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1. HIME HA JEKAPCTBEHHS IPOAYKT e N

BanxomuiuH-MIP 500 mg npax 3a HHdy3HOHEH pasTBop™
Vancomycin-MIP 500 mg powder for solution for infusion

2. KAYECTBEH H KOJTHYECTBEH CBCTAB
AXTHRHO BemecTBo: Vancomycin hydrochloride.
Beexu diiakon cpabpxka 500 mg BaHKOMHLHHOB XHAPOXAOPK, choTBeTcTRam Ha 500,000 IU BakkoMHIMH.

3a MBNHEA CHCEK HA MOMOMIHATE BEIIECTEA BHATE ToukKa 6.1.

3. JEKAPCTBEHA ®OPMA

Ipax 3a undy3noHeH pasTRop

4. KIHHHYHH JAHHH
4.1 TepaneBTHIHH NOKA3AHHSA

ABREHO3HO NPHITOKEHHE

HHTpaBeHO3HHAT BAHKOMMLIHH € MOKa3aH NPH BCHYKH BB3PaCTOBM TPYNH 3a JIeWeHHE Ha CHGAHHMTE

HHbeximn (Bx. Touxky 4.2, 4.4. m 5.1)

-  YCIOKHCHH HH(EKIWH Ha KOXKATA M MEKNTE THKAHH

- HudexuMn Ha KOCTHTE H CTABHTE

- THEBMOHHA, npuaoduTa B O6MHOCTTA

- TIHEBMOHH{A, NpAAOOHTA B GONHULIA ¥ MHEBMOHHS, CEbp3aHa ¢ H3KyCTBeHa GenoapobHa BeHTIIALMA

- uH(EKUHO3CH EHAOKAPAHT

- GakTepHeMHs, KOATO BB3HWKBA BBE BpB3Ka ¢ HAKOA OT MAQexuwmuTe, W3GpOCHH MO-Tope, WIH ce
HONO3HPA, 9€ € CBhP3aHa ¢ HAKOA OT THX.

BaHnkoMHLMH CBINO € MOKa3aH IIPH BCHUKHM BB3PAacTOBH IPYIH 33 NEPHONEPATHBHA AHTHOAKTCPHAIHA
npodunaxTika cpemy GakTepHaneH eHIOKAPAHT, IPH NALHEHTH ¢ BHCOK PHCK OT pa3BHTHE Ha GaxrepHaneH
€HIOKAPIHT, KOraTo €4 NOAJIOXEHH HA IOJIEMH XHPYPTHYECKH MPOLETyPH.

[epopanmo npunokenne
BauxoMHIHH € nokasaH MpH BCHYKH Bb3PacTOBH IPYMH 3a Neuenne Ha Clostridium difficile (CDI)
{Bk. Toukn 4.2,4.4. 1 5.1.)

Heobxomamo € na ce B3eMar npeABHA odHUMANHATE NPEHNOPBKH 3a MOAXOOAMA ymoTpeba Ha
anTHOAKTEepHATHH CPefCTRA.

4.2. JI03RPOBKA H HAYHH HA OPHIOKEHHE
03Mpane

Kbaero B ciydan, dpi KOHTO € NOAXOAAINO, BAHKOMHIMH TpAGBA Aa ce Ipwiara B KOMOHHanHa ¢ ApyrH
aHTHOAKTEpHANHY CPe/ICTRA. -




Humpasenosto npurngicenue

Hayannara no3a ce onpenens Ha 6aza o6mo TenecHo Terno. ITocseABanmTe KOPEKIMH Ha A03aTa TpAbea Aa
C¢ OCHOBAaBAaT HE CEPYMHHTE KOHIEHTPAIMH, 34 1A Ce [IOCTHIHAT TAPTreTHHTE TEPANEBTHIHH KOHICHTPALHH.
Tlpu nocnensamuTe 03K W HHTEPBAN Ha MPHIOKEHHUE TPAGEA a ce HMa npeaeny Gp0peuHara GyHKims.

Hayuenmu na evspacm 12 u nosewe 200unu:

ITpenopranTeNnHara a03a e 15 no 20 mg/kg TenecHo Terno Ha BeekH 8 o 12 vyaca (A2 He MpeBHIaBa 2g 3a
J03aTa).

Ipa TexK0 GOTHH NALMEHTH MOKE A CE H3NO3Ba HATOBApBAIa A03a OT 25-30 mg/kg TenecHo Terno, 3a Aa
ce ynecHH OBp30TO JOCTHTaHE Ha TAPreTHATa CEPYMHA KOHLIEHTpalHA Ha BAHKOMHIIMH.

Kvpuauema u deya na svapacm om edurn mecey 0o nod 12 20duuna ev3pacm;

TpenoprunTeNHarTa go3a e 10 go 15 mg/kg TenecHo Terno Ha BeeKH 6 Yaca (Bx. Touka 4.4.).

Hosopodenu na mepmun {om emo 0o 27 Onu caed anemo) u n, CEDEMEHHO exu (om
paxcdaremo do ovaxeanama oama Ha paxcoane nwoc 27 onu)

INpu onpenendHe Ha cXeMa HA AO3HPAHE TIPH HOBOPONEHH, TpAOBA Ja ce MOTHPCH CLBET OT JEKap ¢ OfHT B
JIEYEHHETO Ha HOBOpOIeHHd. FANH 0T BL3MOKHHTE HAYHHH Ha JO3HPAHE Ha BAHKOMHIIMH OpH HOBOPOACHH €
HIIOCTPHpAH B CiiefiHaTa TabiAua: (Bx. Touka 4.4)

PMA (ceaMHnm) Jo3a (mg/kg) HnTepBan Ha npuaoxenne (k)
<29 15 24

29-35 15 12

>35 15 8

PMA: nocTMeHCTpyanHa Bb3pacT (BpEMETO MEXAY ITHPBHA JeH HA MOCNEAHMA MEHCTpyaneH LHMKRI H
PaXAAHETO (TeCTAHOHHATA BH3PACT) TUIKOC BPEMETO, HIMAHAJO CJIEH PAXAAHETO (IOCTHATANHA BB3PactT).

{lepuonepamuena npodunaxmura na baxmepuanen endoKaAPOUM §ba BCULKU EbIPACTIOBU 2PYNU
[MperopryBa ce HauamHa noza 15 mgkg npeas wAAykupdTa Ha aHecTe3ud. B 3aBHCHMOCT OT
HPOABIDXUTENHOCTTA Ha OMEPALMATA MOXE J1a Ce HANOKH BTOPA 033 BAHKOMHMIIHH.

Hpodwmicumennocm Ha revenue

TlpenmoxeHaTa DpoabIAKHTENHOCT HA NEYSHHETO € NOKa3aHa B TabIHUATA mo-A0/y.

I[pH BcHuKM Cifydad NPOABIKMTENHOCTTA Ha JedeHHe TpaGBa Aa 6bAe chobpaseHa ¢ BHIA W TEKECTTa Ha
HH(EKIEATA, KAKTO H HHAHBHAYATHHA KIIHHHYEH OTMOBOP.

Ioka3anue IIpONBKHTENHOCT HA NeueHHe
YcnoxkHeHH FHQEKIMH Ha KOXKATA M MEKHTE TBKAHH
- HE HEKPOTH3HpAII 7-14 npu
- HEKPOTH3HpAI 4-6 ceqmun *
Hudekuun 5a KOCTHTE H CTABHTE 4-6 cemmuI **
IMaeBMOHNA, NpAACOHTA B 0OMHOCTTA 7-14 num
IHeBMOHHA, NpuAoOHTa B GONHALA ¥ MTHEBMOHKA, CBBP3aHA C 7-14 nun
H3KYCTBeHa OenoapobHa BEHTHNALIAA
Huadexumosen eHaokapauT 4-6 cepmuy ***

*  Ilpomsmxere, JOKATO He ce HANOKH AOITBIHHTENEH AeOpHAMaH, MALHMEHTHT KIHEHYHO & € NOA0OPHT H
nauMeHTsT € ajeGpuneH B MpoIbIDkeHue Ha 48 no 72 vaca

** 3a cT2BHY PBINAICHHA, IPHIMHEHH OT MPOTE3H, € HEOGXOAUMO A ¢ OGMUCIIAT IO-TBArOTpaiiHu
NePOPATHH CYNPSCHBHH TEPATH ¢ MONXOAAMYE aHTHOHOTHIM

**+ [IpoxsmxuTenHocTTa H HeOGXOOMMOCTTA OT KOMOMHMpaHa TEpamHA 33aBHCH OT B
CECTCAHHETO Ha OpraHU3MA




Creimaniy nonyaanyy

Tlayuenmu ¢ cmapyecrka ev3pacm

Moxe jia e HeobxoAHMa MO-HKCKA TONTBPRKAA 032 nopaaH orcrabBama GuGpeqna QyHKUMA, CBBp3aHa ¢
BB3pacTTa.

Bwbpeuno yspesicoane

Tlpy BB3pACTHM W NEIMATPHIHM NalMeHTH ¢ GBOpedHo yBpexnaHe TpabBa qa ce 0GMHCTH HAZaNHA /1033,
nocnenBaHa OT Hali-HHCkaTa CEpyMHAa KOHLEHTpaldd Ha BAHKOMHMIMH, BMECTO ONpPEAENEHa CXEMa Ha
npuarane, 0co0eHo NPH MauMeHTH C TeXko GhOpedHo yspexaaHe WIH TAKHBA, KOHTO ¢a NOATIOKEHH Ha
G0pedHo 3aMecTHTENHa TepanuA (renal replacement therapy, RRT), nopams MHOroTo pasmrian Gakropu
KOHTO MOTAT JIa NOBJHAAT HUBATA HA BAHKOMHIMH IPH THX.

ITpy NAlMEHTH ¢ JIEKa WIH yMepeHa crened (u6pedsa HEAOCTAaTHYHOCT, HAYanHaTa 1032 He TpabBa Ja ce
HaManaBa. IpH NammMeHTH ¢ TeXKa cTeneH GuOpeYHa HEAOCTATBYHOCT € 32 NPEANOYHTaHe Na Ce YNLDKH
HHTEPBATTHT HA NPHIOKEHHE, BMECTO Aa C€ NMMPHAAraTt no-HUCKH AHEBHH A03H.

Tp=6Ba na ce ofbpHE BHUMAHME HA CHITETCTBALIOTO NPHIOKEHHE HA JIEKAPCTBEHH NPOAYKTH, KOHTO MOTaT
Ja HAMAIAT KITHPBHCA HA BAHKOMHLAH W/ATH 14 MOTERLMPAT HErOBHTE HEXENAHH Peak1H (BX. TOUKa 4.4).

BaHKOMHLMH Ce JHATH3Apa cnabo dgpe3 HHTEPMHTEHTHa Xemomuamnsa. Brmpekd Toea, ynorpefara Ha
MEMOPaHH ¢ BHCOKA TIPONYCKITHBOCT H HeNpexbeHara GubpeuHo 3aMectTHTenHa Tepamis (CRRT) ysennuasa
KIHPBLHCA Ha BAHKOMHIHH H O0BKHOBEHO H3HCKBA 3aMeCTBaHe Ha 03aTa (o0HKHOBEHO Clel XeMORHAMM3HA
CeCHA MPH HHTEPMHTEHTHA XeMOTHAITH32).

Buv3pacmuu
AZanNTAPAHETO Ha JO3aTa NMPH BE3PACcTHH MAllMeHTH MOXKeE Ja e OCHOBABa HA M3YHCIECHATa CKOPOCT Ha
rnomepymsa ¢urrpamma (eGFR) ¢ nomoira Ha criegHara dopMyna:

Mpxe: [Tenecno terno (kg) x 140 MuHyc BB3apactTa (roganu))/ 72 X cepyMeH kpearnans (mg/dl)
Kewunm: 0.85 x croffiHoCTTa, H3YMCNEHA N0 ropHaTa dopMyna.

OGuaaiinara Hauanka /103a 32 BB3PAcTHH NarmenTd ¢ 15 1o 20 my/kg, KoATO MOXe 1A Ce TpHIara Ha BCEKH
24 vaca npy NALUHEHTH ¢ KPEaTHHAHOB KIHPBHC Mexay 20 u 49 ml/min. [lpy nanmenTn ¢ Texxo 6u6peuHo
yEpexiaHe (KpeaTHHMHOE KaHphic mon 20 ml/min) wim Ha OGb0pewHO 3aMeECTHTENHA Tepanus,
HOIXOAAMOTO pasnpeAeficHHe [0 BPEMeé H KOMMYECTBO Ha MOCHENBATENHUTE NO3H J0 NONsMa CTemneH
3aBHCAT Or HaumHa Ha RRT u Tpabsa ma ce ocropaBaT Ha Hali-HHCKaTa cepyMHa KOHIECHTpAUHd Ha
BaHKOMHIWH H H2 OCTaThyHaTa OnOpedna ¢ynxums (k. Touka 4.4). B 3apHcHMOCT OT KAHHMYIHATA
CHTYyaIns MOXe Ja ce OOMHCIIH OT/laraHe Ha CeABAamiaTa 4033, JOKaTo C¢ OMaKBaT pe3y/ITaTHTE 33 HMBATa
Ha BAHKOMHIIHH,

IIpn kpuTHYHO GoneH NMauneHT ¢ GEGPedHa HEAOCTATHYHOCT IMBPBOHAYANHATA HATOBapBama 1033 (25 mo 30
mg/kg) He TpAGBa Ja ce HaMAIABa.

Heduampuuna nonynavus

ANaNTHPAHETO Ha J03aTa MPH NENMATPHYHNA TNAIMEHTH Ha BB3PAcT Haj 1 roaMHa, MOXe Na ce OCHOBABa Ha
H3YHCIEHATa CKOPOCT Ha romepynHa ¢rrpanus (eGFR) upes npepaGorerara popmyna Ha Schwartz:

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

eGFR (ml/min/1.73m? = (sucoynna B cm x 36.2/ cepymeH KpeaTHHHH (pmol/1)

Ipyu HOBOpOZEHH M KbpMmayera Mo 1-rofHmHa BE3pacT TpAGBa Aa ce NOTBPCH CHBET OT CIIe
Karo npepaborenara popMyna Ha Schwartz 3a TAX He e NpANOXHMA.



OpHEeHTHPOBBYHATE MPENOPBKH 33 AO3NPAHE IMPH NeAUaTPHYHATA MOMYAlEA ¢a NoKa3aHH B TabIMuara no-
JONY, KOATO Cle/iBa CHIIMTE IIPHALAITY KAKTO NPH Bh3PACTHH MallHeHTH.

GFR (mVmin/1.73 m?) Lv. nosa YectoTa

50-30 15 mg/kg 12 Taca

29-10 15 mgkg 24 qaca

<10

HHTepMUTEHTHA XEMORHAIIH3A 10-15 mg/kg glgfﬁogm.
[lepuToHeanna gRanKH3a

lNpoapmiarenna Gu0pevHo 3aMeCTHTENHA 15 mg/kg TToBTOPHOTC NpH/ATaHEe BE3
Tepamis OCHOBA HA KOHLIeHTpanmaTa®

* TloaxoAAmoTo pasmpeleNeHHe N0 BPEME H KONHYECTBO HA CIEABAIMTE AO3H JO IojiiMa CTeneH 3aBHCH
or sHaa RRT u tpaGea Ja ce OCHOBaBA HA CepyMHHTE HHBA HA BAHKOMMIMHH, MONYYEHH IpPEAH
NpHAAaraHeTo M Ha OCTaTh4HATa 656pedna yrakums. B 3aBHCHMOCT OT KITHKHIHATA CHTYallHA MOXKE Ja Ce
oOMHCIH OTHaraHe Ha CICABAINATA JO38, AOKATO C& OYaKBaT Pe3yITaTATE 34 HHBATA Ha BAaHKOMMIIHH.

Yeproopobno yepesicoane:
He ¢ Heo0xompMa kOPEKIMA Ha J03aTa TPH NalHEHTH ¢ 9epHOAPO0Ha HEAOCTATEYHOCT.

Bpemennocm
Moxe na ca HeoOXCAMMH 3HAYMTE/HO NO-BHCOKH JO3H 3& TOCTHTaHe HAa TEPANCBTHYHH CEPYMHM
KOHLEHTPAIMH MpH GpeMeHH: XKeHH (BK. To1uKa 4.6).

Iayuenmu cve samnoemaeare
ITpH TMALMEHTH CBC 32TTLCTABAHE HAUANHATA 033 TPAGBA [ C& aXaNnTHpa HHAHBHAYATHO, Ciopea obmoto
TEJNECHO TEFNO, KAKTO IPH NAlMeHTHTE O3 3aTTLCTABAHE.

Hepopanio EHUE
Hayuenmu na gespacm 12 u noseve 200unu

Jleuenne Ha MHGexima ¢ Clostridium difficile (CDI):

IMpenopranTeNHaTa A03a BAaHKOMHIMH € 125 mg Ha BCekn 6 4aca B MpOXbIDKeHME HA 10 AHM 3a MBPRHA
em3on Ha He-Texka CDI. Tasm nosa Moxe Aa ce yemauu 1o 500 mg Ha BCeKd 6 Haca B MpoABDKEHHE Ha 10
IHH, B CTydall Ha TEKKO HIHM YCIOXKHEHO 3aGonsBade. MakcMmanHara AHEBHAa Ao3a He Tpabea na
HansHImasa 2 g.

TpH mamyeHTH ¢ MHOMXECTBO PELMAHBH MOXe Aa ¢ oOMMCIH JedeHde Ha Hactommus emon Ha CDI ¢
BaHKOMHINMH, 125 mg YeTHpH ITbTH AHEBHO B MPOASIDKeHHE Ha 10 I, NoCTeIBaHO WIH OT HAMAIABAHE HA
A03aTa, T.¢. MOCTENEHHO HaMansBaHe X0 125 mg Ha feH WM B myncosa cxema, T.e. 125-500 mg/nen, 3a
BCEKH 2-3 JIHM B MPONB/DKEHHE Ha HAM-MAIKO 3 CeAMMIH.

Hosopodenu, kvpmauema u deya na sespacm nod 12 zodunu

INpenopsunTenHaTa noza BaHKOMALMH € 10 mg/kg nepopaiHo Ha BCeKH 6 Haca B npoAbbkeHHe Ha 10 xHm.
MakcumanHara qHeBHa 1032 He TpA0Ba Ia HAMBMIMARA 2 g.

T1poxBIKHTETHOCTTA HA JICUSHHETC ¢ BAHKOMHIMH MOXE [ia ce HANoXH Aa Opae cpofpaseHa ¢ KIHHHTHHS
npouec Ha oTaemHWTe nanMeHTH. Korato ¢ BBIMOMXHO, 2HTHOAKTEPHAIHOTO CPEOCTBO, 33 KOCTO ce
nofo3upa, 4e npuaxHgsa CDI, Tpa6ea ma Gene npeycramoseHo. Tpabea Aa ce OCHTYPH aleKBaTHO
BLICTAHOBABAHE HA TEUHOCTH B eJISKTPOIIHTH.




IIpocnieasBane Ha cepyMHHTE KOHIIE Ha BAHKO

Hecrorara Ha TepaneBTHYHHA JNeKapcTeeH MoHATOpHHT (TDM) TpaGBa za Gbie HEAMBHAYATM3HDAHA BBH3
OCHOBa Ha KIMHHYHATA CHTYallHA H OTrOBOp KbM JICYCHHETO, BApHPAIOK OT eXENHEBHO B3eMaHe HA MpoGH,
KOETO MOXE J1a Ce HANOXKH TPH HAKOH XEMOJHHAMHYHO HECTAOWITHH MAlHEHTH IO NOHE BEAHBXK CEIMHYTHO
OpH CTa0HITHA TAUHEHTH, NPOABABAIIM OTrOBOP KbM rederuero. IIpy nauMeHTH ¢ HopMaiHa Gh0pedna
GyHKIMA CcepyMHATA KOHIEHTPALMA HA BAHKOMHMUMH TpaGBa Ja ce NpOCelsBa HA BTOPHA JE€H OT
JIEYSHHETO, HEMOCPEACTBEHO MPE/IH CIIEABAMATA /1034,

Ilpy fauMenTH HA HHTEPMHTEHTHA XEMOAHANM3a HMBATA Ha BaHKOMMIMH OOHKHOBEHO Tpa0Ba Za ce
NONYYARAT [IPESAA HAYANOTO Ha XeMOJHANTHIHATA CECHA.

Cnex nepopaHo mpHaOKeHHe, TPHOBa 13 ce MPOCTEAABAT CEPYMHHTE KOHIIEHTPAlHH Ha BAHKOMHLUHH TIpH
TIALHEHTH ¢ BB3NANHTEIHE YPEBHH HAPYIIEeHHS (BXK. Touka 4.4).

TepanesTrusnnTe Halt-HHCKH (MHHMMATHH) HUBA BAHKOMMIIHH B KPBBTa 00HKHOBEHO Tpa6Ba na Gpaar 10-20
mg/l, B 3aBHCHMOCT OT MACTOTO Ha HMH(EKUMATA H UYBCTBHTENHOCTTa Ha marorcHa. Haii-wecro ce
NpEenopbYBaT Hal-HHCKHTE CTOMHOCTH ot 15-20 mg/l, oT KiHHAIHHTE 1aGopaTOpHA 3a N0-A00p0 NOKPHBAHE
Ha, KIAcH(HIMPAHHA KaTo YyECTBHTENHH, natoredy ¢ MIC 21 mg/l (pxk. Touku 4.4 u 5.1).

Meronute, oCHOBaBAlllM C¢ HAa MOJENH, MOTaT ja GbAaT IoNe3Hd TPH NPOTHO3HPAHE HA HHAHBHIYAIHHTE
H3HCKBAHHA 34 JO3WpAHE, 33 Aa ce AoCTHrHe noaxonmua AUC. TonxoasT, OCHOBABAIN C& HA MOAEIH, MOKE
Iia ¢e MpHIAra KakTo NMpPH M3YHCIABAHE HA NEPCOHAIM3IMpAHATA HAUANHAa N033, TAKA H OPH KOPEKLHA Ha
[1034Ta Bb3 OCHOBA Ha pesynratute or TDM (8. Touka 5.1).

Hauwus Ha DpHICKEHHE
HuTpaBeH03HO NpHnOKeHNE

HHTpaBeHO3HHAT BAHKOMHLHH OOHKHOBEHO C¢ MpMiara KaTo MHTEpPMMTEHTHa WHY3US H MPENOPBKHTE 32
npunarase, NPeACcTABeHH B TO3H paszell 3a HHTPaBEeHO3HHA T, CHOTBETCTBAT HA TO3M THIT NIPATCKCHHAE.

BaHkoMHIMH TpsaGBa Jia c& MpHiara camo Karo 0apHa MHTPABeHO3HA HHGY3HA C NPOXBKHTENHOCT MOHE
€IHH Hac HTH ¢ MAKCHMANHA CKOpocT or 10 mg/min (koeTo € Ho-ABIro), Kato € AOCTaTHYHO paspeacH (Hall-
Manko 100 mt va 500 mg wm Haii-Manko 200 ml Ha 1000 mg ) (Bx. Touxa 4.4).

IMauyenTuTe, 9uiiTo IPHEM Ha TedHOCTH TpA6Ba A2 6BAE OrpaHHYEH, ChHIO MOTAT Ja NONYIaT PasTBOpP OT
500 mg/50 ml wm 1000 mg/100 ml, BENpeKH Y€ PHCKBT OT HEXENAHH PEakiH, CBbP3aHH ¢ HHpy3HATa,
MOKE [a C¢ TOBHLIN NPH TE3H NMO-BHCOKM KOHIEHTPAIMH.

3a uaopMaLHA OTHOCHO NIPHIOTBAHETC HA Pa3TBOPA, MOJIA, BHXKTE TOUKA 6.6.

Moxe xa ce HMa npeIBHA NPOISEIDKWTENHA WHGY3M® HA BaHKOMHIMH, HANpPHMEpP [PH NALMEHTH C
HecTa0WH KIMPEHC HA BAHKOMHLIHH.

Ile 0 pHIQKEHNE:

CoabpxkanneTo Ha enuH ¢nakoH Bamxomuumn-MIP 500 mg ce pasreaps B 10 mi Boza. Yact ot aosara
(Harpamep 2,5 ml = 125 mg BAHKOMHIHMH) MOXe A3 Oble OTACHCHA, NOTbAHHTENHO pa3peneHa H JafeHa Ha
NalHeHTa 33 MHEHe WM NPII0oKEHA TOCPEICTBOM CTOMAIHA coHaa. Moxe na Opae nodaBeH KOpEKTOp Ha
BKYyca.

4.3. IIpornsonokaszanns
CBPBXIYBCTBHTENHOCT KbM aKTHBHOTO BEINECTBO WM KbM HAKOS OT NOMOIIHHTE BEIIECTBA, HIOPOCHH B

Touka 6.1.

MPHIOXEHHAE,




4.4. CrenHAJHM NpeTynpexkIeHns H MpeANa3HA MEPKH NpH ynoTpe6a

Peaknyy Ha CBPEXYYBCTBHTEIHOCT

BBb3MOKHE Ca CCPHO3HH, ¥ MOHAKOTA JIETANHH, PSAKIHH Ha CBBXYYBCTBHTENHOCT (BX. TOYKH 4.3. 1 4.8.). B
ClTyqaii Ha NOABHIIA C€ PEaKHA Ha CBPBXIYBCTBHTENIHOCT, JISMEHHETO ¢ BAHKOMMIMH TpOBA /1a C& NMPEKPAaTH
He3a0aBHO H CHEMIHO Aa C€ MPeANpHEMAT HEOTXOAHMHTE MEPKH.

TIpH MaUMeHTH, NPUEMAllld BAHKOMMIIHH B TIPOXB/KEHHE Ha JBJTBI MEPHOM OT BPEME HIH CHITHTCTBAMIO C
IpYTH NieKapcTBA, KOMTO MOTAT [A NPHIMHAT HEYTPOINCHHA WM arpaHyJionHTo3a, GposAT HA NEBKONMUTHTE
TpAGBa Ja Ce MpOCHeAABa Ha peAOBHH HHTCPBAIM OT BpeMe. BCHUKH MAlMEHTH, NOMYYaBally BAHKOMHLMH,
TpsGBa Ja MMaT NEPUOAMIHH XCMATONOTHUHHM M3CNENBAHHA, H3CNCNBAHHA Ha YPHHATa, YEPHOAPOGHH H
616pe M yHKIMOHAIEA TECTOBE.

BaHkoMHIMH Tp:0Ba A2 Ce H3MON3Ba C MOBHIICHO BHHMaHHE NpPH MALMEHTH ¢ ANEPrHYHH PeakuMH KbM
TEHKOILTaHHH, Te#f KaTo Moxe na <€ MmOABH KpPBCTOCAHA CBPBXYYBCTBHTCIHOCT, BEKTHOYHTENHO
anadunakTIYeH MOK C JIETANEH W3XO0A.

CrekTsp Ha aHTHOAKTEPHATHA AKTHBHOCT

BaHKOMHIMH HM2 CTIEKTBP Ha aHTHOAKTEPHATHA AKTHBHOCT, OFPAaHMYEH 0 IpaM-TIONIOKHTENHH OpTaHH3MH.
He e moaxoaam na ce H3N0N3Ba KaT0 CAMOCTOATEHO CPEACTBO 34 JIEICHHETO Ha HAKOH BHZOBE HHOEKIHH,
OCBEH aKO MATOTEHLT BeYe € NOKYMECHTHpaH H € H3BECTHO, Y€ € UyBCTBHTC/ICH HIM MMA AOCTaTHIHO
OCHOBaHMA 1a ce CYHTa, ye Hal-peposTHHAT(TE) maToreH (M) e ¢3 dYyBCTBHTE/IHH Ha JNe9eHHE ¢
BAHKOMMIIHH.

3a Aa e palMOHAJHO H3MOM3BAHETO HA BAHKOMMIMH, TpxbBa Ja ce B3eMe IMpPEABHA CIEKTBHPBT Ha
GakTepHanHa aKTMBHOCT, NpoGHIET Ha Ge30MacHOCT H MPHTONHOCTTA HA CTAHAAPTHATA AHTHOAKTEpHAJHA
TepanuA 3a JiedeHle Ha OT/ICIHKA MTAUHEHT.

OroTOKCHIHOCT

OTOTOKCHIHOCT, KOATO MOJKE Aa € MpexXOaHa WK HOCToAHHA (BX. Toka 4.8), e crolmeHa Npy NaleHTH ©
MpeAmECTBaa [NIyX0Ta, KOMTO €a NONYHHIH TIPEeKOMEPHH HMHTPABEHO3HHM A03H HIH KOMTO AOAYYaBar
CBIBTCTBALLIO JIEYSHHE ¢ APYTO OTOTOKCHIHO aKTHBHO BEIIECTBO, KATO AMHHOTTHKO3NA, BAHKOMHLAH CHIIO
TpaGBa fa ce W30ATBA NPH NAUMEHTH ChC 3aryfa Ha ClyXa B MHHANOTO. iyxorata Moke da Omne
npeqmecTsada OT MIyM B ymure. OMHTLT ¢ APYrH aHTHOHOTHLM MpeAnoiara, 4de TAyxXoTa MoXe Ja
MpOTPECHPA, BBIPEKE TPEKPATABAHCTO HA NeYeHMeTo. 3a Ja ¢ HAaMalM pPHCKET OT OTOTOKCHIHOCT,
KPBBHHUTE HHBA TpAOBEa Aa ce MPOBEPARAT MEPHONMIHO W C¢ MPEHOPLYBa NEPHOAHTHO HICEABAHE HA CIyXa.

XopaTa B CTapyecka BB3pacT ca 0COOCHO MOINATIIHBH HA CAYXOBH YBpEKAaHHA. MOHMTODHpaHETO Ha
pecTHGynapHaTa QYHKIMA # cilyXa NpY NALMEHTH B CTAPYSCKA BB3PAcT TPAGRA Ja ce H3BBPINBA [0 BpeMe ¥
cnen nedenuero. TpaGa na ce M36ATBa EXHOBPEMEHHOTO WM MOCHCIOBATENHO H3MON3BAHE HA JAPYTH
OTOTOKCHYHH BELISCTBA.

P CBBP3aHH C MHPYIHATA

Tpunoxenuero dpe3 6bp3 Gonyc (T.e. B MPOABIDKEHHE HA HAKOJIKO MHHYTH) MOXe Jia Oblic CBBP3aHO C
PA3Ka XMNOTOHMA (BEIIOYMTEIHC LIOK, H PAOKO CHPAEYEH apecT), peakmuy moJoOHH Te3H, MEIHHPAHH OT
XMCTAMHH ¥ MAKyJIOIANyJio3eH WIH epuTeMaro3eH oOpHE (,,CHHOPOM HA 4YepBeHHA YOBEK™ HIH CHHAPOM
»HepBeH BpaT*). Bankomuipmu TpaGea na ce mmmBa GaBHO B paspeneH pazteop (2,5 A0 5,0 mg/ml) cee
CKOPOCT He MO-BHCOKA OT 10 mg/min 1 3a nepHoA He MO-Kparbk OT 60 MHHYTH, 33 Aa ce u3berHat 6Bp3n
PeaxIiH, CBBP3aHH ¢ MHy3HaTa. CnpaneTo Ha wH(y3HATA OGHKHOBEHC BOAH A0 OBP30 NMpeKpaTABane Ha
Te3H PeaKIiH.

YecToraTa Ha peaKLMHTE, CEBP3aHH ¢ HHQY3HATZ (XHIOTOHWSH, 3a9CPBABAHE, €PHTEM, YPTHKapHd H
IIPYPUTYC) ce YBENHYABA NPK CHIBTCTRALI) MPHICKEHHAE HA AHECTETHLH (BXK. TOUKa 4.5). ‘Iecrma HM MOXe
Ja C¢ HAMANHM NPH NpHnaraHe Ha BAHKOMHUMH 4pes HEQY3HA Haii-manko 60 mmy'm
aHEeCTE3NA.




Texxy KOXHH HexenaHn peakiA (SCARs)
CnobmiaBa ce 3a TeHKH KOKHH Hexenann peakund (SCARs), BKMIOIHTENHO CHHAPOM Ha Stevens-Johnson

(SJS), ToxcHyHa emaaepmaniHa Hexponmsa (TEN), nekapcreHa peakuus ¢ eO3HHODHIHA H CHCTEMHH
cammromn (DRESS) 1 ocTpa renepamisnpaHa ex3aHTemarosHa mycrynosa (AGEP), korro Morar ga 6baar
KHBOTO3ACTPAINABAIIM WIH C NETANEH H3XOH, BHB BpPBb3Ka ¢ JieueHHe ¢ BaHKOMHMIHH (BXK. Touka 4.8).
TToBE9eTO OT TE3H peakiliH Ca HACTHIMIN B PAMKHTE Ha HAKOJIKC OHH JO0 OCEM CEIMHIM Clie] 3al0%BaHe Ha
AeYeHHETO ¢ BAHKOMHIHH.

Ilpu npexmicBane NalieHTHTe TPA6Ba Aa GbaaT uudopMUpany 3a npH3HALNTE H CHMITOMHATE H Aa (haar
BHHMATENHO HAOMIONABAHM 32 KOKHH PEAKIHH. AKO ce MOABAT NPH3HATH H CHMITTOMM, TIOKA3aTE/HE 34 Te3H
peakiH, NPHICKEHHETO HA BAHKOMHIMH Tpabpa He3alaBHO Aa ce NpEKparH ¥ fAa ce oOMHCIH
ITEPHATHBHO JeucHHE. AKC MAIMEHTHT € Pa3BiI TEKKA KOXKHA HEXEJaHa PeaKiua NMpH ynorpebara Ha
BAHKOMHITHH, JIEYSHIETO ¢ BAHKOMHIH He Tpa0Ba MoBe4e Aa ce MOJHOBABA.

Peakumu, CBLP3aHH ¢ MACTOTO HA MPHIOKEHHE
bonka ® TpomGo(aeOHT MoOraT jga ce MNOABAT NPM MHOTO DIALMEHTH, MNONYYABAINH BAHKOMMIIMH

HHTP2BEHO3HO, KOHTO MOHAKOra ca Texku. Yecrorara W Tekectra Ha TpomGodnebnra morar na Obaar

CBSNICHH 0 MHHHMYM, KOT8TO JIEKAPCTBEHHAT MPONYKT Ce Npunara GaBHO KAaTo paspeleH pasTBop (Bk.
TO4YKa 4.2) H NIEPHOAHYHO CE TIPOMEHAT MECTATA HA MEQY3HA.

EcduxacHOCTTa H 6¢30NACHOCTTa HA BAHKOMMIMH HE CA YCTAHOBEHH NPH HHTpaTeKalNHH, HHTPaTyMGAIHH U
HHTPABEHTPUKYIAPHH ITETHINA HA NIPUJIraHe.

H KCHIHOCT

BanxoMmipm Tpa6Ba fha ce M3MOA3BA BHHUMATENHO NpH TNamMeHTH ¢ ObpeyHa HEROCTATBYHOCT,
BKIIOYHMTENHO aHypHA, Thil KaTo Bh3MOKHOCTTA 3a MOABA HA TOKCHYHH e(pEKTH € MHOro mo-BHCOKA NpH
HONOBpXKaHEe HA NPONL/KUTERAHH BHCOKH KOHUEHTPALMH B KPHRTA. PHCKBT OT TOKCHIHOCT Ce yBelWdaBa
NIPH BHCOKH KOHIEHTPALHH B KPBBTA HIH OPOABDKHTEIHA TEpaIus.

PC.IIOBHOTO MOHHMTOpPHpAHC HA HMBATa HA BAHKOMHIIHH B KpPBBTA € MOKa3aHo NpH TepamHs C BUICOKH JO3H H
OO-ABITOCpeYHa yroTpeba, ocobeHo npd nanueHTH ¢ Oh0pedHa ucdyYHKUMA MIH YBpEAeH CHYX, KRKTO H
NpH CAHOBPEMCHHO NMPHIOKSHHE CHOTBCTHO Ha He(prTOKCH‘IHIf[ HIH OTOTOKCHYHHM BEOICCTBA (B)K. TOYKH
4.2u4.5).

ilemuarpiyHa NONyIALHAS

HacrosmyTe Npenopbkd 3a Npuiarade B NeJWaTpHYHATA NONynauums, ocoOeHo 3a jena nox 12-roaumina
BB3pacT, MOTAT Ja JOBEAAT A0 CyOTepaneBTHYHH HMBA Ha BAaHKOMHWIHH TIDH 3Ha4HTSNEH Opofi aeua.
BonpekH Topa, 6e30NaCHOCTTA HA YBEMYEHOTO NpHJIaraHe Ha BAHKOMHIHH He € J0CTaTh9HO OLEHEHa H He
ce TpenopLYBaT MO-BUCOKH A03H oT 60 mg/kg/ nen.

BankoMuuH TpsGBa fa ce M3noy3Ba ¢ 0cobeHO BHMMaHHe NPH HEAOHOCEHH HOBOPOACHH H KhpMadcTa
HOpaaH He3pANOCT Ha OLOpenUTe H BE3MOXKHO MOBHIIABAHE HA CEPYMHATA KOHICHTPAMA HA BAHKOMHLIAH.
Tlopany ToBa KOHLCHTPALIMATA HA BAHKOMHLMH B KPBhBTa TpAOBa /2 ce NPOCISAABA BHUMATEHO NPH Te3u
nena. CBHITFTCTBALIOTO NPUNOKEHHE HA BAHKOMMIMH H AHECTETHLM € CEBP3AHO ¢ epPHTEM H HOAOOHO Ha
MEIHHpaHO OT XHCTAMHMH 3adepesBaHe npu jena. [lo monoGeH HawMH, CBHITBTCTBAlaTa yToTpeba ¢
He(hPOTOKCHIHH CPEACTBA, KATO AMHHOMTIHKO3HAHH anTHOHoTHIY, HCTIBC (Hanp. nGynpofden 3a 3aTapsaHe
Ha oTBopeH ductus arteriosus) WM aMpoTepuimE B e cBbp3aHa ¢ NOBHIIEH PHCK OT He(hPOTOKCHIHOCT (BIK.
TO4Ka 4.5) H 3aTOBa € NOKA33aHO MO-4ecTO Hab/moeHHe HA CepYMHHTE HHBA HA BAHKOMMIMH H OROpedHaTa
yHKIHA.

¥Vo aRB qecKa Bb3
EcTecTBeHOTO NOHMDKAaBaHe Ha [TIOMepYRHaTa ¢HITpAIMA ¢ HApeABaHEe HA Bb3PacTTa MOXE /ia JOBene A0
TOBHINEHNA CEPYMHH KOHIEHTPAIMH Ha BAHKOMHIIHH, aKO J03aTa He ¢¢ KOpHTHpa (BX. TOUKa 4.2).

JlexapcTBeHH B3auMoneliCTBHS ¢ aHECTETHIN ot
Hupynypanara OT aHECTETHIIM MHOKApAHa JenpecHs MoXe /13 ce 3aCHIH OT BaHKO! DEME

aHecTeaus, Ao3uTe TpAOBA Na ce paspexaar A00pe W Aa ce npunaraT 6aBHO, MPH CTPE
cepieuHara AeliHocr. [MpomsHara Ha TIO3HUMATA Ha TAJNOTC TPAOBA Aa ce OTNOK




HH(Y3HATa, 32 2 Ce NO3BONH afANTHPAHE Ha KPHBHOTO HANATaHe CTIPSAMO NPOMAHATA Ha No3aTa (BXK. Touka
4.5).

INcepromMeMOpaHO3EH HTEPOKOIHT
B ciyuaif Ha TeXka MepCHCTHpama AMapHs, TpAOBa ha ce MMa IIpefBH], BEPOATHOCTTA 34 HWIHYME Ha

TICEBZIOMEMOPAHO3EH EHTEPOKONIHT, KOHTO MoxXe Aa (bie KHBOTO3acTpalliaBaml (BXk. To9Ka 4.8). He Tpabaa
Jla C¢ M3MON3BAT AHTHAHAPHIHNA NEKAPCTBEHH MPOIYKTH.

Cynepuntexims

INpomeimxurenHara ymotpefa Ha BaHKOMMIMH MOXKE A3 AoBele A0 CBPBXpAacTe’X Ha HETYBCTBHTENHH
MHKpOOpraHn3MH. BHuMaTenHoTo HalioaeHuMe HA HAHEHTa € OT OCHOBHO 3HAJYeHWe. AKO NO BPEME Ha
TepanuiTa ce NoABH cynepHHpeKUHA, TPA6Ba Aa ce B3eMAT HeOOXOMHMHATE MEPKH.

HapynieHus Ha ouHTe

BaHKkOMHMIIMH He € pa3jpellieH 33 HHTpakaMepHO WIH HHTPABHTPEATHO NPHIOKEHHE, BKIOUHTEIHO
NpOHIAKTHKA HA EHAOPTAIMHT.

XeMoparnueHn OKTys3uBeH peTHHanaeH sackyiut (HORYV), sxmoumrenHo Tpafina saryfa Ha 3peHue, ca
Ha00AaBaHH B OTHENHH Cy9aH Clell HHTpaKaMEePHO HIM HHTPaBHTPEANHO NPHIOKEHHE HA BAHKOMMHLIHH
110 BpeMe HIIH C/Iel onepalys Ha KaTapakra.

HepopanHo npunoskenne
HHTpaBeHO3HOTO NPHIOKECHHE HA BAHKOMMIMH He € edeKTHBHO npH Nedernero Ha uadexuna ¢ Clostridium
difficile. BaukoMHMItH TpAGBa la ce MpHNara nepopaHo 3a TOBa MOKa3aHHeE.

IlpoeexaaHe Ha TECTOBETe 33 OTKPHBAHE HA KOJOHM3aumsA WiH TokCMHH Ha Clostridium difficile ne ce
nNpenoprbyea NpH Jena nob 1 roavHa, Nopald BECOKAaTa 9€CTOTA HA aCHMITIOMATHYHA KONOHH3AIHA, OCBEH
aK0 He € HaJHIe TeXKa QHapHd TPH KbpMadeTa C PHCKOBM (JaKTOpH 3a CTa3a, KaTo HampHMep Sonect Ha
Hirschsprung, oneprpada aHamHA aTPe3ds HAM APYFH TEKKH HApYIOEHHS Ha MOTODHKaTa Ha depBaTa.
TpaGBa BHHATH Na ce THPCH BH3IMOXKHA AIMEPHATHEHA ETHONOTHA M HANMMYHETO Ha CHTEPOKONHT, MPUIHHEH
ot Clostridium difficile na Gsae nokasan.

Homenyuan 3a cucmemua abcopbyus

AGcopbupaTa MOXe 1a ce NOBHINH IPH NAUHEHTH ¢ BB3NANHTERH 3a00NsMBaiNd Ha YPSBHATA MTHTABHLA HITH
TICeBAOMEMOPaHO3eH KONHT, HHAYIMpaH ot Clostridium difficile. Te3n NamHueHTH MOTaT 13 GBHAAT HIMOKEHH
HA PHCK OT Pa3BHTHE HA HEXENaHH peakiuH, OocOo0eHO axo HMa CHIFTCTBamo GeOpedHO YBpekaaHe.
Konkoto no-roxamo ¢ 6e6pesHoTo yBpexaaHe, TONKOBA TO-TOMAM € PUCKET OT pa3BHTHE HA HEXKEIaHUTe
PEaKLHH, CEBP3aHH ¢ NAPEHTEPATHOTO NpHNOXKEHHe Ha BaHKoMMuMH. Tpabsa ma ce H3BLpIIBA
MOHHTOPHDAHE Ha CCPYMHHTE KOHIICHTPALMM HA BAHKOMHIAH OPH MALACHTH C BPR3MANHTSNHH 3a00naBaHHA
Ha 9pEBHATA JIMTaBHIA.

Hedhpomorcuunocm
Tpy mauHeHTH ¢ Rogiexama Os0pedHa AHCGYHKIHA HIH JeKyBaHH CHIBTCBAINO ¢ AMMHOTTMKO3HI HIH
ApYTo He(GPOTOKCHIHO JIEKapCTBO, TPAOBa la ce HaGmonasa Gb6peunara GyHKIHA.

Omomoxcuunocm

HscnenpaHeTo Ha CITyXxa MOXE Ja € OT T34 33 CBeAIAHETO Ha PACKA A0 MHHHMYM OT OTOTOKCHIHOCT IIpH
[TAlHEHTH ¢ MOTEHIMANHA 3aryba Ha Clyxa, WM KOHTO €€ JEKYBAaT CHITETCTBALIC ¢ OTOTOKCHIHO BEINECTBO
KaTO aMHHOTITHKO3M].

Jexapemeenu e3quModeicmes C GHMUMOMUTUMENNUME cpedcmea ¥ unxubumopume HQ NPOMOHRAMA
nomna

Tpabra xa ce n36sTB2 ynotpebarTa Ha ANTHMOTIUIMTETHH CPEICTEA H Ja C¢ NPEOCMHC/H 00CHRM ynoTpeGaTa
Ha HHXHOUTOPH Ha MpOTOHHATA IIOMITA.

Pazsumue na pe3ucmenmuu baxmepuu




VYrorpebara Ha nepopaieH BaHKOMHIUMH TNOBHINABA BB3MOXKHOCTTa OT Da3BHTHC HA DE3HCTEHTHH Ha
BAHKMHITHH nomynammu Enterococci B cromMamso-upeBuns Tpakt. [lopand Tasd NpHYHHA C€ MPENophyYBa
NEpopajieH BAaHKOMHLIMH Jia Ce U3MO0N3Ba HpeAna3HBo.

4.5. BaaumoaeiicTue ¢ IpYTH JICKAPCTBEHH IPOXYKTH # IPYTH GopMH Ha B3aUMoleHCTBHE

Banko NOTEHLHANHO HE HJIH OTOTOKCHYHH i€

EAHOBPEMEHHOTO WIH MOCACAOBATENHO NPHIOKCHHE HA BAHKOMHIMH H APYTH MOTEHIHATHO OTO- WM
HeppoTokcHIHM nekapcTRa  (Hanp. MunepaiMH/Ta’o0akTaM) MoNe Ja MOBHIIM  OTO- WM
HedpoTokcHuHocTTa (BX. TOouka 4.4). OcofeEHO B CAyYaWTe HA CBBMECTHC [PHIaraHe Ha
AMHHOTIHKO3HIHH aHTHOHOTHIIH, € HEOOXOAHM BHUMATENCH KOHTPON. B Te3d ciydad MakCHManHaTa [o3a
Ha BAHKOMMITMH TpabBa ja 6ba¢e orpanrdena 1o 500 mg Ha Bcekd § yaca.

Banko aH

JoKnaapaHo e, Ye 9ecTOoTaTa Ha HEXENAHW JIEKApCTBEHH Peakuud [(kato xumorensnd, 00OpHBH, epHTEMA,
YPTHKAPHA WIH ¢bpOeX) BHKTE ChINo Touka 4.8], BeposTHO CBbp3aHH ¢ HH(Y3HATA HA BAHKOMMINAH, &
NOBHINABA, KOTATO BAHKOMMIMH CE NPHJIara ¢JHOBPEMEHHO C HADKOTHITH (BX. TO4YKa 4.4).

Baukom CKYJIHA PENAKCaHTH

AKO BAaHKOMHIHH ¢¢ IpHIara No BpeMe WIH He3alaBHO cle XHpYprHYHA oONEpauMs, SHeKTBT
(HepBHOMYCKyNeH G6IIOK) OT €HHOBPEMEHHOTO TPWIOKEHHTE MYCKYJIHY pPENakcaHTH (HanmpuMep
CYKITHHMJUIXO/THH) MO3Ke N2 Gble NO-HHTSH3HBEH HIH YALIDKEH.

BraHManwe:
Ilpe nauweHTH ¢ YpeBHH HH(EKIHH KIMHAYHO 3HAYHMO CEPYMHO HHBO MOXe Aa 6bAe AOCTMIHATO CBIIO
cliell NepOpaTHO MPIIoXKEHHe HA BAHKOMULAH, 0cobene ako Oa0peunara uM GYHKIHA € HapyMeHa B TO3H
MOMeHT. Toraba HexeIaHH PpeakUiH, NOXO0HH Ha Te3H, HAOMOAARaHH clel NapeHTepaTHo NPHAOKEHHE, ¢a
BB3MOXHH,

4.6, DepTHIHTET, GpeMeHHOCT H KbPMeHe

HsMa jjocTaTh4HO ONMT IIPH JISYCHHE ¢ BAHKOMHIMH TIO BpeMe Ha GpemeHHOCT H KbpMeHe. [Topaau ToBa,
Baskommma-MIP 500 mg Tpafea ma ce npuwiara no Bpeme Ha OpEMEHHOCT M KbpMEHE CaMo ClieX
BHHUMATE/THA MpeLieHKa HA CROTHOMEHHETO PHCK/TION38.

HscnensanuaTa NpH KHBOTHH He €2 [OKA3AMM JaHHH 33 Bb3HHKBaHe HA MandopmMaigm.

BaHkOMHMIMH NpeMiHAaBa B MafiTHHOTO MIMKO, MOpalH Koero Tpabpa Ja ce HM3MON3BA B MepHOAA HA
KBPMEHE, caM0 ako Apyryre antuOHorTAmE ca Omm Ges ycmex. TIpH KepMadgeTo MoXe Ja HACTHOM
HapylleHHe Ha 9peBHaTa $nopa ¢ AHAPHA, KONOHN3AIMA ¢ TEOMIKH W ceHCHOHMMIANMA.

4.7. EdexTn Bupxy cnocobiocTTa 3a mopupane H pabota ¢ MAIIUEH

Bankomuius-MIP 500 mg uMe He MOBNHABA MM [OBNHABA NpeHeGpexHMO criocOOHOCTTA 3a odHpane
HIH paboTa ¢ MallMHH.,

4.8. Hexenann JeKAPCTBEHH PCAKIIHH

O0o06nienne Ha mpoduna ua HesonacHocT

Haii-qecto cpemaHnTe HekeNaHH peakimd ca ¢neGuT, nceBnoaleprydyHH PeakiiH M 3avepBiBaHe Ha
TOPHATA 9YacCT Ha TANOTO (CHHAPOM ,,9€PBEH BPAT™), CEBP3aHO ¢ TpeKkancHoO (hp3a HRTpapeHO3:a HHY3Hs Ha
BaHKOMHIHH.

Crobmasa ce 3a TexKKH KOXKHH HexenaHd peakmpu (SCARs), BKTIOMHTENHO CHHAPOM Ka Stevens-Johnson
(8JS), ToxcnuHa emapepmanHa Hexpomsa (TEN), nekapcTBeHa peakiia ¢ €O3HHOQHIHA H CHCTEMHH
cumnroMH (DRESS) u octpa reHepami3npana ex3aHTeMaro3Ha nycrynosa (AGEP) pse Bpbaka
BAHKOMMLMH (BX. TouKa 4.4).




AbcopbupaTa HA BAHKOMHIIMH Npe3 CTOMAITRO-YPeBHHsA TPaKT ¢ He3HauuTeHa. Ho, NpH TEKKO BhinaneHue
Ha YPEBHATA JIMTaBHIa, ocobeHo MpH nammenTH ¢ Gb0peyHa HeAOCTaTHYHOCT, MOTAT Aa C& MOABAT TAKHBA
HeXeNIaHW Peakiid, KAKBHMTO ce MOABABAT NpH NAPEHTepanHo npunoxerHe. ITopanu ToBa ca BKIOYCHH
CIIOMEHATHTE MO-JI0NY HEKENaHH PeaklHH H UeCTOTA MM, CBBP3AHH C NMAPSHTEPANHOTO NMPHIDKEHHE HA
BaHKOMHIHH.

Korato BAHKOMMIIMH c¢ MpHAara NapeHTePANHO, Hali-4ecTO CpelaHHTe HeXeNaHH peakuud ca (nebwur,
TICCBIOANCPTHYIHH PEAKITNK M 3a9epBABAHE HA FOPHATA JacT Ha TAIOTO (,,YepBEH BpAaT™) MOPAIH NPEKANCHO
6Bp3a UHTPABEHO3HA HH(PY3HA HA BAHKOMHLHH.

TabauteH CNHCEK Ha HeXenaunTe PeAKINH

[Ipn BCAKO CPYNHpaHE MO YECTOTa HEXENAHNTE peakKiUH ca MIPSACTABEHH B HH3XOAAI PeA HA TAXHATA
CEPHO3HOCT.

Hexenanute peaxiH, H30pOoeHH MO-IOJY, €A ONPENENCHH KaTO € M3MON3BAHA CNICAHATA KOHBCHIMA 3a
KaTeTOPHH MO YeCToTa W a3a NanHy Ha CHCTEMO-OpTaHeHHH Knacore o MedDra;

Mpuoro yect (2 1/10); yecrn (2 1/100 zo < 1/10); newectn (= 1/1,000 mo < 1/100); peaxu (2 1/10,000 xo <
1/1,000); muoro pemku (< 1/10,000), ¢ ueussecTHa 4ectora (OT HATMYHMTE NAHHH He Moxe aa Onie
HATIpaBeHaA OleHKa).

CucreMo-OprafeH KIac

YecroTa Hexenann peakinn

HapymenHs Ha KPLETa H JHMPHATA CACTEMA

Pexxn ObpaTHMa HEYTPONIEHHA, arpaHyJIOLATO33, E03HHOPHIAA, TPOMOOLMTONEHH,
NAHUATONEHHS

HapymenHna Ba HMYHBEATA CHCTEMA

Peaxu Peaxitue Ha CBPBEXTYECTBHTENHOCT, AHA(HIAKTHYIHH peakiiii

Hapymenns Ha yX0T0 H 1a6HpuHTa

Heuectn Ipexonsa nm Tpafiva saryfa Ha cnyxa

Penxu Bepraro, myM B ymuTe, 3aMalipaHe

CrLpaeuHH HAPYIICHANA

Mnoro peaxn Crpneden apect

CoaoBH HApYIIEHAR

Yectn TMoHmKeHHe HA APTEPHANEOTO HAIATAHE

Peaxu Backymr

PecunpaTopHH, rpbAHH H MEAHACTHHAIHH HADYIIEHHN

HecTH Aucnues, cTpuaop

CToMamHO-1pEeBHH HAPYIIEHHA

Penaxu I'agene

MHoro pexxs INceBnoMeMOpaHO3¢H eHTEPOKOMUT

Henzpectho IoBprmane, THapus

Hapymenss HA KOXaTa H NOTKOKHATA THKAH

Yectu 3aueppsiBaHe Ha TOPHATA YaCT Ha TANOTO (,,CHHAPOM HA YePBEHMS YOBEK™),
€K3aRTEM H Bh3NAICHHE HA JIMTABALATa, ChpOek, YPTHKapHs

Mmoro penxn ExcommaTaBen nepMaTHT, CHHAPOM Ha Stevens-Johnson, Tokc T
Hekpomsa (TEN), maneapna IgA 6ynosta aepMarosa Y, .&H’J’\ -
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HemspecTHo Eosurodnma i1 cucreMun caMrrromu (DRESS curzpom),
AGEP (ocTpara renepaininpaHa eK3aHTEMATO3Ha MyCcTyJi03a)

Hapymenns na 6n0pennTe H MAKOUHETE NHLTHINS

Yectn br0pevHa HeAOCTaTHIHOCT, NPOABABAIIA CE MPEIHMHO C IOBHMINCH CEpYMEH
KpeaTHHHH M ypes

Penku HurepcTHimanen Hedpur, octpa O50pedHa HEZOCTATHIHOCT

HeussectHo Octpa TyOynHa Hekposa

O0mu napyieHAR H eheKTH Ha MACTOTO HA NPHICKeHHe

Yectr ®nebHT, 3aUepBABaHE HA TOPHATA YacT HA TAIOTO H JIHLIETO

Penxu Tp:galca, MPOBOKHPAHA OT NCKapeTBo, Tpenepese, boika B repAMTe H MyCKyIHTE Ha
b

Onncanye Ha W30pany HeXENAHN NEKAPCTBEHH PeaKHM

OOpaTaMa HeyTponeHHA 00HKHOBSHO 3ar04Ba €/THa CEIMMIIA HIH TI0BEYE CIIE] HA4alloTO Ha
MHTPaBEHO3HATA TEpallHe HIH cleA 00a Ao3a Hax 25 g,

HurpaBeHO3HMAT BARKOMHIMH TpAGBa Ja ce BimBa GasHo. [To BpeMe Wy HemocpeACTBeHO cniea OBbp3a
MH(Y3HA MOXE JIa HACTBIIAT aHa(pHNAKTHYHW aHaHIAKTONIHH Peakuy, BKIOYAIIN H xpunoee. Tesu
PEaKLHA OTIIYMABAT CJIe/ NPeKpaTABaHe Ha HHy3uATa, 00HKHOBeHO Mexay 20 MuHyTH H 2 Yaca. Moxe na
HACTBIIM HEKPO34 CJIe]] HETPAMYCKYITHO HHKEKTHpAHE.

Hlym B ymmTe, BEpOSTHO MpeAMIECTBAll 3aryba Ha coIyxa, Tpa0Ba Ja ce CHMTA 32 [OKA34HHE 3HAK 34
MPEKPATABAHE Ha NIEYCHHETO.

OTOTOKCHYROCT Ce CHOOIARA IIaBHO TIPH NAHEHTH, HA KOHTO & NPHI0KeHa BHCOKA /1032, HIIH NPH TE3H HA
CBITETCTRAINA TEPANHA C APYTH OTOTOKCHYHH JICKAPCTBEHH MPOAYKTH, HAIIP. AMHHOTIHKO3HIH HITH KOHTO Ca
¢ aHaMHE3a 33 HAMANICH cITyX i On6pedHa aucdynkims.

IenpaTpyuHa NOMYNAIAA
ITpo¢uIsT Ha 6¢30MAaCHOCT NIpH JELA H BE3PACTHH MALUHEHTH € KaTo Lo noaobed. HedpoTokcHIHOCTTA,
OIHCAaHA MpPH Jiena, 0OHKHOBEHO € CRBP3aHA ¢ APYTH He(POTOKCHYHH CPEACTBA, KATO AMHHOTITHKO3M/IH.

Crobmasane Ha MONO3MPAHH HEXENaHH PCAKIMA

CrobmasaneTo Ha NOAI03KPaHH HeXellaHH PeakKIHH cJlef paspemapaHe 3a ynorpeta Ha JeKapCTBEHHA
TIPOYKT ¢ BakHo. ToBa mO3BONABA Ja MPOXEIKHA HAGMIONEHHETO HA CHOTHOMECHHETO MOM38/PHCK 33
JIEXapCTBEHHA POAYKT. OT MEIALIMACKATE CIICLHAIHCTH Ce H3HCKEA [a CHOOIIABAT BCAKA ON03HPaHA
HeXeNlaHa peakuHA Upe3 HAIMOHAIHA CHCTeMa 3a chollagane, M3mbiiHHTeHA areHIpA MO JISKAPCTRATA, YII,
»Hamss Ipyes” Me 8, 1303 Codna . Ten.: +359 2 8903417, yeGeaiiT: www.bda.bg.

4.9. Ipeno3upane

[IpenymMumneny MHTOKCHKALMK He €A H3BeCTHH. [IpH ChueTaHHe Ha HAKOIKO PHCKOBH dakTopa (HanpuMep
B Cly49aii Ha Texko GuOpeduno HapyllleHne) Moxe JAa ce JOCTHTHE AC BHCOKH CepyMHH HHBA H OTO- H
He(pOTOKCHUHN eeKTH.

MeponpusTHe B CliyYaH Ha NpeTo3UpaHe
e  Croenu$uueH aHTHAOT HE € H3BECTEH.
¢ BHCOKH cepyMHM HHMBAa MOrar ja OpAaT eduxacHo peayuMpaHH 4pe3 XEMOIHAIN3A,
nonucyndoHoBM MeMOpaHM WM dpe3 xemoduuTpanme Wik xemonepdy3
HNONMHCYNHOHOBA CMOJIA.
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s B cnyuali Ha npeno3upaHe ce HaJuAra CHMITOMATHYHO JiedeHMe, OCBeH nopabpikade Ha (bOpeuHata
dyHKumA.

5. ®APMAKOJIOTHYHH CBOACTBA
5.1. @apMakoNEHAMHYHY CBOHCTEA

®apMakorepaneBTiaHa rpyna: aHtabHoTHon, ATC xon: JO1XAOl (mapeHTepanse NpWIOKEHHE) H
A07AA09 (nepopalHO MPHIOKEHHAE)

Mexanu3Lm Ha nelicTere

BalHKOMHMIMH € TPHUMKTAMEH TIMKONCHTHACH auTHOHOTHK, KOWTO MHXxHOHpa CHHTE3RTa Ha KIETHYHATA
CTEHA [PH YYBCTBMTENHM GakTepMW 49pe3 cBhp3BaMec ¢ BHCOK apuumrerT wkeM D-ananun-D-ananwu
TEPMHHANA HAa NPEKYPCOpHMTE €NMHHUH Ha KIEeTHYHaTa CT¢Ha. B JoMenHeHHe TOH Hapymasa
TIPONYCKNIMBOCTTa Ha OakrepmanHara wierbyHa MeMmOpana HW cuure3sa Ha PHI. Jlekapcrroro MMa
GaxrepuinaHO NeHCTBHE NPH JeNsIyE ce MAKPOOPTaHH3MH.

MAKOKWHETHIHO/dapMaKo, HYHO B3apMoelcTEMe

Ba.HKOMPI{[ﬂH Noka3ea He3aBHCHMa OT KOHUCHTpAUMATa AaKTHBHOCT ¢ DINOIITa ITOXN KpHBaTa Ha
koHneRTpauns/Bpeme (AUC), pasneneHa Ha MHHMMaIHaTa HHXHOMpama xopueHTpamms (MIC) Ha
TApreTHUS MHKPOOPTraHH3BM ce ABfBa TEPBHYEH NPOTHOCTHYEH MapaMeTsp 3a edukacHoct. Bb3 ocHoBa Ha
in vitro NAHHM, JaHHH TIPH XMBOTHH K OrpaHWYMeHH NAHHH npH xopa chorHomennero AUC/MIC, paBHO Ha
400, ¢ onpenenerno xaro PK/PD Taprer 3a mocTuraHe Ha KIHMHM4YHA €PHKACHOCT C BAHKOMHITHH. 33
NOCTHTEHE Ha TO3H TapreT, korato MIC ca 2 1,0 mg/l, ce H3uckea J03HpaHe B FOpHUA JKanasoH ¥ BHCOKH
Hall-HHCKN CePYMHH KoHNeHTpatmH (15-20 mg/l) (Bx. Touka 4.2).

MeXarnIpM 13 PEINCTEHTHOCT

IMpunobuTara pe3NCTCHTHOCT KBM TIIIMKONENTHAH ¢ Hal-4ecTa IPH €HTEPOKOKH H C¢ OCHOBaBa Ha
HpHAOOHBAHETO Ha PAVIMYHH Van FeHHH KOMILUIEKCH, KOeTo TpoMeHd npuuenHdTe D-anaman-D-anauus no
D-ananun-D sakrar wi D-ananun-D cepHH, KOMTO ¢NaGo CBBLP3BAT BAHKOMHIMH. B HAKOHM CTpaHH ce
Habronasa MOBHINEHa PE3HCTEHTHOCT, IMABHO Ha Enterococcus faecium.

Van remure psjako ceé OTKpHBaT B Staphylococcus aureus, TIpA KOWTO NPOMEHHTE B CTPYKTypara Ha
KIETHYHATA CTEHA BOJAT A0 ,,CPEOHA” 9YBCTBHTEIHOCT, KOATO Haii-9ecTo € pasHOPOAHA.

Coie Taka 6AXa KOKNAABAHH MCTHIAIHH-pesHcTeHTHH cTradunoxoxosn wamose (MRSA) ¢ HamaneHa
YYRCTBHTEIHOCT KBM BAHKOMMIMH. HaManeRaTa YyBCTEHTENROCT HITH PE3UCTEHTHOCT KbM BAHKOMMIIHH TIPH
Staphylococcus He e noGpe pasfpama. HeoGXomHMH ca HAKOJKO TEHETHUHM efeMEHTa M MHOXECTBO

MYTalHH.

Hama KpbeTocaHa pe3sdCTeHTHOCT MeXAY BAHKOMHIMH H Jpyrd aHTuOHoTHIMM. Bee Nak, € Bb3MOXKHA
YaCTHYHA KPBCTOCAHA PEIUCTCHTHOCT € TIHHKOHpOTewaAHHMA aHTHOHOTHK teicoplanin. PasBHTHET0 HA
BTOPHYHA PE3MCTEHTHOCT MO BPEME Ha Tepania € PAIKo.

CHREPrHzbEM
KoMOHHAIMSTa OT BAHKOMHIHH H AMHHOITIHKO3H/CH aHTHOHOTHK MMA CHHEPrUTHYEH edekT cpellly MHOTO
mamMose Staphylococcus aureus, HEEHTEPOKOKOBA TPyna D-CTPEeNTOKOKH, EHTEPOKOKH H CTPENTOKOKH OT
rpynara Viridans. KomOuHausTa 0T BaHKOMHIOMH M LedanocnopwH HMa CHHeprHTHYeH edexT cpemry
HAKOM IamoBe Staphylococcus epidermidis, pe3sHCTeHTHH Ha OKCAUMIIMH H KOMOHHAIIHMATA OT BAHKOMHMUHH U
pramMmaIAE HMa cuHepruTiieH edekr cpemy Staphylococcus epidermidis 1 dacTHueH CHREPriycH edext
cpemy HAKOH mamoBe Staphylococcus aureus. Thil xaTo BaHKOMHIMH B KoMOMHammd ¢ uedanocnopHH
MOJKEe CEINO jJa MMa aHTaroHHCTHYeH edexT cpemy HAKOH mamoBe Staphylococcus epidermidis, n B
koMOMHAIMA ¢ PAGAMIHIMH CPEIly HAKOH luamose Staphylococcus aureus, IPENBAPHTEIHOTO TECTBAHE 33
CHHEPTHIEBM € OT 10134,

Tpabea na ce monywar npobu 3a OakrepmanHM KYJITYpH, 3a Ja ce usonnpa'r
[IPHYHHHTEIATE K 14 C¢ ONPEICNH TAXHATA YYBCTBHTETHOCT KEM BAHKOMHIIHH. !
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I'panu4Hy TOYKH 33 TECTBAHE HA YYBCTRHTENHOCTTA
BankoMHUMH ¢ aktuBeH cpemy ['pam-nonoxwrennu GakTepwd. I pam-oTpHuATENHuHTe OaKTepHd ca
PE3HCTEHTHH,

Ipeobnanasanero Ha MpuAOGHUTATa PESHCTEHTHOCT MOXE Jia BApUpA FeorpatdckH H BbB BpeMETO 32 H30pauu
BHJOBE H € JKeJlaTeNHa JOkauHa HHpOpMaumMsa 3a pe3NCTEHTHOCTTa, OCOOSHO IIPH JIEKYBAHE HA TEKKH
nHdexuuH. Koraro nokanHoro npectnafapase Ha pe3HCTEHTHOCTTA ¢ TAKOBA, d€ MON3aTa OT JIEKAPCTROTO
NOoHe TMPH HAKOM BHAOBE WH(EKIMH € ChMHHTCHHA, NPH HEeoOXOAMMOCT TpAGBA Ja Ce TEPCH CBHBET OT
CIELMAITHCT,

Cnopex EUCAST (European Committee on Antimicrobial Susceptibility testing ) ca onpenenenn cieAHHTe
TPaHUYHH TOYHH:

YypcTeHTEAHR | Pe3HCTEHTHH
Staphylococcus aureus <2mg/ > 2 mg/l
Coagulase-negative staphylococci <4 mgl >4 mgfl
Enterococcus spp. <4 mg/ > 4 mg/fl
Streptococcus groups A, B, C and G < 2 mg/l >2mg/l
Streptococcus pneumoniae < 2mg/l >2mg/l
Gram positive anaercbes <2mgl >2mg/l

! 8. aureus npu MIC cToliHOCTH HA BaHKOMHIMH 2 mg/l ca Ha rpaHHLIATA Ha Pa3NpeencHre Ha JHBHS THII

H MOXE /1a HIMa HapyiieH KITHHHYeH OTTOBOp.

MKHOBEHO BHIOEE
I'paM-no3uTHABAN
Enterococcus faecalis
Staphyfococcus aureus

MermmumH-pesncTentHr Staphylococcus aureus
Koarynaza-serarusau Staphylococci

Streptococcus spp.
Streptococcus pneumoniae
Enteroccocus spp.

Staphylococcus spp.

AHaepobnu BHAOBE

Clostridium spp. except Clostridium innocuum
Eubacterium spp.
Peptostreptococcus spp.
Bupnose, 33 KOHTO NPHNO6HTA PEINCTEHTHOCT Mouke a3 ¢ Tpobaem

Enterococcus faecium

BLIpemno pe3HCTeHTHR
Benaxn I'pam-BeraTHeAn faKTepHn

I'pam-Tio3uTHBHH GaxTepud

Erysipelothrix rhusiopathiae
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Heterofermentative Lactobacillus
Leuconostoc spp.
Pediococcus spp.

Anaepobnu 6axTepHn

Clostridium innocuum

ITosBaTa Ha PEIMCTEHTHOCT KEM BAHKOMMINH ¢ PAXHYHA B PAXTHIHNTE GONHALN
nopany Toka TpA6Ba Aa ce yCTaHOBH KOHTAKT ¢ MECTHA MHKPOGHOJIOTHIHA
naboparophi, 3a 1a ce NOJIyYH CHOTBETHATA MECTHA HH(OPMALINSL.

5.2. MapmakoKHHETHYHH CBOHCTBA

Abcopbuus

BaHKOMHIHH ¢¢ Mpiara HHTPABEHO3HO 3 JedeHRe Ha CHCTEMAM HH$pEKmHH.

Tlpy malMenTH ¢ HopmanHa Gu0pedHa GyHKUHA, MHTpaBeHO3HATa HH(Y3HS Ha MHOMOKPATHH 1034 mo 1g
BankoMmH (15 mg/kg) B mpoxpnkenne Ha 60 MHUHYTH, BOOM A0 TPHGIMMTENHM CPEJIHH IIA3MCHH
koruerTpaiiii 50-60 mg/l, 20-25 mg/l H 5-10 mg/l, crorertHo 2 yaca H 11 Haca HEMOCPEACTBEHO CHEA
3aBbpIBake Ha MHQY3HATa. [l1asMeHHTe HMBA, MONYYEHH CJied MHOTOKDATHH HO3H, ¢4 NORCOHH Ha Te3m,
NIOCTHTHATH Clefl ¢IMHHHA 1033,

Bankomuuus o0ukHOBEHO He ce abcopbupa B KpBRTa Cliej NepopanHe npuinoxenue. AGcopbums obage
MOXe Jia ¢¢ MONydH TIPH NepopalHO NMPHIOXKEHWEe NPH NMALHEHTH ¢ (mceBaoMemGparno3eH) komuT, Tosa
MOXKE B2 AOBEAE NO KyMyIHMpaHe A BAHKOMHIMH NPH NAIMEHTH ChC ChITETCTRAMC OROPEUHC YBPEKIAHE.

Pasnpenenexue
ObembT Ha pasnpejeneHre e okono 60 /1,73 m2 temecna noBbpXHocT. ITpH cepyMHH KOHIIGHTpaUHH Ha

BaHKOMHUMH OT 10 mg/l mo 100 mg/l, CEBp3BAHETO HA THEKAPCTBOTO ¢ MNA3MEHHTE NPOTEHHH €
npubnsureanc 30-55%, wimepeHo upes yarpaduITpamys.

BankoMHLH JuQyHIMpa JecHO mpe3 IUIALEHTATZ H CE Pasnpeiens B KPHBTA Ha ITbIIHATA BPBB. Ilpd
HEBB3NATEHH MEHHHATY, BAHKOMHIVH PeMHHABA KPBBHO-MO3b4HaTa 6apHuepa caMo B HHCKA CTEEH.

Buorpan M

JlexapcTBoTO c& MeTaboNH3Hpa MHOTO Maiko. CligA NapeHTepallHO TIPHIOKEHHE Toli ce eKCKPeTHPa NOITH
HaITb/IHO KaT0 MHKPOGHOJIOTHYHO aKTHBHO BellecTRO (npubnmsATento 75-90% B pamMkHTe Ha 24 1aca) upes
rnoMepyJHa GpuiaTpaims npe3 GrépenwTe.

Enunvmmmpane

EmyMHHAIMOHHMAT NOMYXHBOT HA BAaHKOMHIMH € 4 7i0 6 4aca NpH TMAMEHTH ¢ HOpMalHa Ob0Opeina
¢bysxupa u 2,2-3 yaca npu Zena. [nasMeHmsT KmHpeHC € okono 0.058 kg/h H GBOpe HHAT KIMPBHC €
oxono 0,048 Vkg/h. Ilpes mopsure 24 uaca npubnusurendo 30% or npunoxenara 103a BAHKOMHLME ¢
€KCKpeTHpa B YPHHATa 4pe3 INoMepyiHa (unrpanms. BrOpeunara aucdyHkiMa 3abapd eKCKpenuaTa Ha
BaHKOMHMUMH. [Ipy nmaipeHTHTe ¢ IpakTHYecKky Junceaia Ge6peHa QYHKINA, CpeIHHAT NOMyKHBOT € 7,5
JuH. Ilopagy¥ OTOTOKCHYHOCTTA Ha TEPAITMATA ¢ BAHKOMHIMH, B TE3H CIyuad € MOKa3aHO NAOMBIHHTENHO
MpOCNIEAABAHE HA MITA3MEHHTE KOHUESHTPALMH.

bunnapHaTa €KCcKpeLHs € HesHa9HTenHa (Mo-Manko oT 5% OT Jo3ara).

Bmpe]m, Y€ BAHKOMHLUHUNET HE ¢ €IMMHHHDpA etlmmcacno ype3 XeMOAHAIH3a WIH NEPATOHCANHA AHANN3A,




Cnen nepopaHO NPUIOKEHHE, CAMO 3acT oT TIPHNIOXKEHATA J033 Ceé Bb3CTAHOBABA B ypuHara. OfparHo,
BHCOKH KOHILICHTPAllHH Ha BAHKOMHIMH C¢ HAaM#par BbE $exanumre (> 3100 mg/kg npu nosm or 2 g
IHeBHO).

JInneHnocT/HenHHenoCT

KoHUeHTpaussTa Ha BAaHKOMHLMH OGMKHOBGHO HApaCTBAa TPOTIOPIMOHANHCG ¢ YBENMYABAHE HA J034Ta.
[InasMeHHTe KOHIEHTpallMM NpH MHOTOKPATHO NDWIOKEHHE HA A03aTa ca MOAOOHA HA TesH clien
TPHIIGKEHHE HA €IUHAYHA 5032

X_apaxrepncm]m B OTIpEACTICHY TPVITH

Buopeunoc yspescoane

BaHKOMHIHH C€ OYMCTBA TJIABHO 9Upe3 rmomepynHa ¢enrpaiud. [IpH nanweHTH ¢ HapymeHa Gnbpedna
GYHKUMA, TEPMHHANHHAT €NMMUHAIMOHEH NOYKMBOT HA BAHKOMMIHH € YOBJDKEH M OOLIMAT TeleceH
KITHPEHC € HaManeH. Cien ToBa ONTHMANHATA 032 TPAGBA Ja ce N3UNCIH B CHOTBETCTBHE C MPEMOPLKHTE 34
mo3upaHe, NoCo4eHH B Touka 4.2. JlosHpoBka ¥ HAYTHH Ha IIPHI0KEHHE.

Yepruodpotiuo yepexcoane
PapMaKOKHHETHKATa Ha BAHKOMHIIHH HE C& MPOMEHA ITPH NAUMEHTH ¢ YepHOAPOGHO YBpeXIaHe.

Bpemennu ocenu
Moxe na ca HeoOXOmuMMH 3HAYHTENHO TNOBHMIIEHH NO3H 33 TIOCTHTAHE HA TEpANEBTHYHH CEpyMHH
KOHHEHTPAIMH NIpH 6peMeHHH xeHu (BXK. TouKa 4.6).

THayuenmu c radnopmeno mezno

PasnpenencHHeTo Ha BAHKOMHIMH MOXE Ja C€ NPOMEHH NPH MAUMEHTH C HAOHOPMEHO Terlo MopamH
YBENMYABAHE Ha o0cMa Ha pasnpeneNeHne, Ha (EOPeTHHS KIMPHHC U Bb3MOXKHH NPOMEHH B CEBP3BAHETO C
nRasMeHATe npovennd. IpH Te3n cyGnomynausyn KOHOEHTPAUMATA Ha BAHKOMHIMH B CEpyMa € YCTaHOBEHO,
4e € MO-BHCOKa OT OYAKBAHATA NPH 3APAaBH BH3PACTHH MBbXe (BX. TouKa 4.2).

[eawaTpydna nolrynatms

PK Ha BaHKOMHLIHH TI0Ka3Ba INHPOKA HHTSPHHAMBHIya/HA BAPHAGHITHOCT IpH MpeXAeBPeMEHHO POICHH H
PONEHHTE HA TePMHH HOBOpoldeHH. IIpu HOBOpONEHM, clell MHTPaBeHOZHO NPHIOKCHHE, 00EMBT Ha
pasnpeaesieHHe Ha BAHKOMHALMH Bapapa Mexny 0,38 u 0,97 kg, nogo6HO Ha crofiHOCTHTE IIPH BH3PacTHH,
AOKATO KITHPBHCHT BapHpa Mexay 0,63 1 1,4 ml/kg/min. ITonyxueoTsT BapHpa Mexay 3,5 1 10 qaca n € mo-
ABTLE OT TO3M OPH BB3PACTHH, KOSTO OTpaisBa OOMKHOBEHO NO-HUCKHTE ¢TOHHOCTH Ha KIHPBHCA MPH
HOBOPOIEHOTO.

INpu xepmavera M Mo-rofAeMH fAena obeMET Ha pasmpenclcHue Bapupa mexay 0,26-1,05 Vkg, aokaro
KIMPBHCHT Bapupa Mexay 0,33-1,87 ml/kg/min.

$5.3. IIpeaxnvMH9HNE JaHHH 3a Ge3omacHoeT
a 4 TOKCHYHOCT

LD50 (8 mg/ kg TenecHo Terno):

HRETPABEHO3HO HHTPAOEPHTOHEANHO NEPOPAIHO
MHIIKA 489 >5000
ITEX 319 2218
Kyde 292
MOPCKC CBHHYE 737

ILbxoBeTe ¥ MHIIKHTE YMHpAT clle] IeTalka No3a He3a6aBHO cie]l MPUTIOKEHHETO OT TOKCHIHH ed)em or
CTpaHa Ha IISHTPa/THaTa HEpBHA CHCTEMA, & KYJeTaTa HAKOJIKO JHH NO-KBCHO OT 61,6pe1ma

6) XpOHHYHA TOKCHYHOCT :
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Ilpn wrbX0Be NOMyYABaNY NIEPOpaNHa MHEBHA A038 0T 375-3 000 mg/kg Tenecko Teo 35 AnM € YCTAHOBEHA
PETHKYNOIMTO3a H NHMOLHMTONEHHS NpH 103a Hax 1500 mg/kg TenecHO Terio M HaMaNEHO TENO Ha
Jlanaka # THMyca fIpH fo3a Haa 750 mg/kg TenecHO TErNo, B CpaBHeHHe ¢ KOHTpONHATa rpyna. IIpa BeHaka
[O30BA IPYNH © HACTLHINA PeyKUMA Ha OOIIMA NpOTeHH, HHBATA HA IIIOK03a H XOIECTEpO B cepyMa M
XHCTOJIOTHIHH HAPYIICHHA Ha STIHTENA HA JIMIaBHIATA Ha LeKyMa.

WuTpaBenosHa no3a or 25 mg/kg TelecHo HUBO NPH KywueTa, 50 mg/kg TesecHo Terno npu MaliMyH#, KakTo
H Ha HHTPAMYCKYPHQ NpANoXeHde Ha 50 mg/kg TenecHO TETNO MpH KOTKH € JI0BENA <aMO AQ NOKAITHH

PeaKi{ii Ha MACTOTO Ha HHby3Hpane

No-Bycoxn no3u, MHTpaBeHO3HO OT S50 mg/kg TeNecHO TErno NPH KydeTa H HHTPANEPHTOHEANHO OT
350 mg/kg TenecHo Terno Npy ITHX0BE Ca IPSAMIBHKANK HePPOTOKCHIHOCT.

B) MyTaretien ¥ TYMOpOreren NOTEHIMAT
BaukoMHUMH € MpOydeH caMO HaCTHYHO 33 MyTareHHM edekrd. Hanuwnure w€3cnefBARNA ¢a [aid
HETaTHBEH Pe3yiTar.

JBIrCCPOYHHE TYMOPOTEHHH IIPOYIBAHUA NPH KHBOTHH HE Ca TIPOBEKAAHH.
r) PenpyayKTHBHA TOKCHIHOCT

Ilpu TepaToreHy npoydBaHHA IUTBXOBE Ca MOMYYHIM noBede o7 200 mg BAHKOMHIMH Ha Kg TeJIECHO TErNo H
3aiiid nosege oF 120 mp/kg Tenecro terno. He ca Giurn HabmoaapaHy TepaTOreHHN edekTH.
He ca nposexnany nepA- H OCTHATANHH H IPOYYBAHUA HA QePTHIMTETA NPU KHBOTHH,

6. ®APMAIIEBTHYHM JAHHH

6.1. CnHcbK Ha HOMOHIHATE BEECTBA
Hama

6.2. HecoBMecTHMOCTH

Pa3TBopHT¢ Ha BAHKOMMIMH HMar HMCKO pH HMBO, KoeTo Moxe na AOBene N0 XHAMMMHA HiM (H3HYHA
HecTa(IIIHOCT CieR CMecBaHe ¢ ApYrH cyOcTaHimm. Tlopanu ToBa BCekH MapeHTepaneH pasrpop Tpabea aa
Ce MpOBePABa BH3YAITHO 3a NPELHIIMTATH HWIH IPpOMEHeH LBAT NPEAH yrorpeda.

TNoMbTHABakKE Ha pa3TEOpa € 00 HabMoJaBaHO PH CMECBAHE ¢ PA3TBOPH Ha CIICIHUTE CYOCTAHIMH:
Avurodnmin, Gapburypatd, GeH3WN NEHWUMAAH, XNOPaMpEHVKON XWAPOTCHCYKIMHAT, XJOPTHAZAN
HaTpuii, AekcaMerazon-21-guxuaporendoctar numarpuii, XemapuH HaTpu¥, XHOPOXOpTH3OH 21-
XHAPOTEHCYKIMHAT, METHUWIH HATpul, HATpHeB XuAporeH KapOoHaT, HHUTpo()ypaHTHOH HaTpHii,
HOBOCUOUMH HaTpull, PeHNTORN RaTpHil, cyHpamuasuy HaTpHil WNH CyNdadypasos THETaHONAMHH.

CBBMECTHMOCT C MHTDABEHO3HH PA3TEODH
CrneHuTe pa3TBOPH Ca MOIXONSAINM 3a MPHTOTRAHE Ha HHQY3IHOHEH PAa3TBOP:
- Bopa 3a aroxexuun
5 % pasTBOp Ha IIOKO3a
H3HOJIOTHYEH PA3TBOP HA HATPHEB XNOPH

PasTBopHTE HA BAHKOMMIMH TpAOEa Ja C& MPUNAraT QTASIHO, 3KO XMMHEYHATA ¥ PU3INIHATA CHBMECTHMOCT C
JAPYTHTE Pa3TBOPH HE € JOKA3aHa.

KomGunupano geyenine
B ciyuali Ha kOoMOHHMpAaHO NeYeHHEe HAa BAaHKOMHIJHH € JIPYTH muﬁnmmndmnmpanemmm

TekapCTBaTA TpAOBa A2 ce NpHIarar oTIenHo,
6.3. Cpok Ha roanoct

2 roaAHu
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Ilpu napenTepanHa ynorpeGa TpaGea [a & NPUIATAT NPACHO NPHIOTBEHM Pa3TBOpH, HezabaBHO Clied
PasTBapsHe, IOPAH PHCKA OT MHKpOOHA HHKOHTaMHHALMS NpH pasteapaxeTo. [Tpu nepopamia ynorpeGa
TIPUTOTBEANTE Pa3TBOPH MOTAT Ja Ce ChXPAHABAT J0 96 Jaca B XJIaAHIHHK.

CrabHiHOCT HA NPHTOTBEHUTE PAITBOPH:
XnMu9Hata 4 usHuHaTa CTaCHNHOCT HA MPHTOTBEHMTE ¢ BOJA 33 MHWEKIMH PasTBODH, Ca AOKa3aHu MpH
CEXPAHEHHE Ha Temneprypa < 25 °C po 96 vaca,

HIHOCT Ha IPUTOTBE i 33 HHQYIHL:

Xumuanara B GpHsHIHATA CTA0HIHOCT Ha IPHTOTBEHATE PA3TBOPH 33 HH(Y3HA Ca JOKA3aHY [IPH ChXPAHEHHE
Ha Temniepatypa 2-8 °C no 96 4aca. OT MEKpOGHOIOTHYHA TEAHA TOTKA IPHrOTBEHHTE pa3TBOpH Tpabea Aa
Ce H3Mon3BaT He3abasuo. B nporusen Cayqali NpWiaraniisT pasTBOPa ¢ HAITHIHC OTTOBOPEH 33 YCNOBHATA H
NIEPHOAA Ha CHXPaHEHHEe HA pa3TBopa. O0HYaliHO, chxpaneHue NpH TeMneparypa 2-8 °C Moke Ja NPONBINKH
noeeye or 24 4aca, caMO aKO Pa3TBOPHT € GHJI NPUIOTBEH NPH KOHTPOJIHPAHM H BATMAMPAHH ACEITHYHH
YCROBWA.

6.4. CnennannH yCJIOBHA 33 ChXpafiente

Ha ce coxpausea nion 25°C B KapTOHEHATa ONAKOBKa, 3a 1A Ce TIpeAnasH oT CBET/IHAA,

6.5. BHA M CLOBPAKAHHE HA ONAKOBKATA

®nakony (Ge3uBeTHO CTHKIIO, XMAPOIATHIHO yeroliums xiac 1) cpe samymamka (6pom-OyTiiona ryma),
aTyMHHHEBa o0KkaTka H 3alHTHA Kanadka,

Onakopxs ¢ 1 mim S dnaxora.
He BCHTKM BUZIOBE OHAKOBKH MoraT Aa GbAat mycHary B mpogaxba.

6.6. Coeura/HH NpeANAIHK MEPKY NPY HIXBLPAANHE B paboTa

IIpuzomesne na xonyenmpam 3a undysus

Coaspxannero Ha diakona ce pasrsapa B 10 ml crepunna Boja 33 MEDKEKIME.
Enun ml o1 nparoTRenus pasTsop ChbALPXA 50 mg BAHKOMMIMH.

IIpuecomenye na pasmeopa 3a undysus

KonuenTparsT 3a HHpYIHA MOXKe Ja Ce paspexaa chC CTepHIHA BOJA 34 HHKEKUHH, $ mg/ml RaTpues
xnopua A 50 mg/ml rmoxoas.

@nakoH, CEABPAALY 500 mg BaHKOMHIMH: 3a MorygYapane Ha 5 mg/ml pasTeop 3a HHdY3HA paspenere 10 ml
KOHUEHTPAT 33 HAQY3HOHEeH pasteop ¢ 90 ml ot pasTeopuTend .

KoHuedTpauxsTa HA BAHKOMHIIH B PasTBOpa 3a WH(Y31a He TpAGEa na Ragsumasa 2,5-5 mg/ml.

Buvruen sud wa pasmasop 3a ungysus

Tpeau npunoxenHe pasTBOpET TpaOBa Ja ce NMPOBEPH BH3YANHO 33 HAIWYHE HA 9YACTHIH H IPOMCHH B
upeTa. Pa3TBOPET TPAGEA Ma Ce H3II0N3BA CAMO aKo € GHCTED ¥ 6¢3 JaCTHIM.

3a ycnoBuATa HA CHXPAHEHNE HA Pa3PE/IEHWs TEKAPCTREH POLYKT BUXKTE TOMKa 6.3.

1lepoparno npurodicenue
3a uuGoPMANKMA OTHOCHO NPHTOTRAHETO Ha PA3TBOPA, MO, BHXKTE Todka 4.2.

HsAMa crienyanHy H3HCKBAHWA NIPH H3XBbpIAHE.

7. NPHTEXATEJ HA PASPELIEHHETO 3A ¥TIOTPEBA
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MIP Pharma GmbH

Kirkeler Strasse 41

D-66440 Blieskastel-Niederwurzbach

I'epmanus

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEGA

11-17355/20.03.2012

9.  JATA HA IThPBO PASPEHIABAHE/TIOJHOBSIBAHE HA PASPENIEHHETO 3A
YHOTFPEGA

07.12.2006

10. AATA HA AKTYAJIM3HPAHE HA TEKCTA

12/2020
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