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OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI"O HIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

[To3umunuH, 0,5 T, MOPOIIOK /JIsl MPUTOTOBJICHUS paCTBOPA Il MH(Y3UH U IpreMa BHYTPb.

[Tozumunuy, 1 T, OPOIIOK AJIsi IPUTOTOBJICHHS pacTBopa AJs MHGY3HUI U IpuemMa BHYTpb.

2. KAUECTBEHHBIN X1 KOJIUYECTBEHHbBIN COCTAB

JlelicTByro11€€ BEIIECTBO: BAHKOMUIIUH.

HOSI/IMI/II_II/IH, 0,5 T', TOPOIIOK JJIA MIPUTOTOBJICHUA paCTBOPA AJIA HHd)V?;HfI U IIpueéMa BHYTPb

Kaxnpiit paaxon cogepxut 0,5 r BaHKOMUIMHA (B BH/IE THAPOXJIOPUIA).

HOSI/IMI/IIII/IH, 1 T', IOPOIIOK JJIA IIPUTI'OTOBJIICHUA PACTBOPA AJISA I/IHd)V3I/If/'I U IIpyueMa BHYTPb

Kaxnpiit haakon cogepkut 1 r BAHKOMUIIMHA (B BHJE THAPOXIIOPUIA).

[TonHbIi IepevYeHsb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

[Topomok it PUTOTOBICHHS pacTBOpa IJsi UH(Y3HUH U IpueMa BHYTPb.

HOpOI_HOK oT 0eJI0ro a0 6ejoro ¢ PO30BaTbIM UJIHM CBCTJIO-KOPHUYHCBLIM OTTCHKOM IBCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[Ipenapat [lo3umMHLIMH MOKa3aH K IPUMEHEHHIO Y B3pocibIX U aerelt oT 0 1o 18 ner.

BayrpuseHHas nuady3us

[Ipemapat Ilo3UMHIIMH TPUMEHSETCS MPU CEPHE3HBIX MU TSHKEIBIX HH(EKIUAX, BBI3BAHHBIX
YYBCTBUTEIbHBIMH ~ MHKpOOpPraHuaMamu, B ToM umciae Staphylococcus spp.  (Bkirouas
MEeHUIWILTNHA3000pa3yomMe ¥  METULIMJUIMHPE3UCTEHTHBIE IITaMMBbI),  Streptococcus — spp.
(BKJIIOUAss IITAaMMBI, PE3UCTEHTHBIE K TMEHUIWUIMHY); TpPH  aJIEPTUYECKOW  peaKInH
Ha ICHUOWIIWH, I[OpH HEONEePEHOCHMMOCTH MWJIM OTCYTCTBHM OTBe€Ta Ha JICUCHHE APYTUMHU
AHTUOMOTHKAMH, BKJIIOYAs TEHULIWUTMHBI WIK 1e(aToCTIOpUHbI; MpU HHEGEKIUAX, BBI3BAaHHBIX
MHUKpPOOPTraHU3MaMH, UYYBCTBUTEJIIbHBIMM K BaHKOMHUILMHY, HO YCTOMYMBBIMM K JAPYIUM
MIPOTUBOMHUKPOOHBIM TIpemapaTam.

e  DHJIOKap/IUT:

- BBI3BaHHBIN Streptococcus viridans wim Streptococcus bovis (B kauecTBe MOHOTEpANuu
WM B KOMOWHAIIMHN C aMUHOTJIMKO3UIaMH );

- BBI3BaHHBIM HTEPOKOKKamH, Hampumep, Enterococcus faecalis (Tonpko B codeTanuu
C aMUHOTJIMKO3H/IaMH );

- paHHUi 9HIOKAP/IUT, BBI3BaHHBIN Staphylococcus epidermidis
wm Corynebacterium spp. mocie TpOTE3MpPOBaHWs KianaHa (B KOMOWHAIIUU
¢ pudaMIUIIMHOM, aMUHOTIUKO3UIAMH HJIA ¢ 000MMHU aHTHOMOTHKAMU);
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OTBETCTEYET 3KCNEPTHOMY OTUETY

THIICPUYYBCTBUTCIBHOCTHU K AHTUOHNOTHKAM NCHUIUJIJIIMHOBOT'O psjaa.

[Ipenapar Ilo3uMHUIIMH Tak»e MOKa3aH BO BCEX BO3PACTHBIX IPYIIax i NEpUONEpaluOHHON

AHTUOAKTepUATbHOH TNPOMUIAKTAKA Y TAIMCHTOB C BBICOKUM PHCKOM  Pa3BHUTHSA
O0aKTepHUaTbHOTO DJHJOKApJIWTA, KOTJAa OHH TOJBEPraloTCi CEPhE3HBIM XHPYPrUUCCKUM
BMEIIATEILCTBAM.

e C(Cencwuc;

NHdexnuu neHTpanbHOi HEPBHOW CUCTEMBI (MEHUHTHT);

NHdexnun HKHUX ApIXaTeNIbHBIX MyTel (THEBMOHUH, a0CIECC JIETKOTO);
Nudexnum kocTel U CycTaBoB (B T.4. OCTCOMHUEIIUT);

[ ]

OcnoXKHEHHEBIE I/IH(I)GKI_II/II/I KOKHM ¥ MATKHX TKaHEH.

IlepopanbHEIA IpHEM

e TlceBnomemOpaHO3HbIH KOJIUT, Bei3BanHbId Clostridium difficile;

e DHTEPOKOJIUT, BhI3BaHHBIN Staphylococcus aureus.

HpI/I Ha3HA4YCHUU CJIICAYCT IIPUHHUMATh BO BHUMAHUC O(I)I/ILII/IaJ'ILHBIe KIIMHUYCCKUC PCKOMCHIAlINH
110 HaJJICKalCMy HUCII0JIb30BAHUTIO aHTI/IGaKTepI/IaJIBHI)IX CpCACTB.

4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHHU

PexxuM no3upoBaHus

HpI/I H606XOI[I/IMOCTI/I BaHKOMUIIMH KOM6I/IHaI_[I/II/I

aHTI/I6aKTepI/IaJII)HI>IMI/I cpeacrBamu.

CJICAy€T Ha3Ha4YaTb B C

IpYTUMHU

BayTrpuBeHHas PIH(bV3PI$I

HauanpHas no3a nomkHa OBITH paccuMTaHa HCXonas M3 obmield maccel Tenma. Ilocnemyromas
KOPPEKLMsI 103bl I0JKHA OCHOBBIBATHCSI HA KOHIIEHTPALMM B CBIBOPOTKE KPOBU I JTOCTHXKEHHUS
LIEEeBBIX TepaneBTUUECKUX KoHIeHTpauuil. [Ipm mombope mnocnenyoomux J03 W HMHTEpBala
BBEJICHUS IpernapaTa He0OX0MMO YUUTBIBATh COCTOSHUE (PYHKIIUH MTOYEK.

Bspocnvie

Pexomenayemast no3a cocraBisier 15-20 mr/kr macchl Tena Kaxasie 8—12 dacoB, pazoBas j03a
He fojpkHa npessimath 2000 mr.

V TaKe1000IbHBIX MNaluCHTOB JJIsA 6I>ICTpOFO JOCTHIXCHUA IICJ'IGBOﬁ KOHOCHTPAIMM BAHKOMUIIMHA
B CBIBOPOTKE KPOBU MOKET OBITh UCITOJIb30BaHA Harpyso4dHas n1o3a 25-30 MI/KT Macchl Tea.

HDO@OJZDfCumeﬂbHOCWlb mepanuu

HpOI[OJ'DKI/ITeJ'IBHOCTB TE€paliMyu  3aBUCUT OT THUIIA HU  TIKCCTU HH(bCKHHH, a TakKxXeE
OT MHAWBUAYAJIBHOI'O KIMHUYCCKOTO OTBCTA. PCKOMCH}IyCMaSI MNpOAOJIKUTCIIBHOCTE TEpalnn
npeaAcTaBJICHA B Ta6J'II/II_[e HUMXKCE.

IToxa3zanue
OCJ'IO)KHGHHI)IG I/IHCbeKHI/II/I KOXHU U MATKUX TKaHefI

HpOZ[O.]'DKI/ITeJIbHOCTB TCpaluu

- 6e3 HeKkpo3a
- HeKPOTH3UPYIOIIHE

ot 7 10 14 nueii
ot 4 1o 6 Henenp*

WMHdexmn KocTel 1 cycTaBoB

ot 4 1o 6 Henenp**

BHebonpHMYHAS THEBMOHMUS

ot 7 no 14 nueut

BryTtpubonsHuYHas MHEBMOHUS (BKIIIOYAsl THEBMOHHUIO,
ACCOITMUPOBAHHYIO C HCKYCCTBEHHON BEHTHJISAIIUEH JIETKUX )

ot 7 no 14 nueit
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Menunrut oT 10 no 21 noasa

* BBEJICHHE HEOOXOAMMO IMPOJOJIKATh A0 TEX IMOp, IOKa HE MpoiiieT HEOOXOAUMOCTh B CaHAllUU
paHbl, /0 KJIMHUYECKOTO VIYYIICHHS] COCTOSHHMS TAlMeHTa W OTCYTCTBUS TOBBILICHHON
TeMmnepaTypsl B TeueHue 48—72 4acos;

* i nedeHus: MH(PEKIUH MpoTe3nPOBAaHHBIX CYCTaBOB CIEAYET PACCMOTPETh OoJiee IIUTENbHbIC
KYpCBbI JICUCHMS ITOIXOASIIUM aHTHOAKTepHUaIbHBIM IIPENapaToM i IEpOpPaIbHOTO IIpHUeMa,

*** IPOIOIKUTENBHOCTD JIEUEHUS U TOTPeOHOCTh B KOMOMHUPOBAHHOM TEpanuy 3aBUCUT OT THUIA

KJIallaHa ¥ MUKPOOpraHu3Ma.
Ilepuonepayuonnas npoguiakmuxa 6AKmMepuanrbHo2o 3HOOKAPOUMA 60 8cex 803PACMHbIX SPYNNAX

Pexomenayemas no3a — HavajmbHas A03a 15 MI/KT mepes MpoBeeHHeM aHeCTe3uH. B 3aBUCUMOCTH
OT MIPOJOIKUTEILHOCTH OTIEPAIH MOXKET MOTPEOOBATHCS BTOPAst 1032 BAHKOMHIIMHA.

Oco0Oble T'PVYIIIBI ITAITWMEHTOB

ﬂuua nooaicus10co so3pacma

VY nanuMeHTOB MOKUJIOr0 BO3pPacTa KJIMPEHC BaHKOMMIIMHA HIKE, 00bEeM pacipeneseHus: OobLie.
VY o3Tol KaTeropuM MAaNMEHTOB IMOAOOp 03Bl II€JIeCO00pa3sHO NPOBOAUTH HA OCHOBAHUH
KOHIIEHTPALIMU BAHKOMUIIHA B CBIBOPOTKE KPOBH.

HCZI/;MGHWIIJZ C NOYEYHOU HeOOCMAamo4HOCHbIO

Bspocavie

JIaHHO# KaTeropuu MaueHTOB HEOOXOMMO MHIMBUAYATIHHO MoAOupath a03y. C mensio nogdopa
7103bI BAHKOMUIIMHA JJIs1 3TOM TPYIIBI NAIlMEHTOB MOXKHO MCIIONb30BaTh KiupeHc kpeatnHuHa (KK)
CBIBOPOTKH.

VY B3pociblX M JAeTeil ¢ HapylleHueM (QYHKIMU I0YeK CJIeIyeT YYUThIBaTh HAYalbHYIO 03y
BaHKOMHULIMHA C TOCIEAYIOUIMM CHUXEHHEM YpPOBHS BAHKOMMIIMHA B CBHIBOPOTKE KpPOBH,
a He TIUIAHOBBIM pEXHUM J03UPOBaHUS, OCOOEHHO Y TMAIMEHTOB C TSKEJIOM mo4YeuHoU
HEJ0CTaTOYHOCTBIO UJTH T€X, KTO IPOXOJUT 3aMECTUTEIbHYIO MoueuyHyto Tepanuto (3I1T).

VYV manueHToOB C JIErKOH WU YMepeHHOﬁ MOYEYHOM HEAOCTATOYHOCTHIO Ha4YaJIbHYIO 03y CHUKATb
HC CIICOYCT. VY manueHToB C TSKEJION IMMOYEYHON HEJOCTaTOYHOCTHIO MMpEaANIOYTUTCIIBHCS YBCIININUTD
HUHTCpBAJ [IpUEMA, 4 HC HA3HAYAaTb 0oJiee HU3KHUE CYTOYHBIC JO3bI.

Crnenyer HamexammM o00pa3oM paccCMOTPETh BO3MOXKHOCTh OIHOBPEMEHHOTO TPUMEHEHUS
JIEKapCTBEHHBIX IPENapaToB, KOTOPhIE MOTYT CHUXXATh KIMPEHC BaHKOMUIIMHA W/UIU YCHIIMBATh
€ro HeXeNaTelbHbIe peakiuu (cM. pazaen 4.4).

Koppekuust 70361 y B3pOCHBIX MAIMEHTOB MOXET OCHOBBIBATHCS Ha PACYETHOH CKOPOCTH
kiyooukoBoi punbrparuu (pCK®D) o cnexyromieit popmyiie:

macca mena , ke x (140 — gospacm , nem )

Jna  myorcuun 1 = .
72 x KoHyewmpay — us KpeamunuHa 6 cvigopomke  Kposu , me 1100 a

s ocenwyun: IOTy4EHHBIM pe3yapTaT yMHOKar0T Ha (,85.

JIJIs ManueHTOB ¢ KIMpeHcoM KpeaTwHWHa 20-49 MI/MUH peKOMeHJyeMas HadalbHas 1032
npemnapara coctapisieT 15—20 Mr/kr Macchl Tea U BBOJUTCS Kaxkible 24 yaca.

VY manueHTOoB C TSHKEIOW MOYeUHOM HEelIOCTaTOYHOCTHIO (KJIMpPEHC KpeaTHHUHa Hibke 20 Mil/MUH)
WIM y NAalMEHTOB, HAXOAALIMXCA HA 3aMECTUTEJIBbHOM MOYEYHOH TEpanuy, KpaTHOCTb BBEACHHUS
U KOJMYECTBO TMOCIHEAYIOIIUMX 03 TMpenapara JOKHBI OCHOBBIBATHCS Ha  COJIEp)KaHUU
BAaHKOMMIIMHA B CHIBOPOTKE KPOBU M OCTAaTOYHOM (pyHKIMM mouek (cM. paznen 4.4). B 3aBucumoctu
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JI03bI 710 TIOJTy4EHUS pe3yIbTaTOB OMPECIICHUs YPOBHS BAaHKOMUIIMHA.

vy nalucHTOB C MMOYCYHOMN HCAOCTATOYHOCTBbIO, HAXOAAIHMUXCA B KPUTUYCCKOM COCTOSAHHU,
HadaJlbHasA HaArpysodHas a03a Iperapara HE JOJIKHA CHHUXKAThCA U COCTABJIACT 25-30 MI/Kr Macchl
TCI1a.

emu

Koppekuust 103bl y nereit B Bo3pacTe OT | rojga M crapiie MOKET OCHOBBIBaTbCSI HAa pacdeTHOMN
ckopoctu kiryooukoBoi prutbrparuu (pCK®) mo monudummposannoi popmye [papia:

pCK® (m/mun/1,73 M?) = (poct, cm x 0,413) / KpeaTUHUH CBIBOPOTKH (MI/IT);
pCK® (mn/mun/1,73 M2) = (poct, cM X 36,2) / KpeaTUHUH CHIBOPOTKH (MKMOJIB/IT).

HoBopoxaeHHBIM U MIIQJICHIIaM B Bo3pacTe 10 1 roja morpedyeTcss KOHCYNbTAUS CIICIHAICTA,
MOCKOJIbKY MoaubunupoBanHas ¢popmyia [lIBapia Kk HIM HEIPUMEHUMA.

B Tabnuie HUxe NpUBEACHBl PEKOMEHIALMU 10 1I03UPOBAHUIO JJIsSl IPUMEHEHUS Y JIeTel, KOTOphIE
COOTBETCTBYIOT TEM K€ IIPUHLIAIIAM, YTO U JUJIsl B3POCIIBIX MALlUCHTOB.

pCK® (ma/mun/1,73 M2) Jo3a npenapara Yacrora BBe/leHUs
IHo3umMuuMH

50-30 15 Kaxneie 12 gacos

29-10 15 Kaxnpie 24 yaca

[Tepuoanueckuii reMouanns BBeneHnne noBTOPHON 103bI B 3aBUCUMOCTHU

= 10-15 OT CO/IepKaHMSI BAHKOMMIIMHA B CHIBOPOTKE

IlepuTOoHEAIBHBIN qUAINA3 %
KpOBH

HenpepsiBHas 3amecTuTebHas 15 BBenenue noBTOpHON 103bI B 3aBUCUMOCTH

[IOYEYHasl Tepanus OT COZEp>KaHMsI BAHKOMMIIMHA B CHIBOPOTKE
KpOBH™

*BpiOOp MOAXOJAIIET0 HHTEpBaIa MEXAy HHPY3USIMH U KOJMYECTBA MOCIEAYIOIUX 03
B 3HAUMUTENBHOM creneHu 3aBucutr oT Merojga 3IIT W [OKeH OCHOBBIBATHCS Ha YpPOBHE
BaHKOMHIIMHA B CBIBOPOTKE KPOBH, MIOJYYECHHOM JI0 BBEJICHHUS Mpernapara, U OCTaTOUYHON (HYHKIIUU
nmovyek. B 3aBUCHMMOCTH OT KIMHUYECKOW CHTyallUM MOXET OBITh pPacCMOTPEH BOIPOC
O NpPEKpalleHUH IpUeMa CIEAYIOIIENH 03bl A0 IOJYYEHHs PE3YyJbTAaTOB ONPENCICHUS YPOBHS
BaHKOMUITAHA.

HauueHmbl HA 2eMoouaIu3e

BaHKOMUIIMH MJI0XO0 MOAJAETCS AUaIN3y NpU MPEephIBUCTOM remoauanuse. OJIHaKO UCIOJIb30BaHUE
MeMOpaH ¢ BBICOKOW TMJPAaBIMYECKON TPOHUIIAEMOCTBIO W HENpephlBHAS 3aMECTUTENIbHas
noueyHast tepanuss (H3IIT) mnoBblmaioT KIMpEeHC BaHKOMHIIMHA M, KaK IPaBUIIO, TPEOYHOT
MOBTOPHOTO BBEAEHHUS J03bl Ipemapara (OOBIYHO TIOCIE ceaHca TIeMOoJualn3a B Cllydae
MIPEPHIBUCTOIO FEMONAIN3A).

Hal/ﬂ/teHWZbl C NeyeHoYHoU HeOOCMAMmoO4YHOCMbIO
Koppekuuu no3s1 He TpedyeTcs.
Iayuenmoi ¢ u306IMOUHBIM BECOM

HauanpHas nmo3a gomxHa ObITh MHIMBHIYAIHHO TTOJ00paHa B COOTBETCTBUH C OOIIEH Maccoil Tema
(cm. pazzen 5.2).

bepemennocmo

Jlis TOCTHDKEHUSl TepameBTHYECKUX KOHIICHTpPAIMi BaHKOMHUIIMHA B CHIBOPOTKE KPOBU MOXKET
nmoTpeOoBaThCs yBeTUUEHUE A03BI Ipenapara (cM. pasaen 4.6).
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CTHU

Jlemu om 12 0o 18 nem

Pexum nosupoBanus mis gered or 12 go 18 ner He oTyMyaeTcs OT pekuMma JO3UPOBAHUS
U151 B3POCIIbIX.

Mnaodenywt u demu 6 so3pacme om 00H020 mecsaya 0o 12 n1em
Pexomenayemast no3a coctasisieT mo 10—15 mr/kr maccel Tena kaxasie 6 acoB (cM. pazaen 4.4).
Hosopooicoennvie u demu 0o 27 Ouell

Jis onpeneneHus pexuMa J03UPOBaHMs JJIi HOBOPOXIEHHBIX (JOHOLIEHHbIE HOBOPOXKACHHBIE
(ot poxaenus 10 27 AHEW NOCIEPOAOBOIO IE€PUOJA) M HEJAOHOIIECHHBIE HOBOPOKICHHbBIE
(OT poKAEHUS O 0XKUIAEMOM aThl POJOB IIHOC 27 AHEH)) He0OXOAUMO MPOKOHCYIbTUPOBATHCS
C BpadyoM, HUMCIHOIIUM OIIBIT JICHCHHA HOBOPOXIACHHLIX. OI[I/IH A3 BO3MOXHBEIX CIIOCOOOB

A0O3UPOBaHMA BAHKOMHIMHA Y HOBOPOXIACHHEBIX IMPEACTABIICH B CJIC,HYIOHleﬁ Ta6J'II/II_[e (CM. pasaei
4.4).

IIMB*, nenenu Jo3a, mr/kr HNuTepBai me:xkny HHQY3UsAIMH, Yac
<29 15 24
29-35 15 12
> 35 15 8

* moctMmeHcTpyanbHBI Bo3pacT ([IMB) — cymma rectaimoHHOTO W TOCTHATAIBHOTO (ITOCTE
POX/IEHUS) BO3PACTOB.

IlepopanbHblil IpUEM

Bspocnvie

ITpemapar ITO3MMHUIIMH MOKET MPUMEHSTHCSA MEPOPAIBLHO JUIS JICYECHHsS ICEBIOMEMOPAHO3HOTO
konuta, Bei3BanHoro Clostridium difficile, BcnencrBue npumeHeHHs aHTHOHOTHKOB, a TaKKe
JUISL JIeYeHusT CTaHIOKOKKOBOTO SHTEPOKOJINTAa. BHYTpHBEHHOE BBEJICHHE Iperapara HE HMeEeT
MPEUMYIIECTB IS JICUCHUS TaHHbBIX 3a00JICBaHMUA.

[Ipenapat Ilo3umunuua He 3¢Q(dEeKTHBEH NpU NEpOpaIbHOM IpUEME B cllydyae APYTUX THUIIOB
uHbpekmii. PexoMenayemas n103a BAaHKOMHUIIMHA COCTaBseT 125 Mr kaxJple 6 yacoB B TE€UEHUE
10 mHeit pu epBOM SMHU30/IE MICEBAOMEMOPAHO3HOTO KOJIMTA JIETKON CTETIeHU TshKeCcTH. B ciryuae
TSKEJIOTO MJIM OCJIOKHEHHOTO TeueHMsI 3a00JIeBaHMs /1032 BAaHKOMHUILIMHA MOXKET OBbITh YBEJIWYEHa
10 500 mr xaxabie 6 yacoB B TeueHue 10 gHew.

MaxkcuManbHas cyTouHas 103a He 10JpkHa npesbimars 2000 mr.

VY manueHToB ¢ MHOTOKPAaTHBIMH PEUMIUBAMH TICEBIOMEMOPAHO3HOTO KOJUTA MOXKET OBITh
pPacCMOTpPEH BOIIPOC MPUMEHEHMs] BaHKOMHUIMHA 125 Mr kaxaele 6 dacoB B TedeHue 10 nHei
C TIOCITIEYIOIIEH KOPPEKTUPOBKOMN: MO0 TTOCTETIEHHBIM CHUYKEHUEM 1036l 10 125 Mr B AeHb, TU00
MyJIbCOBBIM peKUMOM 10 125-500 mr/cyT kax/ple 2—3 qHS B Te€UEHUE HE MeHee 3-X He/leb.

Jlemu

Jemu om 12 0o 18 nem

Pexxum posupoBanms mia gereid or 12 go 18 jmer He oTyMYaeTcss OT pexuMa JT03UPOBAHUSA
JUISL B3POCIIBIX.

Hoeopoowcdennvie, miadenuvt u 0emu 6 gozpacme 0o 12 nem

PexoMenayemas 103a BaHKOMUIIMHA cocTaBisieT 10 MI/KT mepopaibHO KaXKble 6 4acoB B TEUCHHE
10 nueit. MakcuManbHas CyTo4YHas 103a He JoJbkHa npeBbimaTth 2000 mr.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ITpomomKUTENTPHOCTh TEPANUU 3aBUCUT OT KJIMHUYECKOTO TEYEHUs 3a00JIE€BAHUSA y OTIENbHBIX
nanueHToB. 1o BO3MOXKHOCTH, cIenyeT MPEKpaTUTh MPHEM AaHTUOAKTEPHAJIbHBIX IPENaparos,
KOTOpbIE, KaK MPeIoaraeTcs, MOryT BbI3BaTh IICEBIOMEMOpaHO3HbIN KouuT. [lannentam cienyer
00€ecCTIeYnTh aIeKBATHOE BOCIIOIHEHUE KHUIKOCTH U SJICKTPOIUTOB.

MOHHTOPHHT KOHIIEHTPAIIUY BAHKOMHUIIMHA

PerynspHocts  TepameBTHUeCKOro JiekapcTBeHHoro Monutopunra (TJIM) onpenensercs
WHIVBUAYAJIBHO B 3aBUCUMOCTH OT KIMHMYECKOM CHUTyalluM W OTBETa Ha JICYCHUE, HAdyWHas
OT ©XKEJHEBHOTO IMPOBEACHUS aHAIM30B, KOTOPOE MOMKET MOTPeOOBATHCS HEKOTOPHIM
reMOJIMHAMHUYECKH HeCTaOWIbHBIM IAlMeHTaM, 10, 110 KpailHel Mepe, OAHOIO pa3a B HEAEIIO
y CTa0WJIbHBIX NAIMEHTOB, IEMOHCTPUPYIOLUIMX OTBET Ha JeueHue. Y MalEeHTOB C HOpMaJbHOMU
(GyHKLIMEH IOYeK KOHLEHTpalMs BaHKOMUIMHA B CHIBOPOTKE JIOJDKHA KOHTPOJIMPOBATHCS
Ha BTOPOM [I€Hb JICYCHHS HEIIOCPEACTBEHHO IIEPE] BBEACHUEM CIEAYIOIEN TO3bI.

V mamueHToB C OPEPLIBUCTBIM TI'€MOJUAIN30M KOHLCHTpAlKWsad BaHKOMHIMHA OOBIYHO JOJI2KHa
OIIPCACIIATHCA O Ha4Yala C€aHCa reMoJuainia.

ITocne [NEpOopaJIbHOTO IpUeMa CICAYCT HNPOBOAUTH MOHHUTOPHUHI KOHHOCHTPALIMK BaHKOMHIIMHA
B CBIBOPOTKE KPOBH Yy IMAIMCHTOB C BOCHAJIUTCIIBHBIMU 3a00JICBAaHUSIMH KHIIICYHUKA (CM. pasaci

4.4).

MunumanbHasg (OcTaTO4yHasl) TepaneBTUYECKas KOHILIEHTpAlMs BaHKOMUIIMHA B KPOBM JOJDKHA
coctaBiATh 10-20 Mr/m, B 3aBUCUMOCTM OT od4ara HWHQEKUMM U YYBCTBUTEIBHOCTU
MHKPOOpPraHu3Ma.

[lonnep>kaHue MUHUMANbHBIX 3HAYEHMH KOHLEHTpamui 15-20 Mr/m 0oOBIYHO pEeKOMEHIyeTcs
KIIMHUYCCKUMH  1a00paTopussMHi JIJIsl  JIy4YIIETO OXBaTa YYBCTBUTCIBHBIX MHUKPOOPTaHU3MOB

CO 3HaUYEHUEM MHUHUMAIbHON HHrHOUpyomei konuentpauuu (MUK) > 1 mr/n (cMm. pazgenst 4.4
u5.1).

[Ipy  OpPOrHO3MPOBAHMHM  WHIAMBUAYAIbHBIX  TpeOOBaHMM K  JO3MPOBAHUIO  Mpemnapara
utst noctuxkenus agekBatHod AUC moryT ObITh TMOJIE3HBI METOABI Ha OocHOBE Mojeneit. [loaxon,
OCHOBaHHBIM Ha MOJIENH, MOKET HCIOJIb30BaThCS Kak JUIsl pacueTa MHAMBHUAYAIbHON CTapTOBOMN
J103Bbl, TaK U JIJIs1 KOPPEKTUPOBKU J103bI HA OCHOBE pe3ynbTratoB TJIM (cMm. pasgen 5.1).

Cnoco0 mpuMeHeHus

Jlj11 BHYTPUBEHHOTO MH(PY3MOHHOTO BBEJCHUS U IIPUEMa BHYTPb.
Buympusennas ungysus

JTOT mpenapar He NpeJHa3HA4YeH AJsl BHYTPHUMbIIIEYHbIX MM BHYTPHBEHHBIX 00JIIOCHBIX
(cTpyiiHBIX) MHBEKIHii!

HpeﬂapaT Ilo3uMunH BBOAUTCS TOJLKO BHYTPUBEHHO KanejabHo!

PexoMenayemas KOHIIEHTpalus pacTBopa A uHQy3uil coctaBnsieT He Oonee 5 mr/mi. CkopocTh
BBeieHus He 6osee 10 mr/mun. Kaxxayro 103y ciaeayer BBOJIUTH B TeueHHE HEe MeHee 60 MUH.

[TarueHTaM, KOTOPHIM TOKAa3aHO OTPAHHYEHUE TMOTPEOTCHUS KUIAKOCTH, MOXKET MPUMEHSTHCS
KOHIIeHTpanus 10 10 Mr/mit 1 CKOpOCTh BBeICHHUS, He npeBbimatomas 10 mr/mua. OHaKO B Cirydae
MPUMEHEHUS] TAKUX KOHUEHTPALMM BO3PACTAET BEPOATHOCTb PA3BUTHUS HEXKEIATEIbHBIX PEAKLUM,
CBSI3aHHBIX C UHY3HUEH.

Ilepopanvuuiii npuem

HpI/IFOTOBJ'IeHHHﬁ PaCTBOp MOXKET HAa3HAYAThCA AJId IMMHUTbSA WKW BBOAWTHCA MAMUCHTY YCPE3 30HM.
I[J'IH YIIYUHICHUA BKYyCa paCTBOpa K HCMY MOXXHO ,[[OGB.BJ'IHTB OOBIYHEIC NHUIICBBIC CUPOIIbL.
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6.6.
4.3. IlpoTuBoONOKa3aHUS

° FI/IHGPIIYBCTBI/ITCJ'IBHOCTB K BAHKOMHUIIUHY,

e | pumectp GepeMeHHOCTH (cM. pazzen 4.6).
4.4. OcoOble yka3aHusl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Peaknyy runepyyBCTBUTEIILHOCTH

[Ipu npumenenun npemnapata [[03UMUIIMH BO3MOXHO Pa3BUTHE TKENBIX, B HEKOTOPBIX CIIydasx
JIETATBHBIX PEaKIMil THIepUYyBCTBUTEILHOCTH (cM. pasmensl 4.3 u 4.8). B ciayuae peakmuit
TUIEPYYBCTBUTEIHPHOCTH TMPUMEHEHHE TIperapara JODKHO OBITh HEMEIJICHHO TMPEKpaIieHo
Y HA4aThl HEOTJIOXKHBIE JIeYeOHbIE MEPOIIPUSITHSI.

Y DanueHToB, NOJYYAlOUIMX BAHKOMULMH B TEYEHUE JJIMTENBHOIO IIE€pUOAA BpPEMEHU
WIM OJHOBPEMEHHO C JpYIMMM IIpenaparaMu, KOTOpPbIE MOTYT BbI3BaTb HEWUTPOIIECHUIO
WIA arpaHyjolUTO3, CIEAYEeT PErysipHO KOHTPOJIMPOBATH KOJUYECTBO JIEHKOLMTOB. Bcem
HalueHTaM,  I[OJy4yarollMM  BAaHKOMMLMH,  HEOOXOAMMO  IMEPHOAMYECKH  MPOBOAUTH
reMaTOJIOTHUECKUE MCCIIeNOBaHN (aHAN3 KPOBH), aHAJIU3 MOYH, TECThI (PYHKIUHU MEUYCHU U MOYEK
(BKJTIOUAs MOKA3aTeNIM KPeaTUHUHA U a30Ta MOYEBUHBI).

BaHKOMI/IHI/IH CIICAYyCT NMPUMECHATL C OCTOPOKHOCTBIO Y MAUCHTOB C AJUICPIrUYCCKUMH PCaAKIUAMU
Ha TeﬁKOHHaHHH, INOCKOJIBKY BO3MOJKHO pPAa3BUTHC HepereCTHOﬁ TUIICPYYBCTBUTCIILHOCTH,
BKJIrO4as aHa(l)I/IJIaKTI/I‘-ICCKI/H\/JI IIOK C JICTAJIbHBIM HMCXOJ0M.

CrexTp aHTH6aKTeDHaHLHOﬁ AKTHMBHOCTH

BankomunuH ~ oOiagaer  CHEKTPOM  aHTUOAKTEpPUANbHOM  AKTUBHOCTH,  OIPAaHUYEHHBIM
I'PaMIIOJIOKUTEIbHBIMA MHUKpoOpranuzMamMu. OH HE MOAXOAWUT MJIS MCIOJIb30BaHMS B KAauecTBE
€IMHCTBEHHOTO Mpenapara Jjsl JICYeHUs] HEKOTOPBIX THUIOB MH(MEKINA, 32 HCKIIOUEHUEM CIIy4aeB,
KOTIJ1a BO30OYIUTENb YK€ 3aJOKYMEHTHPOBAH M N3BECTEH KaK YyBCTBUTEJIbHBIN, WM €CTh CEPbE3HbIC
MIOJI03PEHMS], UTO Hambosee BEpPOATHBIM BO30YAUTENb(M) MOIXOIUT JJIs JIEYCHUS] BAHKOMULIMHOM.
PanonanbHOe MCIOJIb30BaHHE BAaHKOMHUIMHA JOJDKHO YYHMTHIBaTh OAaKTEPHAIBHBIA CHEKTP
aKTUBHOCTH, NPOQMIb O€30MaCHOCTH M MPUTOJHOCTh CTaHIAPTHOM aHTHOAKTEpUaIbHOW Tepamuu
JUIS JIEYEHUSI KOHKPETHOTO NAlMEHTA.

OTOTOKCHUYHOCTD

Y nmanuMeHToB C€ TIYXOTOM B aHaMHe3e, TMOJYYaBIIMX Ype3MEPHbIE BHYTPHUBEHHBIE O3Bl
BaHKOMHUIIMHA WJIM  IIOJIYYaBIIUX  COMYTCTBYIOIIEE JICYCHHE JIPYTUMH  OTOTOKCHUYHBIMU
JIEKapCTBEHHBIMU TperaparaMd, TaKUMH KaK aMHHOTJIMKO3HIbI, Oblla 3aperucTpupOBaHa
OTOTOKCUYHOCTh, KOTOPasi MOKET OBITh IPEXOAIICH UK MOCTOSTHHOM (cM. pasnen 4.8). [Ipemapar
ClielyeT TMPUMEHSTh C OCTOPOKHOCTHIO TMAallMEHTaM C OCJIA0JICHHBIM CIyXoM (B TOM YHCIE
B anHamHese). Takxke creayer wu30erarb MNPUMEHEHHS BaHKOMHIIMHA y  TAIlMEHTOB
C TMpenuiecTByIOIEH MmoTeped ciayxa. ['TyxoTe MOXET MpeanecTBOoBaTh IIyM B yiiax. OMbIT
MIPUMEHEHHUS IPYTUX aHTUOMOTHUKOB MOKA3bIBAET, YTO IIIYXOTa MOXKET MPOTPECCUPOBATH, HECMOTPS
Ha TIpeKpareHue JedeHus. [ CHUXEHUs pHUCKa OTOTOKCHYHOCTH CIENYyeT NEPHOIAYECKH
KOHTPOJIHMPOBATh KOHIIEHTPAIIMM BAaHKOMHUIIMHA B KPOBH M PEKOMEHIYETCS MEPUOAMYECKOE
TECTUpPOBaHUE CIyXOBOW (QyHKIWU. [loKubIe IO 0COOEHHO BOCIIPUUMYHBEI K MOBPEKICHHUSIM
ciyxa. Y JUI] TIOKUJIOTO BO3pacTa CleAyeT MPOBOJUTH MOHHUTOPHHT BECTUOYISIPHON M CIIYyXOBOI
GyHKIME BO BpeMs W TOCNE JieUeHHs BaHKOMHUIIMHOM. Ciemyer n30eratb OJHOBPEMEHHOTO WIIN
MOCIIE0BATEIHLHOTO MPUMEHEHHSI IPYTHX OTOTOKCHYHBIX TIPErapaToB.
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Nudy3uoHHBIE peakLIuu

beicTpoe OontocHOE BBeACHUE (HAampuMep, B TEYEHUE HECKOJbKUX MUHYT) BaHKOMMIIMHA MOXKET
OBITH CBSI3aHO C BBIPRKEHHBIM CHH)KCHHEM apTepuaibHOro namineHus (AJ]) (Bkimrouas Mok
U, B pEAKUX  Cly4yasX, OCTaHOBKY  cepAla), TI'MCTaMMHONOJOOHBIMM  peaKLUsIMHU
Y MaKyJIONAIyJIe3HOH MM 3PUTEMATO3HOM CHINbIO (CHHIPOM «KPACHOTO YENIOBEKa» WM CHHAPOM
«KpacHOM 1mew»). BaHkOMHMIMH cleayeT BBOAWTH MEUIEHHO B pPa30aBIEHHOM pPacTBOpE
(xoHueHTpamus ot 2,5 1o 5,0 Mr/mi) co ckopocThio He Gosiee 10 MI/MUH U B TeueHHE HE MEHee
60 MuHyT BO H30ekaHHe OBICTPHIX MH(Y3MOHHBIX peakmuil. Ilpekpamenne uHOYy3UH OOBIYHO
MPUBOAUT K OBICTPOMY MPEKPALICHUIO 3TUX peakiuii. Yactora nH(Y3HOHHBIX peakuuil (CHUKEeHNE
AJl, runepemusi, spuremMa, KpaluBHULA U 3y/) YBEIMUUBAETCS IPU OJHOBPEMEHHOM IPUMEHEHUU
aHeCTETUKOB (cM. paznen 4.5). BeposTHOCT, BOZHMKHOBEHHUS JAHHBIX PEAKIUNA MOXKHO CHU3HUTH
IIyTeM BBEJIEHUS BAHKOMUIIMHA B BHJE MH(Y3uu B TeueHue He MeHee 60 MHHYT, 10 MHIYKLIHUU
aHEeCTEe3UH.

Tspxenple KOKHBIE HEXKEIATSIbHbBIC peaKIInU

Ha ¢one yeyeHnss BAHKOMUIIMHOM OBUIM 3apETUCTPUPOBAHBI TSDKENbIE KOXKHBIC HEKEJIATEIbHBIC
peakuuu, BkIoyas cuHapoMm CtuBeHca-/[)KOHCOHA, TOKCHYECKHI HSMUIEpPMAaIbHBIA HEKpPOIIU3
(curmpoMm Jlaitemna), JTEKapCTBEHHYIO PEAKIUIO0 C 03MHO(DHMIMEH M CUCTEMHOH CHMITOMATHKON
(DRESS-cunapoM) U OCTpBIN T'eHepaln30BaHHbBIH 3K3aHTeMaTo3HbIl myctyne3 (OI'DIT), kotopbie
MOTYT OBITh OIIACHBIMU JJIS )KM3HU WJIN JIETadbHbIMU (CM. pa3zen 4.8). bonbmnHcTBO 3THX peakuuit
BO3HUKAIIM B TEYECHHE HECKOJBKUX JHEH M [0 BOCBMU HEJENlb II0C/e Hayala JIeYeHHUs
BaHKOMHIMHOM. [IpM Ha3zHaueHWM BAaHKOMHIIMHA CIEAyeT COOOMIMTH MAIlMeHTaM O TpHU3HAKaX
U CHUMITOMaxX [aHHBIX peakUUid W TIIATENbHO CIEAUTHh 3a MAallMeHTaMH Ha MPEAMET Pa3BUTHUS
KOXKHBIX peakiuii. [Ipu mMosiBIEHMH TPU3HAKOB W CHMIITOMOB, CBHJIETENBCTBYIOIIUX 00 3THX
peaxusx, clieayeT HeMeUICHHO OTMEHUTh BAHKOMHIIMH M PACCMOTPETh aJbTEePHATUBHOE JICUCHHE.
Ecnu y mammenTa pa3BWiIach TsDKeNas KOXKHAsi HEXeJaTelIbHas peakius Ha (poHe NMpUMEHEHHUs
BaHKOMHUIIMHA, JICYEHUE ITHM IpernaparoM He cieayeT Oosblie BO30OHOBISATH HU MPH KaKUX
00CTOSITENCTBAX.

Peakuuu B MecTe BBEACHUS

N3-3a G0NE€3HEHHOCTH MHBEKIUI M BO3MOXKHOTO Pa3BUTHUSI HEKpO3a TKaHEW B MeCTE BBEACHHUS
BAHKOMMIMH HeJIb351 BBOANTH BHYTPHMBIIIEYHO H BHYTPHMBEHHO 00JIIOCHO!

BankoMunuH SBISETCS  pa3paXkalomUM  BEIIECTBOM, ModTOMYy auddy3uss pacTBOPEHHOTO
npernapara yepe3 COCYJUCTYI0 CTEHKY MOXET BbI3bIBaTh HEKPO3 MPUJIETAIOIINUX TKaHEeH. Y MHOTUX
MAIUEHTOB, NOJYyYalOUMX BAHKOMUILIMH BHYTPUBEHHO, MOTYT BO3HUKaTh 00JIb U TPOMOO(DIEOUTHI,
KOTOpbIE MHOTJAa ObUIM TsDKEIbIMH. YacToTa M TSKECTh Pa3BUTUSA TpoMOodueduTa MOryT OBITh
YMEHBIICHbI 3a CYeT MEIJICHHOTO BBEICHHWs pa30aBICHHBIX pPACTBOPOB (C KOHIEHTpAIHen
2,5-5,0 Mr/mi1) M yepenoBaHHMs MECT BBeleHHs mnpemnapata. D((EeKTUBHOCTh M 0€30MacHOCTh
BaHKOMHIIMHA TIPH HHTPATEKAIIbHOM, HWHTPATIOMOATFHOM M BHYTPHIKEITYJOYKOBOM CITOCO0ax
BBEJICHUS HE YCTAHOBJICHBI.

HedporokcnyHOCTE

W3-3a moTeHIMATbHON OTOTOKCHYHOCTH M HE(PPOTOKCHUYHOCTH BAaHKOMUIIUH CIIEAYeT MPUMEHSThH
C OCTOPOXHOCTHIO y MAIMEHTOB C IMOYEYHOM HEJOCTATOYHOCTHIO, B TOM YHCJIE C aHypHUEH,
IIOCKOJIbKY TIPM BBICOKHMX, COXPaHSIOUIMXCS JUIMTEIBHOE BpeMsl KOHLIEHTpALUAX IIperapara
B KpOBHM, BO3MOYXHO TIIOBBIIICHHUE pHUCKA TMPOSABJICHUS TOKCHYECKOTrO JEHCTBHS IMpernapara.
MaxkcuManbHasi KOHIICHTpaIis He JOJDKHA TpeBbimarth 40 MKr/mil, MuHuMmanbHas — 10 MKkr/mo,
KOHIIEHTpanuu cBbime 80 MKI/MJI CUYHTAIOTCA TOKCHYHBIMH. JIJIsl MalMeHTOB € TIOYEYHOU
HEJIOCTaTOYHOCTBIO 1036l BAaHKOMHIIMHA CJEAYET YCTaHABIMBAaTh WHIAMBHUAYaJbHO. PerynspHbii
KOHTPOJIb KOHIEHTPAIIMM BAHKOMHIIMHA B KPOBHM ITOKAa3aH MAalMEHTaM, IMOJYYarOIIUM BBICOKHE
JI03Bl TIpemnaparta, U MpH JTUTENBHON Tepanuu, OCOOCHHO MalMeHTaM C HapylleHHeM (yHKIIUU
MOYEK, a TAK)KE MIPH OJTHOBPEMEHHOM NPUMEHEHUN HE(DPOTOKCUIHBIX U OTOTOKCUYHBIX MPENapaToB
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Hapvyienns 3peansa

BaHKOMI/II_[I/IH HC Pa3spClICH I BHYTPUKAMCPHOI'O WJIM MHTPABUTPCAJIBLHOIO0 NNPpUMCHCHHA, B TOM
yucine Uil NpoUIaKTUKY SHI0(TaIbMUTa. B OTIEIBHBIX Cllydasx Mocie BHYTPUKaMEPHOTO WITH
HHTPABUTPCAJILHOI'O IMPUMCHCHHUA BAHKOMHUIIMHA BO BPEMA HJIM IIOCJC OICpalllu IO YAAJICHUIO
KaTapakThl HAONIOJAJICsS TeMOPPArHyecCKUil OKKIFO3MOHHBIN PETHHAIBHBIA BAaCKYJIUT, BKIIFOYAs
HEOOPaTUMYIO TIOTEPIO 3PCHHSL.

JInIa 1moXKujaoro Bo3pacra

YMeHbIIeHHE CKOPOCTH KITyOOUKOBOH (DPUIIBTpAIMK C BO3PACTOM MOXKET MPUBECTH K MOBBIIICHHBIM
KOHIICHTPAILlMSIM BaHKOMHIIMHA B CHIBOPOTKE KPOBH, €CIIM J103a Mperapara He KOPPEKTUPYETCs
COOTBETCTBYIOIIMM 00pa3oM (cm. pazzen 4.2).

JlekapCcTBEHHOE B3aMMOJICHCTBHE C IpenapaTaMy JJjisd aHECTC3NHU

BankoMulIUH MOXET yCWJIMBAaTh BBI3BAaHHYIO AHECTETHMKaMM JACMpPEcCHI0 MHOKapnaa. Bo Bpems
aHecTe3MH J103bl JOJDKHBI OBITH XOPOIIO Pa3BEAeHbl M BBOJIUTHCS MEIJICHHO MPU TIIATEIBHOM
KapJIMOMOHUTOPHUHTE. MI3MEeHEeHHE MOJI0KEHHS CIIEIYET OTI0KUTD JI0 3aBEPIICHUS HHPY3UHU, YTOOBI
o0ecneunTh KOPPEKTUPOBKY MOJIOKEHUS Tena (CM. pasnen 4.5).

IlceB1oMeMOpaHO3HBIN KOJIUT

B cnyuasx Tspkenoil mepcucTupyrouied auapen HeoO0XOAMMO YYMTHIBAaTh BO3MOXKHOCTb Pa3BUTHUS
MICEBIOMEMOPAaHO3HOTO DHTEPOKOJINTA, KOTOPHI MOKET OBITH OIMACHBIM ISl JKU3HU (CM. pasfen
4.8). Henb3s npUMEHSATH JEKapCTBEHHbIE CPECTBA, TOPMO3ALINE NEPUCTATBTUKY KUIIIEUHUKA.

Cynepundexnus

JlnutenbHOE MPUMEHEHNE BaHKOMHUIIMHA MOXKET NPHBECTH K MOSBICHUIO YCTOWYHMBBIX IITAMMOB
Oaktepuii U pa3BUTHIO cynepuHpeknuu. HeoOXoauMo TiiarenbHOe HAOMIOJCHHE 33 MAMEHTOM.
Ecnu Bo BpeMmst JieueHHs BOSHUKACT CYNEpUH(EKINSs, CIeAYyeT IPUHITh COOTBETCTBYIOIINE MEPHI.

[Ipemapar criegyer TpUMEHSTH ¢ ocTopokHOCThIO BO II m III TpumecTpax OepeMeHHOCTH
(cMm. pazzen 4.6).

IlepopanbHblil IpUEM

BHyTpuBeHHOEC BBeJCHHE BAaHKOMUIIMHA HE 3()()EKTHBHO s JICUEHHS TICEBIOMEMOpPaHO3HOTO
konuta, Ber3BanHoro Clostridium difficile, a Taxoke st meueHust cTaUITOKOKKOBOTO SHTEPOKOJIUTA.
[To naHHBIM MMOKa3aHHUSIM BAaHKOMHMIIUH CIIEAYEeT TPUMEHSTH IEPOPATHHO.

Bosmoorcnocmo cucmemmoii abcopbyuu

AGCopOIMs BaHKOMHUIIMHA TMPH TEPOPATHHOM IPHUEME MOKET OBITh TMOBBIIIEHA y MAlUEHTOB
C  BOCHAIUTEILHBIMH 3a00J1€BaHUSAMHA CIIM3UCTON 000J104KH KHILIEYHUKA WA
MCEBIOMEMOpPaHO3HBIM KOJMUTOM, Bbi3BaHHbIM Clostridium difficile. Dtu  mamumentsr Moryt
MOJBEPTaThCsS PUCKY Ppa3BUTHs HEKEIATEIbHBIX peaknuii, OCOOCHHO NpPH COIYTCTBYIOIIEH
MOYEYHOM HEI0CTATOYHOCTH. UeM TspKeee modedHasi HeJOCTATOYHOCTh, TEM BBIIIIE PHCK Pa3BUTHS
HEKENATEIbHBIX PEAKIMiA, CBI3aHHBIX C TAPEHTEPAIBHBIM BBEICHHEM BAHKOMHUIIMHA. Y IAl[HEHTOB
C BOCHAIUTEIbHBIMH 3a00JIEBAHUSIMH CIIM3UCTON O0OJOYKHM KHIINECYHHKA CIEIYeT IMPOBOIUTH
MOHHUTOPUHT KOHIIEHTPAI[MH BAHKOMHIIMHA B CBIBOPOTKE KPOBH.

Heghpomokcuunocmo

[Ipy neyeHUM MaLKMEHTOB C COMYTCTBYIOIIMM HapylIeHHEeM (QYHKIMHM TOYEeK WM MalUeHTOB,
MOJTYyYaIOIIUX COMYTCTBYIOIIYIO TE€PAMUI0 aMUHOTIMKO3UIAMH WM APYTUMH HEPPOTOKCHUECKUMHU
IpenapaTamu, ciaelyeT MPOBOJUTh MEPUOINIECKUIT MOHUTOPUHT (DYHKIIMU MOYEK.
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[leproanueckuii TecTUpOBaHUE CIYXOBOM (DYHKIMHM MOXKET OBbITh MOJE3HBIM I MHUHMMM3AIUH
pUCKAa OTOTOKCHYHOCTH Yy HAIMEHTOB C COIYTCTBYIOLIEH MOTEepedl ciayxa WIM MOJIy4arolux
COITYTCTBYIOIYIO TEPANTUIO0 OTOTOKCUYHBIMH IpenapaTaMu, TAKUMH KaK aMUHOTJIMKO3H/IbI.

Meosicnexapcmeennvie 63aumooelticmeusi ¢ NPenapamamil, CHUNCAIOWUMU MOMOPUKY KUUMEYHUKA,
U UHeUOUMOPaAMU NPOMOHHOU NOMNbL

[Tpu mepopaibHOM IpHeMe clienyeT U30eraTb OJJHOBPEMEHHOTO MpUeMa MPEenapaToB, CHIKAIOLIIX
MOTOPHUKY KHILIEYHHKA, U MEPECMOTPETh BOMPOC O MNPUMEHEHHUH HMHTHOUTOPOB «IIPOTOHHOM
TIOMITBI».

Pazeumue ycmoiiuusoix baxmeputl

Hepopanbﬂoe NPUMCHCHUC BAaHKOMHUIIMHA YBCIWYHMBACT BCPOATHOCTL IMOABJIICHHUA PC3UCTCHTHBLIX
K BAHKOMHIIUHY HOHYJ'IHI_[I/Iﬁ OHTCPOKOKKOB B XKCJIYAOYHO-KUIIICYHOM TpPaKTE. HO3TOMy IIpUHHUMATb
BAaHKOMUIHH MEPOPAIILHO PEKOMCHAYETCA C OCTOPOIKHOCTBIO.

CTH

Texymue pekoMeHJAMKH M0 BHYTPHUBCHHOMY JTO3WPOBAHUIO JUIS JIETCH, B YaCTHOCTH IS JACTEU
miaame 12 5er, MOryT HOpHBECTH K CyOTepameBTHYECKMM KOHIIGHTPAlMSIM BaHKOMMIIMHA
y 3HaYUTEIBHOTO uucia aereid. OnHako 0e30MacHOCTh MOBBIIIEHHBIX /103 BAaHKOMHIIMHA HE ObLia
JOJDKHBIM O00pa3oM OIICHEHa, W B IIEJIOM HENb3sl PEKOMEHIO0BaTh 0o0jiee BBICOKHE O3B,
geMm 60 Mr/kr/cyT. BaHKOMUIIMH ClIeAyeT MPUMEHSITh C 0CO00M OCTOPOKHOCTBHIO y HETOHOIICHHBIX
HOBOPOXKJICHHBIX M JeTel paHHEero BO3pacTa MH3-3a HE3PENOCTH HUX IMOYeK U BO3MOXKHOIO
MOBBIIICHUS KOHIICHTPAIIMN BAaHKOMHIIMHA B CBIBOPOTKE KpOBU. [103TOMY y Takux JeTeil ciemayer
THIATENFHO KOHTPOJIUPOBATH KOHIICHTPAIMIO BAHKOMUIIMHA B KpOoBH. OJJTHOBpEMEHHOE TPUMEHEHUE
BaHKOMHIIMHA U aHECTETHUKOB OBLIO CBS3aHO C IPUTEMON M THCTAMHHOIIOIOOHBIM MOKPACHEHUEM
y nereil. OQHOBpeMEHHOE MPUMEHEHHE BAaHKOMHUIIMHA M HE(PPOTOKCUYECKUX IPEnapaToB, TAKUX
KaK aMUHOTJIMKO3UIHBIC aHTUOMOTHUKH, HECTCPOUTHBIC MPOTHBOBOCIAIMTEIBHBIC MPENapaThl WK
ambporepuriud B, ObUIO CBSI3aHO C TOBBIIEHHBIM PUCKOM HEPPOTOKCHUYHOCTU Yy JIETeil.
CrnemoBaTeNlbHO, B TaKMX CHTYAIHMSX PEKOMEHIyeTcs 0ojiee 4acThblii MOHUTOPUHT KOHIICHTPAIIUU
BaHKOMHIIMHA B CBIBOPOTKE KPOBH U KOHTPOJIb (PYHKIIMH MTOYEK (CM. pazaen 4.5).

Ilepopanvuviii npuem

[TpoBenenne crenuUUECKUX TECTOB Ha KojoHM3anuio wuian TokcuHoB Clostridium difficile
HE peKoMeHayeTcs y Jnered g0 | roma wm3-3a YacTtoil OECCUMITOMHOW KOJIOHU3AIUH,
3a UCKJIIOYCHHEM CIIYYacB TSDKENIOW Juaped y JeTeil ¢ (akTtopaMu pHcKa KOHpocTasa (TaKHX Kak
Oone3nb [WpHImpyHra, ONEpUpOBaHHAS aTpe3us 3aJHEr0 MPOXOoJAa WIH JIPYTUX TSHKENIbIX
HapylieHuit Motopuku). Bo Bcex ciydasx HEOOXOAMMO TPOBOJHUTH IOKMCK albTEPHATHBHOM
ATHOJIOTHU. DTHOJIOTUYECKHI JUArHo3 3HTepokoyuTa, BbizBaHHoro Clostridium difficile, tpebyer
HOATBEPIKICHHS.

4.5. BzaumojaeiictBue ¢ JPyrUMH JIEKAPCTBEHHBIMH TMpenapaTtamMu ¥ Jpyrue BHJbI
B3aNMOIeHCTBUA

BayrpuseHHas uandy3us

Hpenapambz 0151 aHecme3uu u MUOpENIAKCAHmbl

[Ipy OIHOBPEMEHHOM MPUMEHEHUHM BAaHKOMHIIMHA M AHECTETUKOB OTMEYAJUCh JSPUTEMA,
TMCTaMHHOIOJOOHBIE peakIMi U aHa(UIaKTOMIHbIE peakiuu (B TOM yucie cHuxkeHue AJl, chlimb,
KpanuBHULA U 3yA). BHyTpuBeHHas nHOY3Us BaHKOMUIIMHA MPOJOJKUTEILHOCTBIO 60 MUH nepeo
BBEJICHUEM AHECTETHMKAa MOXXET CHHU3UTh BEPOSATHOCTb BO3ZHUKHOBEHHS OTHUX PEaKLHH.
Ecnu BaHKOMHMIIMH BBOJST BO BpeMsl WM cpa3y IOCJE OIepalu, TO MpPU OJHOBPEMEHHOM
IPUMEHEHUH MHOpPETaKCaHTOB (HampuMmep, CyKcaMeToHus Hoauaa) 3¢G¢GexTsl MOocIeTHUX

10



COOTBETCTBYET 3KCMNEPTHOMY OTUETY
27 0T ".--'I:i H.J_- E-T:!:I

OT £/ UL £ULD D

PCNEOQOBATENEHOCTL 0004)

(HepBHO-MBIIIEYHAs OJI0Ka/1a) MOTYT OBITh YCHJICHBI Y IIPOJUIE

HOWL@HL;M(IJZbHO OmonoKCUu4Hbvle U H6¢p0m0KCullel€ npenapamol

[Tpu OTHOBPEMEHHOM W/WIIM TOCIEJOBATEIHHOM CHCTEMHOM HJIM MECTHOM NPUMEHEHHHU JAPYTHX
HOTCHIMAIPHO  OTOTOKCHYHBIX W/ HE(PPOTOKCHYHBIX  IIpernaparoB  (aMHHOTIHKO3HUIBL,
amdoTepuH B, aneruncanuiuioBas KUCIOTa WM IPYTUE CATUIMIATHI, OaluTpannH, OyMeTaHH],
KallpeOMUIMH,  KapMyCTHH,  [ApOMOMHILHWH, LUKIOCIOPUH,  «IETICBbIe»  JUYPETHKH,
IIOJIMMHUKCHUH B, KOJIMCTHUH, 6PIOMI/IL[I/IH, OUCILJIaTHUH, OTaKpHUHOBAasd KHCJIOTA,
NUIepalUInH+Ta300akTaM M HECTepOUJHbIE MpoTHBOBOCHanuTenbHbie mnpenaparsl (HIIBIT))
TpeOyeTcsi MpOBEICHHE TIIATSIBHOIO KOHTPOJS 33 BO3MOXKHBIM pa3BUTHEM CHUMIITOMOB
OTOTOKCHYHOCTH (IIyM B YIIIax, BEPTHIO M CHIDKCHHE ClyXa) U He(hPOTOKCHYHOCTH (yBEIHYCHHE
KOHICHTpAallMKM Kp€aTMHHMHA W MOUYCBHUHBI B IUIa3MC KpPOBHU, I'CMATypusa, NPOTCUHYPHA, CbIIb,
s03uHO( NS U d03uHOGMITYpUs). [Ipr HEOOXOTMMOCTH PUMEHEHUSI JaHHBIX IIPEHapaToB CIeIyeT
CO0JII0JaTh OCTOPOKHOCTb.

Aumueucmamunnvie npenapamol

IIpy  OnNHOBpEeMEHHOM  IpUMEHEHMH mpernapara [lo3uMHMIIMH € aHTUTMCTAMUHHBIMHU
JIEKapCTBEHHBIMM IIpernapataMy (BKJIOYask MEKJIO3UH, (PEHOTHA3HMHBI, THOKCAHTEHbI) MOCIEIHUE
MOTYT MacKUpOBaTb CHUMIITOMbI OTOTOKCHYECKOTO JCHCTBHS BAaHKOMHILIMHA (IIyM B YyHIax,
TOJIOBOKPY>KEHHUE).

IlepopanbHblil IpUEM

HpI/I ICPOpAJIbHOM IIPHEMC IIpCIiapaTa HOSI/IMI/II_II/IH cieayer n30erarhb OJHOBPCMCHHOI'O ITpHUCMa
JICKApCTBCHHBIX IIPEHapaTroB, 3aMCAJIAIONIMX MOTOPUKY KHUIICUHHKA, NMPHUMCHCHUC I/IHFI/I6I/ITOpOB
HpOTOHHOﬁ ITIOMIIBI JOJIZKHO OBITE MNEPpECMOTPCHO.

KOHGCTI/IpaMI/IH CHMXACT aKTUBHOCTH BAHKOMUIMHA ITPH IICPOPATIbHOM NPUEMCE IMOCICIHETO.

Y nanueHTtoB ¢ HMH(EKLHOHHO-BOCHAIUTENbHBIMU 3a00J€BaHUAMU KHUIIEYHUKA KIMHUYECKU
3HAYUMBIE CBIBOPOTOUYHBIE KOHLEHTPALMM BAaHKOMHUIIMHA MOTYT JOCTUIaThbCsl JaXke Iocie
[epOpalbHOTO  IIpUeMa Ipernapara, OCOOCHHO NpHU HAJIMYUM y TalMeHTa IOYEeUHOU
HEJOCTaTOYHOCTU. B 3TOM cilydae BO3HHMKAaeT pPHUCK JIEKAPCTBEHHBIX B3aUMOIEHCTBUM,
KaK U IpU BHYTPUBEHHOM BBEJICHUU Tpenapara.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDb U JIAKTALUSA

bepemeHHOCTD

JlanHble 10 0€30MacHOCTH NMPUMEHEHHsI BAaHKOMHIIMHA MPU OEpEMEHHOCTH OTCYTCTBYIOT. OlleHKa
pe3ylabTaTOB DKCIEPUMEHTAIbHBIX MCCICNOBAHMM HAa JKUBOTHBIX HE BBIABWIA BIUSHUSA
BaHKOMUILIMHA Ha pa3BUTHE HIMOPUOHA, IJI0Ja U TeYeHHE OEPEMEHHOCTH.

B KoHTponupyembIX KIMHUYECKHX HCCIEAOBAHUSAX BAHKOMHULMH BBOJWJIM BHYTPHUBEHHO
OepeMEeHHBIM KEHILUHAM C TsDKEJIoN cTauI0KOKKOBON MH(pekuned. BaHkoMuiuH Obu1 00HapYKeH
B MNynoBHHHONW KpoBu. Ciy4aeB HEHPOCEHCOPHON TYroyxocTd WIM HEPPOTOKCUUHOCTH,
CBSI3aHHBIX C BAaHKOMHIIMHOM, OTMe4eHO He Obuto. OJMH HOBOPOXKIEHHBIM PEOCHOK, Ybsi MaTh
nonydana BaHnkomuiiuH B III Tpumectpe OGepeMeHHOCTH, CTpafal KOHIYKTHBHOW TYTrOYXOCTBIO,
YTO HE OBUIO CBSI3aHO C MPHUEMOM BaHKOMHIIMHA. [IOCKOJIBKY KOJMYECTBO TMAIMEHTOB B ITOM
UCCIIETIOBAaHUK OBUIO OrPAaHWYCHO W BAHKOMHIIMH BBOAWIU JKeHIMMHAM Toibko Bo I m III
TpUMeECTpe OEpPEeMEHHOCTH, TO TOYHBIX JAaHHBIX O BJIMSHUW BAaHKOMHUIIMHA HA TUIOJ TOIYYEHO
He OBLIO.

[Ipenapar Ilo3umMuuMH cieayeT NPUMEHATh NpU OEpEeMEHHOCTH TOJBKO B ciydyae KpaiHel
HE00XO0AUMOCTH, I0JI KOHTPOJIEM KOHIEHTPAIlMd BAaHKOMUIIMHA B KPOBH, YTOOBI MUHHUMU3UPOBATH
PHCK TOKCHYECKOTO BO3ACHCTBUS BaHKOMMIIMHA Ha rioA. IIpenapar IlosumunnH npoTuBonoka3ax
K npuMmeHeHuto B I Tpumectpe OepemenHoctu (cM. pasznen 4.3). Ilpumenenme Bo II u III
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oXugacmasd Imojib3a Teparuu 111 MaTCpr IIPEBLIIIACT HOTeHHHaHBHBIﬁ PHUCK IJId TL104A.

JlakTaius

BaHkOMULIMH BbIIEISETCS C TPYAHBIM MOJOKOM, MO3TOMY IMPU HEOOXOIUMOCTH MPUMEHEHUS
Mpernapara B MEPHUOJT JIAKTALMKU CIEAYET MPEKPATUTh TPYAHOE BCKApMIIMBAHUE HA MEPUOJL JICUEHUS
IIPEapaToOM.

4.7. BiusiHHe Ha CcHOCOOHOCTH YNPABJATH TPAHCNOPTHBIMH CpeJCcTBaMH H padorarb
¢ MeXaHU3MaMH

CHGHI/IaHLHBIe HCCICOOBaHNUsA  BJIMAHHMA  BaHKOMHWIIMHa  Ha CIIOCOOHOCTH K BOXACHUIO
ABTOTPAHCIIOPTA U YIIPABJICHUIO MEXaHU3MaMU HE IIPOBOJAUIOCE.

Bo Bpems nedeHus MOXKET OUIYIIAThCS CHUIKCHHWE KOTHUTHUBHBIX (QyHKUuMH. [lamuentoB ciemyer
MHGOPMHUPOBATh O BO3MOKHOM TOJIOBOKDYXKEHHMHM, CBs3aHHOM co cHuwkeHueM AJl. Craenyer
PEKOMEHI0BAaTh UM COOJIIOJIaTh OCTOPOKHOCTH MPU YIPABJICHUU TPAHCHOPTHBIMHU CPEICTBAMU WIIH
BBIMOJIHEHUH paldoT, TpPeOYIOIIMX TIOBBIIEHHON KOHIEHTpPAllMd BHUMAaHUA M OBICTPOTHI
IICUXOMOTOPHBIX PEAKLUN.

4.8. HexxenaTelbHbIE peaKIUU

Pesrome mpoduiist 0e300acHOCTH

Haubonee pacrnpocTpaHeHHBIMU SIBISIOTCS WHGY3UOHHBIE PEAKIUHU, CBSA3aHHBIE CO CIHIIKOM
OBICTPHIM BBEJICHHEM BAHKOMHIIMHA, TakKue Kak (IeOuT, TMCeBI0AIUIEPTUIECKHE pPEaKIuu
Y TIOKpAaCHEHUE BEpXHEH YyacTH Tena (CHHAPOM «KPACHOM IIeH», CHHIPOM «KPACHOTO YEJIOBEKaY).

HpI/I MNEpopaJIbHOM MMPUEME BAHKOMUIWH IMPAKTHUYCCKNU HE BCACBIBACTCA M3 KCITYJOUYHO-KUIICUYHOI'O
TpaKTa. O,I[HaKO IIpH BBIPAXKCHHOM BOCIIAJICHUH CIN3UCTON 000JIOUKHU KHIIICYHHUKA, 0COOEHHO
B COYCTAHMHU C ITOYCYHOM HEAOCTAaTOYHOCTBIO, MOTYT Ha6n10[[an>c;1 HCXKCJIATCIIbHBIC PCaKIUU,
AHAJIOTUYHBIC TEM, KOTOPbLIC BO3HHUKAIOT IIPU MTAPCHTCPAIbHOM BBEACHHUHW BaAHKOMHIIMHA.

Ha ¢oHe neueHnss BAHKOMHUITTHOM COOOIIATIOCh O CEPhE3HBIX KOKHBIX HEXKENIATeIbHBIX PEaKITHsX,
BKutouass cuHjapoM CTuBeHca-/[PKOHCOHA, TOKCHUYECKHI SIUAEpMANbHBI HEKpOIU3 (CHHAPOM
Jlaitenna), nexapcTBeHHass peakius ¢ d03uHouimuer u cucreMHbiMu cumnTomamu (DRESS-
CHUH/IPOM) U OCTpPBIN TeHepalIn30BaHHbIN 3k3eMaTo3HbIN mycTyne3 (OI'DI]) (cm. pazaen 4.4).

Pe3roMe HexenaTeabHBIX DEAKIIN

HexenatenbHble  peakiMM, 3aperMCTPHPOBAHHBIE B XOJ€ KIMHHYECKUX  HCCIIECIOBaHHM
U B MOCTPETHCTPAI[MOHHOM OIBITE MPUMEHEHHS, IMPEJCTABICHHl B COOTBETCTBUH C IEPEYHEM
CHCTEMHO-OPTaHHBIX KJIACCOB B  IIOCIEIOBATEIILHOCTH MEIUIIMHCKOTO CJIOBapsi TEPMHHOB
s peryiasitopHor  nesrensHocTH  (MedDRA).  YactoTa  BO3HHMKHOBEHHSI — OIpeessiiach
B COOTBETCTBHH CO CIEITYIOIMMHU KaTETOPUSIMH:

oudeHb yacto (> 1/10);

gacto (> 1/100, HO < 1/10);

Heyacto (> 1/1 000, Ho < 1/100);

penko (> 1/10 000, Ho < 1/1 000);

oueHb peako (< 1/10 000);

9YacTOTa HEM3BECTHA (HA OCHOBAHWHU MMEIOIIUXCS IAHHBIX OIICHUTh HEBO3MOIKHO).
Hapywenus co cmoponvl Kposu u tumpamuyeckoi cucmemvi.

peaxko — O6paTI/IMa$I HCI:ITpOHGHPIH, arpanyJIOquTO3, 303I/IHO(I)I/IJII/ISI, TpOM6OI_II/ITOHCHI/IH,
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INaHIIUTOIICHU A,

4acTOTa HEU3BECTHA — JIGUKOIEHUS, aHEMHUS.

Hapywenus co cmoponvl umMmyHHOU cucmembvl:

PEAKO — peaklUy THIEePUyBCTBUTEIHHOCTH, aHa(DUIAKTHYECKUE peaKLUu.
Hapywenus co cmoponwl opeana ciyxa u 1abupunma:

PEAKO — BEPTUTO, IIIYM B YIIaX, TOJIOBOKPYKEHHE;

4acTOTa HEU3BECTHA — CHUIKEHUE CITyXa.

Hapywenus co cmoponwl cepoya:

OUYEHb PEJIKO — OCTAHOBKA CEPJLA.

Hapywenus co cmopoHul cocyoos:

4yacTo — cHuxkeHue A/Jl;

PEAKO — BaCKYJIUT;

4acTOTa HEU3BECTHA — ILIOK.

Hapywenus co cmoponul OvixamenvHol cucmemsl, OpeaHo8 2pyOHOU KIemKu U CPe00CmeHUs:
Y4acTO — OJIBIIIKA, CTPUIOPO3HOE JIbIXaHUE.

HapymeHuﬂ CO CNMOPOHbI DfC@JZyOOHHO-KMW@LIHOZO mpakma:

PEAKO — TOIIHOTA;

OUYEHb PEJKO — MCEBIOMEMOPAHO3HBII KOMUT (CM. paznen 4.4);

yacToTa HEU3BECTHA — PBOTA, IUapes..

HapymeHuﬂ CO CNIOPOHbL KOJHCU U NOOKOMNCHBIX MKAHEI:

4acTO — IIOKPACHEHHE BEpXHEW dacTu Tena (CHUHIPOM «KPACHOTO YEJIOBEKa»), HJK3aHTeMa
Y BOCTMAJIEHUE CITU3UCTON 000T0YKH, 3y/l, KPAMBHUIIA,

OYEHb pEeaKo — dKC(hONMMATHUBHBIN aepMatutT, cuHApoM CTuBeHca-/[)KOHCOHA, TOKCHYECKUM
MHIEpMalbHbI  Hekponu3 (cuHapom Jlaiienna), nuHeapHblii IgA-3aBUCHMBIA  Oyisie3HbIN
JepMaros;

4acTOTa HEU3BECTHA — JIEKAPCTBEHHAs peakius ¢ 303MHO(MINEH U CHUCTEMHBIMH CHUMIITOMAaMU
(DRESS-cunpoMm), OCTphIii TeHepaTH30BAHHBIN SK3aHTEMATO3HBIHN MyCTYIIe3.

Hapywenus co cmopoHvl nouex u Mouesvbi8o0auuUx nymeil.:

4aCTO — Io4Ye€dHasd HEAOCTATOYHOCTb, IIPOABIAIOIIAACA TOBBINICHUEM B CBIBOPOTKE KPOBU
KOHICHTpAUKU KpE€aTUHHWHA U a30Ta MOYCBUHBI;

PEAKO — MHTEPCTULMATIbHBIN He(QPUT, OCTpasi OYe4Has HEJJOCTaTOYHOCTb;
4acTOTa HEU3BECTHA — OCTPBIM TyOyISPHBIA HEKPO3.

Obwue napywenus u peakyuu 8 Mmecme 66e0eHUs.:

qacTo — (preduT, runepemMus BEpXHei MoJ0BUHbI TYJIOBHIIA U JIULA,

pPEeIKO — JIEKapCTBEHHAS JIMXOPAIKa, 03HOO, OOJIE3HEHHBIN CTIa3M MBIIII] TPYTHON KIETKH W CITHHBI,
HEKpPO3 TKaHEH B MECTE BBEICHUS,

4acToTa HEM3BECTHA — OOJIb B MECTE BBCACHUS.
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OnucaHue OTACIBHBIX HEXKEIATCIbHBIX PEAKIIMH

COOTBETCTBYET ZKCNEPTHOMY OTUETY

OOparumas HEWUTpONeHHs OOBIYHO pa3BUBACTCS dYepe3 HeAemo U Oojiee TMocie Havaia
BHyTpI/IBeHHOfI TCpallMki BAHKOMHUIIMHOM MWK IOCJIC JOCTUKCHUA 06H_Iel71 J03bl BaHKOMHUIIMHA
6onee 25 1.

Bo BpeMs win BCKOpe TOCTE CIHMIIKOM OBICTpO WMH(Y3WH BAHKOMHIIMHA Yy TMAIIMEHTOB MOTYT
pa3BUTHCA aHa(QUIAKTOMIHBIC W aHA(DUIAKTHYECKUE PEaKIMu, BKJIOYas OpOHXOOOCTPYKTUBHBIM
cunapoM (cHmwxkenue AJl, BIUIOTH J0 IIOKa M OCTAHOBKHU CEPJIA, JbIXaTeIbHbIE IIYMBbI, OJBIIIKA,
KOXKHasl ChIllb, 3y/1). BBICTpoe BBeIEHHME Mperapara TakKe MOXKET BBI3BAaTh CHHIIPOM «KPAaCHOTO
4yenoBeka» (03HOO, JMXOpalka, ydalleHHOe cepAlneOHeHne, TUIEPEeMUs BEPXHEH ITOJIOBUHBI
TYJIOBHINIA M JIMIIA, CIa3M MBI TPYAHOW KJIETKH M crnuHbl). Ilocne mpekpamenus uHOy3UH
peakiuu 0OBIYHO MPOXOAT B TeueHue 20 MUHYT, HO MHOTIa MOTYT TIPOJOKATHCS 10 HECKOJIBKUX
yacoB. BaHKOMHIIMH clieTyeT BBOAUTH MEJICHHO (CM. pasnensl 4.2 u 4.4).

[Tocne BHyTpUMBILIEYHOTO BBECHUS MpenapaTa MOKET pa3BUThCS HEKPO3 (cM. pazzen 4.4).

v paaa NaoueHTOB, IOJYYaBIIMX BAaHKOMHIIUH, Ha6J'IIOI[aJ'II/ICB CUMIITOMBI OTOTOKCHYHOCTU. OHU
MOFy’I‘ 6I)ITI) HpeXOII?IHH/IMI/I NJIN HOCUTH HOCTO?IHHI)Iﬁ xapaKTep. BOJII)HII/IHCTBO TAaKnUX cnyqaeB
Ha6J'IIOI[aJ'IOCB Y IanueHTOB C TYTOYXOCThHO H HOYEYHOU HEAOCTAaTOYHOCTBIO B AHAMHCEC3C,
HOJ'Iy‘IaBHH/IX BBICOKHME O03bI BAaHKOMUIIMHA, WJIHN y IIaITME€HTOB, HOJ'Iy‘-IaBHII/IX OI[HOBpeMeHHOC
JICYCHUC APYI'UMH OTOTOKCUYHBIMHU IIpCIiaparaMu, HAIIpUMEP, AMUHOTJIMKO3UAAMU (CM. pa3aciibl
4414.5).

CTH

qaCTOTa, BUA W TSKCCTh HCXKCIATCIIbHBIX peaKm/Iﬁ y I[GTGfI U B3POCJIBIX OJHWHAKOBBI.
He(bPOTOKCI/I‘IHOCTB Obu1a OIIMCaHa y I[eTeﬁ, OJIHOBPCMCHHO MoJIyJyaBIINX Apyruc
HC(prTOKCI/I‘-IHI)IC JICKApCTBCHHLBIC IPCIIapaThl, TAKMC KaAK aMUHOTJIMKO3UABI.

COO6H.I€HI/IG 0 IMOA03PEBACMBIX HCKCIATCIIbHBIX PCAKIIMAX

Baxno coo0marb O NOJO3PEBAaCMbIX HEKEJIATEIbHBIX PEAKUMAX IOCIE  PErucTpalnuu
JIEKapCTBEHHOI'0 IIpernapara ¢ Lejbl0 00ecCHneueHUs] HENpPepbIBHOIO MOHMTOPUHIA COOTHOLICHHUS
«IoNb3a — PHUCK» JIEKAPCTBEHHOrO Ipernapara. MeTUIUHCKUM pa0OTHUKAM pPEKOMEHAYeTCs
co00MIaTh O JIOOBIX MM0I03PEBAEMBIX HEXKENIATENIbHBIX PEAKIMAX JEKapCTBEHHOr0 MpenapaTa yepes
HalTMOHAJIbHBIE CHUCTEMBbI COO6HI€HI/I$I 0 HCXKCIIATCIIBHBIX pPEaKOUiAX TOCYydapCTB — YJICHOB
EBpasniickoro 5kOHOMHUYECKOr0 COI03a.

Poccuiickas @enepanns

®denepanpHas ciryx0a 1Mo Haa30py B cepe 31paBoOXpaHeHUs

Anpec: 109012, r. MockBa, CnaBstHCKast 11011316, 1. 4, cTpoeHue |

Tenedon: +7 (800) 550-99-03

OnekTpoHHas nmoura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B UH(GOPMaIMOHHO-TEIEKOMMYHUKAITHOHHOMN ceTH «HTepHET:!
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBKa

CHUMIITOMBI
VYcuiienue BBIPpaXKEHHOCTH J10303aBUCUMBIX HEXKENATENbHBIX PEAKLIHMA.
JleyeHne

Crnenuduueckoro aHTUAOTa HET. PekoMeHayeTcs OTMEHMTh Mpernapar WM CHU3UTh J03Y.
[IpoBOAAT CUMOTOMATHYECKYIO TEpanuio, HaNpaBiICHHYI0 Ha MOAJEpKaHUE KIyOOUYKOBOM
¢unbTpanuu. PexomeHIyeTcs BBEACHHE MXHUJAKOCTH M KOHTPOJb IUIa3MEHHBIX KOHIIEHTpaLui
BaHKOMUIIMHA.
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yTo TemMomibTpanuss u Temonepdys3uss depe3 MOIUCYIb(POHOBYID HOHOOOMEHHYIO CMOJY
MPUBOJAT K YBCIIMUCHUTIO KIIMPCHCA BAHKOMHUIIMHA.

5. PAPMAKOJIOTHYECKHUE CBOVCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapmakoTeparneBTUYeCcKas Ipymnna: aHTHOAKTepHallbHbIE CPEACTBA CUCTEMHOTO ACHCTBUS;, APyrUe
aHTHOaKTepUaIIbHBIC CPE/ICTBA; AHTUOAKTEPHATIBHBIE CPEICTBA TIIMKONENTUIHON CTPYKTYPHI.
Kon ATX: JO1XAOI.

MexaHu3M AeicTBUS

BankomMuuMH sBS€TCS TPULMKIMYECKMM TIJIMKONENTHAHBIM  AHTUOMOTHUKOM, BBIJICJIEHHBIM
u3 Amycolatopsis  orientalis,  koropelii = MHTHOMPYET  CHHTE3  KJICTOYHOW  CTCHKHU
y UYBCTBUTENbHBIX OakTEepUH IyTeM CBS3bIBAHUSA C BBICOKUM CpoacTBOM ¢ D-amanmi-D-
QJIAaHWHOBBIM KOHLIOM KJIETOK-IIPEJIIECTBEHHUKOB KJIETOUHOM cTeHKU. bakrepunuaHoe nelictBue
BAaHKOMMIIMHA IPOSBISETCS B CIHOCOOHOCTM HMHIHMOMpPOBaHHS OHOCHMHTE3a KJIETOYHOW CTEHKU
OakTepuii, CTOCOOHOCTH M3MEHSATh MPOHHUIIAEMOCTh KJIETOYHONH MeMOpaHbl OaKTepHii U U3MEHSThH
cunte3 PHK.

q)aDMaKOI[I/IHaMI/ILIGCKI/IC E)d)d)eKTI)I

CooTHolleHne MeXAy IUomaabpio moa ¢apmakokuHetnyeckoil kpuBoil (AUC) u MUHUMAaIbHON
uHTHOMpytomei KoHunentpauuein (MUK) BankoMuiuHa SIBISIETCS ONPEACTSIONMM (HaKTOPOM
3¢ (}HEeKTUBHOCTH BAaHKOMHUIIMHA B OTHOILIEHUHU IieJeBoro Bo30yauTens. Ha ocHOBaHMM JaHHBIX
iN Vitro, maHHBIX, MOJYYCHHBIX Y )KMBOTHBIX W OMPAHHYCHHBIX JAHHBIX y Y€J0BEKa, COOTHOIICHHE
AUC/MUK, paBHOE 400, YCTaHOBJICHO Kak (SN (S:10) 7 (hapMaKOKMHETHIECCKUTA/
dapmakonunamudeckuii (OK/DJ]) mokazarenb Uisi TOCTHOKEHUS KIMHUYECKOW 3((HEKTHBHOCTH
BaHKOMHUIIMHA. UTOOBI JOCTUTHYTH YKa3aHHOTO IeneBoro mnokasarens npu MUK > 1,0 mr/n
TpeOyeTcs J103MpOBAHHWE BAHKOMHUIIMHA B BEPXHEM [IMAlla30HE M BBICOKHE CHIBOPOTOUYHBIC
KOHIIEHTpaluu BaHkoMuIHa (15-20 mr/m).

MexaHu3MBbl PE3UCTCHTHOCTHU

[TpuoOpereHHass pe3UCTEHTHOCTh K TJIMKONENTHAaM Haubojiee paclpoCTpaHeHa Y SHTEPOKOKKOB
U OCHOBaHa Ha NPHOOPETEHUHU PA3IMYHBIX KOMILJIEKCOB TIeHa Van, KOTOpbIH MOIU(ULIHPYIOT
D-ananmn-D-anannnoByto muieHs B D-anannn-D-nakrat niau D-ananun-D-cepun, KoTopsle 110X0
CBA3BIBAIOT BAHKOMUIIVH.

BankomunuH nposiBiser OakTepULUAHOE NeHCTBHE B OTHOIIEHMH MHOTHX TI'PaMIOJIO0XKHUTEIbHBIX
OakTepuil M OakTepuocTaTHUECKOEe JelcTBUE B OTHOoIIeHHu Enterococcus spp. bakrepunmaHoe
neiicteue Ha Enterococcus spp. gocturaercs KOMOMHHPOBAHHBIM Ha3HAUYCHHEM BAHKOMHIIMHA
Y aMUHOTJIMKO3U/I0B. B HEKOTOpBIX CcTpaHax HAONIOAAETCS Y4YalllEeHHE CIIy4aeB pPE3MCTEHTHOCTH,
B YaCTHOCTH, Yy SHTEPOKOKKOB; OCOOEHHO OMACHBIMHU SIBJISFOTCSI MHOXKECTBEHHBIE PE3UCTEHTHBIE
mTammMsl Enterococcus faecium.

HeperCCTHaﬂ yCTOI\/'I‘-II/IBOCTL MCKAY BAaHKOMHIUMHOM U AHTHOMOTHKAMH APpyrux KJiaCcCoOB
OTCYTCTBYCT. HepereCTHaH PE3UCTECHTHOCTE K APYTUM TTIMKONICHITUAHBIM aHTI/I6I/IOTI/IKaM, TaKuUM
KakKk TCﬁKOHHaHHH, CYIICCTBYCT. BTOpI/I‘-IHOe Pa3sBUTHUC PE3UCTCHTHOCTU BO BpECMA TCpallun
BCTPEYACTCA PEAKO.

Cunepruzm

B kxoMOuwHanuM BaHKOMHUIIMHA C aMHUHOTJIMKO3WJAMH HAONIOAACTCS CHHEPTH3M JIEHCTBHS
B OTHOWIEHWM MHOrHX mTamMMoB  Staphylococcus aureus, Streptococcus rpynmsr D,

15



COOTBETCTEYET 3KI
27 02 20726

- L =
o1 27.02.2026 Nz 3758

Enterococcus spp. u  Streptococcus — rpyIisl /iridans.'ﬂ%:-_I%ﬁég&%“ﬁ;'ﬁ{&ﬁ;&ﬁ'ﬁ h

A
TR0

-~

CTIEPTHOMY OTYETY

c uedanocropuHaMu  HaOMIOAAeTCS  CHHEPrM3M  JICHCTBHS B OTHOIICHUH  HEKOTOPBIX
METUIMJUIMHYCTOMYMBBIX mTammoB Staphylococcus epidermidis, B koMOMHaIMM BaHKOMHIIMHA
¢ pudaMnUIMHOM HaOIIOMAcTCsS CHHEPru3M jaelicTBus B otHomeHuu Staphylococcus epidermidis
Y YaCTHYHBIA CHHEPTU3M JCHUCTBUS B OTHOIICHUM HEKOTOPBIX ItammoB Staphylococcus aureus.
B HEKOTOpBIX cilydasix Mpu KOMOMHAIIMK BaHKOMHIIMHA C 1[e(aJOCTIOpHHAMU MOXKET HAOIH0IaThCs
AQHTarOHW3M JICHCTBHSA B OTHOIICHWH HEKOTOphix IrammoB Staphylococcus epidermidis,
a B KOMOMHAIMK ¢ pru(aMIMIMHOM — B OTHOILICHHUH HEKOTOPhIX ImTamMMoB Staphylococcus aureus.
JIist BBIIENCHUS W UACHTH(UKAIMU BO30OYIUTENECH W ONPENENCHUS WX YYBCTBHTEIHLHOCTH
K BAHKOMUIIMHY HEOOXOAUMO TOIYYUTh 00pa3ibl OaKTePHATbHBIX KYJIBTYP.

PacnipoctpaneHHOCTh TIPUOOPETEHHON PE3UCTEHTHOCTH Y OTACIBHBIX BHIOB MOXKET BaAPHHUPOBATHCS
reorpaUYecKd U CO BpPEMEHEM, I03TOMY >KENaTelIbHO IMOJIyYUTh HH(OpPMAlMIO O MECTHOU
PE3UCTEHTHOCTH, OCOOCHHO TpPH JIEYCHUH TspKenbiX uHOekuuil. [Ipn HeoOxoaumocTu ciexyer
oOpatuTbcs 3a KOHCyJNbTallMed K CIELHUATUCTY, €ClId MEeCTHas pPaclpOCTPaHEHHOCTh
PE3UCTEHTHOCTH TaKoBa, 4yTo 3(p(PeKTUBHOCTD MpemnapaTa Mo KpaiHell Mepe MPH HEKOTOPBIX TUIAX
nH(pEKIMi BhI3BIBAET COMHEHMsI. JTa MHPOpPMAIU JaeT JUIIb NIPUOIU3UTENLHOE MPECTaBICHUE
0 TOM, HaCKOJIbKO MUKPOOPIaHHU3Mbl YyBCTBUTEIbHBI K BAHKOMUILIMHY.

B cnenyromeii tabauue npuseneHs! noporossie 3HaueHuss MIIK, yctanoBnennsle EBpomneiickum
KOMUTETOM I10 TECTUPOBAHUIO YYBCTBUTEIBHOCTU K TPOTUBOMUKPOOHBIM Ipenaparam (EUCAST):

IIaTorenst YyBCcTBUTEIbHBIE Pe3ucrenTHbIC
Staphylococcus aureus® <2 mr/n > 2 Mmr/n
Koarymaso-otpurarenshsie Staphylococci® <4 mr/n >4 mr/n
Enterococcus spp. <4 mr/n >4 mr/n
Streptococcus rpynn A, B, Cu G <2 mr/n > 2 Mmr/n
Streptococcus pneumoniae <2 wmr/n > 2 mr/n
I'pam(+) ana’spoObI <2 wmr/n >2 mr/n

1's. aureus co smauenmsmu MITK BaHKOMHIMHA 2 M/ HaxomaTcs Ha TpaHMIIE paclpeaesICHHs
«JIUKOT0Y THIIA, TOATOMY MOKET HaOJI0IaThCsI CHIDKEHHE KIIMHUYECKOTO OTBETA.

Cuektp aHTH6aKTeDHaHLHOﬁ AKTUBHOCTH

BaHnkoMHIIMH aKTHBEH B OTHOIIEHHWH TPaMITOJIOKUTEIBLHBIX MHKpoopranu3moB: Staphylococcus
aureus, Staphylococcus haemolyticus, Staphylococcus epidermidis (Bkirouass ux reTeporeHHbIC
METHIMUTMHYCTORYMBBIC IITaMMBbI), Streptococcus spp. (Streptococcus pyogenes, Streptococcus
pneumoniae, Streptococcus agalactiae u apyrue, BKIOYas MEHUIMUIMHYCTOHYUBBIC IITAMMBI),
Enterococcus spp. (8 T.u. Enterococcus faecalis), Clostridium spp., Propionibacterium acnes,
Actinomyces spp., nekotopbie mrammbl Lactobacillus spp., Rhodococcus spp., Corynebacterium
spp., Listeria monocytogenes.

In vitro HekoTopsie H3omMpoBaHHBIE mTaMMbl Enterococcus spp. m Staphylococcus spp. moryr
MPOSBIISATH YCTOMUNBOCTH K BAHKOMUIIMHY.

BankomMunmH He akTHBEeH IN VIO B OTHOIIEHHM TPaMOTPHUIATENBHBIX MHUKPOOPTaHU3MOB,
MUKOOaKTEpUii U TPUOOB.

Ontumym aeiicteust — npu pH 8, ipu camxennn pH 10 6 apdext pesko cHmxaeTcs.

Pa3BuTHE PE3UCTEHTHOCTH CTaUIOKOKKOB BO BpEMs TMPOBEACHHUS TEPAlMU BCTPEYACTCS OUYCHB
penxo. 3nauenne MUK ans OoNbIIMHCTBA YyBCTBUTENBHBIX K AaHTUOHMOTHUKY MHUKPOOPTaHHU3MOB
MeHee 2 MKT/MIL.

IIpn mnepopanbHOM NPUMEHEHUHM OKAa3blBA€T MUHUMAJIBHOE CHCTEMHOE JEHCTBHE, IEHCTBYET
MECTHO Ha 4YYBCTBUTEIbHYIO MHUKpodiopy B kemynouHo-kumieyHoMm Tpakre (OKKT)
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(Staphylococcus aureus, Clostridium difficile).

5.2. apMaKkoOKHHeTHYECKHE CBOiicTBA

AOGcopOrms

Ilocme NEPOpaIbHOTO MMpUeMa BCaCbIBACTCA B MUHHUMAJIBHBIX KOJIMYECTBAX. A6COp6HI/I5{ npcriapara
HC3HAYUTCJIBHO BBILIC IIPU BOCIIAJICHUU CIIM3UCTON 000JI0YKHU KHIICYHUKA, Y TaKUX MNAlUCHTOB

nocie npuema 500 Mr mpemapara Kakable 6 4 MakCHMMalbHas KOHIEHTPAlUs B ILIa3Me KPOBH
(Crmax) — 2,4-3,0 mr/m.

[Tocne BuHyrpuBeHHOro BBeneHus 500 Mr BaHKOMHUIIMHA IMAallMEHTaM C HOPMaJIbHON (YHKIIHEH
nouek Cmax HaOMIOMaeTCs B KOHIE HHPY3UH U COCTaBISAET OKoo 33 mr/m; yepe3 1 4 u 4 4 mocie
BBEJIEHUS OHA CHM)KAETCS 710 7,3 MI/a U 5,7 MI/JI, COOTBETCTBEHHO.

[Tocne BHYTpUBEHHOTO BBEIEHHUS | T BAaHKOMHUIIMHA MAalMEHTaM C HOPMAIbHOM (yHKIHEH MouyeK
ero KOHLIGHTpAlMs B IUIa3Me KpoBH ynaBamBaeTcCsl. Cmax HAONIOAETCS HEMOCPEACTBEHHO MOCIE
uHy3unu u cocrapuser ot 50 1o 60 mxr/mi; yepe3 2 vaca ot 20 mo 25 mr/a; yepe3 12 4 mocie
UH(Y3UU KOHICHTpALUs BAHKOMHIIMHA B Iu1a3Me BapbupyeT oT 5 g0 10 mkr/mu. KoHuenTpauuu
B IUIa3MC KPOBU IIPpU MHOI'OKPATHOM BBCACHHHU ITalUCHTaAM C HOpMaHBHOﬁ (bYHKIII/Ieﬁ ITIOYCK
AHAJIOTMYHBI KOHIICHTPALUSIM TIPH OJJHOKPATHOM BBE/ICHUHU.

Pacopenenenne

O6beM pacnpenenenusi cocrasiser 60 /1,73 M2 MOBEpXHOCTU Tena. [Ipu KoOHIEeHTpanusx
BaHKOMHIIMHA B CHIBOPOTKE KpoBU OT 10 mr/m mo 100 mr/m, cBs3bpIBaHWE Iperapara ¢ OelkaMu
1a3Mbl KpoBu coctaBiseT 30-55 %.

[locie BHYTpPUBEHHOI'O BBEJIEHUS BAHKOMULIMH OOHApYXUBAeTCS BO MHOTUX TKaHIX (IIOYKH,
IeYeHb, JIETKHUE, CepAle, CTEHKH COCYIOB, CTEHKHM aOCLEeccOB, TKAaHU YIIKAa Hpeicepans)
U KMJIKOCTSAX oOpraHu3Ma (IJIEBpaJbHOM, NEepUKapIUalbHOM, aCHUTUYECKOH, MEpUTOHEATbHOM,
CHHOBHAJIHOW), a TaKKe€ B MOYE€ B KOHLIEHTPALUSAX, MHTHOUPYIOIIMX POCT UYyBCTBUTENIBHBIX
MHKPOOPTraHU3MOB. MEIJIEHHO IPOHUKAET B  CIMHHOMO3IOBYK)  JKHMJIKOCTb,  CKOpPOCTb
IIPOHUKHOBEHUS Uepe3 reMaTosHIeparnyeckuil 6apbep yBeIUUMBAETCS IIPU BOCTIATIEHUU MO3TOBBIX
000JI0YEK.

BankoMuniyx IMPOHUKACT YCPEC3 HJ'IaI.IeHTapHBIﬁ 6apbep, BBIACIIICTCA C TPYAHBIM MOJIOKOM.

buorpaucdopmaris

Baunkomunux MPAKTUYCCKHU HE MeTa60J’II/IBI/IpyeTCH.

OnUMUHALNS

ITepuon nomyseiBenenust (T12) mpu HOopManbHOH (YHKLIMHU IOYEK: B3pOCIble C HOPMaJbHOU
¢yskueit nouek — 4—6 4 (3-9 u), HegOHOIIEHHbIE 1eTH — 9,8 4, HOBOpPOXKJAEHHbIE — 6,7 4, y Aerei
B Bo3pacTe 3 neT — 2,4 4, y feTel B Bozpacte 7 jeT — 2,2 4.

7590 % npenapata BBIBOAMUTCA IMOYKAMHU IMyTeM KIyOOUKOBOH (uibTpaluu B mepBble 24 4
B HEM3MEHEHHOM Bujie. B HeOombInx KonuuecTBax (MeHee 5 %) MOXKET BBIBOJAUTHCS C KETUbIO.

[TnasmenHsIit kimpeHe coctarisieT okoiio 0,058 j1/kr/4, a moyeunsiit kKiupeHc — okoso 0,048 i/kr/4.

B HeOonpmmMx KOJIMYECTBAaX BHIBOJUTCS NPU FeMOJHANN3€ UM MEPUTOHEATBHOM AHMaiu3e. XOTs
BaHKOMHUILIMH He 3(QQEKTUBHO YCTpaHSETCS] TeMOIUAIN30M WU TEPUTOHEANbHBIM UAIHU30M,
coo0m1aI0ch 00 YBEIWYEHUH KIMPEHCca BAHKOMULIMHA MTPU reMonepdy3un U reMopuiIbTparuu.

[Tocne mepopajibHOrO MpHeMa TOJIBKO YacTh HPUHATOM JO3blI BBIBOAUTCA C MO4YOW. Bwicokue
KOHIICHTPALIMU BAHKOMUIIMHA oOHapy>kuBatoTcs B kaje (>3100 mr/kr npu no3e 2000 mr/cyTkn).
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JIMHENHOCTh/HEJIMHEHHOCTD

KonnenTpanus BaHKOMHUILIMHA OOBIYHO YBETUYHMBAETCS MPOMOPIHOHATIBHO YBEIUYEHUIO O3B
Konuenrpanuu B 11a3Me NOpu BBEIEGHWM MHOTOKPATHBIX [103 AHAJOTUYHBI KOHLIEHTPAIUsIM
B IJIa3Me M0CJe BBEACHUS OJHOKPATHON J03bI.

TloyeyHas HETOCTATOYHOCTD

BaHkoMuILIMH B TEpBYIO Ouepe/lb BBIBOAUTCA MyTeM KIyOOUKOBOM (uibTpanuu. Y NalleHTOB
C HapymieHHON (QyHKIMEH TMOYeK KOHEYHBIH T[EpUOJ]l TIONYBBIBEJACHUS BaHKOMUIIMHA
YBEJIMYUBACTCS, a OOLIUI KIHUPEHC CHUXKACTCS.

CrnemoBaTenbHO, ONTUMAIIbHAS 1032 JOKHA PACCYUTHIBATHCS B COOTBETCTBUU C PEKOMEHIAIUSIMHU
T10 JI03UpOBaHMIO (CM. pasnaen 4.2).

IleueHouHas HCAOCTAaTOYHOCTD

CDapMaKOKI/IHeTI/IKa BaHKOMHUIMHA HC U3MCHACTCA Yy IMMAIIMCHTOB C IMEYCHOYHOU HEAOCTATOYHOCTBIO.

JInna mo)Xmjioro Bo3pacra

O6H.IPII>1 CHCTEMHBLIN M TTOYCYHBIN KIIMPCHC BAHKOMUIINHA Y IMOXKUJIBIX HIO,Heﬁ MOJKET OBITH CHHIKEH.

bepemenHbie

ZL]'ISI JOCTHIKCHHA TCPAIICBTUYCCKUX KOHI_IeHTpaI_II/Iﬁ B CbIBOPOTKC Yy 6epeMeHHbIX JKCHIIIMH MOXKCT
HOTpe6OBaTI)C$I 3HAYUTEILHO 00JIEE BHICOKAS J03a.

ITarueHTEI ¢ M30BITOYHEIM BECOM

Pacnpenenenne BaHKOMHIIMHA MOKET OBITh HAPYIICHO Y MAI[MEHTOB C M30BITOYHBIM BECOM H3-3a
yBeJIMUYEHUsI 00beMa pacrpeieNieHus, TOUYeYHOT0 KIIMPEHCa ¥ BO3MOXKHOTO M3MEHEHUS CBA3bIBAHUS
c Oenmkamu IUIa3Mbl. B 3THX CyOmonmyssiusx KOHIEHTpalMs BaHKOMHUIIMHA B CHIBOPOTKE ObLIa
BBIIIIE, YeM O3KUJAIOCH Y 3/I0POBBIX B3POCIBIX MY>KUYHH (CM. paznen 4.2).

€T

dapMakOKMHETHKAa BAaHKOMUIIMHA JEMOHCTPUPYET HIMPOKYK WHAMBHUIYalIbHYIO BapHaOeIbHOCTh
Yy HOBOPOXKJIEHHBIX. Y HOBOPOXJIEHHBIX IOCJE€ BHYTPHUBEHHOI'O BBEACHUSI O00BEM paclpelesieHus
BaHKOMMIIMHA BapbupyeT oT 0,38 no 0,97 n/kr, aHaJIOTMYHO B3pOCIBIM, TOT/Ia KakK KIMPEHC
konebnercs ot 0,63 no 1,4 mn/kr/mun. Ilepuon nonyBeiBeAeHus Bappupyetcs oT 3,5 1o 10 yacos,
U OH JOJbIlle, YEM Y B3pOCIBIX, YTO OTpa)kaeT OObIUHBIE OoJiee HU3KHME 3HAUYEHUsS KIHMpEeHca
Y HOBOPOX/IEHHBIX.

Y MnazeHneB W aered crapiiero BospacTa o0weM pacmpenenenust cocrasnser 0,26—1,05 m/kr,
TOT/1a KaK KJIupeHc koneobnercs mexay 0,33—1,87 mu/kr/MuH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [TepeyeHb BCIOMOTaTEJILHBIX BEIIECTB

OTCyTCTBYIOT.

6.2. HecoBMecTUMOCTH

JlaHHBII JIeKapCTBEHHBIM mpemnapar HE CIEAyeT CMEIIMBaTh C JIPYTMMU JIEKapCTBEHHBIMU
MpernapaTamu, 3a HCKIIOYEHUEM YIIOMSHYTHIX B pazzene 6.6.

PacTBOp BaHKOMHIIMHA WMeeT HU3KHH pH, 4TO MOXeT BbI3BaTh (PU3UUECKYIO MIU XUMHUYECKYIO
HECOBMECTUMOCTh NpPU CMEIIMBAHUU C APYruMu pactBopamu. Crenyer uz0eratb CMeNIMBaHUS
CO LIEJIOYHBIMU PACTBOPAMH.
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C  XJIOpaM(EHHKOJIOM, TIIFOKOKOPTUKOUIAMH, METHIUIUTHHOM, aMI/IHO(i)I/IJ'IJ'II/IHOM,
nedanocrnopuHamMu U GeHoO6apouTanIoMm.

PaCTBopBI BaHKOMHUIIMHa H OeTa-IaKTaMHBIX aHTHUOMOTHUKOB  SIBJISIOTCS (bapMaL[eBTI/I‘IGCKI/I
HCCOBMCCTHUMBIMU IpHU CMCHIMBAHWH. BCPOHTHOCTB npeuunrTanguu BO3pPaCTaCT € YBCIMYCHUCM
KOHICHTpAallMKM BAaHKOMMIIMHA. HCO6XOI[I/IMO TIIATCIBbHO IIPOMBITH CHCTEMY JId BHYTPHBCHHOI'O
BBCACHHUA MCKAY BBCACHUAMU  OAHHBIX AHTHOMOTHKOB. KpOMe TOro, pCeKOMCHAYyCMasd
KOHICHTpAalKd BAHKOMHUIIMHA B paCTBOPE HE JOJ’KHA IIPEBLIIIATH 5 Mr/mi.

6.3. CpoK roxHocTH (CPOK XpaHeHusl)

HeBckpoIThIi (haakoH

2 roja.

IIpuroToBIEHHBINA PACTBOD

Ilocne s6occmanosnenus

PacTBOp, MOJYYECHHBINH TOCIE BOCCTAHOBJICHHS, MOXHO XPaHUTh NPH KOMHATHOH TemIeparype
(re Boire 25 °C) B TeueHue 24 4 wiu B xonoawibHuKe (0T 2 10 8 °C) B Teuenue 96 u.

Ilocne pasbasnenus

Wudy3nonnsle pactBopsl mpenapata Ha ocHoBe 0,9 % pactBopa HaTpus XJopuua
i 5 % pacTBopa JEKCTpPO3bl MOTYT XpaHUThCS B XosoauibHHUke (0T 2 1o 8 °C) B TeueHue
14 cytox 6e3 3HaYUTENBHOI MOTEPH AKTUBHOCTH.

6.4. OcoOble Mepbl MPETOCTOPOKHOCTH MPH XPAHEHHH

XpaHuTh Tpu TeMmmeparype He Bbime 25 °C B OpUTHHAIBHON yIakoBKe (Madke/KOpoOKe)
JUIS 3aIIUTHI OT CBETA.

VYcnoBusi XpaHeHHMs] TOCTAE BOCCTAaHOBJIICHHS U pa30aBieHUs JIEKapCTBEHHOTO IIpernapara
CM. B pazzeine 6.3.

6.5. XapakTep u cofep:kaHHue YIaKOBKH

0,5 r, 1 r nmelicTByromero BemecTBa BO (IAKOHBI CTEKISIHHbIE BMeCTUMOCTBhIO 10 My, 20 wmu,
TEPMETHYHO YKYIOPEHHBIE MPOOKaMU PE3MHOBBIMHU, 00KaThIE KOJIMaYKaMi KOMOUHUPOBAHHBIMH.

1 pmakoH M TUCTOK-BKJIA/IBIII B TAYKE KAPTOHHOM!.

Jst  crarmmonapoB: S50 (IakOHOB M paBHOE KOJMYECTBO JIMCTKOB-BKJIAJBIIIEH B KOpoOKe
KapTOHHOM.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI AJIS1 pealn3aliu.

6.6. OcoOble MepbI MPEI0CTOPOKHOCTH NP YTHJIM3ALMH HCI0JIB30BAHHOIO JIEKAPCTBEHHOI0
npenapara WJiM OTXOA0B, IOJYYEHHBIX IOcCJe NPUMeHEeHHUsl JIeKAPCTBEHHOI0 Npenapara,
U Apyrue MaHHNYJISIMUH C IPenapaTom

WHCTpyKIIMY 0 MPUTOTOBIEHUIO JIEKAPCTBEHHOI'O Mpenapara rnepej npuMeHeHneM
BHYTPUBEHHAA MHOY3UA

Ilepgviii sman: BO (PIakoH ¢ BAHKOMHUIIMHOM JIOOABJISIOT HEOOXOAMMBIM OOBEM BOJBI
Ui MHBEKIUH. [[s monydenus pactBopa koHieHTpanueid 50 mr/mi 0,5 1 BAHKOMUIIMHA Pa3BOIST
B 10 M BOAbI It MHBEKIMH WK | T BaHKOMHUIIMHA Pa3BOAAT B 20 MJT BOABI I WHBEKIIHIA.
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710 CBETJIO-KOPUYHEBOTO LIBETA.
TpeOyercs nanbHeililee pa3peeHle NPUTOTOBJIEHHOI0 pacTBopal

Bmopoii sman: mnonydeHHble HAa TEPBOM JTarle pacTBOPhl BAHKOMHUIIMHA TMEpel BBEIACHHEM
MOJAJIKAT JANbHEHUIIEMY pa3BEIEHUIO 10 KOHIICHTparuu He Ooiee 5 wr/mi. B kauecTBe
pacTBopuTelied MOXKHO wucnonb3oBate 0,9 % pacTBOp HaTpus XJopuzaa Uil HMHBEKIUI
i 5 % pacTBop neKcTpo3bl (TIH0K03bI) 1 uabekuid: it 0,5 r— 100 v, st 1 r— 200 mo.

TpeOyemyto 103y pa3BeAEHHOrO TakMM OOpa3oM BAaHKOMHUIIMHA CIIEAYET BBOJIUTH IIyTEM
Me/IJICHHOH B/B MH(Y3UH B TeueHUe He MeHee 60 MuH.

VY nanumeHtoB, KOTOPHIM IIOKa3aHO OTPaHMYCHHWE MOTPEOJCHUS IKUIKOCTH, KOHICHTPALHS
BaHKOMHMIIMHA B TOTOBOM pacTBOpE JAJs MHQY3MH MOXKET ObITh yBenuyena 1o 10 Mr/mi, oxHako
B Clydae NPUMEHEHHs TaKMX KOHIIEHTPAaLUi BO3pAacTaeT BEPOSTHOCTh PAa3BUTHS HEXKENaTeIbHBIX
peakiuii, CBsI3aHHBIX ¢ HH(Dy3uen (cM. paznensl 4.2, 4.4 u 4.8).

[lepen BBeneHUEM MPUTOTOBICHHBIM pacTBOp Ml HH(PY3UM CJEIyeT MPOBEPATh BU3YAIbHO
Ha HaJM4YHe MEXaHMYECKUX NMPUMEcel U N3MEHEHHE IBETA.

IIEPOPAJILHBIN [TIPUEM

Pekomenayemyro 103y BaHKOMHMIMHA pactBopsitoT B 30 w1 Boabl. ['0TOBBIM  pacTBOp
JUI TIepOpajibHOIO IpUeMa INpeAcTaBiIsieT co00i Mpo3pauyHyl0 JKUIAKOCTH OT OECLBETHOTO
JI0 CBETJIO-KOPUYHEBOIO IBeTa. [IpUroTOBIEHHBIN PacTBOP MOXKET HAa3HAYaThCS JUIsl NUThS WIH
BBOJIUTBHCS MAlMEHTY 4epe3 30HA. J[nd ymydmieHus BKyca pacTBopa K HEMY MOXHO J00aBISATh
OOBIYHBIC MMUIIEBHIE CUPOIIBL.

YTunuzanus

OcoOble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccus

ITAO «Kpachapmar»

660042, Kpacuosipckuii kpaii, T. KpacHosipck, yi. 60 et OkTa6ps, 31. 2
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

7.1. IlpencraBuTe/ib iepKaTesis PperuHCTPALMOHHOIO YI0CTOBEPeHHs

[Iperen3uu norpeduTeneit HAMPABIATH MO ATPECY:

Poccus

ITAO «Kpachapmay

660042, KpacHosipckuit kpai, r. KpacHospck, yi. 60 get Oktsa6ps, 34. 2
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

8. HOMEP (HOMEPA) PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUSA
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9. KATETOPHUSI OTITYCKA JIEKAPCTBEHHOI'O MPENAPAFA - EATENEHOCTE 0004

JlexapcTBeHHBIN IpenapaT OTHOCUTCS K KaTErOpUHU OTIIYCKAa IO PELenTy.

OOmiast xapakTepUCTHKa JIGKAPCTBEHHOro mpemnaparta [1o3MMHIIMH TOCTyIIHAa B €IMHOM pPEecTpe
3apCTruCTPUPOBAHHBIX JICKApCTBCHHBIX CpEaACTB EBpaSHfICKOFO 3KOHOMHNYECKOT'O COIO3a
M Ha oduUIMANTbHOM  caifiTe  YNOJHOMOYEHHOTO oOpraHa  (PKCIEPTHOM  OpraHU3aIlNH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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