KPATKA XAPAKTEPUCTHKA HA IPOJYKTA

1. UME HA JIEKAPCTBEHHUS ITPOJYKT

Bankomuumn Pomapm 1000 mg npax 3a KOHUEHTpaT 3a HH(Y3HOHEH Pa3TBOP
Vancomycin Rompharm 1000 mg powder for concentrate for solution for infusion

2. KAYECTBEH H KOJTHYECTBEH CbCTAB

Beeku (uiakon chanpika 1000 mg BAHKOMHLMH, KATO XHAPOXJIOPHL (vancomycin as hydrochloride)
ekBupanenten Ha 1 000 000 IU BankoMuumH (vancomycin).

N3NbAHUTENHA ATEHUMS (10 ‘,-riEKAP[JTBA'h:,_;
Koamxa xapaxmepuomuxa Ha npogyxme - lpunomenve 11
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4. K/IMHHUYHH IAHHH
4.1 TepaneBTHYHH NOKa3AHHS

Batkomuunn Pomdapm e nokasan npu BCHUKH BB3pACTOBH IPYNH 3a EUEHHE HA ClIeIHHTE HHDeKLHH
(Bac. Toukn 4.2, 4.4 n 5.1):

= YCNOXKHEHH MH(peKIMH Ha Koxkarta H MekuTe Thkann (YUKMT)

- MH(EKUHH Ha KOCTHTE H CTABUTE

- TIHEBMOHHA, npuaobuTa B obwectsoto (I110)

- NHEBMOHMA, npuaoOuTa B 6onnuua (TT116) 1 nHeBMOHKS, CBbp3aHa ¢ anapaTHa BeHTH/IALHS

(ITAB)
- MH(EKLUHO3eH eHI0KapAUT

BaHKOMHUMH CBILO € MOKA3aH NIPH BCHUKK BB3PACTOBH IPYIIH 32 rnepuonepaTHBHa aHTHOAKTepHaIHa
NPOMHIAKTHKA, IPH NALKEHTH C BUCOK PHCK OT Pa3sBHTHE Ha GakTepHasieH €HJIOKAPJIUT, KOraTo ca
TOJUIOKEHN HA IOJIEMH XHPYPIrHYECKH MPOLELYPH.

HeobGxoanmo e j1a ce B3emar npeasua opuumManuTe NpenopbKH 3a M0AX0A41IA yrnorpeba Ha
anTubaKTepHalIHH Cpe/ICTRa.

4.2 Jlo3upoBKa H HAYHH HA NIPHJIOKEHHE

Hozuposka
B cnyuam, npu KOHTO € noxoa110, BAHKOMUIIMH TPAGBa 1a ce npuiara B KoMGHHALNA ¢ Apyru
aHTHOaKTepHATHH CPe/ICTBA.

To3u JICKAPCTBEH NMPOJAYKT € 3a HHTPABEHO3HO IMPHIIOKEHHE CaMO Cle PECKOHCTUTYHpAHE U
paspexaaHe.

Havannata nosa ce onpenens Ha Gasa 06110 TenecHo Tero. [ocaeapaumre KOpPEeKLMH Ha Jl03aTa
Tps0Ba 1a ce 0CHOBABAT HA CEPYMHUTE KOHLIGHTPAIIHH, 3a [1a C€ MOCTHIHAT TapreTHUTE Teparie
KOHueHTpaumy. [Ipn mocieasaumMTe 1031 4 HHTEPBAJ HA NPWIIOKEHHe TPIOBaA 1a ce uMa 1np.
ObOpeuHara GyHKUHs.

Hayuenmu na evspacm 12 u noseve 200unu:




[1penopbumrentara nosa e 15 no 20 mg/kg Tenecto Terno Ha scexu 8 10 12 vaca (1a He npesuaBa 2
£ 3a Ao3ara).

[Tpu Texko HONHM NaunenTH MoXE Aa ce H3NO3Ba HaTOBapBala A03a ot 25-30 mg/kg TenecHo
TerIIo, 3a 1a Ce YNeCHH ObP30TO JOCTHIAHE HA TAPreTHATA CEPYMHA KOHUEHTPAUHA Ha BAHKOMHIIMH,

Kvpuavema u 9eua na evspacm om edun mecey 0o nod 12 zodumna evzpacm: Ipenopbunrenuara
Ao3a ¢ 10 no 15 mg/kg TenecHo Terno Ha Bcexu 6 vaca (Bx. Touka 4.4.),

Hosopodenu na mepmun (om paxcoanemo 00 27 dnu c1ed paxcoanemo) u HpexicoeepesMenio poderi
{om paxcoaneno 00 oyakeanama dama na paxcoane naoc 27 onu)

ITpu ompenensine Ha cxeMa Ha A03MpaHe NIPH HOBOPOAEHH, TPAOBRA /1a Ce MOTbPCH ChBET OT Jlekap ¢
OMWT B JICYEHHETO Ha HOBOPOJEHH. EAHH OT BBIMOKHWTE HAYUHH Ha 103HPAHE HA BAHKOMULHH NpH
HOBOPOJICHR € NIIIOCTPHPaAH B cleinaTa tabmuua: (Bx. Touka 4.4)

PMA (ceamuiu) Ho3a (mg/kg) Hurteppan Ba npuiaoxenne (h)
<29 15 24
29-35 15
12
>35 15 3

PMA: mocTMeHCTpyanHa Bb3pacT [BpeMeTo Mexay MbpPBHA AEH HA MOCHEAHHA MEHCTPYANEH UHKDBN K
PaKIAHCTO (TeCTaliHOHHATA Bb3PACT) IUIKOC BPEMETO. HAMHHANO CJIEN paxnaHeTo {NOCTHATANHA
BB3pacT)].

{Iepuonepamusna npodnnakmuxa na Saxmepuaien endoKAPOUM 8bE BCUNKY Bh3PACIIOBH 2DVIH
fpenopwubea ce HavanHa 203a 15 mg/kg npeau RHAYKIUMATA Ha aHecTe3ks. B 3aBHCHMOCT OT
NPOAB/BKHTENHOCTTA HA ONMEPALHATA MOKE 1A CE HAJOMH BTOPA J03a BAHKOMHLHH.

HQOOB.’IJICMM@.’IHOC‘M Hd AeYeHUE

[MpenioxeHaTa NPOBIKHTENTHOCT Ka NeYeHHeTo € NokasaHa B Tabauuata no-aony. [pu Benuky
CIy9au MpOoAb/IKHTENTHOCTTA Ha leuenne TpabBea 1a Obae chobpazeHa ¢ Buaa M TEXKECTTa Ha
HHBEKUMATA, KAKTO K UHANBHAYANHNUS KTHHHUYEH OTIOBOP.

Mlokazanae HpOIl'l:ﬂﬂKHTeJlHOCT HA JI€YCHHE

YenowHeru HHbekUMY Ha KoXaTa u
MEKHUTE ThKaHH

- He- nexkpoTuznpain 7-14 anu

- Hekpotusupaim 4-6 ceamnum *
UHdexunn Ha KOCTUTE H CTaBHTE 4-6 ceamuLu**
[TieBMOHMR, TpugoGHTa B 7-14 aHu
00LLECTBOTO

[THeBMOHHA, npuacOuTa B HonHULA
11 THEBMOHHSA, CBLP3AHA ¢ anaparHa
BEHTHIAIHS 7-14 Aum

HMudexunoseH eRnoKkapanT 4-6 ceamuUu***




*[IpoabikeTe, 10KATO He CE HATOXKH JOMBIHATENEH AEOPHAMAH, MTALHCHTBT KIHHUYHO Ce €
nonodpun 1 nauHeHTsT ¢ adebpuiieH B NpoabinkeHHe Ha 48 10 72 uaca

** 3a CTaBHH BL3MATEHUS, IPHYMHEHH OT NPOTE3H, € HEOBXOANMO 14 Ce OBMHCIAT no-ALATOoTpaiHH
NEPOPANHHU CYTPECHBHU TEPANHH € MOAXONALIH AHTHOHOTULIH.

*** [poabmKHTENHOCTTA U HEOBXOAMMOCTTA OT KOMEHHHPAHA TEPANNA 3aBHCH OT BHIA HA KnanaTta H
CBCTOAHHETO HA OPraHN3Ma

Creuyanuy nonynauuu

{layuenmu 6 cmapuecka evspacm
Mosxe na e HeoOX0oaHMa TI0-HICKA MOUTBPXKALIA 1033 TTOPAH HAMANEHA BuOpeuna pyuruna,
CBBP3AHA C Bb3PacTTa.

Eviipeuno yepexcdane

TTpH BB3pacTHH M NEAHATPHYHN NALMEHTH C 6bEpPeYHo YBpeKaaHe Tpabea 1a ce oGMHUCIH HayanHa
1033, OCNEARAHA OT HaH-HACKATA CEPYMHA KOHUEHTPAUMSA Ha BAHKOMULHMH, BMECTO Onpeesena
CXEMA Ha NpusiaraHe, 0COBEHO MPH NALHEHTH C TeKKO ObGPEYHO yBpeXkaaHe MNH TAKHBA, KOKTO ca
noanoxenu Ha 6u0peyHo 3amectrtenna tepanus (B3T), nopann MHOroTo pasanyHu daKropy KOUTO
MOTAT ] MOBAMAAT HABATA HA BAHKOMHLHH NpH TAX.

{1pu naunenTr ¢ neka nid yMepena ctenes 6L6peuna HEAOCTATLYHOCT, HAYANHATA 1033 He TpabBa a4
ce HamanaBa. [Tpu naunenTy ¢ Texka creneH GbOPeYHa HEXOCTATLUHOCT € 32 IPEANIOYNTAHE /12 CE
YABKM MHTEPBANBT HA NPUITOKEHHE, BMECTO 3 Ce MPUIAraT M0-HUCKH AHEBHH J03H.

Tpabea na ce 0ObpHe BHHMaHNE HA CHIBTCTRAILOTO NPHIOKEHHE HA NEKapCTBEHHW NPOAYKTH, KOUTO
MOraT 1a HAMAT KNIHPbHCA HA BAHKOMHUMH WA /la MOTEHLHPAT HErOBHTE HEXENAHH PCAKUUH
(BX. TOuKa 4.4),

Bankomuuh ce aanusupa cnaGo upes HHTEpMUTEHTHA XeMoHaMK3a. Bbnpeky ToBa. ynotpebara Ha
MemOpaHH ¢ BHCOKa NPOMTYCKNMBOCT M HENpPeKbeHaTa GhEpPedHo 3aMecTHTeNHa tepanus (Hb3T)
YBENUYaBa KAHPLHCA HA BAHKOMHLUWH ¥ OOMKHOBEHO M3HCKBA IONBLIHMTENHA 1033 (0GMKHOBEHO clet
XEMOJHAIN3HA CECHS MPH HHTEPMHTEHTHA XEMOAKANN3a).

Bw3pacmnu
AZaNTHPAHETO Ha A03aTa NPH Bb3PACTHH NALMEHTH MOXKE J1a Ce OCHOBABA HA H3YHCIeHaTa CKOpOCT
Ha rroMepynna ¢puntpauns (eGFR) ¢ nomotnra na cneanara hopmya:

Muike: (TenecHo Terno (kg) x (140 mMuHyc Bb3pacTTa (rogsnn))) / (72 x CepYMEeH KpeaTHHHH (mg/dl))
Kenn: 0,85 x cToitHOCTTa, H3uKCNeHa O ropHaTa dhopMya.

OOHualinaTa RauanHa 103a 3a BLIPACTHU NaLUeHTH e |5 10 20 mg/kg, KOATO MOKe 1A ce punara Ha
BCEKH 24 4aca NpH NauMeHTH C KPEaTHHHHOB KNUPBHC Mexy 20 1 49 ml/min, Ipy natsenTH ¢
Texko GuOpeuHo yBpexane (KpeaTHHHHOB KIMPBHC oA 20 ml/min) iy Ha ObbpedHo 3aMecTHTEHE
TEPAMUs, NOAXOAAUIOTO pasNpeaeIeHHe MO BPEME H KOMYECTBO HaA MOCAEA0BATEIHUTE A03H 10
TORAMA CTENEH 3aBUCAT OT HauuHa Ha B3T u Tpabsa aa ce ocHoBaear Ha Haii-HHCKaTa cepyMua
KOHUEHTPaunA Ha BAHKOMHUHH H Ha ocTaThynaTta Ou0peuna pyHkuus (mx. Touka 4.4). B zasHcuMocT
OT KIMHHYHATA CHTYaLMs MOXe 1a Ce ODMHC/IM OTNIaraHe Ha C/IERBAIIATA 1033, JOKATO CE OUAKBAT
pesyNITaTHTE 3a HUBATA HA BAHKOMHLIMH.

ITpu kpuTHHO Gonen naumenT ¢ GnOpeyHa HEAOCTATHYHOCT MHPBOHAYANHATA 11032 (25 no 30 mg/kg)
He TpAbBa Ja ce Hamansga.

Tleduampuuna nonyaayus
AJanTHPAHETO Ha 103aTa MPH MeAHATPUYHH MalMeHTH Ha Bb3PAcT Hajl | roaMHa, MOXKeE 1a
OCHOBaBa Ha U3YHCIEHATA CKOPOCT Ha rnoMepynna guarpauns (eGFR) upes npepabore
Ha Schwartz:



eGFR (ml/min/1,73 m?) = (Bucouuna B (cm) x 0,413)/cepymen kpeatnuun (mg/dl)
eGFR (ml/min/1,73 m?)= (Bucouuna B (cm) x 36.2)/ cepymeH kpeaTunuH (pmol/1)

[Ipu noBOpOaEHH M KbpMaueTa Nox |-roanwWHA BL3pacT TPAOBA Ja Ce MOThPCH ChBET OT CIELHATUCT,
Thil KaTo npepadoTenata hopMyna Ha Schwartz 3a TAX He € NPUIOKIMA,

OpHCHTHpOB’b‘{HHTe NpCnopbKH 3a A03HPAHE NPH NEJHATPHYHATA MONYyNAUHA ca [MOKa3aHH B
Tabauuara [MO-1101Y, KOATO CJe/Ba ChUIHTE TPHHUKIH KaKTO NPH Bb3PacTHH NAKWEHTH

GFR (m/min/1.73 m?) iv. 1034 Yecrora

50-30 15 mg/kg 12 yaca

29-10 15 mg/kg 24 vaca

<10 10-15 mg/kg

R B [loBTOpHO NpunaraHe Bb3
MnrepuutenTHa OCHOBA Ha KOHUEHTpauuaTa*
XEMOINaIH3a

[lepuroneanua nuanuza

IpoabnxntenHa 6bOpeuHo 3aMecTHTENHA 15 mg/kg [loBTOpHO NpunaraHe pb3
[reparus OCHOBA HA KOHLEHTpauXsTa*

* INoaxoaauoTo pasnpenencHue (10 BpEME H KOJHYECTBO HA CAEABALIMTE J03H A0 ro1aMa CTeNeH
3asucy oT Buaa b3T u Tpabsa na ce ocHOBABA Ha CEPYMHHTE HHBA HA BAHKOMMLMH, NOJY4EHH NPEaH
npMnaraHeTo H Ha OcTarb4HaTa OuOpeuHa dyHKILKrA.

B 3aBMCHMOCT OT KNHHHYHATA CUTYALKUA MOXKE J1a ce OOMHCIIH OTIAraHe Ha CAEABAILATA 1032, A0KATO
Ce 0YaKBAT pe3yNTaTHTE 3a HHBATA HA BAHKOMHLHH.

Heprodpotno yepesxcoane
He e neobxouma kopekuus Ha 103aTa PH MALMEHTH ¢ YEPHOAPOOHA HEROCTATBYHOCT.

Bpesennocm
Moske fa ca HeoDXOAMMH 3HAUKTENHO NO-BHCOKK 103H 3a TOCTUIAHE HA TEPAMEBTHYHH CEPYMHH
KOHUEHTPAUHH [IPK OpEeMEHHK KeHHU (r¥k, Touka 4.6).

Hauueumu Cbl 3amavcmasane
an TTAUHEHTH CBbC 3aTALCTABAHE HAMATHATA 1034 TpﬂﬁBa Aa cc aJlanTHpa WHAHBHAYA/IHO, CTOpen
00LLO0TO TENECHO TErNo, KAKTO NPH NALHEHTHTE 0e3 3aTbCTARAHE.

[TpocrneAsBaHe Ha CEPYMHHTE KOHLEHTPAIMH HA BAHKOMHIHH

UecToTara Ha TepaneBTHYHHA nekapeTBeH MOHRTOPHHT (TJIM) Tpabra a 6bae WHIHWBHIYANH3IHpaHA
B3 OCHOBA HA KITMHHUYHATA CHTYALHA ¥ OTFOBOP KbM JIEYEHHETO, BAPHPALLH OT eXEAHEBHO B3eMaHe
Ha MPobH, KOETO MOXKE A C& HANOXH MPH HIKOH XEMOJHHAMHYHO HeCTaOHITHH MaUMEHTH 10 TIOHE
BEJHBK CEAMUMHO MPH CTAOHIHH MaLMEeHTH, MPOABABALLH OTTOBOP KbM JieueHreTo. [Tpi natuMeHT! ¢
HopmaiHa 6b0peyna GyHkuua cepyMHaTa KOHUEHTPAILMA Ha BAHKOMHLMH Tpa6Ba 1a ce npocne/spa
Ha BTOPHA AEH OT JICYUEHHETO, HENOCPEACTBEHO TPEH CJIC/BAILATA 034,

Hpu NAUAEHTH Ha HHTEPMHUTEHTHAa XEMOAHANH3Aa HUBATA HA BAHKOMULUUWH OOMKHOBEHO TpﬂﬁBa
Aa ¢€ nony4aBaT npeaH HAYaNO0TO HAa XEMOAHANH3HATA CECHA.

TepaneBTHYHMUTE HaH-HMCKH (MHHUMANHH) HUBA BAHKOMULMH B KPbBTa 06UKHOBEHO TpabBa Ja 6baar
10-20 mg/l, B 3aBMCHMOCT OT MACTOTO Ha HH(EKLNATA ¥ UYBCTBUTERHOCTTA HA natoreHa. Haii-yecto
CE MpenopLYBaT Hali-HUCKUTE CTOHHOCTH OT |5-20 mg/l, ot knkHH4HHTe AabopaTopuH 3a no-106po
AOKpHBaHe Ha, KIaCHPULHMPAHH KaTO Yy BCTBUTENHH natoredd ¢ MIC >1 mg/l (Bxk. Toukut 4.4 u 5.1).

MetoanTe, OCHOBaBaLUK CE Ha MOAENH, MOraT Aa 6HaT NONEIHM NPH NPOTHOZUPAHE Ha
HHAUBHIYAITHWTE H3HCKBAHHR 334 JO3HPAHE, 3a Aa ce aocTirHe nojaxoaswa AUC. Moax
OCHOBABALL, C& HA MOJEIH, MOXE J1a Ce MPHJAara KakTo IpH H3YHCIABAHE Ha NepcoHan
HaYyanKa j3a, Taka | MPH KOPEKUHA Ha A03aTa B3 OCHOBa Ha pesynraTtuTe o TJIM
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HauuH Ha npunoxkenue

3a MHTPaBEHO3HO IPHNOKEHHE, CAMO C/IC/I PEKOHCTHTYHpAHE H paspexane

HMHTpaBeHO3HHAT BaHKOMMILMH OOHKHOBEHO Ce MPHIIAra KaTo HHTEPMHTEHTHA HHYIHA 1
NPenopeKUTE 3a NpyiaraHe, NPpeaCTABEHH B TO3H Pa3fes 3a HHTPABCHO3HAA MbT, CHOTBETCTBAT Ha
TO3H THII TIPHNOXEHHE.

Bankomuuux TpaOBa Aa ce npuara camo kato 6aBHA KHTPABEHO3HA HH(Y3US C NPOABIKHTETHOCT
TIOHE €IHH Y€ HIH € MAKCHMANTHA ckopocT oT 10 mg/min (koero ¢ no-awLaro), Kato e AocTaTbYHo
paspezen (Haii-manko 100 ml Ha 500 mg unw Hali-manko 200 ml va 1000 mg) (k. Touka 4.4),

Nauuentyre, uniito nprem Ha TewHocTH Tpabea na Gbie orpaHHyeH, ChIO MOraT JIa NOJY4aT pa3TBop
ot 500 mg/50 ml uau 1000 mg/100 m), BBNpeKy Ye PUCKBT OT HEKENaHH PEaKLMH, CBBP3aHH C
HHOY3HATA, MOXKE 14 CE MOBHLIH NPH TE3H NO-BUCOKH KOHIIEHTPALHH.

3a vudOpMaLIHA OTHOCHO PHIOTBAHETO HA PR3ITBOPA, MOA, BHXKTE TOYKa 6.6.

Moxke na ce Ma NpeABHA NPOABLIDKUTEAHA HHY3HA HA BAHKOMHUHH, HANPHMED NPH NAUKMEHTH ¢
HecTabu/eH KIHPBLHC Ha BAHKOMHIUHH,

43 TlpornBonoka3aHHs

CBpbXUYyBCTBUTENHOCT KbM AKTHBHOTO BELIECTBO.

BaukoMuuMH He TpsGBa fa ce npuiara HHTPaMy CKYyJIHO, OPaad PHCK OT HEKPO3a HA MACTOTO Ha
NPHIIOKEHHE.

4.4 Crneusannn npeaynpesxaenHs W NPeINAa3HH MEPKH NPH ynoTpeda

PeakliMit Ha cBPBXUYYBCTBHTENHOCT

BB3MOXKHHM Ca CepHO3HH, H TOHAKOTA JIETANHH, PEAKUMH Ha CBPBXYYBCTBUTENHOCT (BXK. TOUKH 4.3. H

4.8.). B cnyuaii Ha noABHINTA Ce PEAKLIMA HA CBPBLXUYBCTBUTENHOCT, JIEYEHHETO C BAHKOMHLHH TpAGBa
Na ce npekpaTtH He3a0aBHO W CNEUIHO Aa ce [TPeANpHeEMaT HeoOX0IHMHTE MEPKH.

Iput maumenTy, MpHEManIn BAHKOMHLUMH B BPOALKEHHE HA ABJTBI MEPHUOR OT BPEME HITH
CBILTCTRALLO ¢ APYTH JICKAPCTBA, KOUTO MOTaT Aa IPHUHHAT HEYTPOMEHHs HITH arpaHynoluTosa,
6posT Ha JieBkOUNTHTE TPAOBA Jla Ce NPOCIEANBa Ha PEZOBHH HHTEPBAH OT BpeMe. Bendky
MaUUCHTH, TOAYYABALIY BAHKOMHLHH, TPIOBA 13 HMAT NEPHOIHUHH XEMATONOMMYHH M3CTeIBAHHNA,
H3CJICABAHMA HA YpUHATA, YepHOAPoOHH i DBOpeyHn PYHKUHOKANHY TeCTOBE.

Bankomuuusu TpﬂﬁBa Aa c¢ H3Noa3Ba C MOBULUCHO BHHMaHHUE MNPH NAUKHEHTH € aNepruidHH peaxkuun
KbM TEAKONNAHHUH, Thil KATO MOXKE 14 C€ NOABU KPBbCTOCAHA CBPBXHYBCTBUTENHOCT, BKIIHOUYHTENHO
aﬁacbnnaxmqeﬂ UIOK C JICTANICH H3XO01.

CreKTbp Ha aHTHOAKTEPHANIHA AKTHBHOCT

BaHKOMHLIHE HMa CNEXTHD HA aHTuﬁaKTepua.nHa aKTHBHOCT, OrpaHH4YeH 10 Gram- NONOKHTETHH
MHKPOOPraHH3IMH. Hee NOAXOOALL Aa C€ H3NON3BA KATO CAMOCTOATENHO CPEACTBO 34 JIEYEHHETO Ha
HAKOH BUOOBE HHd)eKulle, OCBCH aKO NMaTOrEHBbT BEUE € JOKYMEHTHPAH H € U3BECTHO, YE €
HYYBCTBHTENCH HIH UMA JOCTAaThYHO OCHOBAHHA Aa C€ CUHHTA, e BCpOﬂTHHHT(Te) [IaTorexH (H) e ca
UYYBCTBHTEIHHW HA JICYEHHE C BAHKOMHULHMH,

3a na e paUuMOHANHO M3MON3BAHETO Ha BAHKOMHLWH, TpAGBA Aa ce B3eMe MpeABH. crie
GakTepHanHa akTHBHOCT, IPOGHUABT Ha GE30MACHOCT M PHFOAHOCTTA Ha CTAHAAPTH
aHTHDAKTEpHANTHA TEPaNHs 3@ NEUEHHE HA OTACTHHUA NALHEHT.



OTOTOKCHYHOCT

OTOTOKCHUHOCT, KOSTO MOXE Aa € MPeX0oJHa HIIH NOCTOAHHA (BX. Todka 4.8), € choblieHa npH
MALUMEHTH C NPEAWICCTRALIA TNYX0Ta, KOHTO Ca NIOAYYHIH NPeKOMEPHH HHTPABEHO3HH J03H HIH
KOHWTO [0Jy4aBaT CHITLTCTRALLO JIEHEHHE € IPYIO OTOTOKCHYHO AKTHBHO BELISCTBO, KAaTo
AMRHOTIHKO3W/. BaHkoMuLuK cbuto TpadBa Aa ce H30ATBa NPH NAaUKENTH Che 3aryba Ha cnyxa B
MHHanoro. [Nnyxotata Moxe na Obae npeiuecTsaHa OT LyM B yuiuTe. ONUTBLT ¢ APYTH aHTHOHOTHLLH
npejnonara, 4e r1yXoTa Moke Ja Nporpecupa, BhIIPeKH NPeKpaTABAHETO Ha Jie4eHHueTo. 3a 1a ce
HAMaJIH PHCKBT OT OTOTOKCHYHOCT, KPBBHHTE HHBA TPAORA [1a Ce NPOBEPABAT NEPHORHYHO W CE
NpenopLyBa MepHoAHYHO HACNENBAHE HA CIyXa.

Xopara B CTapuecKkd Bb3pacT ca 0COGEHO NOAATIMBH HA CYXOBH YBPEXAaHHS.

MonnTopupanero Ha BecTHOYTapHaTa PyHKLMA H CIYXa TIPH NALUHEHTH B CTApYEcKa Bb3pacT Tpabea
Aa ce W3BLPLIBA O BPEMe Ha U ¢/ aevenreto. Tpabea aa ce H3GArea eAHOBPEMEHHOTO HITH
MOCACAOBATENHO H3MNOA3BAHE HA APYTH OTOTOKCHYHH BELECTRA,

PeakunH, cebp3anu ¢ undysuata

ITpunosxenuero upes 61p3 Gonyc (T.e. B NPOIBIKEHHE HA HAKOIIKO MHHYTH) MOXE 1a ObIE CBBP3AHO
C PA3KA XHIIOTOHHA (BKIIIOYHUTENHO LIOK, H PRAKO ChPAEYEH apecT), peakuHH NoaobHH Te3H.
MEUMPaHK OT XHCTAMHH W MaKyJIONanyJ/io3eH MM epMTeMaTo3eH 0OpHe (,,CHHAPOM Ha YepBeHus
YOBEK™ HJIH CHHAPOM ,,4¢pBeH BpaT™). BankoMuuus Tpabea aa ce Blusa 6aBHO B pa3peeH pasTsop
(2,5 no 5,0 mg/ml), cbe ckopocT He mo-sucoka or 10 mg/min M 3a nepuoa He no-kpaTbk o1 60
MHHYTH, 3a 1a ce u3bernar 6bp3u peakunu, cBbp3anu ¢ HHBy3uaTa. CiMpaHeTo Ha HHY3HATA
0DMKHOBEHO BO/IM 110 6BP30 NPEKPATABAHE HA TE3H PEAKLIMH.

HecToTara na peakuuuTe, CBBP3aHH ¢ HHGY3UATA (XUIIOTOHHS, 3a4€PBABAHE, EPHUTEM, Y PTHKAPHS H
MPYPHTYC) c€ YBENAHYABA IPH ChNBTCTBALUO NPHAOKEHHE HA AHECTETHUM (BXK. Touka 4.5). UectoTa um
MOXE /1a C€ Hamanu Npy Npuiiarale Ha BAHKOMUUMH 4pe3 Hhdy3Ha Haii-manko 60 MHRYTH Ipean
HHLYKLHA Ha aHeCTE3Us.

Texkn xomHu Hexenanu peakund (TKHP)

Crobmasa ce 3a TexKH KOXHR Hexenan peakunn ( TKHP), BKNHOYHTENHO CHHOPOM Ha Stevens-
Johnson (8JS), Toxcuuna enuaepmanta Hexponusa (TEH), nekapcTeeHa peakuns ¢ €03HHODHIHA H
cucteMHH cumnTomd (DRESS) 1 octpa renepanusupana eksanTemarosna nycrynosa (OUEI), xowto
MoraT fa {bAaT XKHBOTO3aCTPalIaBALUK HIH C NIETANEH H3XO/1, BbB BPB3KA C ICHEHHE C BAHKOMHLHH
(B3i. Touka 4.8). [loBeYETO OT TE3IM PeakUMH ca HACTLITHIIM B PAMKHTE Ha HAKOIKO IHH 10 0CeM
CEAMHIM Cej 3aI10YBAHE Ha JIEYEHHETO C BAHKOMHLUH,

[Tpn npeanucsane nauvedTHTe TpadBa Aa 6bAAT HHGOPMHUPAHHM 33 MPHIHALMTE H CHMNTOMHTE U Aa
ObAAT BHMMATENHO HAO/II0IaBaHH 33 KOXHH PEaKUHMH. AKO Ce MOABAT NPH3HALIA M CHMIITOMH,
NOKa3aTenHH 3a Te3H PEAKLUWH, PHIOKEHNETO Ha BRHKOMHULME TpsBa He3abaBHO 1a ce MpekpaTH H
Aa ce 0OMHCAN anTepHAaTHBHO NeYeHHe. AKO NALMEHTLT € PA3BHN TEXKA KOXKHA HEXENaHa peakLus
npu ynotpefiara Ha BAHKOMHLIMH, TEYEHHETO C BAHKOMUUMH He TPAGRa noBeye J1a ce NOJHOBARA.

Peaxuuu, cBbp3aHH ¢ MACTOTO HA NPHIOKEHHE

Bonka # TpomGochiiebHT MoraT 1a ce MOABST (IPH MHOTO MaUHEHTH, NOJTYHABAILH BAHKOMUIIHH
MHTPABCHO3HO, KOMTO MOHAKOrA ca TeXKH. YecToTaTa M TexkecTra Ha TpomGodaeduTa morar 1a Gbaar
CBCAICHH 10 MMHHMYM, KOIaTo IEKapCTBEHUAT NPOJLYKT ce npuaara 6aBHO KaTo paspeneH pasTsop
(Bak. TO4Ka 4.2) ¥ NEPHOAMYHO CE MPOMEHST MECTaTa Ha HH(Y3IHA.

EdruracHOCTTa 1 6€30NaCHOCTTA HAa BAHKOMMLMH HE €& YCTAHOBEHHW MPH HHTPATCKANHH.
HHTpanyMOanHy U HHTPABEH TPUKY/IAPHH TBTHLIA HA MIPHJIAraHe.

HedipoTokcHyHoCT
BankoMuuuH TpaGea 1a ce H3nON3BA BHUMATENHO NPH NAUKEHTH ¢ 6bpeuna
HEJOCTATLYHOCT. BIUHOYMTENHO aHY PHA, Tbil KATO BL3MOXHOCTTA 33 [I0SBA HA TOKC
MHOT0 M0~BUCOKE NPH NOLUIBPXKAHE HA RPOALIKMTEIHY BHCOKH KOHUEHTPALMH B
TOKCHYHOCT C€ YBEAHUABA MPH BACOKH KOHUEHTPALHH B KPbBTA HIIH MPOIBINK




Pe1oBHOTO MOHUTOpUpaHE Ha HUBATA HA BAHKOMULMH B KPbBTA € 1I0KA3aHO NPH BHCOKH 1034 U NO-
AbArocpotHa ynotpeba, ocobeno npu nauueHTH ¢ 660peuna 1nchyHKIUA HIIH yBPEAEH cNyX, KAKTO H
MPpH €IHOBPEMEHHO MPUJIOKEHHE CLOTBETHO HA HEPPOTOKCHYHY HIHM OTOTOKCHYHH BELIECTBA (BK.
TOUKH 4.2 1 4.5).

HapyuieHus Ha ouure

BaHKOMWLMH HE € paspelleH 3a MHTPAKAMEPHO MK HHTPABHTPEATHO NPUNIOKEHHE, BKIIOUMTENHO
NpodHIaKTHKA Ha EHAODTAIMHUT.

XeMmoparuyen oky3uBeH peTHHancH sackyant (XOPB), Bxmountesino Tpaiina 3ary6a Ha 3penie, ca
HabI01aBaHH B OTAE/NHH CITyUaH Cliel MHTPAKaMEPHO WITH HHTPABHTPEATHO NPHITOKEHHE Ha
BAHKOMHLIMH [0 BPEME MM CJIC/ ONEpPalns Ha KaTapaKTa.

[TeaHaTpuuHa nonynauus

HacroswuTe npenopbkH 3a HHTPAaBEHOZHO NPHIIAFAHE B IEANATPHYHATA NOTIYAALKS, 0coGeHo 3a Aeua
nox 12-roauiiHa Bb3pacT, Morat Jia I0BeAat 10 cyBTepanesTHYHU HUBA HA BAHKOMHIIMH ApH
3HauuTened Opoi reua. Brnpeku ToBa, §e301aCHOCTTa HA NPUIAraHE NO-BUCOKA 033 HA BAHKOMHLHH
HE € I0CTaTh4HO OUEHEHA M HE Ce MPenopbYBaT N0-BUCOKH A03H oT 60 mg/kg/nex.

Bankomuuun Tpabea aa ce u3non3ea ¢ 0coGEHO BHUMAHUE NPU HEJOHOCEHH HOBOPOIEHH U
KbpMa4eTa nopamH He3panocT Ha GbOpeLUTe H Bh3MOXKHO MOBULIABAHE HA CEPYMHATA KOHLEHTPaLHA
Ha BAHKOMHUMH. [lopaau TOBa KOHLIEHTPAUHATA HA BAHKOMHUKH B KpbBTa TPS6Ba 1 Ce Npocieasea
BHHMATENHO NpH Te3u A¢ua. CbNBLTCTBALLOTO NPHIOKEHHE Ha BAHKOMHLHH H AHECTECTHLM € CBBP3aHO
C epHTeM ¥ MoAoOHO Ha METMHPAHO OT XMCTaMHH 3auepssBane npu aeua. Ilo noaoben HaduH,
ChHITBTCTBALUATA YTIOTpeba ¢ HePOTOKCHUYHH CPe/ICTBA, KATO AMUHOTITHKO3UAHH aHTHOHOTHLH,
HCHBC (1anp. uGynpoden 3a 3aTrapsue Ha oTeopeH ductus arteriosus) win amdorepuuut B e
CBbp3aHa € MOBHIUEH PHCK OT HEPPOTOKCHUHOCT (BXK. TO4KA 4.5) i 3aTOBA € [I0KA3aHO N10-4HECTO
HabNIOIEHHE HA CePYMHHUTE HHBA HA BAHKOMHIMH H 6u6peynaTa GyHKIUS.

Ynotpeba B crapyecka Bb3pacT

EcrecTBeHOTO MOHMK2BaHE Ha rOMEpy/IHATa PUITPALHMS C HATIPEABAHE HA Bb3PACTTA MOXE 14
L0BEAE /IO MOBHILEHH CEPYMHH KOHLEHTPAUHH Ha BAHKOMHIIHH, aKO 103aTa He ce KOPHUIrHpa (BXK.
TouKa 4.2).

.ﬂEKaQCTBEHH B3aHMO/1CHCTRHA C AHECTETH uH

HunyunpaHata oT aHeCTCTHIIM MHOKApIHA IENPECHS MOXKeE Aa CE 3aCHH OT BAHKOMHLUMH. [To BpeMe
Ha aHecTe3ns, 103uTe TPsOBa Na ce paspexaaT aobpe M 1a ce fipuaarat 6aBHO, NP CTPHKTHO
Habmoaenue na chpaeyHara JeiiHoct. [pomsHaTa Ha MO3MLMATA Ha TAIOTO TPAGBA A2 Ce OTIIONKH 10
3aBbPUIBAHE HA HH(Y3HATA, 33 1A CE NO3BONH aNanTHPaHe Ha KPBBHOTO HATATAHE CITPAMO MPOMAHaTA
Ha nosara (ex. Tovka 4.5),

[eengoMeMOpaHQ3eH eHTEPOKOTHT

B cnyuail Ha Texka nepcHcTHpalia auapus, TpS6Ba 1a ce MMa NpeIBHA BEPOATHOCTTA 33 HANWYHE Ha
fICeBAOMEMOPaHO3EH EHTEPOKOMUT, KOHTO Modke a Gbie kHBOTO3acTpaaBam (Bx. Touka 4.8). He
TpAGBa 1a ce H3MON3BAT AHTHAHAPHIHH JIEKAPCTBEHH NPOIYKTH.

CynepyHperuns

Mpoabnxurennara ynorpeba Ha BAHKOMHLHH MOXE 1a 0BE/E 10 CEPLXPACTEXK HA HEHYBCTBUTENHHU
MHKPOOPIaHH3MH. BHUMaATENHOTO HabM0AEHKE HA NALHEHTA € OT OCHOBHO 3HAYeHHE. AKO N0 BpeMe
Ha TepanuaTa ce MoABY cynepuHPpekuns, Tpabea aa ce B3eMaT HEOOXOAHMHTE MEPKH.

4.5 BsaumonciicTBHE ¢ 1PYIH 1eKAPCTBEHH NPOAYKTH H ApYTH GOPMH HA B3aHMOIeHCTRHE

EAnoBpeMeHHOTO NpuiioxkeHte Ha BAHKOMHLUHH M aHECTETHIIM € CRLP3aHO ¢ BL3HHKB
XHCTAMHHO-NOAOOHO 3a4epBABaHE H aHAPUNAKTOMAHH PeakuHH (BK. T.4.4).

Cpobiaa ce, ye YECTOTaTa Ha ChOUTHATA, CBBP3aHM ¢ HHY3HATA, CE YBEIHYABA ¢



OpHAOKEHHE HA aHecTETHUH. CHONTHATA. CBBP3aHM © UH(Y3HMATA, MOXE Ja CE CBENAT 10 MHHHMYM
Karo BAHKOMMUMH Ce nipunara noj ¢popMara Ha 60-MHUHYTHa HHOY3UA NPEAH BLBEXIAHETO B
anecresns. Korato ce npunarar rno Bpeme Ha aHecTesus, J03uTe TpsOBa 1a ce paspexaar a0 5 mg /mi
WITK TIO-MAJTKO M [a Ce Mpunarat 6aBHO ¢ BHUMAaTeNHO Hab10/IeHUe Ha ChpledYHaTa deiHOCT.
[IpomenuTe B no3nUMsTa TPAOBA Aa Ce OTNIATAT, JOKATO HHQY3HATA HE 3aBLPILH, 32 Ja CE MO3BONH
KODEKUHA HA NO3aTa.

EanoBpemMerhaTa Wik nocne0BaTeNnHaTa CHCTEMHA HIIM JTOKAIHA yoTpeba Ha APYrH NOTEHLHATHO
OTOTOKCHYHH, HEBPOTOKCHYHH WM HEPOTOKCHUYHY NiekapcTea, Hanp. am(oTtepuumH b,
AMHHOTJIMKO3KAH, DALHTPALMH, MOTHMHUKCHH B, KONHCTHH, BHOMUIIHH MM LIACIIATHH,
mHnepauniIHe/TazobaxTam , 6pumroen auypetiin, HCTIBC Morar 4a yBenuuaT TOKCHYHOCTTA Ha
BaHKOMHUMH i aKko Tpsabsa j1a ce npunarat, TpabBa a ce U3NOJI3BAT ¢ MNOBHIIEHO BHHMaHHE H
N0AX0A%10 HabnoaeR e (B, Touka 4.4).

KombnHaumaTa o7 BAHKOMHLUHH ¢ GMIHOTTHKO3H/CH aHTMOHOTHK UMa CHHEpPriueH edexT cpeuty
MHOrO WaMoBe Ha Staphylococcus aureus, HeeHTepoOKOKoBa rpyna D-CTpenTokokH, eHTEPOKOKH H
CTPEeNnTOKOKH OT rpymnara Viridans.

KomOunauuara oT BaHKoMHIMH ¢ PUAMITMUMH MMa CHHEPriyYeH edekT cpewty Staphylococcus
epidermidis.

4.6 DepTHANTET, GpeMeHHOCT M KbpMeHe

bpemeHHocT
[TpoBeaenn ca TepaTonorMuHy NpoyyuBaHus NpH NETKPATHaTa 103a 3a Xopa IPH NIBLXOBE H

TPMKpaTHaTa 4034 [pM 3alUK K HE €A PA3KPHIIM JOKA3aTeNCTBa 32 YBPEKAAHE HA NJ10Ja Ab/KALLH Ce
Ha BAHKOMHLHH. B KOHTPONHPaHO KNMHHYHO NPOYUYBAHE Ca OLEHEHH NOTEHUHANIHMTE OTOTOKCHYHU H
HePPOTOKCUUHH eEeKTH Ha BAHKOMHLHH XHAPOXJIOPHA BbPXY KbPMAueTa, KOFaTo J1eKapCTBOTO Ce
npunara Ha DpeMEHHN XeHH 3a CEPUO3HI CTADUNOKOKOBH MHPEKLMH, YCI0KHABALLY HHTPABEHO3HATA
Nexaperseda 310ynorpeba. BAHKOMHUHH XHAPOXJIOPHI € OTKPHT B KPbBTa OT NbiHa BPEB. He e
orbens3ana censoHeBpanna 3ary0a Ha cnyxa UM HeDPOTOKCHYHOCT, NPHITHCBAHA HA BAHKOMMIIUH,
Eano 6ebe, unato maiika ¢ nosryasana BaHKOMHUHMH NIPE3 TPETHUA TPHMECTED, € NONYUHNO
KOHAYKTHBHA 3ary0a Ha c1yXa, KOATD HE ce AbJAKH Ha BAaHKOMHUUMH. Tbil KaTo BAHKOMHUKH ce
TIPHIIAra CaMo Npe3 BTOPHS H TPETHA TPUMECTLY, HE € H3BECTHO Ja/TH NPHUYHHABA YBPEKIaHE Ha
nnoaa. BankoMuuuu Tpalea aa ce npuara no Bpeme Ha GPEMEHHOCT CaMO aKO € KaTEropHYHO
HeoGXOAMMO W HUBaTA B KPbBTa TPAGBA [1a ce HabNI01aBaT BHUMATEIHO, 3a 1 CE CBEIE 10 MUHMMYM
PUCKBT OT (eTanna TokcuuHocT. Chobiuana ce ofave, Ye GpeMEHHHTE HAUHEHTH MOXE /14 C& HYKAAAT
OT 3HaYHTENHO NOBHIUEHH J03H BAHKOMHUHH 33 MOCTHraKe HA TEPANEBTHYHH CEPYMHH
KOHLEHTPALHH.

KupMeHe

BaskoMHIHH XHIPOXJIOPHA ce ekekpeTHpa B kbpMata. Toi Tpabha na ce [[pHJara ¢ BHHMaHHe MpU
KbpMaYKH. Manko BepoaTHO e KbpMaveTo j1a aGcopbupa 3HAUUTENTHO KOTMYECTRBO BAHKOMUIIUK OT
CTOMAUIHO-YPEBHUA TPAKT.

4.7 Edexrtn Bbpxy cnocoGHOCTTA 32 wodpHpaae H padoTa ¢ MAIINKK
Henpunoxumo

4.8 Hexenans neKapcTBeHH peakuuH

O6o6wenne Ha npoduia Ha GezonacHoct

Haii-4ecTo cpetlaHnTe HeXenaHH peakunn ca GuebnT, ncesaoanepruyHy peaxiluy u 3
Ha TOpHATa YacT Ha TANOTO (CUHAPOM ,,HEPBEH BPaT™), CBBLP3AHO C npexaneHo 6bp3a
HHY3MA HA BAHKOMHLH.

Cpobluasa ce 3a TeXKH KOXHU nexenanu peakunn (TKHP), BKNoSHTENHO CHHIpPO



Johnson (SJS). TokcHuyHa enunepmansa Hekponnsa (TEH), nekapcTBena peakuus ¢ €03HHOQUNMS H
cucteMHH cuMntomu {DRESS) u octpa renepannsnpasna exsanremarozna nycrynosza (OIEI) sbs
BPB3KA ¢ NEHEHUE C BAHKOMMIIHH (BX. TOUKa 4.4).

TabanueH CIMCHK HA HEXKENAHHTE pEaKLun
an BCAKO IPYMHPAHE MO YECTOTATA HEMESIAHHTE PEAKUHY €A NPENCTABRCHH B HH3IXOAALL pea Ha

TAXHATA CEPHO3IHOCT,

Hexenannte peakuuu, n36poeHH no-a00y, ca onpeeneHy KaTo € U3IoJI3Bana CleIHaTa
KOHBEHIIUA 33 KATEMOPHH N0 4ecToTa M 6332 faHHU Ha CHCTEMO-0praHHK Knacose no MedDra:
Meoro uectu (> 1/10); yectn (> 1/100 po <1/10); Heuectu (> 1/1 000 10 <1/100); peakn (> 1/10
000 no <1/1 000); MHoro peaxu (<1/10 000); ¢ HeH3BECTHA vecTOTa (OT HANMHYHUTE AAHHH HE MOXKE
Aa ObJe HanpaBeHa OUEHKa).

CHcTemo-opraHen Kaac

Yecrora !Hemenaua peaKkuus

Hapyuienns Ha KpbBTa H AumMdHaATA CHCTEMA:

Pe OOpatuMa HeyTPONeHHA', arpaHy 10UnTo3a, eo3uHO(GUNKS, TpoMBOLHTONEH!S,
NaHUHTONEHHA

Hapywenus na MMyHHATA cCHCTemMa: - ]

Penxu Peaxkunu Ha CBPbX4YBCTBHTENHOCT, aHAQMIAKTHYHN peaKinu?

HapymeHns Ha yxoTo H JaGHPHHTA:

Heuectn [lpexoana unwu tpaiina 3ary6a Ha cnyxa’

Peaxu Bepruro, THHUTYC®, 3amMaiiBaHe

ChpaeuHH HapyWeHHA
MHoro peakn |C1.p,ueqeﬂ apecr
ChI0BH HADYIIEHHA!

YecTu [MoHKxeHHe HA apTePHATTHOTO HAJIraHe
Pegkn Backyaur

PecnHpaTopHH, rpbAHH H MEAHACTHHAIHR HAPYIICHHSA
Yectu lﬂuaneﬂ, CTPHAQP

CToMalHO-%PeBHH HAPYIIEHHNA:

Peaxu [apene

Mtuoro peaku  [[lceBaoMeMOpano3eH EHTEPOKOAKT
C HeM3BeCTHA
uecToTa

[Noeprinane, Tuapus

Hapyumenus Ha KoXkaTa H DOAKOKHATA THKAH:

3auepBaABaHe Ha ropHaTa YacT HA THIOTO (,.CHHAPOM HA YEPBEHHA YOBEK™), CK3AHTEM
H Bb3MAIEHHE HA JIHraBHLATA, ChPOEK, YPTHKAPHA

Exconuatisen 1epMaTHT, CHHAPOM Ha Stevens-Johnson, TOkCHYHA enuaepManHa
HEKPOAKW3a, THHeapHa IgA Byno3ua nepmaroza

C neussectHa [Eosuodunua n cuctemuu cumntomu (DRESS cunapom), octpa reepann3upana
qyecToTa eK3aHTEMaTO3Ha My CTY03a

Hapywenus na 6b0pennre 1 NHKOYHHTE NBTHIA:
bhOpeuHa HeNOCTaTLYHOCT, MPOABABALLA C€ TIPEAHMHO ¢ MOBHILEH CEPYMEH

Yecrn

MHoro peaku

YectH
KPEATHHHH H ypes
Penkn Hutepctuunanet Hedput, ocTpa 6u6peuHa HeRoCTaTBUHOCT -
C neusnectua Octpa TybynHa Hekposa
ueCcToTa
O6mn HapylleHHs B edexTH HA MICTOTO HA NPHICKERHE:
Yectu DaebuT, 3auepBABaHE HAa FOPHATA YACT HA TANOTO W JHLETO
Peakn rTb;I))tg;Ka, NPOBOKHPAHA OT NEKapCTBO, TpenmepeHe, 60NKa B rbpAHTE




Onwucanne Ha n30paHy HexenaHu peakuuu

'0O6patMaTa HeyTponeHus 0GHKHOBEHO 3an09Ba eHa CceJMHMLA UK NOBEUE CTIed HAavAN0TO Ha
HHTPABEHO3HATA TEpPanHU HAH cnel obiwa Jo3a Han 25 g.

Mo BpeMe Ha UM HENOCPEACTBEHO cnea Gbpaa HHQYIUA MOXE 12 HACTBIIAT
aHaQHIAKTHYHH/aHADHNAKTOHIHI PeaKLMH, BKIIOYBALUH H XPHIIOBE. Tesu peaKlkn OTIIYMABAT clel
npekpataBaHe Ha WH(pys3nsTa, 06HKHOBEHO Mexay 20 MUHYTH 1 2 yaca BauxoMuins Tpabsa na ce
BAvBa 6aBHO (Bx. To4KH 4.2 u 4.4). Moe 12 HACTBIM HEKPO3a clen HHTPaAMYCKYAHO HHXEKTHpaHe.
*LLyM B ywnTe, BEPOATHO NpeLLECTBALL 3ary06a Ha cnyxa, TpaOBa 21a ce CYMTa 3a ToKazaHue 3a
NpexparssaHe Ha NEUEHHETO.

*OroToxcnunocT ce cbobuiaea rasHo NPy TAUHEHTH, HA KOUTO € TIPHJIOKEHA BHCOKA /1033, HIIK NPy
TE3H Ha CHITBTCTBALIA TEPAMHA C APYIH OTOTOKCHYHH JIEKAPCTBEHH MPOAYKTH, HAND. AMHHOTITHKO3H/H
HJIH KOHTO €A ¢ aHaMHe3a 3a HaMasleH cnyx WiH 6wpeyna auedyHkums.

leanarpuyna nonynauus

[TpodunsT Ha GesonacHOCT NpK eua, IOHOUIH M Bb3PACTHH MALMEHTH € KaTo 110 Mo100eH.
HedpoTokcnuHocTTa, onucana npy e, 0GHKHOBEHO € CRbP3aHa C APYTH HEPPOTOKCHYHH CPeacTRa,
KaTO AMHHOMTHKO3ZUIH.

Chofulapate HA NOMO3MPAHYM HEXENAHK PeaKLHH

C10011aBaHETO HA NOI0IUPAHU HEXEAHH PERKLIMM CNEA PaspellaBaHe 3a yroTpeGa Ha deKapeTeHus
NPOAYKT € BakHo. ToBa no3eossa 1a NPOALIKH HAGNIONEHHETO Ha CHOTHOLIGHHETO NO3a/PHCK 3d
JleKapcTBEHUS NpoYKT. OT MEAHLMHCKHTE CIEUMANTMCTH CE H3HCKBA Aa CbOOLIABAT BCAKA
MO03UPAHA HEXKEaHA peakiiug Ypes:

ManbanuTenna areHums no exaperaara

ya. . Jlamsn [pyes” Ne 8. 1303 Codun

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

4.9 Ilpeaosnpane

lpenopbuBar ce NOARBLPIKALUM FPHXH C NO/UTbPIKAHE HA MMOMepyTHaTa puaTpaurs. BankoMHUMH ce
eTUMHIHpa cnabo OT KPbBTA ¢ XeMOIHANH3a HIIH nepuTeoHeanHa anannia. Cvobluaea ce, ue
xemonepdyius ¢ Amberlite cmona XAD-4 e ¢ orpannvena nonsa.

5.  @®APMAKOJIOI'MYHH CBOHCTBA

5.1 ®apmaxogHHAMAYNH CBOHCTRA
DapmMakoTepaneBTHHHa rPyNa, “AHTHBAKTEPHATHH CPEACTBA 32 CUCTEMHA ynoTtpeba
FnuxonenTuamu antnbaktepuanuu cpeactea™, ATC xoa: JO1X AO1 3a nHTpaseno3Ho
NPHIIOKEHWE.

MexaHH3bM Ha felicTrHe
BaHKOMWIHH ¢ TPHUHKAHYEH ITHKONENTHIEH aHTHOHOTHK, KOHTO WHXHGHpPA CHHTE3aTa Ha

KJI€TBYHATA CTEHA NPH HYBCTBHTENHH BaKTepuu Ypes cBbp3BaHe ¢ BUCOK aduHUTeT ¢ D- ananna-0-
AN1aHHH Kpas Ha NPEKYPCOPHHTE €AWHHIIM HA KNETLYHATA CTeHa. JlekapcTBOTO HMa BaBHO
OakTepHUHAHO AeHCTBHE NPH JENAILM CE MUKPOOPraH#3aMy. B 1onbaHeHme To Hapyluaga
MPONyCKNHBOCTTA Ha GaKTepUanHaTa kneTb4yta MeMOpana u cunTesa Ha PHK.

CDapmaKoxu HETHY Holglgapma:cogn HAMHYHO B3aUMOACHCTBHE

BaHKOMMUMH NOKa3Ba HE3ABHCHMA OT KOHLUEHTPAUHATA AKTHBHOCT, KATO MIOLITA O/ KpHBaTa
koHIEeHTpauna/peMe (AUC), pasaenena Ha MHHMMANHATA MEXUOHpPALLA KOHLIGHTPAL(HS
TAapreTHUS MHKPOOPraHH3bM Ce ABABA ITbPBHYEH MPOrHOCTHYEH NapaMeTsp 3a edukac
OCHOBA Ha IN Vitro JaHHH NPH XHBOTHH H OrPaHUHEHH RaiiH 3a xopa. AUC / MIC ¢ T
oT 400 e ycrahoseno karo PK / PI} uent 3a nocturase Ha KiMHRYHA eeKTHBHOCT ¢
3a ma ce nocturue Tasu e, korato MICs ca> 1,0 mg/l, ce H3ncksa JO3HpaHe B o
BHCOKH Hal-HHCKH cepyMuM KoHueHTpatuu (15-20 mg/1) (Bok. Touka 4.2).

10



MexaHn3IsM Ha PeIHCTEHTHOCT

IlpuaoGuTaTa pE3UCTEHTHOCT KbM IIMKOTNENTH/K € HAl-4eCTa NIPH eHTEPOKOKH H C& OCHOBABA Ha
NPHAOOHBAHETO HA Pa3IHYHH Van reHHH KOMILIEKCH, KOETO NpOMeHs npruuennute D-ananun-O-
ananuu 1o D-anamna-O-nakraT unn O-ananun-O-cepuH, KOHTO cRalo ¢BLP3IBAT BAHKOMWIUH. B
HAKOM CTPaHK ce HabM01aBa MOBHLIEHA PE3HCTEHTHOCT, [IIABHO [IPH EHTEPOKOKH,
MYJITHPE3HCTEHTHH WaMoBe Ha Enterococcus faecium ca 0cobeHo 0Be3NoOKoOHTENHH.

Van reunTe psaako ce oTkpusar B Stophylococcus aureus, Npn KOUTO IPOMEHHUTE B CTPYKTYPATA Ha
KACTLHHATA CTEHA BOAAT 10 ,.Cpe/iHa’ 4y BCTBUTEHOCT, KOATO Hali-4ecTo e pazHopojHa. Chino
Taka DAXa 10KIaIBAHH METHLIHIIMH-PE3HCTEHTHH CTadunokokosH wamosre (MPCLL) ¢ namaneHa
4YBCTBUTEIHOCT KbM BAHKOMHUHH. HaManeHaTa 4yBCTBHTETHOCT HIIH PE3UCTEHTHOCT KbM
BaHKOMHLUMWH pH Staphylococcus He e noGpe pasopana. HeoBxoaumy ¢a HAKONKO reHEeTHUHH
€NeMEHTA H MHOXECTBO MYTaLIMH,

Hsama kpbcTocana pe3aMcTEHTHOCT Mexk Ly BAHKOMHUWH M ApyrH aHTHBHoTHUH. UMa KpbeTocana
PEIUCTEHTHOCT C APYIH FNHKONENTHIHK aHTHOHOTHLMN, KAaTO HarpuMep TelKeNnaHuH, PaisutHeTo
Ha BTOPHYHA PE3UCTEHTHOCT MO BPEME Ha Tepanua € PAAKo.

CHHEPru3LM
Komb1HAUNATA OT BAHKOMHLMH H AMHHOTTIHKO3HAEH aHTHOMOTHK HMa CHHEpriueH edexT cpelly

MHOTO WwaMose Staphylococcus aureus, HeeHTEPOKOKOBa rpyna D-CTpenToKoKH, EHTEPOKOKH U
CTPENTOKOKH OT rpynata Viridans. KomMOGHHALMATE OT BAHKOMMIMH H 1edaltoCnopHs HMa
cuHepruuen edexr cpewy HAKoOH WwamoBe Staphylococcus epidermidis, pe3UCTEHTHY Ha OKcallHNMH
H KOMOMHAIMATA OT BAHKOMHLIMH ¥ PHOAMIHIMH UMa CHHeprHYeH edekT cpewy Staphylococcus
epidermidis W HacTHYeH CHHePrHueH eekT Cpeiy HAKOH Llamose Staphylococcus aureus. Tvi
KaTO BAHKOMHLIMH B KOMOHHANUA ¢ 1e(atOCNOPHH MOXE CbILO A3 HMa AHTATOHUCTHYEH edeKT
cpeuty HaKkou wamose Staphylococcus epidermidis, u B koMOuHaLMA ¢ pUaMIULKHH CPEILY HAKOH
wamose Staphylococcus aureus, NpenBaPHTENTHOTO TECTBAHE 3 CHHEPTHIBLM € OT 0134,

Tpabsa na ce nonyyar npobu 3a SakTepHATHY KYATYPH, 33 2 Ce H3OIHPAT H WACHTHOULNPAT
NPHYHHHTEINTE K Ja Ce ONPEAEIH TAXHATA Yy BCTBUTENHOCT KhM BAHKOMHULIMH.

rpﬂHH'—IHH TOUYKH 33 TECTBaHE HA HYBCTBUTECIHOCTTA

BankoMHUKH e akTHBeH cperlly Gram-NoNOXHTENHRTE GaKTepHH, Hanp. cTaQMIOKOKH,
CTPENTOKOKH, EHTEPOKOKH, ITHEBMOKOKH U clostridia. Gram-oTpHuatesnnte Baxrepuu ca
PE3HCTEHTHM,

YecroraTa Ha npHA0GHTA PEIUCTEHTHOCT NPH OTIENHH BH/I0BE MOXE Ja BAPHPA B 3aBHCHMOCT OT
reorpa)cKoTO pasmosioKEHHE H OT BPEMETO H € SKENATENHO /1a MM& MECTHA WH(OPMALIHA OTHOCHO
PE3UCTEHTHOCTTA, OCODEHO KOTaTo ce JIeKyBaT TexwkH HH(exuuu. [Tpu Hyxaa, Tpabsa 1a ce ThpcH
KOHCYJITALHA CbC CHEUHANHCT, KOraTo MECTHATA YeCTOTa Ha PE3HCTEHTHOCT e TaKapa, 4e ce MOCTAaRs
NoA BBAPOC M10J34Ta OT TOBA CPEACTBO MOHE TIPH HAKOH BHAOBE HHekiuu. Taiu undopmalins
NpefocTaBd CaMe NPHONHINTENHH HACOKH 32 Bh3MOKHOCTTA MHKPOOPTraHH3MHTE a Ca JyBCTBHTEIHH
KBbM BaHKOMHLHH,

['patuunuTe cTOMHOCTH HA MHHMMAaNHATA MHXHOHpaLUa KoHueHTpaurs (MIC), yeranosenu ot

Esponefickua KOMHTET 3a H3CNe/IBaHE HA AHTHMHKpoOHaTa yyscTauTenHocT {(EUCAST), ca kakTo

cieaga:

YyBcTBUTENHI PesucTeHThU
Staphylococcus aureus’ <2 mg/l
Koarynaza orpuuarennu staphylococci! <4 mg/l
Enterococcus spp. <4 mg/l
Streptococcus ot rpynu A, B, Cu G <2 mg/l
Streptococcus pneumoniae < 2 mg/t
(Gram-nonoiuTeNHH anaepoby <2 mgh
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'S. aureus npu MIC CTOHHOCTH Ha BAHKOMULIHH 2 mg/l ca Ha rpasuLiaTa HA pasnpeneNeHue Ha AUBus
THIT N MOKE /12 HMA HapYLUEH KTMHUYEH OTFOBOP

OOHKHOBEHO YYBCTBHTETHH BHIGBE
Gram-noJoxHTeNHu

Enterococcus faecal is

Staphylococcus aureus
MeTrunnun-pesncrenTHr Staphylococcus aureus
Koarynasa-otpuuarentu Staphylococci
Streptococcus spp.

Streptococcus preumoniae

Enterococcus spp.

Staphylococcus spp.

Anaepo0HH BHIOBE

Clostridium spp. except Clostridium innocuum
Euhacterium spp.

Peptostreptococcus spp.

Bujose, npu KoHTO NPHAOGHTATA PEIHCTEHTHOCT MOXKeE 13 01ae npobaem

Enterococcus faecium

BLTpelnHo pe3HcTeHTHH
Bewukn Gram-oTpunareaun GakTepuu

Gram-nonoxwre/Hu aepoGHH BHA0BE

Erysipelothrix rhusiopathiae

Heterofermentative Lactobacillus

Leuconostoc spp.

Pediococcus spp.

Anaepo0HH BHIOBE

Clostridium innocuum

[TosisaTa Ha PE3MCTEHTHOCT KbM BAHKOMHLHH € Pa3iUyHa B pa3IHUHHTE GOTHHLM U NOpaaH ToBa
TPAGBa J1a Ce YCTAHOBK KOHTAKT C MECTHA MUKPOOHOIOrHYHA TaBOPATOPUS, 33 Ja Ce MOTYUH
CBOTBETHATA MeCcTHA WHGOpMaLus,

5.2 dapMaKOKHHETHYHH CBOHCTBA

AGcopbuns
BankoMuuMH ce npunara HHTPaBEHO3HO 3a Je4EHUE HA CHCTEMHH HHBEKLHH.

Ilpy naumenTH ¢ HopmanHa 6b0pedHa GyHKUNS, MHTPABEHO3HATA HH(Y3HL HA MHOTOKPATHH 103M OT
Ig Bankomuunn (15 mg/kg) B npoabakenye Ha 60 MUHYTH, BOAM A0 NPHBAUIHTENHH CPEIHHU NIA3MEHH
koHueHTpatuu ot 50-60 mg/l, 20-25 mg/l u 5-10 mg/l, BenHara cnen npunoxennero, 2 4aca 1 11 vaca
caen 3aBbpluBade Ha MHdY3uaTa CLOTBETHO. [InasmennTe HUBA, MONYHEHH CIEll MHOTOKPATHH 103H ca
noxo0HK Ha Te3u, JOCTUrHATH cile] eTHOKPATHA 4034,

Pasnpenen¢Hue
ObembT Ha pasnpeaenenue e okono 60 1/1,73 m’ tenecna noebpxHocT. [Tpy cepyMHN KOHLEHTPAUHH

Ha paHkoMuunH oT 10 mg/l o 100 mg/l cebp3BaHeTo Ha NEKAPCTBOTO ¢ NAA3MEHHTE MPOTEHHH €
npubansutento 30-55%, uaMepeno upes yaTpadunaTpauus.

BankoMuunH audyHaupa necko npes NialleHTaTa U ce pasnpesies B KPbBTa Ha NbMHaTa Bpbs. Mpu
HEBBL3NAICHH MEHHHIH BAHKOMHUHH IDEMHHABA NPe3 KPbBHO-MO3bYHaTa Gaprepa caMo B HHCKa
CTereH.

Buotpancdopmarus

JlekapcTBoTo ce MeTabonusnpa MHOro Maiko. CleJ NapeHTepamtHO NPHIOKEHHE
MOYTH HAMbAHO KATO MHKPOOHONOrHUHO aKTHBHO BelllecTBO (MpubansuTento 75-90
yaca) upes rnoMepyJsiHa dpunTpauus npes oubpeyure.
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Enumunupasne

EnvMHHAUMOHHMAT OMYXHBOT KA BAHKOMHLLHH € 4 J10 6 Yaca NPy MalHeHTH ¢ HopManHa 6u6peuna
$yHkums u 2,2 - 3 vaca npy aeua. [nasMenuat KIHPBHE € okono 0,058 I/kg/h u 616pedHHAT KIIHPBHE
e okonno 0,048 kg/h. Tlpes mepeuTe 24 waca npubnuautento 80 % ot mpunokeHaTa n03a
BaHKOMHUHH C€ EKCKPETHPA B ypHHATA YPe3 roMepyaHa duaTpaund. Hapywenara 6u6peyuna
(yHKkuus 3a0aBs eKCKpEUHATa Ha BAHKOMHLKH. [TpH aHedpHUHH AALMEHTH CPEIHHAT MOMYXKUBOT €
7,5 anw. [lopank OTOTOKCHYHOCTTA Ha TEPANHATA C BAHKOMHLIMH, B TE3H CILYUYaH € MoKa3aHo
AOMBAHUTEITHO MPOC/IEAABAHE HA MAA3MEHUTE KOHLEHTPALHH.

bunuapHaTa ekckpeus e HesHauHTenHa (Mo-Malko oT 5% oT aosara).

Bbnpeku, 4¢ BAHKOMULHHBT HE Ce eIHMHHKMPA eDUKACHO YPE3 XEMOAMANH3A MITH MEPHTOHEANHA
Axann3a, iMa ChoOdieHHa 33 NOBUILABAHE HA KJWPHHCA HAa BRHKOMHUIIHH 4pe3 Xemonepdy3us U
XeMouITpaum.

Juuetinoct/Henudegoct

KoHUEeHTpalHATa HA BAHKOMHLIMH OOHKHOBEHO HAPACTRA NPONOPUHOHANHO € YBETHYABaHe HA 03aTa.
[1na3MeHHTE KOHLUEHTPALHH NPH MHOTOKPATHO MPHUNOKEHHE HA J03aTa Ca T0J00HH HA TeId chejy
NPHNOKEHHE HA eOHHHYHA AO3A.

X&[!aKTCEHCTHKH B ONPEACACHH I'PYITH

bwvipeuno yepexcdane

BaHkOMHLHH Ce O4HCTBA TNaBHO upes riioMepyHa unrpauns. [1pu nauxenTn ¢ napylena 6u6peuna
(GyHKUBA, TEPMHHATHUAT €IHMHHALHOHEH NOJIYXKHUBOT HA BAHKOMHLIKH € YABIKEH H OGILUAT Tenecek
KIHpBHC € HamaneH. BrnocneacTeue, onTiMankarta 103a Tpsa0Ba 1a ce M3YUCIH B CbOTBETCTBHE C
NPpENOPBLKHTE 34 JO3HpaKe, NOCoUeHH B Touka 4.2, Jlozu HauMH Ha IPHIOKEHHE.

Hepnoopobuo yepexciane
DapMakOKHHETHKATA HA BAHKOMMIIMH HE C€ NIPOMEHS [IPH NALMEHTH € YePHOAPOGHO YBpEKIaHE,

bpemennu acenu
Modxe /1a ca HeoBXOAMMY 3HAUMTENHO ITOBULLERH J03H 33 NOCTHIAHE HA TEPANEBTHYHH CEPYMHH
KOHLEHTPALHK NpH OpeMeHHU XKeHn (BXK. Touka 4.6).

Hayuenmu ¢ naonopmeno mezao

Paznpenenentero Ha BAHKOMHLIHH MOXeE 1a Ce NPOMEHH MPH NALWEHTH ¢ HAJHOPMEHO TEro NOPaaH
yBenHu4asaHe Ha obema Ha pasfpeneneHune, Ha GbOpeYHHS KNHPBHC U BL3MOKHY TPOMEHH B
CBBP3BAHETO € NJasMeHnTE npoTerud. [1pn Tean cybnonmynauny KOHUESHTPALHATA HA BAHKOMHLIMH B
CepyMa € yCTaHOBEHO, Y€ € N0-BHCOKA OT 0YaKBAHATA TIPH 3/1paBH BB3PACTHH MBXKeE (BX. To4Ka 4.2).

[leguaTpH4Ha nomyaauus

PK Ha BaHKOMKUWH NOKA38a LIHPOKA HHTEPHHIHBHAYATHA BAPUAGHIIHOCT NPH MPEXKIEBPEMEHHO
POAEHU ¥ POAEHHUTE HA TePMHH HOBOpoJeHH. [TpH HOBOPOIEHH, Cliel HHTPABEHO3HO TIPHIOKEHHUE,
00eMbT Ha pa3npefesieHHe Ha BAHKOMHUHH BapHpa Mexay 0,38 u 0,97 I/kg, nonobuo Ha cToliHOCTHTE
NpH BB3PacTHH, 10KATO KNHPBLHCHLT Bapupa Mexay 0,63 » 1.4 ml/kg/min. [TonyxueoTHT Bapupa
mexay 3,5 u 10 yaca ¥ e NO-AbABr OT TO3H NPU BH3PACTHH, KOETO OTPa3siBa 0GMKHOBEHO N10-BHCKHTE
CTOHHOCTY HA K/IMPBHCA BPH HOBOPOJEHOTO.

[lpu KbpMaueTa ¥ No-rofieMu Aella 06eMbT Ha pasnpenenehue Bapupa Mexay 0,26-1,05 l/kg, aokato
KITHPBHCHT Bapupa mexcay 0,33-1,87 ml/kg/min.

5.3 IpeaxknHHHYHH JaHHH 3a GesonmacHoCT
Bornpekn 4e He ca npoBexaaHM ABLIATOCPOHHH TNPOYYBAHMS BbPXY >KHBOTHH

KaHUEPOTreHHHA OTEHINAI, NPH CTAHAAPTHH NabopaTOpHK TECTOBE He € OTKPHT MyTa
Ha BAHKOMUUHH. Hama u3cienBaHua Ha edekTuTe BPXY hepTraUTETA.
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6. GPAPMAHEBTHYHH JAHHHU
6.1 CauchbK HA NTOMOIHRTE BeillecTRA

Hsama.

6.2 HecbBMecTHMOCTH

BanxoMuuuH pasTeop uMa HHcKo pH, KoeTo MoXke 1a ToBese 10 XHMH4ECKA HIH Pu3Hyecka
HECTAbMIIHOCT, KOTATO C& CMECBA C APYTH ChbeAHHEHHA. CMECRAHETO C anKaNHH pa3sTBOpH TpsAbBa Aa
ce u3bATBA.

CMecH 0T pa3TBOpPH Ha RAHKOMHLUHH H GeTa-NakTaMHH aHTHOMOTHIIM ca TOKA3alTH, Ye ca PU3HYECKH
HechbBMecTUMU. BeposThocTTa 3a MpeuMnuTalta ce yBENUYaBa ¢ N0-BHCOKH KOHLEHTPAUNH Ha
BaHKoMHUUH. [Ipenopbusa ce agexkBaTHO MPOMHBAHE HA HHTPABEHO3HNTE IMHHH MEXILY
HPUJIOKEHHETO Ha Te3n aHTuOHOTHUM. [IpenopbyBa ce ChLo Aa ce pa3pewaaT pasTBOPH Ha
BAHKOMULHMH A0 5 mg/ml uan no-manko.

Buhpeku 4e HHTPABHTPEANTHOTO HHXKEKTHPaHE He € 0R0OPeH HAuMH Ha PHJIOKEHHE HA BAHKOMMIIMH,
ce ChobLWaBa 3a NPEUHITMTALIMA CEA MHTPABHTPEANTHO HHXKEKTHPAHE HAa BAHKOMMIUMH W Ue(Ta3HANM
[pH eHAO(TANMHUT ¢ MOMOLITA HA PA3TMYHH CIPHHUOBKH W krin. [lpeuunurature ce pasTeapart
IOCTENEHHO, C [TbJIHO H3YHCTBAHE HA CTHKIOBHAHOTO TAJIC 33 JIRa Mecelld H ¢ NoJoOpABaHe Ha
3IpHTENIHATa OCTPOTa,

6.3 Cpok Ha rogHocT

Tpax 3a KoHHeHTpaT 33 HHAY3IROHEH pPa3TBOD B OMAKOBKA 23 Npogaxba:
2 FOIHHH

ﬂpuroraen KOHUEHTPAT H PpaipeaeH NPOAYKT:

Hlokazana € XuMHYHaTa H QH3HUHA CTAOHITHOCT Ha Pa3TBOPEHHS KOHLEHTPAT K pa3peeH pa3TRop 3a
24 vaca npu Temnepatypa 2°C - 8° C.

OT MUKpPOONONOrHYHA [NENIHA TOYKA, OCBEH aKO METOILT 33 PEKOHCTHTYHPAHE / Pa3pexiane He
H3KJNIOYBA PYCKA OT MHKPOOHO 3aMbpCABaHE, PEKOHCTHTYHPAHHTE H paspeleHH pa3TBoOpH Tpadea aa
Ce H3MON3BAT He3a0aBHO. AKO HE ce H3no3Ba He3abaBHO, BPEMETO W YCAOBHATA 3a ChXPaHEHHE
npeau ynotpeba ca OTrOBOPHOCT Ha noTpebuTens.

6.4 CneunajiHu yCIOBHSI H2 ChXpaHeHHe

lIpax 3a konyenmpam 3q un@y3ucneH pameop 8 ONAKOSKA 3a NPodaxcoa:

Ila ce cexpansBa noa 25 °C.

3a ycnoBusiTa Ha ChbXpaHEHHE HA NPHIOTBEHHS KOHLIEHTPAT H Pa3pefeHHa NPOIYKT BHXTeE Touka 6.3.

6.5 Bua M cLALpXaHHE HA ONAKOBKATA

Dnakou or 6e3UBETHO CTHKIIO TR |, 3aTBOpEH ChC cHBa, HPOMOY THIIOBA TyMeHa 3any an
anymuHneBa obkartka v 650, M1acTMacoBO Kanave.
¥

KaproneHnara onakoska cbabpxa | dutakoH Bankomuuun Pomdapm 1000 mg v en @?;'fos
T ',‘r-
onof

6.6 CneuHanHH npelna3nA MEPKH NPH WIXBHLPISHE
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Camo 3a ennoxpaTha ynorpeba. M3xsbpiere BeRKO HEH3INO/I3BAHO KOJHYECTBO.
MpaxsT TpAGEa 13 ce PEKOHCTHTYHPA U NOJYTCHHAT KOHUEHTPAT TPAGEA 1a ce paspeH,
HENaCpeaCTBEHO, pen YHOTpeDa.

lIpHroTeaHe Ha pasTeopa

ITpeaw ynoTpeGa nobasete 20 ml Boga 3a HHKeKUHMH KbM (akoHa. PEKOHCTHTYUPaHHTE MO TO3M
Ha4YHH (IAKOHK WEe ChABPKAT Pa3TBOp ¢ KoHUeHTpauus S0 mg/ml, [IpH peKOHCTHTYUPAHETO BBA
BOJA CE NOJty4aBa OUCTBP pa3TBOp.

3a yenosuaTa Ha ChXpaHEHHE Ha PEKOHCTHTYMPaHHUA IEKapCTBEH NPOYKT BIKTE Touka 6.3, Cpok Ha
roJiHOCT™.

H3HUCKBA ce JOTTBAHUTEITHO PA3SPEXJIAHE. [TpoueteTe HHCTPYKIHHTE, NO-10AY:

HuTepMuTeHTHaTa MHQY3UA € NPEANOUHTAHUAT METO/, HA NPUIoKeHHe. [TPHTOTBEHHTE pa3TBOpH,
ChAbPKALK | g BAHKOMHIMHOB XHAPOXJIOpHA, TPAOBA [ia ce paspexaar ¢ Haii-Masnko 200 ml 0,9%
pa3TBOP Ha HaTPUEB XJIOPHI WM 5% Pa3TBOP Ha IN1I0KO34 32 HHTPaBeHO3HA HHY3ua. Kenanata nosa
TpabBa f1a ce npunara Ypes HHTPaBEHO3HA HH(Y3UR 3a NepHOA OT NoHe 60 MunyTH. AKO ce npuaara
32 N0-KPATbK NIEPHOJ OT BPEME MIIH B N10-BHCOKH KOHLIEHTPALHWH, ChILECTBYBA BL3MOXKHOCT 3a
NPEAM3BMKBAHE HA H3pa3eHa XUIIOTOHUS B AOMBIHEHHE KbM TpoMGoduieOuT. Bbp3oTo npunoxkenue
MOXE CBLIO /13 N0BEJe 10 3a4ePBABAHE H NpeXoJeH OOPHB MO IIHATA U PAMEHETE,

Hpoovaxcumennama ungpysua (TpsabGsa Aa ce U3MON3BA CAMO KOraTo NEpUOMUHATE HH(pY3Ms ¢
HeBb3IMOXHA). Eann 1o npa dnakona (1-2 g) Morar na ce A06aBIT KbM A0CTATBYHO rONAM oGem 0,9%
pa3TBOP Ha HaTPHEB XJIOPUA WiH 5% pa3TBOP HA [NKOKO3a 3a HHTPaBeHOo3Ha HH(pY3MA. 32 Aa ce
No3BONM GaBHO NpuNaraHe Ha xeNlaHaTa THEBHA 1033, HHTPABEHO3HO, KaNkoBO B NPOJb/IKEHHE Ha 24
Yaca.

Ilpenopbusar ce koHueHTpauuu oT He noseye ot 5 mg/ml. [1py naLMEHTH, HyXaaewwk ce oT
OrpaHH4aBaHE HA MPHEMA HA TEUHOCTH, MOXKE A3 C€ H3M0/13Ba KOHUeHTpauns ao 10 mg/m! (sx. Touka
4.2).

Bceska nosa Tpabsa na ce npunara He noseye ot 10 mg/min.

Cnen pexoHcTHTyMpaHe u paspexaare ¢ 0,9% pa3tBop Ha HATPHEB XIOPHA WM 5% pa3TBOp Ha
IIH0K03a 33 MHTPaBEHO3HA HH(Y3Ks, OCMONANHTETA HA PEKOHCTHTYHPAHUA H Paspe/leH pa3TBOp €
npubansurenio 270 mOsm/kg u pH Mexay 2,5 1 4,5.

32 ycnosuATa HAa CLXPAHEHHE HA Pa3pe/IcHis JIEKapCTBEH NIPOIYKT BHkTe Touka 6.3, ,,Cpok Ha
roaHocT. [pean npunoxenne, NpHroTeeHHTE M paspeNeHH pasTEOPH TPAOBA 12 ce MPOBEPAT

BM3YalTHO 3a HalM4He Ha HacTHLUH M obe3useTabane. Tpabea na ce n3nonzsa camo GHCTHP M
BesuseTeH fo GrefoXBAT pa3TBOP Oe3 HacTHIH.

H3xBhpnaue
Heusnon3paHUAT NeKapeTBeH NPOAYKT MK OTNAgbUHHTE MATEPHANIH OT HEro TPADBA Aa €& H3XBbPAAT
B ChOTBETCTBHE ¢ MECTHHTE HIHMCKBAHHA.

7. NIPHTEXATEJ HA PASPEUIEHHETO 3A YIIOTPEBA
Rompharm Company S.R.L.

Eroilor Street, no. 1A, Otopeni, lIfov County, 075100, PyMbHus

8. HOMEP(A) HA PAZPEUIEHHETO 3A YIIOTPEBA
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Peructpaunoned HoMep: 20200259

9. JATA HA IIBPBO PAPELIABAHE/TIOJJHOBABAHE HA PASPEIIEHHETO 3A
YIHOTPEBA

Hata Ha mbpBO paipelnaBane:
12/2020

JaTa Ha NOAHOBABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

04/2026
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