHANM3UPAHATA HAaYANIHA 1034, TAKA H MPH KOPEKUHA
Ha ZO3aTa Bb3 OCHOBA Ha pesyatatute or TDM (Bxk. To4ka 3.1).

HaupH HA DPHTIOKEHHE

HUuTpaseHO3HO NPHIOKEHHE
HHTpaseHO3HMAT BAHKOMHLIHH OOHKHOBEHO CE NPHIAra KATO HHTEPMHTEHTHA HH(Y3HS U NPENOPBKUTE

3a MNpUAaraHe, NpeacTaBeHH B TO3M pa3fen 3a WHTPABEHO3HHA MbT, CHOTBETCTBAT HAa TO3H THI
MPUIOKEHHE.

BankomHUMH TpabBa na ce mpunara caMo kato 6aBHa HHTpaBEHO3HA HH(Y3UA C NPOABIKHTETHOCT MOHE
eMH 4ac WIH ¢ MakcHManHa ckopocT oT 10 mg/min (koeTo € no-ALAro), Karo € A0CTaTbYHO pa3peaAcH
(naii-manko 100 ml Ha 500 mg win Hali-manko 200 ml Ha 1000 mg ) (Bx. TOuKa 4.4).

[TauueHTHTE, YHIHTO HIpUeM HA TEHHOCTH TpaOBa aAa Objae OrpaHUUEeH, ChLLO MOraT Aa NoJy4aT pasTBop
or 500 mg/50 ml wan 1000 mg/100 ml, BbNpekH uYe PHUCKBT OT HEeXeNaHWH peaKlHd, CBbP3aHH C
HH}Y3UATA, MOXKE J1a C€ NMOBHIIH MPH TE3H NO-BHCOKH KOHUCHTPALHH.

3a uHGOPMALIUA OTHOCHO NMPUrOTBAHETO HA Pa3TBOPA, MOMA, BHXKTE TO4Ka 6.6.

Moxe aa ce WMa npeasua NpOALKUTENHA HHOPY3IWA HA BAHKOMHLUHH, HafipUMep NpH NAUHEHTH C
HecTaOUIEH KIHPBHC HA BAHKOMHULIHH.

IlepopanHo NpUAOIKEHHE:
ChabpxaHveTo Ha eauH PnakoH Bankomuuru-MIP 500 mg ce pasteaps B 10 ml Boaa. Hacr or no3zara

(Hanpumep 2,5 ml = 125 mg BaHKOMHLIMH) MOXe A2 Obae OTAC/ICHA, ACMTBAHHTENHO pa3speicHa H AaACHa
HA MALMEHTA 33 MUEHe WM NPHIOKEHA NOCPEACTBOM cToMawHa coHpa. Moxe na 6bae pobasew

KOPEKTOp Ha BKyca.

4.3. IIpoTBBONOKA3AHHSN
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CBpPbXUYBCTBHTENHOCT KbM AKTHBHOTO BELIECTBO HIH KbM HAKOE OT MOMOLUHHTE BELLECTBA, H36]JD€HH{ Voo

To4Ka 6.1. I.»" -7
r

BaukoMulidH He TpaGBa Ja ce mpunara HHTPaMYCKYJHO, MOpall PHCK OT HeKpo3a Ha MACTOTO HY{
NPHAOKECHHE. A




44. Cnenuannm npexynpexieHns H NpeAna3sHH MepPKR IpH ynoTpeba

Peakuuy Ha CBPBLXHYBCTBHTEIHOCT
B13MOXKHH €8 CEPHO3HH, H NOHAKOTA JIETANHH, PEaKUHH HA CBLXYYBCTBHTEAHOCT (BXK. TOukK 4.3. 1 4.8.).

B cnyuaii Ha nMoSBMIa ¢ peakuMs HA CBPHXUYBCTBHTE/HOCT, JICYEHHETO C BAHKOMHMLMH TpaOBa Aa ce
npekpaTy HezabaBHO M CrIEUIHO Aa Ce npeanpyeMaT HeoOXOAUMHTE MEPKH.

[Tpu nauneHTH, NpUueMauld BAHKOMHLUHHE B NPOAB/DKEHHE HA BBl [IEPHOA OT BPEME HITH CbITHTCTBALLO
C APYFH JEKApCTBA, KOMTO MOFAT Ja MPHYHHAT HEYTPONEHHUS HIH arpaHynouuTosa, Oposr Ha
neBxoUMTHTE TpAGBa Ja ce MpocfeanBa Ha PEAOBHH MHTEPBANH OT BpeMe. BCHYKH NaLMEHTH,
noAy4asalld BAaHKOMHLHH, TPAOBA Aa HMAT MEPHOAHYHIN XEMATONOTMYHH H3C/ICABAHHA, H3CNEABAHUSA HA
ypHUHATa, 4epHOAPOOHH H OBOpEeUHH (PYHKXUHOHAIHH TECTOBE.

BankoMHLUH TpsOBa Aa ce M3NON3Ba C MOBULIEHO BHUMAHHWE NPH MAL{HEHTH C allCPrHYHH PEaKLHH KbM
TEUKOFUTIAHHH, Tbil KATO MOXKE Aa CE NOABH KPBLCTOCAHA CBPBLXYYBCTBUTENHOCT, BKIIOYHUTENHO
aHadUNAKTHYEH LHOK C NETANEH HU3XO0A.

CnekTbp Ha aHTUOAKTEpHAIHA aKTHBHOCT
BankoMHUMH HMa COEKTHp Ha aHTMDakTepHanHa AKTHBHOCT, OrpaHHYEH A0 TIpaM-NOJOXKHTETHH

opraHn3iMi. He e noaxozdiy ga ce M3no/3Ba KaTo CaMOCTOATENRHO CPEACTBO 3a JIEYEHHETO HAa HAKOH
BuaoBe HHGEKIIKH, OCBEH KO MATOreHbT Bede € AOKYMEHTHPaH H € U3BECTHO, Y€ € YyBCTBHTEJICH HIH
HMa JOCTaThYHO OCHOBAHHUA Aa CE CHMMTa, Y€ Hai-BepOATHHAT(TE) NATOrNeH (H) We ca YYBCTBUTENHH HA
neyeHne ¢ BAHKOMHLUHH.

3a na e pauHMOHAMIHO H3NOM3BAHETO HA BaHKOMMUMWH, TpROBa Za ce B3eM€ NpPEeABHA CNEKTHPHT Ha
OakTepyanHa aKTUBHOCT, TNPOPUNLT Ha O€30MacHOCT W TNPUrOAHOCTTa HA CTAHJApTHATA
aHTMOAKTepHaHa Tepanua 3a ieueHye Ha OTAENHHSA NaUHEHT.

OTOTOKCHMHOCT

OTOTOKCHYHOCT, KOSTO MOXE Z1a € NPEXOAHA WK [TOCTOSHHA (BX. Tovka 4.8), e cbobuieHa NpH NauHeHTH
C NpeALecTBatla ryxoTa, KOUTO Ca NOJMyYHAH NPEKOMEPHH HHTPABEHO3HH J03H WM KOHTO [OJTy4aBaT
CBIOBTCTBALLO JIEYEHHE C APYTO OTOTOKCHYMHO AKTHBHO BEUIECTBO, KATO aMHHOIMHKO3MA. BaHkoMHUUH
chitto TpabBa na ce H3baArea Npy NauMeHTH cbe 3aryba Ha cnyxa B MHHaNoTO. ['nyxorara Moxe aa Ovae
MPEALIECTBAHA OT WyM B yiuuTe. ONUTLT ¢ APYrH aHTHOMOTHUM mpeanonara, 4e riayxora Moxe Aa
MPOrpecHpa, BLIPEKH NPEKPATABAHETO HA JIeYeHHETO. 3a Ja ce HaMalH PUCKBT OT OTOTOKCHYHOCT,

KPbBHHTE HHBA TpsOBa Ja ce MPOBEPABAT MECPHOAHYHO U CE MPENOPBUBA NEPHOAHUHO H3C/IECABAHE Ha
cnyxa.

XopaTta B cTap4ecka Bb3pacT ca 0coDeHO NMoAaTNMBH Ha CNYXOBH YBpexaaHus. MoOHHTOpHpaHeTO Ha
BecTUOYnapHaTa HYHKLUA U CNYXA NPH NAaLMEHTH B CTApYECKa Bb3pacT Tpabsa Ja ce H3BLpLIBA MO BpeMe
H caieq sevennero. Tpsbea aa ce w3bArasa eaHOBPEMEHHOTO WM NOCAEIOBATENHO U3NOMA3BAHE HA NPYTH
OTOTOKCHYHH BELLECTBA.

Peakuuy, cCBbp3aHU € HHPY3UATA
[Ipunoxexuero upe3 61p3 Gonyc (T.e. B APOALKEHHE HA HRKOJIKO MHHYTH) MOXe 1a Obae CBbp3aHo ¢
PA3KA XUMOTOHHUA (BIJIIOMHTENHO LIOK, W PAAKO ChpIEYeH apecT), peakLuH NOAOOHH Te3H, MEAHHpaHH
OT XHCTAMMH H MaKyJ/oManyno3eH WM eputeMaro3eH oOpHB (,,CMHADOM Ha YepBEHUs HOBEK" HAM
CHH/IpOM ,4epBeH Bpar'’). BaHkoMuuuH TpabGea na ce pnuBa 6aBHO B paipeaeH pasreop (2,5 no 5,0
mg/ml) cue ckopocT He no-Bucoka oT 10 mg/min u 3a nepHon He Mo-kpaThk OT 60 MuHYTH, 3a Na ce
n3berHar 6bp3x peakLMH, CBBP3aHY ¢ HHQY3HuATa. CniupaHeTo Ha HHQY3UATa OOMKHOBEHO BOAM 10 Obp30
NpEeKpaTABAHE HA TE€3H PCAKLIMH.

UecroraTa Ha peaKUHHUTE, CBbP3aHH C HHQY3HATA (XHINOTOHHS, 3aYepBiABaHE, €PUTEM, YPTHK
MPYPHTYC) Ce YBEIM4aBa MpH CLNETCTBALIO MPUNOKEHHE HA aHECTETHUH (BX. To4ka 4.5). Ye




MOXKE Aa C& HAMAIH MpH NpUNaraHe Ha BaHKOMHUMH upe3 uHOY3us Haik-manko 60 MHHYTH npeiu
HHAYKLHMSA Ha aHECTE3HAL.

Texxku KOXXHY Hexenann peakund (SCARs)
CbobuwliaBa ce 3a TEKKH KOkHM Hexenand peakunH (SCARs), BKIIOUMTENHO CHHAPOM Ha Stevens-

Johnson (SJS), TokcuuHa enuaepManHa Hekpoausa (TEN), nekapcTBeHa peakims ¢ €03HHOPHAHUA R
cHcTemHH cumnromu (DRESS) n ocTpa redepanusupana eklaHtemarosHa myctynosa (AGEP), kouto
MoraT Aa 6paaT KHBOTO3aCTpaLIaBALIM WIH C NETANEH H3XO/, BbB BPb3Ka € ICYCHHE ¢ BAHKOMHLIHH (BX.
Touka 4.8). [TopeueTo OT Te3W peakUy Ca HACTLIUIN B PAMKHTE Ha HAKOAKO JAHH 10 OCEM CEAMHLIK Crlel
3aM04YBaHe Ha JIEYEHHETO C BAHKOMHLIHH.

[Tpu npeanuceaHe nauMeHTHTe TPAGBA Na 6bAAT HHPOPMHUPAHH 32 IPHIHALIUTE H CHMITOMHTE W 1a 6bAaT
BHHMATEIHO HA0M10AaBaHH 32 KOXKHH PeakUHH. AKO C€ MOABAT NPH3HALK H CHMNTOMHU, NOKA3ATEIHH 34
Te3H PeaKiHH, NPHIOKEHHETO Ha BAHKOMHMLUMH Tpabsa He3abaBHO na ce npekparH # Aa ce oOMHCaH
anTEpPHATHBHO NeuEHHE. AKO MAUMEHTHT € pa3BHI TeXKa KOXKHA HeXeNaHa peakuus npx ynorpedara Ha
BAHKOMHLHH, JIEYEHUETO C BAHKOMHLHH He TpsabGBa noseue aa ce NoaHOBABA.

Peakuuy, CBLP3aHM ¢ MACTOTO HA NPUIOKEHUE
Bonka u Tpombodnebur Morar ga ce nNOABAT MPH MHOTO NMALKHEHTH, MONY4YaBallH BAHKOMHUWH

HHTPAaBEHO3HO, KOWTO MOHAKOra ca TexkH. UectoTrata H TexecTTa Ha Tpombogniedbura MoraT aa Obaar
CBEJCHH 10 MHHUMYM, KOraTo NeKapCTBEHUAT NMPOAYKT ce nmpuaara 6aBHO KaTo pa3pelcH pa3TBop (Bxk.
Touka 4.2) U NePHOAHYHO Ce NPOMEHAT MECTaTa Ha HHY3HA.

EdukacHocTTa K 6€30NacHOCTTa Ha BAHKOMMUMH He Ca YCTAHOBEHH NPH MHTPAaTeKANHH, HHTPaTyMOanHH
H HHTPABEHTPUKYNAPHH METUUIA HA NPHIIAraHe.

HedpoTokcHYHOCT
BankoMuuHH TpsaOBa na ce H3MON3Ba BHUMATEIHO MpPH NAUMCHTH ¢ OBbOpeuHa HeZOCTATBYHOCT,

BKJTIOMMTENNHO aHYPHA, Thi K&TO BL3MOXKHOCTTA 3a NTOABA Ha TOKCHUHH e(PEKTH € MHOTO NMO-BUCOKA MpH
MOAAbPKAHE HA NPOAB/LKHUTETHH BHCOKH KOHUEHTPALIMH B KPBBTA. PHCKBT OT TOKCHYHOCT Ce yBeW4aBa
MPpH BUCOKW KOHLEHTPALIWK B KPBBT& H/IH MPOAL/IKHTE/IHA TEPArHA.

PenoBHOTO MOHHTOPHpaHE HA HABATAa HA BAHKOMHUMH B KPHBTA € MOKA3aHO NPH TEPANHUA C BUCOKH JO3H
H NO-ABArocpoyHa ynorpeba, ocobeHo npy nauueHTH ¢ 66peyHa AMCHYHKLUNA HNY YBPEIEH CITyX, KAKTO
W MpPH €JHOBPEMEHHO NMPWIOXKEHHE CbOTBETHO Ha HE(PPOTOKCHUHH HJIH OTOTOKCHYHH BellecTBa (BXK.
TOukH 4.2 u 4.9).

[leanaTpyUyHa Nonmynauus
HacToswuTe npenopbKy 3a npunaraHe B neaMarpyyHaTa nomnynauus, ocobexo 3a aeua noa 12-roanuHa

BBb3PACT, MOTaT Ja JoBenatr A0 cyGTepanesTHYHW HMBA HA BAHKOMWUMH MNpH 3HauuTeNeH Opoit aeua.
Bbhnpeku ToBa, 6€30NaCHOCTTA Ha YBEAHHYEHOTO NMpHIaraHe Ha BAHKOMHUHMH HE € J0CTaTb4YHO OLIEHEHA H

He Cé Npenopb4BaT NO-BUCOKHU A03K oT 60 mg/kg/nex.

BankoMuuMH TpaOBa aa ce M3MOA3RA C OCOOEHO BHHMAHHUE NPKH HEAOHOCEHU HOBOPOJAEHH H KbpMauera
nopagd He3panocT Ha ObOpeuMTe M BB3MOXKHO MOBHILABAHE HA CEPYMHATa KOHUCHTpALWA Ha
BaHKOMHUMH. [Topaau TOBa KOHUEHTPAUMATA HAa BAHKOMHUWH B KpbBTa TpsOBa na ce npocneassa
BHMMATERHO NPH Te3K Acua. ChIsTCTRALOTO NPHIOKEHHE HA BAHKOMHLIMH H AHECTETHLH € CBBP3aHO C
epuTeEM H TMOZOOHO Ha MEQWHPAHO OT XMCTAMHH 3a4epBaBaHe npu aAeua. [lo nmomoben HauuH,
CHILTCTBALIATA yNoTpe6a ¢ HePPOTOKCHUYHHK CPEACTBA, KATO AMHHOTNIHKO3UAHK aHTHOHOTHUM, HCITBC
(Hanp. ubynpodex 3a 3aTBapAHe Ha oTeopeH ductus arteriosus) unu amgoTepuunH B e cBbp3aHa c
MOBHILEH PHCK OT HePOTOKCHUHOCT (BXK. TOUka 4.5) ¥ 3aTOBA € NOKA33aHO MO-4YeCTO HAOMOAeHHE HA

CEpyMHHTE HHBA HA BAHKOMMLIMH H 6B6peuHaTa QyHKUKA,

Ynorpeba B cTapuecka Bb3pacT
ECTECTBEHOTO NMOHWKABAHE HA MNOMEPYNHATa (PUATpALMS C HanpeAdBaHe Ha BL3pacTTa M

A0 MOBHIUEHH CEPYMHH KOHUEHTPALMH HAa BAHKOMHLWH, aKO 1034Ta He C€ KOPHTHpa {BXK.

JlexapCTBEHH B3aHMOAEHCTBHA C AHECTCTHIIH




LR

HMHayuupaHaTa OT aHECTETHLUH MHOKAPIHA AENPEeCcHA MOXe Ja C€ 3aCWIH OT BaHKOMHUUMH. I1o BpeMe Ha

aHecre3us, Jo3uTe TpabsBa Aa ce paspexxaar aodpe M Aa ce npunarat 0aBHO, NPH CTPHKTHO HabmoaeHue
Ha cbpae4HaTa aeitHocT. [IpomMsaHAaTa Ha NO3ULMATA Ha TANOTO TPAOBA Aa Ce OTIIOKH A0 3aBbLPLIBAHE Ha
HH(Y3HATA, 32 3 CE€ O3BOJHM ANANTHPAHEe HA KPBBHOTO HANAraHE CMPAMO MPOMAHATA Ha 1103aTa (BX.

TO4YKA 4.9).

[IcesaoMeMOpaHO3eH EHTEPOKOAUT
B cnyuali Ha Texxka nepcucTHpaula AWapusa, TpAbGBa Ja ce MMa NpeABUR BEPOATHOCTTA 38 HATMYHE Ha

nceBaoMeMOpaHo3eH €HTEPOKONIMT, KOWTO MOxe jJa Obae Kusoro3acTpainaBaiy (Bxk. Touka 4.8). He
TpaOBa a ce U3NON3BaT aHTHAHAPHIAHH JIEKAPCTBEHH NPOAYKTH.

Cynepuudexims
[poabmxurenHara ynorpeda Ha BAHKOMHLMH MOXe kA AOBEOE A0 CBPBLXPACTEK HA HEUYBCTBHTEIIHH

MHKpoOpraHu3MH. BHUMaTENHOTO HaOmoOaeHHE HA NAaLMeHTa € OT OCHOBHO 3HadYeHHe. AKO Mo BpeMe Ha
TepanHaTa ce MojABH CynepuHPexkLus, TpaOBa 1a ce B3eMaT HEODXOAUMHUTE MEPKH.

HapyvlueHus Ha 04MTE

BaHKOMHMUMH He € pa3peilieH 3a WHTPAKAMEPHO WIH MHTPABUTPEATHO [IPHIOXKEHHE, BIJTIOUHTENHO
npodunakTHKA Ha eHAOPTAIMMHT.

XemoparvueH OKiTy3uBeH peTtuHanaeH sackyaut (HORYV), sxarounrento tpaitHa 3aryba Ha 3peHMe, ca
HaOnoaasaHH B OTAGNHH Cly4Yad Ciell HHTPAKaMEPHO WM HHTPABHTPEATHO NPWIOKEHHE HA
BAHKOMHLUKH NO BPEME UNH CNIe] ONepauMA Ha KaTapakTa.

CbpaeyHOCHAOBH ¥ MO3IBYHOCHAOBH ePEKTH

Covobuiasa ce 3a cnyyad Ha CHHApOM Ha Kounis npu nauneHTH, NEKyBaHH C BAHKOMHLUMH. CHHAPOMBT
Ha Kounts ce aedHHHpa KATO CLPACHHOCHAOBH CHMIITOMH, BTOPUYHH HA ANEPTrHYMHA PEaKIHA WIH
peakuMs Ha CBPBXUYYBCTBUTENHOCT, CBLP3aHA CbC CTECHABAHE HA KOPOHAPHHMTE apTEPUH H MOTEHLHAIHO
BoAcLla 10 KHPApKT HA MHOKap/a.

IlepopanHo npunoxeHue
HMHTpaBeHO3HOTO MpHAOKEHHE HAa BAHKOMHMLMH HE € e(CKTHBHO TMPH JIEYEHHETO HA HHEKUHA C

Clostridium difficile. BankoMuuH Tpabea aa ce npunara nepopaiHO 3a TOBa MNOKA3aHHE.,

[IpoBexcaaHe Ha TECTOBETE 3a OTKPHMBAHE HA KOJOHHW3AUMA WK TOkCHHH Ha Clostridium difficile we ce
npenopb4Ba fnpH Aeua noa | roavHa, nNopagH BHCOKATa 4E€CTOTA Ha aCMMIITOMATHYHA KONOHH3aLHA,
OCBEH &KO HE € HATHLE TeXKKA AHAPHA NPH KbpMayveTa ¢ PHCKOBH (PaKTOpH 3a ¢Ta3a, KATO HampHMmep
6onect Ha Hirschsprung, onepupana aHanHa aTpe3sus HAH APYTH TEXKH HapyLUICHHs Ha MOTOpPHKATa Ha
yepearta. TpsabBa BUHArHW Aa ce ThpCH Bb3MOXKHA ANITEPHATHBHA ETHOIOTHA H HAJIHYHETO HAa EHTEPOKOJIUT,
npuurHed ot Clostndium difficile na 6nae aoka3aH.

Iomenyuan 3a cucmemna abcopbyun

AbcopbuusTa MOXKe 2a Ce MOBHLUM MPH NAUHSHTH ¢ BL3NANHTENHH 3a00NABaHKA HA YPEBHATA JIMrABHLIA
Unu ncesaoMeMOpaHo3eH konuT, uHAYyuupaH ot Clostridium difficile. Tean nauMenTy Morar aa 6naar
MINOKEHH HA PUCK OT pa3BHTHE HA HEXENaHW peakuud, ocobeHo ako MMa chNBTCTBALIO OLOpeuHo
yspexaaHe. Konkoro no-ronamo € 0u0peuHoTo yBpeKaaHe, TORKOBA MO-roNffaM € PHCKBT OT Pa3BHTHE Ha
HEKSIAHHTE pPeakUWH, CBLP3AHH ¢ NAPEHTEpaAIHOTO TNPUIOKEHHE Ha BAHKOMHUMH. TpadOBa na ce
H3BBLPLLBA MOHHTOPHPAHE HA CEPYMHHTE KOHLCHTPALIMHA HA BAHKOMHLIHH NPH NaLHEHTH ¢ BL3NAIHTEIHH
3a00n1ABaHHA HA YPEBHATA JIMraBULA.

Heghpomoxcuunocm
[1pu naumenTH ¢ nognexaua 6s0petHa AMCPYHKLKA HIH IEKYBAHH ChBTCBALIO ¢ AMMHOT
ApYro HeppOTOKCHYHO JIEKAPCTBO, TpAOBa aa ce HabnioaaBa 6nOpeuHaTa pyHKLMS.

Omomoxcuvrnocm

H3cneasaxsero Ha cjlyxa MOXE Aa € OT N0J13a 3a CBEXKIAHETO Ha PUCKA IO MHHHUMYM OT
MPH NAUHEHTH ¢ NOTEHLMA/IHa 3aryba Ha ciayxa, HIM KOHMTO c€ JIEKYBaT CBhITbTCTRALNLO C
BELLECTBO KATO AMHHOTIIHKO3HA.




Jlexapcmeenu 83auMo0elicmeus ¢ AHMUMOMUAUMERHUME CPEOCMEA U uKXubuUmopume Ha npomoxHama
nomna

Tpabsa na ce u3barsa ynorpeGara Ha aHTMMOTWIMTETHH CPEACTBA M Ja C€ NMPEOCMHUCIH 0OCHAwM
ynorpebaTta Ha UHXMOUTOPH HA NPOTOHHATA NMOMIA.,

Pazeumue na pezucmenmnu baxmepuu

VrorpebaTa Ha mepopaneH BaHKOMHMLIHH MOBKILABA BBIMOXHOCTTA OT pa3BHTHE HAa PE3HCTEHTHH Ha
BaHKMHULMH nonynauuu Enterococci B ctoMalHo-upeBHHs TpakT. [lopaau Tasu npHyuHHa ce npenopbusa
nepopajeH BAHKOMHLMH J1a c€ U3NOJI3Ba Npeaa3inBo.

4.5. BiaumopaeiicTBHe ¢ APYTH JEeKAPCTBEHH NPOAYKTH H APYrda QOPMH HA B3aHMORCHCTBHE

BaHKOMHLMH/ADYTH NOTEHIMATHO HEPPO- UK OTOTOKCHYHU eKApCTBa
EAHOBPEMEHHOTO WM MOCNEAOBATENHO MPHIOKEHHE HA BAHKOMHLUHWH H JPYTH MNOTEHUUANHO OTO- HAH

He()POTOKCHYHH JlekapcTBa (Hamp. nHnepaunnvHi/razobakTaM) MoXe J[Ja TOBHLIK OTO- WM
HeppoTokcH4HHOCTTa (BX. Touka 4.4). OcobeHHo 8 ciayvante Ha CHBMECTHO TMpHNAaraHe Ha
AMHHOITHKOZUAHY aHTHOMOTHLH, € HeoOXoaKWM BHMMAaTeNeH KOHTPOa. B Te3u cnydyan MakcMManHara
103a Ha BAHKOMMLHH TpabBa Aa 6bae orpanruveHa 1o 500 mg Ha BcekH 8 yaca.

BaHKOMHUHH/aHECTETHLIH
JTloknaasaHo e, Ye YeCTOTaTa Ha HEXKEJIAHU IEKaPCTBEHH peakunu [(kaTo xunoreHsus, oOpuen, epuTeMa,

YPTHKAapHA WK chpOek) BUXKTE Cblo To4Ka 4.8], BEpOATHO CBBP3aHU ¢ HHY3HATA HA BAHKOMHUHH, Ce
[NOBHIIABA, KOraTO BAHKOMHUMH Ce Npraara e JHOBPEMEHHO ¢ HAPKOTHUHM (BXK. To4YKa 4.4).

BaHKOMHUWH/MYCKYNHH peNaKCaHTH
AKO BaHKOMHLIMH C€ Npunara no BpeMme WAM He3za0aBHO ciel XHPYpruuHa onepauus, eEeKTLT

(HEpBHOMYCKY/EH O6JI0K) OT edHOBPEMEHHOTO MPHIOKEHHTE MYCKY/IHH pelakcaHTH (Hanpumep
CYKLIHHHJIXOJIMH) MOXke Aa Obe MO-HHTEH3UBEH HIH YABJDKEH.

Buumatue:
[Tpu nauueHTH ¢ YPEBHH HHPEKUHH KIHHHYHO 3HAYHMMO CEPYMHO HHBO MOXeE Ja Obae AOCTHTHATO ChLIO

CAEA MepopaiHO NPHIOXKEHHE Ha BAHKOMULMH, ocobeHo ako OnbOpeyHaTta UM PYHKUMA € HapyllueHa B
To3n MOMeHT. Torasa HexenaHW peakud, MoAoOHM Ha Te3n, HabnionapaHH ciaen MapeHTEpaiHO

NPHNOXKCHHE, CA Bh3IMOXHH.

4.6. PepruaaTter, bpeMEHHOCT H KbPMEHE

Hsama A0CTaTBYHO OMHT (IPH JIeYEHHE C BAHKOMHLHH [0 BpeMe Ha OpeMeHHOCT H KbpMeHe. ITopaau Tosa,
Baukomuuud-MIP 500 mg TpabBa za ce npunara no Bpeme Ha OPEMEHHOCT H KbpMEHE CaMO Ciej
BHMMATEJIHA MPEUEHKA Ha ChOTHOLIEHHETO prUCK/Nnonsa.

UzcnenpaHusTa NPy KMBOTHK HE ca NOKA3aIH AaHHU 33 Bb3HUKBaHE Ha MAT(OpPMALIUH,

BaHKOMHUWH PEeMHHaBa B MAlYHHOTO MAAKO, MOpagH KoeTo TpibBa jJa c€ H3INON3Ba B NEpHOAA Ha
KbPMEHe, CaMo ako Apyrure aHTHOMOTHUH ca O Oe3 ycnex. IlpH KbpMaueTo MOXKe Ja HACTbIH
HapylueHHe Ha YpeBHaTa (opa ¢ AHapHA, KONOHU3aLUKUA ¢ rbOHYKH W CeHCHOUNHzaLKA.

4.7. Edextn BBLpxy cnocobnocrta 3a modpuapane r pabora ¢ Mmamnan

Bankomuiud-MIP 500 mg vMe He NOBNIHsABA WM MOBNHABA NpeHeOpexnmMo criocobHocTTa 3a odupaHe
unu pabora ¢ MalHHH.

4.8. Hexenann JeKAPCTBEHRH PeaAKUHH

Ob600utenre Ha npoduna Ha He3onacHoCcT




Hali-uecTo cpelnanuTe HeXXeNaHH! peakipau ca PnebuT, ncepoasiepriyHy peakiiMH ¥ 3a4epBABaHe Ha rOPHATA
4yacT Ha T0TO (CHHAPOM ,YEPBEH BpPAaT*), CBHP3aHO C MNpeKaleHO Obp3a HHTPaBeHO3HA HMH(QY3HA Ha
BaHKOMMLIHH.

CroflyaBa ce 3a TexXKH KOKHHM HexeNnaHd peakuns (SCARS), BKIIOYMTE/IHO CHHAPOM Ha Stevens-Johnson
(SJS), ToxcuuHa ermmpaepmanHa Hekponauza (TEN), nekapcTBeHa peakuMs C €03HHOQHIHA M CHCTEMHH
cumnroMu (DRESS) u ocTpa reHepanusupaHa exk3saHreMartosHa mycTynos3a (AGEP) BB BpB3ka ¢ nedyeHue ¢
BAHKOMHLMH (BX. TOYKa 4.4).

A6copbimsaTa Ha BAHKOMHUHH IPe3 CTOMAIIHO-YPEBHUA TPaKT ¢ HesHaunTenHa. Ho, npu Texxko Bp3naneHue
HA YpeBHATA JIMraBuLAa, 0co0eHO Npy nauueHTH ¢ OB0OpeyHa HEAOCTATHYHOCT, MOIaT a C¢ NOABAT TAKHBA
HEXKEJIAHH PEAKLIHH, KAKBHTO Ce MOABABAT NMPH NapeHTepanHo mpunoxkeHue. Ilopaan ToBa ca BKIIOMECHH
CMIOMEHATHTE MMO-A0NY HEXKENIAHH peakuWH M YeCTOTa MM, CBBP3aHH C MAPEHTePaHOTO MPWIOKEHHWE Ha
BAHKOMHMIHH.

Koraro BaHKOMMIMH C¢ NPHIAra NapeHTepaATHO, Hali-yecTO CpellaHMTe HEXeNaHH peakuuH ca ¢uedwr,
NceBA0aNEpPruYHA peakuy H 3a4epBABaHE HAa FOPHATa YacT Ha TANOTO (,,9epBeH BpaT™) NOpaau NMPEeKAICHO
OBbp3a HHTpaBeHO3HA HHPY3HS HA BAHKOMHLIHH,

TabnHueH COHCHK HA HEXKEAHHTE PEaKItuM
[pu BCAKO rpymHpaHe MO YEeCTOTa HEXXEJIAHHTE peaKuHM €a MPEACTABEHH B HU3XOAALL pefi Ha TAXHATa

CEpHO3HOCT.

Hexxenanure peaxuuu, u30poeHH no-aoiy, ca ONpelefeHH KATO € M3MOJI3BaHa C/eJHATA KOHBEHLMA 34
KATETOPHH M0 YecToTa U 6a3a JaHHH HA CHCTEMO-OopraHeHHH Kiacose no MedDra:

Muoro uectn (> 1/10); uectr (= 1/100 o < 1/10); neuectu (= 1/1,000 no < 1/100); penxn (= 1/10,000 xo <
1/1,000); muoro peaxs (< 1/10,000), c HeuszsecTHa YecToTa (OT HATHYHHTE JAHHH HE MOXe Aa Ob/ie HanpaBeHa
OLICHKS).

i i

Cuacremo-oprafnesn Kaac

YecToTa Hexenann peaknHu |

Hapymennn HR KPHBTA H mmdma'm CHCTEMA

Penxu O6paTMa HEYTPONIEHHS, arpaHyJ/IOLHTO3a, €O3MHOMHIHA, Tpomﬁama'ronenm
MAHUHTONICHHS

| C HeussecTHa YecTOoTa | XeMOJIHTHHHA AHEMMUA

i —

HapymeHas HR HMYHRHATAR CHCTEMA

el

Penxu Peakiiii Ha CBPBXYYBCTBHTEIHOCT, aHAQWIAKTHYHH PeaKiHH
Hapynmienns Ha yxo;o | Jlaﬁnpnm‘a i
r Heuectn [TpexoaHa unu TpaiiHa 3a:yﬁa Ha CTyXa
Penxu - Bepturo, miym B ymuTe, 3aMalBaHe i IR
| Copaeand HAPYIEHH L B )
MHoro peOxH C'bp,ueqeﬂ apecT
C HEH3BECTHA HECTOTa CungpoM Ha Kounis
Cmonn HAPYIICHHS - i
| T-IECT_I.-'I | Honmeﬂn_e_ Ha pTEPHANIHOTO HalIAraHe S
Pezu Backyaur 3 ) L )
_ PecnupaTopan, rpbIHE H MEIHACTHHAIHR HAPyHIEHHS j,.r;,f?;f;’-“ é,_--‘_ﬁ:f ; {”.:a
YecH JlucniHes, CTPHAOP { E J | F o | :k ?:,

CroMamigo-9p¢BHE HAPYIICHHS
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Penxu "'ageHe

MHoro peaxu ITceBaOMEeMOpPaHO3EH EHTEPOKONIHT

C HeusBecTHa yecroTa | IloBphlnane, AMapHi

Xenarofunrapae HAPYIICHAS

|

Yectn Ll‘[onnmeﬂa aNaHMH AMMHOTpaHcdepasa, NOBHIIEHA aCTIApTaT AMHHOTpaHChepasa

[ HapymieHES HA KOXKATA H NOAKOXKHATA THKAH

YecTH 3auepBsABaHE HAa NOPHATA YaCT Ha TAIOTO (,,CHHOPOM Ha YepBEHHS 4OBEK"),
eK3aHTEM H Bh3NAJICHHE HA JIHTABHLATA, ChpOeX, ypTHKApHA

emugepmanaa Hekponusa (TEN), nuneapHa IgA 6ynosHa nepMatosa

C Heu3pecTHa yectota | EosuHodmnsa v cuctemis caMrrroMd (DRESS cunapom),
AGEP (ocTpara reHepanuy3sypaHa eK3aHTEMaTO3Ha MyCTy/103a)

MBHoro peaxu ExcdonuaTiBeH AEPMATUT, CHHAPOM Ha Stevens-Johnson, TokcutiHa ‘

Hapymenns 52 6p0pennTe # NHKOUHATE NHTHINA

YecTu | Bu6peyHa HeAOCTATEYHOCT, NPOABABALNA CE MPEAMMHO C NOBHIUECH CEpYMEH
KpEeaTHHHH M ypes

Penku HntepcTHpaiel Heppur, octpa Ob0peyHa HeNOCTaTBYHOCT

C HeussecTHa yecrora | Octpa TyOynHa Hexposa

O6mnp HapymeHnns H epeKTH HA MACTOTO HA NPHJIOKCHHE

- |

Yectn D nebuT, 3auepBABaHe HA TOPHATA YACT Ha TAIOTO H JIMIETO
Penxu Tpecka, MPOBOKHPAHA OT JIEKAPCTBO, TpenepeHe. bosika B rbpMTe U MyCKYJTHTE
Ha repba

Onucanue Ha H3OpaHH HeXeNaHH JeKAPCTBEHH PeaKIUH

O6paTHMa HEYTPONEHHA OGHKHOBEHO 3aM104Ba eHA CEAMMLIA MITH NIOBCUE CMIEM HAYANOTO Ha
HHTPaBEHO3HATA Tepanus WIH ciel obia 203a Han 25 g.

MHTpaBeHO3HHAT BAHKOMHLMH TpsGBa Na ce BiuBa 6aBHO. 1o BpemMe HIIM HEMOCPEACTBEHO CIe] Onp3a
HH(Y3Ha MOXe Aa HACTHIAT aHaPHUNAKTHYHH/AHA(WIAKTOHIHH PEaKIlHH, BISTIOHAIIH H XPHIIOBE. Tesu

peakilH OTITYMABAT CJie]] IpeKpaTIBaHe Ha HHY3HATA, OOUKHOBEHO MEXKTY 20 MHHYTH M 2 yaca. Moxe na
HACTHIIM HEKPO34a Clie[l HHTPaMyCKYJTHO HHDKEKTHpaHe.

LLlym B ymuTe, BEpOSTHO MpeAlleCcTRam] 3ary6a Ha cayxa, Tpsa6Ba 2a ce CYHTa 32 OKA3AHKMe 3HAK 33
NpeKpaTABaHe Ha JICYEHHETO.

OTOTOKCHHHOCT e chobInaBa IJIaBHO TIPH NMALMEHTH, HA KOHTO € NMPHIoKEeHA BHCOKA 1034, WIH TIPH Te3H Ha
CHITETCTBAIA TEPATHA ¢ APYI'H OTOTOKCUYHHM JIEKAPCTBEHH MPOMYKTH, HANp. aMHHOIIHKO3HAH WIH KOHTO €a
C aHaMHe3a 3a HamaJjieH ciTyXx wiv 6s0pevna quchyHKLIHA.

[leauaTpuyHa Nnomyaalns
IMpodurbT Ha 6e30MaCHOCT MPH AeLia M BB3PACTHH NALHEHTH € KATO LIATO NO00EH. HedpoTOKCHIHOCTTAS,

ONHUCAHA MpH Jc1ia, OGUKHOBEHO € CBbpP3aHa C JApYrd HepOTOKCHYHH CPEACTEA, KATO AMMHOIIIMKO3H]H.

Crofmasase Ha OJO3HMPAHH HEXENAHH PEaKIHH
Cpo6InasaHeTo Ha MOJO3ZHPAHHM HEXKEIAHW PEaKLMH Clejl paspeluaBaHe 3a yrnorpeba Ha jiexka

nponyKT e BakHo. ToBa NO3BO/ABA ia NMPOABL/DKH HAONIOACHHETO HA CHOTHOLLICHHETO N0
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flexapcTBeH#ud NpoxykT. OT MEAHUMHCKHTE CIIELIMATTHCTH CE K3MCKBA 1a CbOOLIABAT BCAKA MOJ03HPaHA

Hexce/laHa peakilMi upe3 HAUHOHATHA CHCTEMa 3a cholLuasate, M3MbIHHTENHA arCHUMA Mo
nexapcTeara, yi. ,.Jlamsu [pyes” Ne 8, 1303 Codus . Ten.: +359 2 8903417, yeGeaiit: www.bda.bg.

4.9. Tpenosupanme

[MpeAyMHULILIEHH HHTOKCHKALUWH He ca H3BeCTHW. IIpH chueTaHHE Ha HAKOMKO DHCKOBH dakTopa
(HanpuMep B ciyuaii Ha Texxo 6nOpeuHo HapyLueHKe) MOXKE da ¢e AOCTHIHE 10 BUCOKH CEpyMHH HHBA
U OTO- U He(PPOTOKCUYHH €PEKTH.

MeponpuaTHe B cly4ad Ha npeao3vpaHe
e CneunduueH aHTHAOT HE € HIBECTEH.

e Bucoxu cepyMHH HHBa MOraT fa 6b1aT epUKACHO peAYLHPAHH Ype3 XEMOAHAIN3a, H3N0/3B8alIa
nonucyndgoHoBH MemOpaHH WIM upe3 XeMOQWITPALMH WIH XeMonepdy3ud, H3NOA3BALUH
nonucyndoHoBa cCMona.

e B cayuaii Ha npeaosHpaHe ce Hanara CHMIITTOMATHUYHO JIeYeHHEe, OCBEeH MNOANLPKAHE Ha
6b0peuHaTa GpyHKUHS.

5. APMAKOJOTI'MYHU CBONCTBA
5.1. dapmakosnRaMHYHH CBOHCTBA

dapmakoTepanesTHyHa rpyna: antubuotuun, ATC koa: JO1XAOl (napeHTepanHo MPHIOKEHHE) H
A07AA09 (nepopanHo NMPWIOKEHHE)

MexaHU3bLM HA JeHCTBHE

BaHKOMHULUHWH € TPHUHKIHYEH FHKONeNTHAEH aHTHOHOTHK, KOATO HHXHOHpa CHHTE3aTa Ha KIeThYHATa
CTeHa MPH YYBCTBUTENHH GakTepuu 4pes cBbp3BaHec ¢ BHCOK adunuter kbM D-ananwn-D-ananun
TEPMHHAA HA MpPEKYPCOPHUTE €AMHHUM Ha KjieTbyHata cTeHa. B nombaHeHWE TOW Hapyuiasa
NpOMycKAUBOCTTa Ha GakTepuanHara KieTbuHa mMemOpaHa u cuuresa Ha PHK. JlekapctBoto HMa
6aKkTepHLHAHO AEHCTBHE NPH AENALLM CE MHKPOOPTaHH3MH,

dapmakokHHeTH4HO/apMaKOJUHAMUYHO B3IAUMOIAEHCTBHE

BankOMHIUMH NOKa3Ba HE3aBHCHMA OT KOHLIEHTpaLMATa AKTHBHOCT C [UIOW[TA NOA KpPHBaTa Ha
xoHuenTpauns/epeme (AUC), pazgeneHa Ha MuHuManuata uHxuGupawna koHuentpauus (MIC) Ha
TApreTHHA MHKPOOPFaHHIBLM Ce ABSBA MbPBHUMEH NPOrHOCTHYEH NapaMeThp 3a epHKacHOCT. B3 ocHOBa
Ha in vitro AaHHH, JaAHHH TIPH KHBOTHH U OFpaHH4YEHH QAaHHH NpH Xopa cvoTHoleHweTo AUC/MIC,
pagso Ha 400, e onpeaenexo kato PK/PD Tapret 3a MocTHraHe Ha KIHHHYHA eQHKACHOCT C BAHKOMMLIHH.
3a nocTurade Ha to3u Tapret, korato MIC ca > 1,0 mg/l, ce uauckea go3vpaHe B rOpHHA AHANA30H H
BUCOKHK Hall-HHCKH cepyMHH KoHUeHTpauuu (15-20 mg/l) (Bxk. Touxa 4.2).

MexaHU3bM Ha PE3NCTEHTHOCT

MMpuaoGHTATa Pe3UCTEHTHOCT KbM MIMKOMNENTHAH € Hai-4ecTa NMpPH CHTEPOKOKH H CE€ OCHOBABa Ha
NPUAOOHBAHETO HA PA3IMKHH Van MEHMH KOMILIEKCH, KOETO NpoMeHs npuuensure D-ananun-D-anaHuH
10 D-anauun-D naxrar win D-ananun-D cepuH, kouto cnabo cBBbP3IBAT BAKKOMHLUHKH. B HAKOW CTPaHH
ce Habn101aBa NOBHILECHA PEIHCTEHTHOCT, IMaBHO Ha Enterococcus faecium.

Van reHure pAAKO ce OTKpHBAT B Staphylococcus aureus, NpH KOWTO NPOMCHHTE B CTPYKTypaTa Ha
KNEeTBhYHATA CTEHA BOJAAT A0 ,,CPEAHA” MYBCTBHTEMHOCT, KOATO HAH-YECTO € pasHOpOAHA.

CbLUO Taka 6AXa AOKIAABAHH METHUMIMH-PE3UCTEHTHH cTadrIokokoBH mwamose (MRSA) ¢ Hamade
4yBCTBHTEMHOCT KbM BAHKOMHUKH. HamaneHara 4yBCTBUTETHOCT HIIH PE3HCTCHTHOCT KbM BAHKOMAMWY
npu Staphylococcus He e 106pe pa3bpana. Heobxonumu ca HAKOIKO NreHETHYHH EICMEHTS RCCTE

MYTallHH.
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Hama KpbCTOCAHa PE3MCTEHTHOCT MEXIY BaHKOMHUHH H ApYrd aHTHOHOTHUHM. Bce nak, € Bb3MOXKHa
YACTHYHA KPBCTOCAHA PE3HCTEHTHOCT C IJIMKOMPOTEHIAHHA aHTHOMOTHK teicoplanin. PasBUTHETO Ha
BTOPHYHA PEIUCTEHTHOCT MO BPEME HA TEpAIHA € PALKO.

CuHepruazm
KoMOMHALUHMATa OT BAHKOMHUMH W aMMHOTJIHKO3WAEH aHTHOMOTHK HMa CHHEprdTHueH edexT cpeluy

MHOro wamoBe Staphylococcus aureus, HeeHTEpOKOKOBa rpyna D-CTpenToKOKH, €HTEPOKOKU H
CTpernToKOKH OT rpynara Viridans. Kom6HHaunsTa OT BaHKOMUUMH H LeaNTOCNOPHH HMA CHHEPTHTHYEH
edeKT cpelly HAKOHW wamose Staphylococcus epidermidis, pe3nCTEHTHH HA OKCALIMINH H KOMOWHaLKATA
OT BRHKOMMUMH M pHdaMMHUHH uMa cuHepruTuueH edekT cpeity Staphylococcus epidermidis w
HaCTHYEH CHHEpryueH edexT cpeLly HAKOH wamoBe Staphylococcus aureus. THA Kar0 BAHKOMHULWE B
xoMOuHaUMa ¢ uedasocnopUH MOXe ChLIO Aa HMA aHTArOHHCTHYEH e(eKT cpellly HAKOM LIAMOBE
Staphylococcus epidermidis, v B koMOUHALHA ¢ pUdaMNHLIMH CpelLy HAKOM 1aMoBe Staphylococcus
aureus, NPeABAPUTEIHOTO TECTBAHE 38 CHHEPrHU3LM € OT NoN3a.

Tpabsa ma ce nomy4ar mpoOH 3a OaxrepHanHH KyNnTypW, 3a Aa C€ H30AMPaT ¥ HAEHTHOHUMPAT
MPUYKHHUTENMTE U Ja C€ OfIPEAeaH TAXHATA YYBCTBHTE/IHOCT KbM BaHKOMMUHH.

[ 'paHH4HH TOUYKH 3a TeCTBaHE HA YYBCTBUTEIHOCTTA
BankoMHUMH € akTMBeH cpewly I'paM-nonoxurenHu Gakrepud. I'paM-oTpHuarennure Gaxkrepuu ca

PE3UCTEHTHH.

peobnanasaHeTo HAa npHAOGHTAaTa PE3HCTEHTHOCT MOXKE Ja Bapupa reorpa@CkH M BbB BpPEMETO 3a
H30paHH BHAOBE H € XKEJIATeNHA AOKATHA HHPOpMALIHA 332 PE3HCTEHTHOCTTA, OCOOEHO MpPH NEKYBAHE HA
Texk uHpexunn. Korato nokanHotro npeobnanasaHe Ha Pe3UCTEHTHOCTTA € TaKOBa, ye noasara or
NIEKAPCTBOTO MOHE NPH HAKOM BHAOBE HHEKLMH e CBMHHTENHA, NpH HeoOXxoaumMocT TpaOBa Aa ce ThpCH

CBBET OT CNCLIHMANHCT.

Cnopen EUCAST (European Committee on Antimicrobial Susceptibility testing ) ca onpeaeneHu
C/leHUTE rPAaHHUHH TOUHH:!

_ _ ‘lynclnnm_;u I PESHiTEHTﬂ_l;
_.Emphytocaccus aur:eus' | £ 2 mg/l r_.} 2 mg/l
Coagulase-negative staphylococci < 4 mg/l > 4 mg/l
_Emeracaccus SPP- < 4 mg/l - 1 > 4 mg/l N q
Streptococcus groups A, B, Cand G <2 mg/fl > 2 mg/l
-Tgtreptacoccus pne_u-_mﬂniae - < 2 mg/l } > 2 mg/l
_(-.:‘nrarn positive anaerobes - '_;_5 mg/] _; 2 mg/l

b 8. aureus npu MIC cToitHocTH Ha BRHKOMHLUMH 2 mg/l ca Ha rpaHHLIaTa Ha pasnpeacieHHe Ha AWBHA
THN H MOXKE Aa UMA HapYLUECH KNTHHUYEH OTTrOBOP.

O0HKHOBEHO TYBCTBHTE/IHHA BHAOBE
['paM-DO3HTHBHR
Enterococcus faecalis
Staphylococcus aureus
MeTuHunaHH-pe3ucTeHTRH Staphylococcus aureus
Koaryna3a-neratusHd Staphylococci
Streptococcus spp.
Streptococcus pneumoniae |
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Enteroccocus spp.

Staphylococcus spp.

AHnaepoOHH BHIOBeE

Clostridium spp. except Clostridium innocuum
Eubacterium spp.
Peptostreptococcus spp.

Bujope, 32 KOHTO NPAIOSHTA PEINCTERTHOCT MOKE 1A € npobaem

Enterococcus faecium

BbTpemH0 pe3NCcTeRTHH
Berukn I'paM-meraTuBaH 6axktepun

3

I'paM-nO3RTHBHA DAKTEpHH
Erysipelothrix rhusiopathiae
Heterofermentative Lactobacillus
Leuconostoc spp.

Pediococcus spp.

AnaepoOHH OaAKTEpHH

Clostridium innocuum

MosBaTa Ha PE3HCTEHTHOCT KbM BAHKOMHLIMH € Pa3IH4HA B Pa3THUHHTE OONHHLM H
nopazu Tosa TpaGsa Na ce YCTAHOBU KOHTAKT C MECTHAa MHKpoOHonorHiHa
naboparopus, 3a Aa ce NOY4H CHOTBETHATa MECTHA HHpOPMaLWA.

5.2. PapMaKkoKHHETHYHH CBOHCTBA

AbcopOuuns
BaHKOMHMLUH C€ NPUIAra MHTPABEHO3ZHO 32 JIEYEHHE HA CHCTEMHH HHEKLIMH.

IMpu nauneHTH ¢ HopManHa GpOpeuna dyHKUMA, HHTPaBeHO3HaTa HH(Y3MUs HA MHOTOKPaTHH RO3K Mo 1 g
paHkOMHUMH (15 mg/kg) B npoAabkeHHe Ha 60 MUHYTH, BOAH A0 NMPUOMH3HTENHK CpPEdHH NNa3MeHH
koHuenrpaumn 50-60 mg/l, 20-25 mg/l n 5-10 mg/l, choTBeTHO 2 Haca H 11 yaca HenmocpeacTBEHO cneA
1aBbplUBaHEe Ha uHdy3uaTa. [LnasmMeHuTe HUBA, NOAYUEHH CIel MHOTOKPATHH JO3H, Ca MOJACOHH Ha Te3H,
NOCTUIHATH Clied eAHHUYHA A034.

BanxoMutiuH oGHKHOBEHO He ce abcopbupa B KpbBTa Ciiea nepopaiHo npuioxerue. Abcopbuus obaue
MO3KE 13 C€ MOJYYH MpPH NEPOPATHO NPHIOKEHHE MPH NauueHTH ¢ (ncesaomembpanozen) koaut. Toea
MOXE Oa AOBEAE A0 KYMYJMpaHe Ha BaHKOMHMLUMH NpH MAlHEHTH CBC CBOBLTCTBAWO OBLOpeuHO

yBpeKAaHe.

PasnpeneneHuve
O6GeMBT Ha pasnpenenchye € okono 60 /1,73 m? TesiecHa noBbpxHocT. [IpH cepyMHH KOHUEHTPALMH Ha

BaHkoMHUMH ot 10 mg/l no 100 mg/l, cBbp3BaHETO HA JIEKAPCTBOTO C ILTa3MEHHTE NPOTEHHH €
npubnusnrenHo 30-55%, usmMepeHo 4pes yarpaguarpaums.
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Jlexapcteoro ce Merabonmuzupa MHOro mManko. Ciea napeHTepanHO NMpuAokKeHWe TOH ce€ CKCkpeTHpa
MOYMTH HAMBLIHO KaTO MHKPOOHONOrHYHO aKTHBHO BeulecTBO (npubausutento 75-90% B pamkute Ha 24

yaca) upes raomepynna purrpaumns npes 6nbpeunre.

EnuMuHupane
ENMMMHALMOHHUST NOAYXKHBOT HA BAHKOMHUMH € 4 0o 6 Yaca npu nauMeHTH ¢ HopmanHa OnbpeuHa

dbyHxumus u 2,2-3 waca npu aeua. [lnasmenust kanupuHe € okono 0.058 /kg/h u 6b0peuHnaT knupbhc e
oxono 0,048 I/kg/h. [pes mepeuTe 24 yaca npubansvtento 80% oT NpHNOKEHaTa 1033 BAHKOMHLHH Ce
eKCKpeTHpa B ypuHaTa upe3 rnoMepynHa dpuntpauns. bubpeunata aucdyHkuns 3abass exckpeUuaTa Ha

BaHKOMHLHH. [IpH mauHeHTHTE ¢ NpakTHYecKH aunceama 6x0peyHa QyHKUHMA, CPEAHHAT NONYIKHBOT €
7.5 aun. TMopaau OTOTOKCHMHOCTTa HAa TepanuATa ¢ BaHKOMHUHH, B Te3H CAydYad € [OKa3aHo

NOMBIAHHUTENHO NPOCASAABAHE HA MUTA3MEHUTE KOHLEHTPALIKH.
BunuapHaTa eKckpelua € He3HauuTe Ha (no-mManko ot 5% ot no3ara).

Boapeks, e BaHKOMULMHBT HE CE€ ENMMMHHpA €PHKACHO 4pe3 XEeMONWaNu3a WAY NepHTOHealHa
AMaNH3a, UMa choOlUeHHus 3a TOBHIUABAHE HA KAMpBHCA Ha BaHKOMHIHH upe3 xemomepdy3us H
XeMOoQUITPaLHA.

Cnen nepopaiHO NPHACKEHHE, CAMO HacT OT MPHUIOKEHATa 1034 CE Bb3CTaHOBABA B ypHHata. ObpaTHo,
BHCOKH KOHLEHTpPALHH Ha BAHKOMHLMH ce Hamupar BbB ¢pexanuute (> 3100 mg/kg npn ao3u ot 2 g
JHEBHO).

JivHeltHocT/HeNHHERHOCT
KoHueHTpaunsaTa Ha BAHKOMHUYH OOMKHOBEHO HApacTBa MPONMOPUMOHANHO ¢ yBEeNHYaBaHe Ha 003ara.
[nasMeHHTE KOHLUEHTPAaLMH [PpH MHOCOKPATHO TPWIOKEHHE HA 03aTa ¢a MOAOCOHM Ha Te3H cnel

NPWIoKEeHHE Ha eIHHHYHA A03A.

XapaKTepPHCTHKH B ONPEAC/ACHH Ipyny

bvbpeuno yepeowoane

BaHKOMHLIMH C€ OYHMCTBa FIABHO upe3 raomepynHa ¢unrpauus. [Tpu naunenTn ¢ HapyweHa 6n6peuHa
GYHKUMA, TEPMHHATHHAT €TMMHHALIMOHEH MOJYXHBOT Ha BAHKOMHLUHH € YABDKEH ¥ OOLUHAT TeneceH
KIKPBHC € HamaneH. Cnea ToBa ONTHMAHATa J03a TpAOBa 1a C€ H3UHCH B ChOTBETCTBHE C NPENOPbKUTE
3a JO3HpaHE, NOocoUYeHH B To4ka 4.2. Jlo3MpoBka H HaUHH Ha MPHNOKECHHE.

Heproopobro yepexcoare
(>apmMakOKKHETHKATA HA BAHKOMHLUHH HE CE€ MPOMEHA NPH NAUKEHTH C YepHOAPOOHO yBpexaaHe.

bpemennu xcenu
Moxe na ca HeoOXOAWMMM 3HAYHTENHO NOBHILIEHH N03H 332 [MOCTHraHE Ha TEPANECBTHYHH CEepyMHH

KOHUEHTPALIMK Npu OpeMeHHHU XKeHH (BxK. TouKa 4.6).

Iayuenmu ¢ HaoHopMeHo meano

PasnpesencHUeTo Ha BAHKOMHLIMH MOXKE Aa C€ NPOMEHH NPH NAUHEHTH C HAAHOPMEHO TerJo Nnopaau
yBenuuaBaHe Ha 06eMa Ha pasnpeacneHue, Ha OBOpeHHHE KNUPBHC H B3MOXKHHM NPOMEHH B CBBP3BAHETO
¢ rnasMeHuTe npotedHH. [lpu Te3H cybnomynauHH KOHUEHTpauHATa Ha BAHKOMHLHH B CepyMa e
YCTAHOBEHO, Y€ € NMO-BHCOKA OT OYaKBaHaTa NpH 3APaBH BL3PACTHK MBKE (BXK. TOUKA 4.2).

[TeanwaTpHuHa nonmynaumns
PK Ha BAHKOMHMLMH NMOKa3Ba WHPOKA MHTEPHHAWBHAYATHA BAPpHAOHIHOCT NMPU NpeKAEBPEMEHHO POAECHH

U POACHHUTE HA TepMUH HOBOpoAeHH. [IpH HOBOpOACHH, CNell HHTPABEHO3HO NpHUAOkKeHHE, 00
pasnpeiencHHe Ha BaHKOMHLUMH Bapupa Mexay 0,38 u 0,97 kg, nogobHo Ha cTOMHOETHRS'
Bb3PACTHH, A0OKATO KITMPbHCHT Bapupa Mexay 0,63 u 1,4 ml/kg/min. [NonyxHBOTET Bapup J

10 yaca ¥ € NOo-ARTBI OT TO3H NIPH BB3PACTHH, KOETO OTpa3dBa OOMKHOBEHO MO-HUCKHTE
KIHMpBHCA MPU HOBOPOACHOTO.
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IMpn kbpMmauera M no-rofieMH Aeua oGeMbT Ha pasnpenencHue sapupa mexay 0,26-1,05 Vkg, nokarto
KAHPBHCHT Bapupa Mexay 0,33-1,87 ml/kg/min.

§.3. IlpeaknRHEUYHH JAHHH 32 (e3onacHOCT

a) OcTpa TOKCHYHOCT

LD50 (B mg/ kg TenecHo Terno):
HHTPABEHO3HO HETPANEPHTOHEATHO

HHTPABEHO3HO

HEAOCTATBYHOCT.

6) XpoHHUHA TOKCHYHOCT
[Mpu nabXOBe MoJyyaBadH nepopanHa aHeBHa go3a ot 375-3 000 mg/kg Tenecuo Ternio 35 AHu e

YCTAHOBEHA PETHKYJIOUMTO3a H MuMpounToneHHa npu Ao3a Haa 1500 mg/kg TesiecHO Terno 1 HaManeHo
TErNO Ha Aanaka K TUMYca npu ao3a Haa 750 mg/kg TenecHo Terno, B CPaBHEHHE C KOHTPO/NHATA rpyna.
[Mpy BcHukK A0O30BH rPYNH € HACTBNHIA peAyKUMS Ha OO NPOTeHH, HHBATA Ha rNIIOK03a H X0JecTepon
B CEpYMa U XHCTONMOrHYHH HapYUICHHA Ha eMHTENA Ha IMraBULaTa Ha LICKyMa.

HntpaseHosHa ao3a oT 25 mg/kg TenecHo HMBO NpH Ky4era, 30 mg/kg TenecHo Terno npu MadMyHH,
KAKTO M Ha UHTPamMyckypHo npunoxkenue Ha 50 mg/kg TenecHo Tero Npu KOTKH € RoBEaa camMo o

NOKATHHK peakLMH Ha MAECTOTO Ha HHGY3HpaHe

[To-Bucoku A03H, HHTpaBeHO3HO OT 50 mg/kg TenecHo TErio NpKW Ky4eTa W MHTPanepHTOHEATHO OT
350 mg/Kg TeNeCHO TErJO0 MpH MTbX0BE Ca NPERH3BHKANTN HEPPOTOKCHYHOCT.

B) MyTtaretHeH U TYMOPOIreHeH NoTeHuHan
BaHKOMHUYH € NpOoy4eH CaMO YacTH4HO 32 MyTareHHH edexkrd. Hanuuuure H3cneaBaHus ca jaand

HEraTUBEH Pe3yJITarT.
JBNrocpoyHH TYMOPOr€HHH NMPOYUBAHKA MPH XXHBOTHH HE CA NPOBEXK/AHHU.

r) PenpyayKTHBHA TOKCHYHOCT
[pu TepaToreHu npoy4saHHs IUIbXOBE ca MOAY4HIH nosede oT 200 mg BAHKOMHUHMH HAa Kg TEIECHO

Terno u 3aiiud noseue ot 120 mg/kg TenecHo Terno. He ca Gunu HabaroaaBaHH TepaToreHHH €QeKTH.
He ca npoBexAaHH MepH- H NOCTHATANHK H NMPOYYBAHHA HA (pepTHAUTETA NPH KHBOTHH.

6. ®APMALIEBTHYHH JAHHH

6.1. CoHcbK HA NOMONIHHTE BEIEeCTRA
Hama

6.2. HecnBMeCTHMOCTH
Pa3TBOpHTE HA BAHKOMHUHH MMaT HUCKO PH HHBO, KOETO MOXE Aa AOBeJe N0 XHMHYHA HIH ¢u3vyHa

HecTaOWIHOCT clieg cMecBaHe ¢ Apyry cyberanuuu. [lopaan ToBa BCEKH NapeHTEpaNeH pa3TBo
[a Ce NPOBEPABa BU3YAJIHO 3a NPEUMNUTATH WIH NPOMEHEH LUBAT peaAH ynoTpeOa.

[ToMbTHABaKE Ha pasTBopa e 610 HabmoaaBaHo MpH cMecBaHe C pa3sTBOPH Ha CIEAHHTE
AMuHopuInH, 6GapOUTYpaTH, OEH3WN NEHHUWIMH, XNOpaM(EHHUKON XHAPOreHCYKLHHA
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XHAPOrEHCYKLIHHAT, METHUHWIH HAaTpHH, HaTpues XuaporeH kapOoHar, HUTPOQYpPAHTHOH HATpPHH,
HOBOGHOLMH HaTpHii, PeHHTONH HaTpui, cyndanuasnH HaTpuii niH cyndadypason AHETAHONAMHUH.

CBHLBMECTHMOCT C HHTPaBEHO3HH PA3TBOPH

CneaHuTe pa3sTBOPH ca NOAXOAAILY 33 MPUrOTBIHE Ha HH(Y3IHOHEH PA3TBOP:
- Bopaa 3a yHXeKuHH
- 5 % pa3TBOp Ha II0KO3a
- DU3WONOrvUH4EH pa3TBOp Ha HAaTPHEB XJIOPHA

Pa3TBOpUTE Ha BAHKOMHUMH TpgGBa 14a ce npunaraT OTAENHO, aKO XWMHMYHATA H (QU3UYHATA
CbBMECTHMOCT C APYrHTE Pa3TBOPH HE € JOKA3aHA.

KomMOKBHHpaHO JieyeHHe
B cnyuaii Ha KOMOMHMpAaHO NeyeHHe HA BAHKOMHMUMH C APYrd aHTHOHOTHUW/XHMHOTEpaneBTHLH

nekapcTBaTta Tpabea Aa ce Mpuiarar OTAC/HO.
6.3. Cpok Ha rogHoCT

2 roauHu
[ipu napeHrepanHa ynotpeba Tpabsa fa ce NpUIAraT NpACHO APHrOTBEHH Pa3TBOPH, He3a0aBHO cCrien

pa3TBapaHe, MOPaH PUCKA OT MHKPOOHA HHKOHTAMHHALIMA NPH pa3TeapsaHeTo. [1pn nepopanta ynorpeba
[PUrOTBEHHTE Pa3TBOPH MOFaT Aa ce CbXpaHABaT A0 96 yaca B XNAJAHTHHK.

CtaOMNHOCT HA NPUTOTBEHUTE PA3TBOPH:
XvmuuHaTa ¥ PH3HUHATA CTAOWNHOCT Ha NPUIrOTBEHHUTE C BOAA 38 HHIKEKLUHH Pa3sTBOPH, Ca A0Ka3aHH MpU

cbXpaHeHue Ha Temneptypa < 235 °C po 96 vaca.

CtaGUnHOCT Ha NPUIOTBEHUTE PA3TBOPH 3a HHOYIHUA:
XumuyHata ¥ GU3M4HATA CTA0KWIHOCT HAa NPUIOTBEHHTE pa3TBOpM 32 MHOY3HA Ca AO0Ka3aHH MpH

cbXpaHeHHe Ha temneparypa 2-8 °C no 96 yaca. Ot MHKpoOHOMOTHYHE rMeJHA TOYKA TPHIOTBEHHUTE
pa3TBOpH TpAOBa aa ce W3non3BaT He3abaBHO. B nNpoTUBEH cly4al npyaaralivaT pasTBoOpa € HaMb/IHO
OTrOBOPEH 3a YC/IIOBHATA H NEpHOAAa Ha cbXpaHeHue Ha pa3rteopa. OOHuaiHO, CbXpaHeHue Tph
Temneparypa 2-8 °C moxe Ja NPOABIKH floBeye OT 24 yaca, CaMO aKo pa3TBOPHT € OWNT NMPHIOTBEH IpH

KOHTPOJIHPAHH Y BANTHAKPAHH aCENTHYHH YCAOBHA.

6.4. CnenHaHH YCJI0BHY 32 ChXpAHEHHE
Jla ce cuxpaHasa nog 25°C B KapToHeHaTa ONnakoBKa, 3a 4a C€ Npeanasy OT CBET/IHHA.
6.5. BHA K chABLPKAHHE HA OMAKOBKATA

dnakoHu (6e3UBETHO CTHKUIO, XMAPOMUTHYHO ycToiuKB knac 1) cbe 3anyuwanka (6poM-0yTunosa ryma),
anymMuHueBa oOkaTka U 3al11MTHa Kana4yka.

OnakoBkH ¢ 1 uaun 5 dpnakoHa.
He Bcuuku BUaOBe onakoBkH MoraT z1a 6baar nycHaTH B npoaaxoda.
6.6. Cnenmasud NpeIna3ay MEPKH NPH HIXBLPJISHe H paboTa

Humpaseno3no npusoxcenue
[paxbT ce pa3Teaps M c/e/l TOBa NOMYHEHHAT KOHUEHTpaT TpaOBa Aa ce pa3pe/in npeay ynorped

IIpuzomenane na xonyenmpam 3a unQpy3us
CoabpxaHueTo Ha ¢pnakoHa ce pasteaps B 10 ml crepunHa Bona 3a HHKEKUHH.
Eauu ml ot npuroTseHns pasteop chabpxka 50 mg BAHKOMHULIHH.
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IIpuzomesne na pazmeopa 3a unpyus
KOHLEHTpaThbT 38 HH}Y3Hs MOXKE f1a ce paspexaa ChC CTEPH/IHA BOAA 33 MHXKEKUMH, 9 mg/ml HaTpues

xnopua wiu S0 mg/m! rmoxo3za.

dnaxoH, cuabpxkau 500 mg BaHkoMuLMH: 3a nonyyapaHe Ha 5 mg/ml pasTeop 3a MHQY3HA paspeaere
10 ml koHueHTpaT 32 HH(pY3HOHEH pa3Teop ¢ 90 ml o1 pasTBOpHTENA .

KOHUEHTpaLMATa HA BAHKOMMLIHH B pa3TBopa 3a WHby3us He TpaGea na HaaBuiuasa 2,5-5 mg/ml.
Buvniuen euod na pasmeop 3a ungyyus

Mpean npunoxeHre pasTBOPBLT TPROBa Aa C& NPOBEPH BH3YAIHO 34 HAJIHYHE HA YaCTHLIM H ITPOMEHH B
uBeTa. PazreopbT Tpa6ea Aa ce uanon3pa camo ako € SHCTHP U 0e3 YacTULH.

3a yC/IOBHATA HA CHXPaHEHUE Ha Pa3pedEHHA JIEKapCTBEH TIPOAYKT BHKTE TOYKa 6.3.

Ilepopanno npuroxcernue
3a uHpoOpMaLUMA OTHOCHO NPUrOTBSHETO HA PA3TBOPA, MO, BIKTE TOUKA 4.2,

Hama cneuraniu U3MCKBAHHA NTPU U3XBBLPNRHE.

7. TIPUTEXATEJI HA PASPEIIEHHUETO 3A VIIOTPEBA
MIP Pharma GmbH

Kirkeler Strasse 41
D-66440 Blieskastel-Niederwurzbach

["'epMaHus

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

20060706

9. JIATA HA IThbPBO PA3PELIIABAHE/MOAHOBABAHE HA PA3PEIIEHHETO 3A
VIIOTPEBA

07.12.2006/30.03.2012

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

0172026
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