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OBILAS XAPAKTEPHCTHKA JIEKAPCTBEHHOTO TIPEHAPATA "

1. HAMUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Bankomunus, 0,5 r, MOPOIIOK ISl MPUTOTOBIICHUS pacTBOpA Uit UH(Y3Hii U IpueMa BHYTPb

Bankomunus, 1,0 T, HOPOIIOK A7t MPUTOTOBJICHUS pacTBOPA Uik MHQY3HUNA U IpHeMa BHYTPb

2. KAYMECTBEHHBIN U KOJIMYECTBEHHbBIA COCTAB

JlelicTByroliee BEMIECTBO: BAHKOMULIMH

Baukomunmi, 0,.5000 r, DOpOLIOK UL IIPUTOTOBJIEHUS PACTBOPA uid HHQY3UHA U OIpreMa BHYTDb

Kaxnpiii pnakon copepxut 0,5000 r BaHKOMUIIMHA (B BUJIE TUIPOXIIOPUIA).

Baukomunmi, 1.0000 r, DOpOLIOK UL IIPUTOTOBJIEHUS PAcTBOPA uid HHQY3UHA U OIpreMa BHYTPb

Kaxnpiii pnakon copepxut 1,0000 r BaHKOMUIIMHA (B BHJIE TUIPOXIIOPUIA).

3. JEKAPCTBEHHAS ®OPMA

[Topomok 1t PUTOTOBICHHS pacTBOpa sl UH(Y3Uil ¥ IpueMa BHYTPb.

Benplii nim Oenblii ¢ KpEMOBATbIM OTTCHKOM ITIOPOLIOK.

4. KIMHNUYECKUE JAHHBIE
4.1. Iloxa3anus K NPMMEHEHUIO

[Ipenapat BankoMuIMH 1oKa3aH K IPUMEHEHHIO Y B3pOcCibIX U aereit ot 0 1o 18 mer.

BayTpuBeHHas I/IHd)V3I/I$I

BankoMuIIUH TpuUMEHSIETCSl TpPH  CEPbE3HBIX WM  TSOKENbIX HMH(EKIUSAX, BBI3BAHHBIX
YYBCTBUTEIBHBIMH  MHKPOOpPTaHH3MaMH, B ToM uucie Staphylococcus spp. (BKItouas
MEHUIIWLTNHA3000pa3yoNie W METUIWUIMHOPE3UCTEHTHBIE IITaMMBbI), Streptococcus — spp.
(BKJTFOYASI IIITAMMBI, PE3UCTCHTHBIE K MEHUITUILTNHY ); TIPY AJUICPTHYSCKON peakIiny Ha TICHUITHIUTHH;
MIPU HEMEPEHOCUMOCTH MU OTCYTCTBUU OTBETA Ha JIEYCHHE JAPYTUMHU aHTHUOMOTHKAMH, BKIIOUYAsS
MEHUIWIINHBL WK TIeaJIOCTIOPUHBI, TNPH HWHPEKIUAX, BBI3BAHHBIX MHKPOOPTraHU3MaMH,
YyBCTBUTEIHHBIMU K BAHKOMUIIUHY, HO YCTOMYUBBIMH K IPYTUM IMPOTHBOMUKPOOHBIM MperapaTam.

* DHJIOKapIUT:

- BBI3BaHHBINA Streptococcus viridans, Streptococcus bovis (B KauecTBe MOHOTEpAWH WU
KOMOMHHPOBAHHOW TEpANUK ¢ aMUHOTJIMKO3UIaMH );

- BBI3BaHHBII AHTEPOKOKKAaMH, Hampumep, Enterococcus faecalis (B xauecTBe KOMOWHUPOBAHHOM
Tepanuy ¢ aMUHOTJIMKO3HU/1aMH )

- paHHUUW DSHIOKAPIUT, BBI3BAHHBIN Staphylococcus epidermidis, Corynebacterium spp. mocie
MPOTE3UPOBAHMsI KJIamaHa (B KOMOMHAIMK ¢ pU(aMIUIIMHOM, aMUHOTIUKO3UAMH WK ¢ 000UMU
AHTUOMOTHKAMHU);

- mpo¢uIakTuKa 0aKTepUaAIbHOTO SHIAOKAPIUTA Y MAIIHEHTOB C peaKIUSIMU THIIEPUYBCTBUTEIHHOCTH
K aHTHOAKTEepHAILHBIM MpenaparaM MEeHUIIMUTHHOBOTO psifa M 3a00JEeBaHUSMHU KIIAIAHOB Ceplla
(mepen cTOMaTONOTMYECKUMH U XUPYPTrHYECKUMHU MIPOLIETypaMu).
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aHTHOAKTepUAIbHONW MPO(QUIAKTUKHA Yy MAIlMEHTOB C BBHICOKUM PHCKOM Pa3BUTHS OaKTEpHUaTbHOTO
9HJIOKAPJIUTA, KOTJIa OHH MOABEPTal0TCs CEPhE3HBIM XUPYPrUYECKUM BMEIIATEILCTBAM.

* Cencuc.

* Hdeknuu 1eHTpaibHON HEPBHOM CUCTEMbI (MEHUHTHT).

* Mndexuun KocTei u CycTaBoB (B TOM YHCIIE, OCTEOMUEIIHNT).

* Hdekun HIKHUX JbIXaTeIbHBIX MyTeH (ITHEBMOHMS, abCIIece JIETKOTO).
* OcnoxHeHHbIC UHPEKIIUN KOXKH U MATKUX TKAHEH.

IlepopaabHEIA IpHEM

* [IceBmomemOpaHo3HbBIN KOHT, BbI3BaHHBIN Clostridium difficile.
* DHTEPOKOIUT, BbI3BaHHbIN Staphylococcus aureus.

HpI/I HAa3HA4YCHUU CJICAYCT NIPUHUMATbL BO BHUMAHUC O(l)I/IIII/IaJII)HI)IG KIIMHUYCCKUC PCKOMCHAAIUHU T10
HaaJie)KameMy HUCI0JIb30BaHUIO aHTI/I6aKTCpI/IaJ'IBHI>IX CpCacCTB.

4.2. Pesxum 103MpOBaHus U c1IOCO0 MPUMEHEeHUs!

Pexxum 103UpoBaHUS

[Ipy HEOOXOAMMOCTH BAaHKOMHIIMH CIeAyeT Ha3Ha4aTh B KOMOWHAIMU C JIPYTUMHU
aHTHOAKTEepUATbHBIMHU CPEJICTBAMH.

BayrpuBenHas nadysus

HauvanbHas 1o03a JopKHa OBITH paccuuMTaHa HCXoAs M3 obmeil maccel Tenma. Ilocnenyromas
KOPPEKLHs 1036l JOJKHA OCHOBBIBATHCS HA KOHIIEHTPALMM B CHIBOPOTKE KPOBH JUISl TOCTUKEHUS
LIEJIEBBIX TEpAaNeBTHUECKUX KOHIeHTpauuil. [Tpu monbope nocneayomumx 103 1 UHTepBaa BBEICHHS
npenapaTa He00X0IUMO YUYUTBIBATh COCTOSTHUE (PYHKIIMH MTOYEK.

B3pocnvie u 0emu cmapwe 12 nem

Pexomenayemast mo3a cocraBisieT 15-20 mMr/kr maccel Tena kaxapie 8-12 yacoB, pa3oBas /103a HE
noyikHa npesbimarh 2000 mr.

V TsKeII000IbHBIX MalMECHTOB JJIsA 6I>ICTpOF0 JOCTHIXCHHUA IICJ'IGBOfI KOHICHTPAIMX BAHKOMHUIIMHA B
CBIBOPOTKC KPOBH MOKCT OBITh MCITOJIb30BaHA Harpys3o4dHas no3a 25-30 MI/KT Macchl Tena.

HDO@OJlDfCumeﬂbHOCMb mepanuu

HpOZ[OJ'I)KI/ITCJ'ILHOCTB TCpaIuu MmperapaTom BaHKOMI/IL[I/IH 3aBHUCHUT OT THIIA U TAXKCCTHU I/IH(I)CKI_[I/II/I, a
TAKXC OT MHAUBHUAYaJIbHOI'O KIIMHHUYCCKOI'O0 OTBETA. PCKOMCH}IyeMaH MMPOAOJIKUTCIIBHOCTb TEPAIIUU
IpHUBCICHA B Ta6J'II/II_[e HIWXKC.

Iloka3zaHus K IPUMEHEHHIO IIpox0/IKUTEILHOCTh Tepanuu
OcnoxHeHHbIE UHDEKITUN KOXKHU U MATKUX TKaHEH
- 0e3 HeKpo3a ot 7 no 14 nueit
- HEKPOTU3UPOBAHHbBIE ot 4 o 6 Hepenp*
Wudexun kocTel 1 CycTaBoB ot 4 o 6 Henenp**
BueboabHUYHAS THEBMOHUS ot 7 1o 14 nueni
BryTpubonsHUYHAS MTHEBMOHUS (BKITIOYAs
MHEBMOHHIO, aCCOIMUPOBAHHYIO C UCKYCCTBEHHOM ot 7 no 14 nuen
BEHTHJISILINEH JIETKHX)
NH}EeKIMOHHBIN YHI0KAPIUT or 4 1o 6 Henenp***
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yaydmeHHd COCTOAHUSA MallUCHTa U OTCYTCTBUSA MOBBILICHHOM TEMIICPATYpPhbl B TCUHCHUE 48-72 4acoB,

** nns nedeHusl WHQEKUUi MpOTe3UpOBaHHBIX CYCTAaBOB CIIEyeT PacCMOTPETh Oojiee JIMTENbHBIE KYpChl JeYEeHUs
NepopantbHEIM MpenapaToM;

**% IpOJOJDKUTENFHOCTD JICUSHUS W IMOTPEOHOCTh B KOMOWMHHMPOBAHHOW Tepalnuy 3aBUCHT OT TUNA KiamaHa M
MUKPOOpIraHu3Ma.

Ilepuonepayuonnas npoguiakmuxa OAKmMepuanIbHo20 3HOOKAPOUMA 60 8CeX B03PACMHbIX SPYNNAX

Pexomenayemas 103a — HadanbHas J03a 15 MI/Kr mepen MpoBeeHUEM aHecTe3nH. B 3aBucumocTH
OT MIPOJOIKUTEILHOCTH OTEPAIH MOXKET MTOTPEOOBATHCS BTOPAst 032 BAHKOMHIIMHA.

IlepopaabHEIA IpHEM

Bspocnvie u 0emu cmapuie 12 nem

BaHkoMHIIUH MOKET NPUMEHSTHCS MEePOpPalIbHO I JICUYEHUS MCEBIOMEMOPAHO3HOTO KOJHTA,
Bb3BaHHOTO Clostridium difficile, BcnencTBue NpUMEHEHUS aHTUOMOTUKOB, a TAKXKE JUIS JICUCHUS
CTapMIOKOKKOBOTO PHTEPOKOJINTA. BHYTpUBEHHOE BBEJEHHUE IpernapaTa HE UMEET MPEUMYIIECTB
JUTSI JICYEHUsI TAaHHBIX 3a0071€BaHUN.

Bankomunuz He 3QQeKTUBEH Npu mpreMe BHYTPb B CiIydae JPYruX THUIOB UH(EKIIHA.

PexomenayeMasi 103a BAHKOMMIIMHA cOCTaBiseT 125 mr kaxaele 6 yacoB B TeueHue 10 qHeil npu
IIEPBOM 3MHU30/1€ ICEBJOMEMOPAHO3HOI0 KOJIUTA JIETKOM CTENEHU TSDKECTH. B cityuae Tskenoro min
OCJIO)KHEHHOT0 Te4YeHMs 3a0oieBaHMs /1032 BaHKOMHUIIMHA MOXeT ObITh yBenuueHa a0 500 mr
Kakaple 6 yacoB B Teuenue 10 quen.

MaxkcruMaibHasi cyTouHas 103a He J0JpkHa npesbimarh 2000 mr.

VY NanueHToB ¢ MHOXKECTBEHHBIMHM DPELUIAMBAMHU IICEBJOMEMOPAHO3HOTO KOJIUTA MOXXET OBITh
PacCMOTpPEH BOMPOC MPUMEHEHHUsS BaHKOMHIMHA 125 mr kaxnaple 6 yacoB B TeueHue 10 gHEl c
nocyenyromeil KOppeKTUPOBKOM: MO0 MOCTENEHHBIM CHUKEHUEM J103bl 110 125 Mr B jeHb, a100
yJIbCOBBIM peXUMOM 10 125-500 mr/cyT kax/ple 2-3 AHsS B TeUEHHE HE MeHee 3-X HEeJelb.

HDOOO]lDfCMme]ZbHOCWIb mepanuu

HpOI[OJ'DKI/ITeJ'[I)HOCTI) TEpaAIIMu 3aBUCUT OT KIMHHUYCCKOIO TCUCHUA 3a00JIcBaHUS Y OTACJIBHBIX
ITalMCHTOB. IIo BO3MOXHOCTH, CICAYCT IIPCKPATUTH IIPUCM aHTI/I6aKTepI/IaJ'IBHBIX npemnaparos,
KOTOPBIC, KaK INPCAIoIaracTcsa, MOryT BbI3BaTh HCGBHOM€M6paH03HBH\/'I KOJINT. HaHI/IeHTaM CIICaycCT
o0ecneyuThb AAICKBATHOC BOCIIOJIHCHUC KUJKOCTU U 3JICKTPOJIMTOB.

Oco0BblIe TPYIIIHI ITAIMEHTOB

Hauueﬁmbz noJHCU020 so3pacma

VY manueHToB NOXKHUIOro BO3pacTa KIMPEHC BAaHKOMUIIMHA HUXKE, 00BEM paclpesieneHus oonpiie. Y
3TOM KaTeropuy NalMeHTOB MOoA00p 03k 11eJ1ecO00pa3HO MPOBOJUTH HA OCHOBAaHUM KOHIIEHTPAIIUH
BaHKOMHIIMHA B CBIBOPOTKE KPOBH.

Iayuenmsi ¢ Hapywenuem yHKYyuu nouex

JlaHHO# KaTeropuu MaryMeHTOB HEOOXOAMMO UHIUBHAYATBHO MoAOupath n03y. C 1enpio moadopa
J103bl BAHKOMHUIIMHA JIJISl TOW TPYIIbI NAMEHTOB MOKHO UCTIOJIb30BaTh KinpeHce kpearnHnuHa (KK)
CBIBOPOTKH.

VY B3pocHBIX M JIeTel ¢ HapylleHueM (QYHKIHMU IOYEK CJeIyeT YYWUTHIBATh HAYaIbHYIO 03y
BaHKOMHIIMHA C TOCTEAYIOUIMM CHI)KEHHEM YpOBHS BaHKOMHUIIMHA B CBIBOPOTKE KPOBH, a HE
TUTAHOBBIN PEKUM J03UPOBAHMSI, OCOOCHHO y MALIMEHTOB C TSHKEJION MOYEYHOH HEeI0CTaTOYHOCTHIO
WJTU T€X, KTO MIPOXOANT 3aMECTUTENbHYIO TToueuHyto Tepanwuto (311T).
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CJICOYCT. V mamueHTOB ¢ TSDKEI0M MOYSYHOM HEAOCTAaTOYHOCTHIO MNpEaAIIOUYTUTCIIBHCC YBCINYNUTD
HUHTCPBAJ IIpUc€Ma, 4 HC Ha3HAYaTb 0oJiee HU3KHUE CYTOYHBIC JO3bI.

Crnenyer HauiexaluM 00pa3oM pacCMOTPETh BO3MOXKHOCTh OJHOBPEMEHHOT'O IPUMEHEHUSI
JICKapCTBEHHBIX CPEJICTB, KOTOPbIE MOTYT CHH)KATh KJIMPEHC BAHKOMHIIMHA W/WJIM YyCHUJIMBATh €r0
HexenatenbHble 3P PeKTsl (cM. pazaen 4.4).

Koppekmust 10361 'y B3pOCHBIX MAIMEHTOB MOXXET OCHOBBIBATHCS HA PACYCTHOW CKOPOCTH
kiry6oukoBoit ¢punbTparuu (pCK®D) o cnenyroreii hpopmye:

Jnst My »KYuH:
(macca tena (kr)) % (140 — Bo3pacr (11eT))
72 X ypOBEHb KpeaTHHUHA B CHIBOPOTKE KPOBH (MT/I1T)

Jji KEHILMH: TOJyYEeHHBIH pe3ysibTaT yMHOXkaercs Ha 0,85.

JIns manmeHtoB ¢ KIMpeHcoM KpeatmHuHa 20-49 Mi/MUH peKkoMeHayeMas HayalbHas 1032
npemnapara coctapisier 15-20 Mr/Kr Macchl TeJa U BBOAUTCS Kakple 24 yaca.

VY nanueHToB C TSHKENOM MOYeuHOM HeIOCTATOYHOCTHIO (KIIMPEHC KpeaTuHUHA Huke 20 MII/MUH) U
y MalMeHTOB, HAXOMSIIUXCSA Ha 3aMECTUTEIBHOM IMOYEHYHOW TEepanuu, KPAaTHOCTh BBEICHUS M
KOJMYECTBO MOCIEAYIOIINX 103 Mpernapara J0KHBI OCHOBBIBATHCS Ha COJEPKaHUU BAHKOMHIIMHA B
CBIBOPOTKE KPOBU M OCTATOYHOU (DyHKIHMH 1oYeK (cM. pasnen 4.4). B 3aBucUMOCTH OT KIIMHUYECKOM
CUTYyalldd MOXET OBITh PACCMOTPEH BOMPOC O MPEKpallleHUHu IpHueMa CIeIyroHied 036l 10
TIOJTyYEHUs PE3YJIHTATOB OINPEACIICHUS] YPOBHSI BAHKOMHITMHA.

VY nanueHToB ¢ MOYEYHOW HEJOCTATOYHOCTHIO, HAXOMALIUXCA B YIPOXKAIOIIEM KU3HU COCTOSHUM,
HayajibHasl Harpy304Hasl J103a Mpernapara He J0JKHA CHUXKAThCSl U cocTaBisieT 25- 30 MI/Kr Macchl
Tena.

Hauueﬁmbz Ha cemoouanuze

BaHkoMHIIMH MJI0X0 MOAAETCS AUATU3Y TPU MPEPHIBUCTOM remoauanuse. OHaKO UCTIOIb30BaHUE
M€M6paH C BBICOKOI FHJIpaBHH‘ICCKOﬁ MPOHUIACMOCTBIO U HCTIPCPBIBHAA 3aMECTUTCIIbHA ITOYCUHast
tepanust (H3IIT) moBelaroT KIMpEHC BAaHKOMMIIMHA U, KaK MPaBHUIIO, TPEOYIOT 3aMEHBI J03bI
(0OBIYHO TIOCIIE CeaHca TEMOIMAIIN3A B CIIydae MPEePHIBUCTOTO TeMOIUATN3A).

Iayuenmwi ¢ HapyweHnuem QyuKyuu nevenu
Koppekuuu no3s1 He TpedyeTcs.
Iayuenmoi ¢ u306LIMOUHBIM 8ECOM

HauanpHas no3a nomxHa ObITh HHIMBHAYATBHO TTOJI00paHa B COOTBETCTBUH C OOIEH Maccoi Tena
(cm. pazzen 5.2).

bepemennocmo

Jlis TOCTHDKEHUSI TeparneBTUYECKUX KOHIICHTpAIMii BAaHKOMHUIIMHA B CHIBOPOTKE KPOBH MOXKET
noTpeOoBaThCs yBeTMUEHUE O3Bl penapara (cM. pazaen 4.6.).

eTu
Buympueennas unghysus

Muaodenywvl u demu 6 so3pacme om 001020 mecaya 0o 12 nem

Pexomenayemast mo3a coctasisiet 10-15 Mr/kr Macchl Tenna Kaxkapie 6 yacoB (cM. paszaen 4.4).

Koppekuust 10361 y mereil B Bo3pacTe OT | roma U crapiie MOXKET OCHOBBIBATHCS HA PAaCCUETHOU
ckopoctu kiryooukoBoit prbrparnuu (pCK®D) mo monuduiuposannon popmyse [papia:

pCK® (mn/mun/1,73 m2) = (poct, cM x 0,413)/ kpeaTUHUH CHIBOPOTKH (MT//171)
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pCK® (mn/mun/1,73 m2) = (poct, cM X 36,2)/ KpeaTUHUH CLIB(gjp-g:r'ignjgd;l}Eﬁi)i'TEn bHOCTE 0007)

HoBopoxaeHHBIM U MJIaJICHIIaM B Bo3pacTe J0 | roma moTpedyercs KOHCYJbTAllUs CIEIHAINCTA,
MOCKOJIbKY MojupuumpoBanHas ¢popmyina [lIBapia Kk HUIM HEIPUMEHUMA.

B Tabnuue Huke NpUBEAECHB! PEKOMEHJAIMH 10 TI03UPOBAHUIO JJIsl IPUMEHEHHUS Y IETEH, KOTOpbIe
COOTBETCTBYIOT TEM K€ IIPUHLIAIIAM, YTO U JJIs1 B3POCIIBIX MALIUCHTOB.

pCK® (Mur/mun/7,73 m?) Jloza npenapara HNuTepBaj 103upoBaHus
BankoMunuH

50-30 15 mr/kr Kaxnpie 12 yacos

29-10 15 mr/kr Kaxnapie 24 yaca

<10 BBenenre moBTOpHON 103bI B

[Tepuoanueckuii reMoIuanus3 10-15 Mr/xr 3aBUCUMOCTH OT COZIEPKAHUSA

[leputoHeanbHbIN qUATU3 BAaHKOMMIIMHA B CBIBOPOTKE
KpoBu*

HenpepoiBHas 3amecTuTebHAS BBenenre moBTOpHON 103bI B

MoveyHas Tepanus 15 Mr/kr 3aBUCUMOCTH OT COJEp KaHUs
BAaHKOMMIIMHA B CBIBOPOTKE
KpoBu*

*BpI00p MOIXOIAIIETO BPEMEHHU M KOJIMYECTBA MOCICAYIONINX 03 B 3HAUUTEIILHOU CTeneHH 3aBucHT oT Metoaa 31T u
JIOJKEH OCHOBBIBATHCS HA YPOBHE BaHKOMMIIMHA B CHIBOPOTKE KpPOBH, NOJYYEHHOM 1O BBEICHMs Ipenapara, U
0oCTaTOYHON (yHKIMM TOYEeK. B 3aBUCHMMOCTH OT KJIMHUYCCKOW CHTYaI[MHM MOXET OBITh PAacCMOTPEH BOIIPOC O
MpEeKpalleHNy [IpueMa CiIeAyoIIel 1036l A0 MOIYUYEHUs Pe3yIbTaTOB ONPEAEICHUS YPOBHSI BAaHKOMUIIMHA.

Hoesopoowcoennvie u demu 0o 27 Oue

Jlnia onpeneneHus pexuMa J03UPOBaHUS JUIsl HOBOPOKICHHBIX (JOHOIIEHHBIE HOBOPOKIEHHBIE OT
poXIeHus 10 27 JHEH mocaepoJ0BOro Neproja) U HEJOHOIIEHHbIE HOBOPOXK/IEHHBIE (OT POXKACHUS
70 0KMJIaeMOM JaThl POJOB IUIOC 27 1HEH)) HEoOXOIMMO MNPOKOHCYJIbTHPOBATHCS C BpPaydOM,
UMEIOIIMM OIBIT JIEYEHHUS HOBOPOXKJIEHHBIX. OIMH M3 BO3MOXKHBIX CIIOCOOOB J03MPOBAHUS
BAaHKOMHUIIMHA Y HOBOPOKJIEHHBIX MMOKa3aH B cleAyrolei Tadnuie: (cM. pazaen 4.4).

Boszpact* (Henenn) Jo3za (Mr/kr) WuTepBan Mexay HHPY3UIMU
(dac)

<29 15 2412

29-35 15 8

> 35 15

*recTal[MOHHBIN BO3PACT + KOJMYESCTBO HECIb TOCIIE POXKICHUS.
Ilepopanvuwiii npuem

Hoeopoowcoennvie, mriadenuvt u 0emu 6 sozpacme 0o 12 iem

PexoMenyemMast 103a BaHKOMUIIMHA cocTaBisieT 10 MI/KT mepopanbHO KaXable 6 4aCOB B TEUCHUE
10 nHeit. MakcuManbHasi CyTOYHas 103a He JoJKHA npeBbimars 2000 mr.

MOHUTOPUHT KOHIIEHTPAIIMY BAHKOMMIIMHA

PerynspHocte  TepameBTHYECKOro JiekapcTBeHHoro MoHuTtopuHra (TJIM) ompenensiercs
VMHJUBUyaJIbHO B 3aBUCUMOCTH OT KJIMHUYECKOM CHUTyallUH M OTBETA Ha JICYCHHE, HAYMHAS OT
©KEIHEBHOTO  IPOBEJCHMS  AHAJIU30B, KOTOPOE  MOXET  MNOTpeOOBaTbcsi  HEKOTOPBIM
reMOJIMHAMHYECKH HEeCTaOWIbHBIM MAaIlMeHTaM, 10, M0 KpailHel Mepe, OAHOTO pa3a B HEACTIO Y
CTaOWJIBHBIX MAlMEHTOB, JEMOHCTPHPYIOIIUX OTBET HA JIEYEHHE. Y NALMEHTOB C HOPMAJIbHOM
(byHKIMEH MoYeK KOHIIEHTPAIUs BAHKOMHUIIMHA B CBIBOPOTKE TOJDKHA KOHTPOJIMPOBATHCS HA BTOPOid
JICHb JICYCHHs] HEITOCPEACTBEHHO NIEPE]] BBEICHUEM CICAYIONICH JO3BI.
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VY manmueHToOB C MPEPBHIBUCTHIM T€MOJIUATHU30M KO ueHTDaﬁH;';' :EM rﬁﬁ”&dﬁﬁ%g ﬁg;ﬂ;} :'a

OIIPCACIIATHCA 10 Ha4Yajla CCaHCa reMoJjuainia.

Iloce mpuMeHEHMsI BHYTPBH CIEAYET IPOBOAWTH MOHUTOPUHI KOHILIGHTpPALlMM BaHKOMMIMHA B
CBIBOPOTKE KPOBH Yy MAIIIEHTOB C BOCTIAJIMTEIBHBIMU 3200JI€BAaHUSAMY KUIIEYHUKA (CM. pasnen 4.4).

MunumanbHas (ocTaTo4yHasl) TepaneBTUYecKas KOHLEHTpalldsd BaHKOMHIIMHA B KPOBU JIOJDKHA
octaBisTh 10-20 Mr/i, B 3aBUCIMOCTH OT o4yara MH()EKIMH U 9yBCTBUTEIHLHOCTH MUKPOOPTaHU3MA.

[Tognepxanne MUHUMAIBHBIX 3HAUYCHUW KOHIEHTparuid 15-20 mr/m oOBIYHO pPEKOMEHAYEeTCS
KIIMHUYECKUMH J1a00paToOpusMUA NIl JYYIIer0 OXBaTa YYyBCTBUTEIBHBIX MHKPOOPTAaHH3MOB C
3HAYCHHEM MUHUMaIbHOU HHTHOUpYtomel koHeHTpanuu (MUK) > 1 mr/n (cMm. pa3aens 4.4 u 5.1).

[Ipu nporuo3upoBaHUM UHIMBUAYATBHBIX TPEOOBAHUMN K JO3UPOBAHMIO MpEriapaTa Jijisl TOCTHKEHUS
agexkBatHOW AUC MoryT OBITh MOJIE3HBI METOJIBI Ha OCHOBE Mojeiei. [loaxon, oCHOBaHHBINM Ha
MOJICJIM, MOKET MCIOJIb30BaThCSl KaK ISl pacueTa WHIAWBUYAIbHOW CTapTOBOM N103bI, TaK W JJIs
KOPPEKTUPOBKH J103bI Ha OCHOBE pe3ynbTaTtoB TJIM (cMm. paznen 5.1).

Cooco0 nmpuMeHeHunst

J1711 BHyTpUBEHHOTO MH(PY3UOHHOTO BBEJCHHUS U IIPHEMa BHYTPb.
Buympusennas ungyszus

JTOT mpenapar He NpeJHa3HAa4YeH A/ BHYTPMMBILIICYHbIX WJIH BHYTPHBEHHBIX 0OJIIOCHBIX
(cTpyiiHBIX) MHBEeKIMii!

IIpenapaTt BBOAUTCA TOJIbKO BHYyTPUBEHHO KaneJabHO!

Pexomenayemast KOHIIEHTpaIMsi BAHKOMHUIIMHA COCTaBIIsIET HE 00Jiee S MI/MII U CKOPOCTh BBEJICHUS
He 6onee 10 mr/muH. Kaxxayro 103y crneayeT BBOAUTH B TeueHUE HE MeHee 60 MUH.

Ilepopanvuuiti npuem

Pa3BeneHHbIN pacTBOpP MOXKET Ha3HAYATHCA Ul [UThS WJIM BBOJIMUTHCS MALMEHTY 4depe3 30HI. s
yIyUIIeHUs] BKyca pacTBOpa K HEMY MOXKHO J100aBJISITh OOBIUHBIE MUIIEBBIE CUPOIBI. MHCTpyKIMH
10 IPUTOTOBJICHUIO JIEKAPCTBEHHOTO IIpenapara nepej NpuMeHeHHEM CM. B paszene 6.6.

4.3. [IporuBonoka3zanusi

* 'unepuyBCTBUTENBHOCTh K BAaHKOMHUILMHY WJIM K JIFOOOMY M3 BCIOMOTaTeJbHBIX BELIECTB,
MIEpPEYUCIICHHBIX B pa3zene 6.1;

* [ pumectp 6epemennoctu (cM. Paznen 4.6).
4.4. OcoOble yka3aHHMsl 1 MepPbl PEI0CTOPOKHOCTH NIPH IPUMEHEHUH

Peaknuy runep4yBCTBUTEIBHOCTH

[Ipu npumeHeHnu npenapata BaHKOMUIIUH BO3MOKHO Pa3BUTHE TSXKEINbIX, B HEKOTOPBIX CIIydasix
JETAIbHBIX PEAKLUIl TUIEepUyBCTBUTENBHOCTH (cM. pasznen 4.3 u 4.8). B cioyuae peakumii
TUIEePYYBCTBUTEILHOCTU IPUMEHEHHE MTpenapara J0HKHO ObITh HEMEJIEHHO PEKPaIeHO U HayaThl
HEOTJIOKHBIE JIeueOHbIe MEPOTIPUATHSL.

Y ManMeHTOB, IMOJYyYarIIUX BAHKOMHUIHMH B TCUCHUC [UIMTCIBHOI0 ICPpHOJa BPEMCHU WA
OJHOBPEMEHHO C JpyrUMH IIpenaparamy, KOTOpPbIE MOTYT BbI3BaTb HEUTPOIECHUIO WU
arpaHyJIOIMTO3, CIEAYET PETYISIPHO KOHTPOIUPOBATH KOJIUYECTBO JICHKOIIMTOB. Beem marueHTam,
MoJIydaromum BaHKOMMIIVH, H€O6XO,Z[I/IMO NEpUOaANYICCKU IpOBOAUTH TéMaTOJIOTUYCCKHUEC
uccaenoBaHus (aHaIU3 KpPOBU), aHAIW3 MOYHM, TECThl (YHKIIMH TEUYEHW M TOYeK (BKJIIOYas
IOKa3aTCJ/In KpCaTUHUHA U a30Ta MO‘IGBI/IHI:I).
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Ha TEWKOIUIAHWH, IIOCKOJBKY BO3MOXHO PpAa3BUTUE IIEPEKPECTHOM T'MIIEPUYBCTBUTEIBHOCTH,
BKJIIOYAsl aHA(MIIAKTUYECKUH IIOK C JIETaIbHBIM HUCXOA0M.

CHGKTD aHTH6aKT€DHaHLHOﬁ AKTUBHOCTH

BankomunuH — o0iagaer  CHEKTPOM  aHTUOAKTEpUaIbHOW  aKTUBHOCTH,  OTPAaHUYEHHBIM
rPaMIIOJIOKUTEIbHBIMA MUKpoopranu3zMamMu. OH HE TOAXOAMUT JJIsl MCIOJb30BaHUS B KayeCTBE
€IMHCTBEHHOTO IMpenapara Jijisl JIeYeHUs HEKOTOPBIX TUIIOB MH(EKIU, 32 UCKIIOYEHUEM CIIy4aesB,
KorJa BO30YyIUTENb YK€ 3a/I0KYMEHTHPOBAH U U3BECTEH KaK UyBCTBUTENIbHBIN, WIH €CTh CEPhE3HbBIC
MOJI03PEHMSI, UTO Hambosee BEpOSTHBIA BO30YIAUTENb(M) MOIXOAUT AJISl JICUEHUS BAaHKOMMIIMHOM.
PannonansHoe HCMONB30BaHUE BAaHKOMHUIIMHA JOJDKHO YYHUTHIBATh OAaKTEPUAIbHBIA CIEKTP
aKTUBHOCTH, MPOGmiIb 0€30MaCHOCTH U MPUTOJHOCTh CTAHAAPTHONW aHTUOAKTEpUATbHOW Tepamuu
JUTSI JIEYEHUsI KOHKPETHOTO MaleHTA.

OTOTOKCHYHOCTH

VY nanueHToB € IIIyXO0TOH B aHaMHe3€, I0JIy4aBIINX Ype3MEPHbIE BHYTPUBEHHBIE 103 BAHKOMUIIMHA
WIA TOJy4aBIIMX CONYTCTBYIOLEE JIEYEHHE JPYIMMHU OTOTOKCHUYHBIMU JIEKaPCTBEHHBIMHU
IpernapaTamy, TaKUMH KaK aMUHOTJIMKO3U/bl, Oblja 3aperucTpUpoBaHa OTOTOKCUYHOCTh, KOTOpast
MO’KET OBITh MpexoJslled Win NocToAHHOW (cM. paszmen 4.8). Ilpemapar cienyeT NMPUMEHSTh C
OCTOPO’KHOCTBIO IMallMEHTaM C OCJIa0JIEHHBIM CIIyXOM (B TOM 4HClE€ B aHamHe3e). Takke ciexyer
n30eraTh NPUMEHEHUS] BAHKOMHUIMHA Yy MAllMEHTOB C MpeALIeCTBYIOUIeH moTepel ciyxa. Iimyxote
MOJKET MPEAIIECTBOBATH IIyM B yiiax. OnbIT IPUMEHEHUS IPYTUX aHTHOMOTHUKOB IOKa3bIBAET, YTO
IIIyX0Ta MOKET IpOrpeccupoBaTh, HECMOTpPsSl Ha MpeKpalleHue JieueHus. J{ias CHMXKEHMs pucka
OTOTOKCUYHOCTH CJIEAYET MEPUOINYECKU KOHTPOJIMPOBATh KOHLEHTPALlMK BAHKOMUIIMHA B KPOBU U
pEeKOMEHAyeTCs MEePUOJUUECKOe TEeCTHPOBaHUE CIyXOoBOW (QyHKuuu. Iloxuible moau 0CoOEHHO
BOCHPUMMYHUBBI K MOBPEKICHUSAM cllyXa. Y JHUI[ MHOXKWJIOrO0 BO3pacTa ClEAyeT IPOBOIUTH
MOHUTOPHUHI BECTHOYJISIPHON U CIIyXOBOW (PyHKIIMM BO BpEMs U IOCIE JEYEHHUS BAaHKOMHUI[MHOM.
Crnenyet nz0erarb 0OJHOBPEMEHHOTO WJIM MOCIEA0BATEIbHOIO MPUMEHEHUS JPYTUX OTOTOKCUYHBIX
IIpEnapaToB.

Nudy3uoHHbBIE peaKkuU

BbeicTpoe OomtocHOE BBeAEHUE (HANpuMep, B TEUEHHE HECKOJIbKUX MHUHYT) BAaHKOMHILIMHA MOKET
OLITH CBSI3aHO C BBIPAXKCHHBIM CHMIXCHUCM apTCPUAIILHOTO JABJICHHUA (BKJ'II-O‘-I&SI IIOK U, B PECAKUX
CllyyasiX, OCTAaHOBKY Cepla), I'MCTaMMHOMNOJOOHBIMH pEaKLUUsAMH U MaKyJONamyJe3HOW WM
OPUTEMATO3HON CBINBIO (KCHHIPOM KPACHOTO 4YENOBEKa» WM «CHHAPOM KpPAacHOW IIEH»).
BankomuIMH cieayeT BBOJAUTH MEIJICHHO B pa30aBIeHHOM pacTBope (KOHIEeHTpalus ot 2,5 10 5,0
MI'/MIT) CO CKOpOCThIO He Oosee 10 Mr/mMuH u B TeueHue He MeHee 60 MUHYT BO U30exaHne ObICTPBIX
nHOY3UOHHBIX peakiuil. [Ipexparienne nHpy3UH OOBIYHO MPUBOAMUT K OBICTPOMY HpEKpalleHHIO
9THX peakiuil. Yactora HH(Y3MOHHBIX peakluil (CHI)KEHHE apTepHalIbHOTO AaBJICHUs, THIIEpEeMus,
SpUTEMa, KPAaMBHUIIA U 3y/) YBEINYUBAETCS NPU OJHOBPEMEHHOM MPUMEHEHUH aHECTETHKOB (CM.
paznen 4.5). BeposSTHOCTh BO3HUKHOBEHHS JTaHHBIX PEAKIMA MOXKHO CHU3HUTH ITyTEM BBEICHUS
BaHKOMMIIMHA B BUJIE MH(Y3UH B TeueHUEe He MeHee 60 MUHYT, 10 UHAYKIIUU aHECTE3UH.

Tspkenple KOKHBIE HesKellaTeTbHbIE PCaAKIIn

Ha ¢one nedenuss BaHKOMHIIMHOM OBUTH 3apeTHCTPUPOBAHBI TsDKETbIe KOXKHBIC HEXKelaTeIbHbBIE
peakuuu, BKiIroYas cuHApoM CTuBeHca-l[)KOHCOHA, TOKCHYECKHM HMUIACPMAJIbHBIA HEKPOJIU3
(cumpom Jlaifemna), NEKapCTBEHHYIO PEAKIHI0 C Y03MHOMUINEH W CUCTEMHON CHMITOMATHKOM
(DRESS-cunapomM) u ocTphelii TeHEpaIM30BaHHBIN dK3aHTeMaTo3HbIN mycTyne3 (OI'DI1), koropsie
MOTYT OBITh ONTACHBIMU JIJIS )KM3HU KU JICTATBHBIMU (CM. pazzien 4.8). BoIbIIUHCTBO ATUX peakIuit
BO3HUKAJIM B TEUYEHHWE HECKOJBKUX JHEM M J0 BOCBMHM HEAENb II0CIE Hayajla JIeYeHUs
BaHKOMUIIMHOM. [Ipy Ha3Haue€HWW BAaHKOMUIIMHA CJIEIyeT COOOIIMTH MAIMeHTaM O MPU3HAKaX U
CUMIITOMAX JIaHHBIX PEAKIMH U TIIATEJIBHO CIEAUTH 3a NAMEHTAMU HA NMPEAMET PA3BUTHSI KOXKHBIX
peakuuii. [Ipu MOSBIEHUM MPU3HAKOB M CHMIITOMOB, CBUAETEIBCTBYIOIIUX 00 ATUX PEAKIHUSIX,
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MalMeHTa pasBHIACh TsDKENas KOXKHAs HEXelaTelbHas peakius Ha (OHE NPUMEHEHHS
BaHKOMMIIMHA, JICYEHHE STHM IPErnapaToM He CIeAyeT OOJbIEe BO30OHOBIATH HU IPH KaKHUX
00CTOITENBCTBAX.

Peaknum B MecTe BBEACHUS

N3-3a 00NE3HEHHOCTH MHBEKIMI U BO3MOYKHOTO pa3BUTHUs HEKpO3a TKAHEH B MECTE BBEICHUS
BAaHKOMHUMH HeJIb35l BBOAMTH BHYTPMMbIIIEYHO U BHYTPHMBEHHO 00J1I0CHO!

BankoMHIIUH ~SIBISIETCS  pa3/IpaKaloldM  BEIIECTBOM, modTOMy 1uddy3uss pacTBOPEHHOTO
npernapara 4epe3 COCYIUCTYI0 CTEHKY MOXET BBI3bIBATh HEKPO3 MPUIICTAOIINX TKAHEH. Y MHOTHX
MAIMEeHTOB, NOJYYaOIUX BAaHKOMULIMH BHYTPUBEHHO, MOTYT BO3HHKATh 0016 U TPOMOO(DIeOUTHI,
KOTOpbIE MHOTJA ObUIM TsDKEIbIMH. YacToTa M TSDKECTh pa3BUTHS TpomOodueduta MOTyT OBITH
YMEHBIIICHBI 32 CYET MEIJICHHOT'O BBEJCHUS pa30aBICHHBIX PAaCTBOPOB (C KOHIEHTparuei 2,5-5,0
MI/MIT) U YepeOBaHus MECT BBeJeHHs mpenapaTa. IGHEeKTUBHOCTh U 0€30MaCHOCTh BAHKOMHUIIMHA
IpU WHTPATEKAILHOM, HHTPATIOMOATFHOM M BHYTPHKEIYJOYKOBOM CIOCO0aX BBEACHHUS HE
YCTaHOBJICHBI.

HedpoTokcHUYHOCTD

W3-3a moTeHMaIbHOW OTOTOKCMYHOCTH M HE(YPOTOKCUYHOCTH BAaHKOMHMIIMH CJIETYET MPUMEHSATH C
OCTOPOKHOCTBIO Y MAIIMEHTOB € MOYEUHON HEJOCTATOYHOCTHIO, B TOM YHCIIE C aHYPUEH, TOCKOJIBKY
IIPU BBICOKUX, COXPAHSIONIUXCS JNIMTEILHOE BPeMs KOHIICHTPAIUAX IpernapaTa B KpOBH, BO3MOKHO
MTOBBIIICHUE PUCKA MTPOSIBJICHUSI TOKCUYECKOTO JICUCTBUS Ipenapara. MakcuMalnbHasi KOHIICHTPALUS
HE J0J/DKHA mpeBblmaTh 40 MKr/Mi1, MEHUMabHas — 10 MKI/miI, KOHIIEHTpaIuu cBbIme 80 MKT/MiT
CUUTAIOTCSA TOKCHUYHBIMHU. J[JIS MAamMEeHTOB ¢ IMOYEYHOM HEAOCTATOYHOCTHIO 03Bl BAaHKOMHUIIMHA
ClielyeT yCTaHaBIMBATh WHAMBHAYAIbHO. PeryispHbIii KOHTPOIb KOHIIEHTPAIMU BAaHKOMHUIIMHA B
KpOBHU TOKAa3aH MaIlMeHTaM, MOJTY4aloliM BBICOKUE JIO3bI TIpenapara, ¥ IpHu JUTUTEIIbHON Tepariuu,
0COOCHHO MaIMeHTaM C HapylleHneM (PyHKIIMU MOYeK, a TaKkKe MPU OJHOBPEMEHHOM NMPUMEHEHUH
He(POTOKCUYHBIX U OTOTOKCHYHBIX IIpenapaToB (cM. pa3aeinsl 4.2 u 4.5).

Hapyiienus 3peHus

BankoMunuH He paspemeH s BHYTPUKaMEPHOIO WM MHTPABUTPEAIBHOIO NPUMEHEHUS, B TOM
qucie Uil NpopUIakTHKU 3HA0(TanbMuTa. B OTAENbHBIX clyyasx Mmocje BHYTPUKAMEPHOTO HIIU
HHTPABUTPCAIbHOIO IMPUMCHCHUA BAHKOMHUIIMHA BO BPEMA HJIM IIOCJIC OICpallvu II0 YJAAJICHHIO
KaTapakTbl HAOIIOAANCS IeMOpparu4ecKUil OKKIIIO3MOHHBIM PETHHAIbHBIM BacKyJUT, BKIOYas
HeoOpaTUMYIO MTOTEPIO 3PEHHUSI.

IIalueHThl MOKUJIOT0 BO3pacTa

YMeHbIIeHHEe CKOPOCTU KITyOOUKOBON (PUIBTpALIMK ¢ BO3PACTOM MOXKET IMPUBECTU K MOBBIIIEHHBIM
KOHLIEHTpallMsIM BaHKOMHIIMHA B CBIBOPOTKE KpPOBH, €CIM J03a Ipernapara HE KOPPEKTHUPYETCS
COOTBETCTBYIOIINM 00pa3oM (cM. pazzaen 4.2).

JlekapCTBEHHOE B3aMMOJIEHCTBHE C MpenapaTaMy s aHeCTEe3UHU

BaHkoMHMIIUH MOXET YCHUJIMBATh BBI3BAHHYIO aHECTETHKaMHU JENpeccuio MHokapaa. Bo Bpems
aHEeCTE3UU 03Bl JIOJDKHBI OBITH XOPOIIO pa3BeACHbl M BBOAMTHCS MEUIEHHO TPHU TIIATEIHHOM
KapJAMOMOHUTOPHHTE. VI3MeHeHne MOI0XKEeHHS ClIeAyeT OTI0XKUTh 10 3aBepIIeHUs HHDY3UU, YTOObI
o0ecreynTh KOPPEKTUPOBKY MOJOKEHHS Tea (cM. paszen 4.5).

IIceBpoMeMOPAaHO3HEIN KOJIUT

B ciyuasx TspKenoi mepcucTHpYIOLEH Juaper HeOOXOIUMO YUYHMTHIBATh BO3MOXKHOCTb Pa3BUTHUS
MICEBIOMEMOPAHO3HOTO SHTEPOKOJINTA, KOTOPBIH MOXKET OBITh OTTACHBIM JIJISI )KM3HU (CM. paszzen 4.8).
Henp3s npuMeHATH JIEKapCTBEHHBIE CPEACTBA, TOPMO3SIINE IEPUCTATIBTUKY KHIICYHUKA.

Cynepundexims
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Oaktepwuii U pazBuTHIO cynepuHdpekiu. Heo6xoaumo TimaTensHoe HaOM01eHIe 3a MAIlHEHTOM.
Ecnu Bo BpeMmst JieueHHs BO3HUKACT CyNepUH(EKINs, CIeAyeT IPUHATh COOTBETCTBYIOLINE MEPHI.

[Ipenapar ciemyer npuMeHsTh ¢ 0cTopokHOCTHIO BO 11 1 11l TpumecTpax GepeMeHHOCTH (CM. pazzen
4.6).

IlepopanabpHbIil IpUEM

BHyTpeHHee BBelcHHE BAHKOMHIIMHA HE S3(GPEKTUBHO JJIsI JICYCHHUS IICEBIOMEMOPAHO3HOTO KOJINTA,
BbI3BaHHOTO Clostridium difficile, a taxke nns nedeHus: cTadUIOKOKKOBOrO 3HTepokoiuTta. [lo
JIAHHBIM [MOKA3aHUSAM BaHKOMHIIMH CJICITYET IPUMEHSTh IIEPOPATBHO.

Bosmoorcnocms cucmemmoii abcopoyuu

AGcopOuMsi BaHKOMHUIIMHA TPU TPHUEME BHYTPb MOXET OBbITh TMOBBIIIEHA Yy MAalUEHTOB C
BOCHAJIUTEIFHBIMU 3200JICBAHUSIMU CIIM3UCTON OOOJIOUKH KHUIIICYHUKA WM TICEBIOMEMOPaHO3HBIM
koiuToM, Bei3BaHHBIM Clostridium difficile. DT manueHTs! MOTYT MOABEPraThCsl PUCKY PA3BUTHS
HEXEJAaTeNIbHBIX PEaKIUi, OCOOEHHO MpPU COMYTCTBYIOMICH MOYEYHOM HEIOCTATOYHOCTH. Yem
TsDKEJIee TOYeYHas HEJAOCTAaTOYHOCTh, TEM BBIIIE PUCK pPA3BUTUS HEXKEJIATeNbHBIX PEaKIIHid,
CBSI3aHHBIX C TAPCHTEPATHHBIM BBEJICHHEM BaHKOMHUIIMHA. Y TAI[UCHTOB C BOCIAIUTCIILHBIMH
3a00JIeBaHUSAMU CIIM3UCTON 00O0JIOUKH KUIIEYHUKA CIIEYeT MPOBOAUTh MOHUTOPUHT KOHIIEHTPALIUU
BaHKOMHIIMHA B CBIBOPOTKE KPOBH.

Hegpomokcuunocmo

[Ipy neyeHuM MNaLMEHTOB C COMYTCTBYIOIIMM HapylleHHMEM (QYHKIUH IIOYEK WIM MaleHTOB,
MOJTyYAIOIIUX COMYTCTBYIOIIYIO TEPANUI0 aMUHOTIMKO3UIAMH WIIH APYTUMU HEPPOTOKCUUECKUMHU
IpernapaTamu, CielyeT MPOBOJUTH MEPUOTNUECKUIT MOHUTOPUHT (DYHKIIUU TIOYEK.

Omomoxkcuurnocmaw

[lepuoanueckoe TECTUPOBAHHE CIYXOBOM (DYHKIIMU MOXET OBITh IMOJE3HBIM I MUHHUMHU3AINH
PUCKa OTOTOKCUYHOCTM Yy IMALMEHTOB C COIYTCTBYIOLIEHW IIOTEPEN CIIyXa WM MOJIyYarolIuX
CONYTCTBYIONIYIO TEPAITUIO OTOTOKCUYHBIMU MPENAPATAMHU, TAKUMHU KaK AMUHOTJIMKO3H/IbI.

Meosicnexapcmeenuvie  83auUMOOEUCMBUsL € NPenapamamy,  CHUNCAIOWUMU — MOMOPUKY, U
UHUOUMOPAMU NPOMOHHOU NOMNbL

Crnenyer m3beraThb mpueMa IpernapaTroB, CHUKAIOIUX MOTOPUKY M HEPEeCMOTPETh BOMPOC O
MIPUMEHEHUH HHTMOUTOPOB MPOTOHHOW MOMITBI.

Pazeumue ycmotiuugvix baxmepuil

HepopanLHoe MPUMEHCHUC BAHKOMUIIMHA YBCIIMYUBACT BECPOATHOCTH IMOABJICHUSA PE3UCTCHTHBIX K
BaHKOMUIIUHY HOHyJI)II_II/Iﬁ OHTCPOKOKKOB B JKCJIYJOYHO-KHIICYHOM TPAKTC. HOBTOMy MNPUMCHATH
BAaHKOMHIHWH BHYTPb PEKOMEHIAYETCA C OCTOPOKHOCTBIO.

CTH

Tekymue peKOMEHIAMK 10 BHYTPUBEHHOMY JTO3MPOBAHUIO JIJISl JACTE€H, B YaCTHOCTH IS JETEH
miaame 12 Jer, MOryT NPUBECTH K CyOTepameBTUYECKHMM KOHIICHTpAIUSM BaHKOMHUIIMHA Y
3HAYUTEILHOIO yncia nereii. OaHako 0e30IacHOCTh ITOBBIIMIEHHBIX 103 BAaHKOMHUIIMHA HE ObLIa
JOJKHBIM 00pa3oM OIleHEHa, U B IIEJIOM HeNb3s PEKOMEHJ0BaTh Ooyiee BHICOKHE N03bI, yeM 60
MI/KT/CyT. BaHKOMUIIMH cJeayeT NPUMEHATh C O0COOOM OCTOPOXHOCTBHIO Y HEJOHOIIEHHBIX
HOBOPOXIEHHBIX U IETEH paHHEr0 BO3pACTa M3-3a HE3PEJIOCTU UX MOYEK U BO3MOKHOT'O MOBBILLICHHUS
KOHIICHTPAllUd BaHKOMHIIMHA B CBHIBOPOTKE KpoBH. [103TOMYy y Takux nered clieayeT THIATeIbHO
KOHTPOJIUPOBATh KOHLIEHTPAIMIO BAHKOMHUIIMHA B KPOBH.

OpHOBpeMEHHOE NPHMEHEHHE BaHKOMHUIIMHA U AaHECTETUKOB OBLJIO CBS3aHO C SPUTEMON U
TUCTAMUHOTIOIOOHBIM TIOKpacHeHueM y jaereil. OIHOBpEMEHHOE MPUMEHEHHE BaHKOMHUIIMHA W
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MIPOTHUBOBOCIIANIUTEIIBHEIC TIpenaparhl win am(poTepuiina B ObLI0 CBSI3aHHO C TOBBIIIICHHBIM PUCKOM
HEePPOTOKCUYHOCTU y jeTeil. ClieoBaTeNIbHO, B TAKUX CUTYaIUSX PEKOMEHAyETCs 0oJiee YacThIi
MOHHUTOPHHT KOHIICHTPAIlMU BaHKOMHUIIMHA B CBIBOPOTKE KPOBU M KOHTPOJIb (PYHKIIMH MOYEK (CM.
pasnen 4.5).

Ilepopanvrulii npuem

[IpoBeaeHue cnenuduueckux TECTOB Ha KoJoHW3amuio win TokcuHOB Clostridium difficile ne
pexoMeHayeTcst y aeteit 1o 1 roja m3-3a yacToil 6€CCUMITOMHON KOJIOHHM3AIINH, 32 UCKIFOUYCHUEM
Clly4aeB TsDKEJIOW Auaped y JeTed ¢ (akropamu pHCKa Kompocraza (Takux Kak O0Je3Hb
lupmmpyHra, onepupoBaHHAs aTpPe3wsl 3aJHET0 IMPOXOJa WM JPYTUE TSDKENbIE HapYIICHHS
MoTOpuKkHu). Bo Bcex ciydasx HEOOXOAMMO MPOBOAMTH MOMCK albTEPHATUBHON STHOJOTHUU.
OTHOJIOTUYECKUH  JMAarHO3  JHTEpoKoiuTa, Bb3BaHHOTO  Clostridium  difficile, TpeOyer
MIOATBEPIKICHUS.

4.5. B3aumojeiicTBHe ¢ JAPYrHMHM JIEKAPDCTBEHHBIMH TMpenapaTaMd HW Jpyrue BHJbI
B3aNMMOJAEHCTBUSA

VY mNanMeHToB € BOCHATUTEIbHO-UH(EKIIMOHHBIMH 3a00J€BAHUSAMHU KHIIECYHUKA KIMHUYECKU
3Ha4YMMbl€ CHIBOPOTOUYHBIE KOHLIEHTPALMM BAaHKOMHUIIMHA MOTYT JOCTUIaThCs Jaxe Iocie npuema
npernapara BHyTpb, OCOOCHHO IPY HAIWYHH Y TTAIIHEHTA TIOYEYHON HEI0CTaTOYHOCTH. B 3TOM citydae
BO3MOJKHBI JIEKAPCTBEHHBIC B3aUMOJIECHCTBMS TaKHe K€, KaK U NpPH BHYTPUBEHHOM BBEICHUU
mpernapara.

IIpenapaThl A8 aHECTE3UU U MUOPEIAKCAHThI

[Ipy oOIHOBpPEMEHHOM NPUMEHEHHWH BAHKOMHIIMHA W AaHECTETMKOB OTMEYaJlCh »JpUTEMA,
TMCTaMHHONOJO0OHBIE peakuu M aHaQWIAKTOMJHBIE peakuuu (B TOM UHUCIE CHIKEHUE
apTepHalIbHOTO JaBJICHNUs, ChIllb, KpaMBHUIIA U 3y1). BBeieHne BankoMuinHa B Buje 60- MUHYTHOI
nH(}Y31HU 1epeJl BBeICHHEM aHEeCTETHKA MOXKET CHU3UTh BEPOSITHOCTh BO3HUKHOBEHMS 3TUX PEaKIUii
(cMm. paznmen 4.4). Eciu BaHKOMUIMH BBOJST BO BpeMsl WM cpa3y IOcie OIepaluu, IMpU
OJTHOBPEMEHHOM IPHUMEHEHHUM MHOPEIAKCAaHTOB (HAampUMep, CyKCaMeTOHHMs Hoauaa), TO HX
3¢ dexThl (HepBHO-MbIIIEYHAs 0J10Ka/1a) MOTYT OBITh YCUJIEHBI U TIPOJJICHBI.

IloTeHIIMaabHO OTOTOKCUYHBIE U Hed)DOTOKCI/I‘IHBIe aopenaparsl

[Ipy ogHOBpEMEHHOM W/WJIM IOCIIE0BATEILHOM CHUCTEMHOM WJIM MECTHOM MPUMEHEHHU APYTUX
MOTEHIIMAJIBbHO OTOTOKCHYHBIX W/WIM HEPPOTOKCUYHBIX MpenapaToB  (aMUHOTIUKO3HIBI,
amdorepuiuH B, anetniacanuuuioBas KMCI0Ta WIH IpYTHe CaIUIMIAThL, OalUTpaut, OyMeTaHusI,
KalpeoMHUIIMH, KAPMYCTHH, TAPOMOMUIIMH, LIMKJIOCTIOPUH, «IIE€TIEBBIE) TUYPETUKH, TOTUMUKCHUH B,
KOJMCTUH, BHOMUIIMH, LMCIJIATHH, 3TAaKpHHOBAs KHUCIIOTA, MHUIEPAIUIIMH + Ta3o0akTtaM u
HecTepouaHble mpoTuBoBocnanuTensHble cpeacrsa (HIIBC)) tpebyercst nmpoBeneHune TaTeaIbHOro
KOHTPOJISI 32 BO3MOXKHBIM Pa3BUTHEM CHUMITOMOB OTOTOKCHYHOCTH (UIyM B YIIaX, BEPTHUTO M
CHIDKEHHE CTyXa) U He(pOTOKCHUYHOCTH (YBETWYCHHE KOHIIGHTPAIMA KpeaTHHUHA M MOYEBUHBI B
Iia3Me KpOBH, TeMaTypus, NPOTEHHYpPHUS, Cbillb, 203MHOMGUINS U do03uHOpmIypus). [Ipu
HE00XO0IMMOCTH MPUMEHEHUS TaHHBIX MTPETapaToB cielyeT COOM0IaTh OCTOPOKHOCTb.

AHTUTHCTAMUHHLIE TTPENAapaAThI

I[Ipy  omgHOBpeMEHHOM TPHUMEHEHMH Tpernapara BaHKOMHIIMH € aHTUTUCTAMUHHBIMHU
JICKApCTBEHHBIMH TIperapartaMi (BKIIOYas MEKIO3WH, ()EHOTHA3WUHBI, THOKCAHTEHBI) TOCIICIHHE
MOTYT MACKHUPOBATb CHMIITOMbBI OTOTOKCHYCCKOTO HeﬁCTBHH BaHKOMUIIMHA (H_IYM B ymax,
TOJIOBOKPYKCHHE).

IlepopaiabHbIi IpUEM
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JIEKAPCTBEHHBIX MPENapaToB, 3aMEISIONIMX MOTOPUKY KHUILIEYHUKA, U MIEPECMOTPETh PUMEHEHHE
MHTHOUTOPOB MPOTOHHOM NoMITbl. KollecTUpaMUH CHUXKAEeT aKTUBHOCTh BAHKOMHUIIMHA MIPU MpUEMe
MOCJIETHETO BHYTPb.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

HaHHHe o 0e30MacHOCTHU IIPUMCHCHHA BaHKOMUIMHA IIPH 6epeMCHHOCTI/I OTCYTCTBYIOT. OHCHKa
PE3YIbTATOB SKCIICPUMCHTAJILHBIX I/ICCHG,[[OBaHI/Iﬁ Ha )XMBOTHBIX HC BbIsIBUJIA BJIMAHNWSA BAHKOMUIIMHA
Ha pa3BUTHC 3M6pI/IOHa, Imjioaa u TCUCHUC 6epeMeHHOCTI/I.

B KOHTpOMMpyeMBIX KIMHHYECKUX HWCCICAOBAHUAX BAaHKOMHMIMH BBOIWIA B/B OEpeMEHHBIM
KEHILMHAM C TSKEJI0H CTapMIOKOKKOBOM nH(pekuuen. Bankomuiina Ob11 00HApYKEH B TyTTOBUHHOMN
kpoBu. CiydaeB HEHWPOCEHCOPHOW TYrOyXOCTH WIM HE(PPOTOKCUYHOCTH, CBSI3aHHBIX C
BaHKOMHUIIMHOM, OTMEYeHO He Obuto. OAMH HOBOPOXKACHHBIM pPEeOEHOK, Ybsi MaTh IMOJydaja
BankomunuH B III TpumecTpe 6epeMeHHOCTH, CTpaaal KOHAYKTUBHOW TYrOyXOCTBIO, YTO HE OBLIO
CBSI3aHO C IPUEMOM BaHKOMUIMHA. [I0CKOIBbKY KOIMYECTBO MAI[IEHTOB B 3TOM HCCIIEI0BaHUU ObLIO
OTpaHUYCHO W BaHKOMMIIMH BBOAMIIU keHIIMHAM TosibKo Bo II u III Tpumectpe OepemeHnHocTH, TO
TOYHBIX JAHHBIX O BIMSIHUYM BaHKOMUIIMHA HA IJI0]] TIOJIY4YEHO He ObLIO.

[Ipenapat BaHKOMUIIMH cCleqyeT NPUMEHATh NpU OEPEMEHHOCTH TOJIBKO B cllydyae KpalHeil
HE00XOMMOCTH MO KOHTPOJIEM KOHLIEHTpPAIlMM BaHKOMMIIMHA B KPOBH, YTOOBI MUHUMHU3UPOBAThH
PUCK TOKCHYECKOIO BO3JCHCTBHMS BaHKOMHIMHA Ha IutoA. [IpemapaT mnpoTHMBOIIOKA3aH K
npuMeHeHuo B I TpumecTtpe 6epeMeHHOCTH cM. pasjen 4.3).

[Ipumenenne Bo II u III TpumecTpax OEpEeMEHHOCTH BO3MOXXHO TOJIBKO IO <(OKU3HEHHBIM»
[IOKA3aHUsM B Cilydae, KOrJa OXujaeMas IoJib3a TEPAUu JJI MaTepy IPEBBIIIACT TOTCHIUAIbHBINA
PHUCK I II0JA.

JlakTanus

BaHKOMI/IHI/IH BBIACIISICTCA C T'PYAHBIM MOJIOKOM. HpI/I HGO6XO}II/IMOCTI/I MNPUMCHCHUS IIpeIiapaTra B
nepruon JJakTaluu CICAYCT NPEKPATUTD T'PYJHOC BCKAPMIIMBAHUC HA BPEMS JICUCHUSA IPCIIaAPaATOM.

4.7. Biausinue Ha CIOCOOHOCThH YHupaBJsiTb TPAHCIOPTHBIMH CpPEACTBAMH H paﬁoTaTb C
MEXaHU3MaMHu

CneunanLHme HUCCiIC€a10BaHus BIIMAHNA BAHKOMHIIMHA HAa CIIOCOOHOCTE K BOXJICHHUIO aBTOTPAaHCIIOpTa
" YIPAaBJICHUIO MCXaHNU3MaMH HC ITPOBOAUIINCE.

Bo Bpewmst nedeHHs MOXKET OILIYIIAThCS CHM)KEHHWE KOTHUTUBHBIX (QyHKIui. [lanmeHToB ciemyer
MHPOPMHUPOBATH O BO3MOXHOM TOJIOBOKPYKEHHMH, CBSI3aHHOM C THaJeHHEM apTepHaIbHOTO
naBneHus. Crenyer peKOMEHIOBaTh WM  COONIOAATh  OCTOPOKHOCTh TPU  YIPABIEHUU
TPAHCIOPTHBIMU CPEJICTBAMU WJIM BBINOJHEHUU PadOT, TPEOYIOUIMX MOBBIIIEHHONH KOHIIEHTPALUH
BHHUMaHUS U OBICTPOTHI ICHXOMOTOPHBIX PEAKIIHIA.

4.8. HexxennaTesbHbIE peakuu

Pesrome nmpodmig 0e30macHoCTH

Haubonee pacnpocTpaHeHHBIMHU SBISIOTCS MH(Y3UOHHbBIE HEXKENaTeNIbHbIE PEAaKIIUHU, CBI3aHHBIE CO
CJIMIIKOM OBICTPBIM BBEIEHUEM BaHKOMHUIMHA, TaKHE Kak (1eOUT, CEeBAOAITIEPIrUUECKIE PeaKuK
U TIOKPACHEHUE BEPXHEHN YacTH Tena («CUHAPOM KPAaCHOM LIEN», «CHHIPOM KPaCHOIO YEJIOBEKA).

IIpu npueme BHYyTph BCachIBAHWE BAHKOMUIIMHA U3 JKEITYJO0YHO-KUIIEYHOTO TPAKTA HE3HAUYUTEIBHO.
OnHaKo MpH BBIPAXKEHHOM BOCIIAJIEHUH CIIM3UCTON 000JI0UKM KUIIEYHUKA, OCOOCHHO B COUETAHUU C
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KOTOPLIC BO3HUKAKOT IIPU MMAPCHTCPAJIbHOM BBCACHNH BAaHKOMUIIMHA.

Ha ¢one neueHnss BAHKOMHIIMHOM COOOLIANIOCH O CEPhE3HBIX KOMKHBIX HEXKENATENbHBIX peaKIusiX,
BKitouass cuHjapoM CrtuBeHca-/[KOHCOHA, TOKCHUUYECKHH H3MNMJIEPMAIBHBIM HEKPOJIU3 (CHHIPOM
Jlaiienna), JeKapCcTBEHHAs peakius C 203uHOGUIMEd u cuctemMHoOW cumnromatukord (DRESS-
CHUH/IPOM) U OCTpPbII T€HEpaIN30BaHHbIN 3k3eMaTo3HbIN mycTyiie3 (OI'DII) (cm. paznen 4.4).

TabanaHoe pE3FOME HEXKENIaTEIbHBIX peaKIIHi

HexenarenbHble peakuuu, 3aperuCTpUpPOBAHHBIE B XOJI€ KIMHUYECKHX UCCIEIOBAHUM U B
MIOCTPErUCTPAILIIOHHOM OIBITE MPUMEHEHHUS, IIPE/ICTABICHBI B COOTBETCTBUHU C MIEPEYHEM CUCTEMHO-
OpraHHBIX KJIACCOB B IMOCJIEIOBATEILHOCTH MEIUIIMHCKOTO CJIOBAps TEPMUHOB ISl PETYIISITOPHOU
nestenpHoctn  (MedDRA). Yactora BO3HHMKHOBEHHS OINpENEsiaCh B COOTBETCTBHHM  CO
CJICIYIOIIUMH KaTETOPUSIMU:

oudeHb yacto (>1/10);

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

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

penko (=1/10 000, ro <1/1 000);

oudeHb peako (<1/10 000);

94acTOTa HEM3BECTHA (HA OCHOBAHWHU MMEIOIINXCS TAHHBIX OIIEHUTh HEBO3MOXKHO).

CucTeMHO-OpraHHbIil KJace Yacrora HesxkenarenbHas peakuus
oOpaTrMasi HEUTPOIIEHUs, arPaHyJIOLUTO3,
penko 703uHODHIITHS, TPOMOOIUTOTICHUS,
Hapymienust co cTOpoHBI KpOBU
. MaHLIUTOIECHUS
n J'II/IM(i)aTI/I‘-IGCKOI/I CHUCTCMBI
yacTtoTa .
JICUKOIICHUA, aHEMUA
HEU3BECTHA
Hapyuienust co cTopoHsl — peaKly TUIepYyBCTBUTENBHOCTH,
MMMYHHOMN CUCTEMBI P aHa(UIAKTHYECKUE PEAKITUU
HEYaCTO npexoJduad Ui MOoCTOAHHAad MoTeps Cliyxa
Hapyuienust co cTopoHsl peaKo BEPTUTO, ITYM B YIIaX, TOJIOBOKPYKEHHE
opraHa ciryxa u JJaOupuHTa 4acToTa
CHIKEHHUE CIyXa
HEU3BECTHA

Hapymienust co cTOpoHBI
OYEHb PEJIKO | OCTAHOBKA cep.ra

cepaua
JacTo CHIDKEHHUE apTepHaIbHOIO JIaBJICHUS
Hapymienus co cTopoHbl pPEeIKO BACKYJIUT
COCYyJ0B JacToTa
IIIOK
HEW3BeCTHA
Hapymenust co ctTopoHbl
JIBIXaTeJIbHOM CHCTEMBEI,
N JacTo OJIBIIIKA, CTPUIOP
OpTaHOB TPYAHOU KJIETKH U
CpPENOCTEHHUS
peIKo TOIIHOTA
MICEeBIOMEMOPaHO3HBII KOJIUT
Hapymienust co cTopoHsI OYCHb PEIKO

(cm. paznen 4.4)
KEITYAOYHO-KUIIIEYHOTO TPaKTa

gacTrora

BOTA, IAapest
HEU3BECTHA p » A1ap
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- FTOCHEQOBATERBHOCTE 0001)
CHCTEMHO-OPraHHbIN KJIACC Yacrora 1

MOKpPACHEHHUE BEPXHEH YacTH Telia
(«CHHIIPOM KPaCHOTO YEJI0BEKa»),
9K3aHTEMa U BOCIAJICHUE CIIU3UCTOM
000JI09KH, 3y/]1, KpAITMBHHAIIA

qacCTo

9KC(ONMATUBHBIN IEPMATHT, CHHAPOM
CruBeHca-/I>koHCOHA, TOKCMYSCKUH
Hapy1ienusi co CTOpOHBI KOKH | OYEHb PEJIKO | AMUIEPMATbHBIN HEKPOIU3 (CUHIPOM
Y MOJKOKHBIX TKaHEH Jlatienna), nuaeapHbrii IgA-3aBUCHMBII
OyJuIe3HBIN IepMaTo3

JICKapCTBEHHAS PEAKIUs C S03UHODIIHEH U
cucreMHon cumnromarukor (DRESS-

4acToTa N o
CUHPOM), OCTPBIN TCHEPAITU30BAHHBIN
HEU3BECTHA N "
HK3aHTEMAaTO3HBIN MyCTYyNe3, 3y, 3yASIIUN
JiepMaTo3
MoYeYHast HEJOCTATOYHOCTD,
4acTo MIPOSIBIISIONIASICS B OCHOBHOM YBEITHUCHUEM
KOHIICHTPAIIUH CHIBOPOTOYHOTO
Hapy1ieHust co CTOPOHBI ITOYEK KpeaTHHWHA U CBIBOPOTOYHON MOYCBHUHBI
¥ MOYEBBIBOJISIINX MyTeH e1KO WHTEPCTUIMATIBHBIA HePPHUT, OCTpas
p [MO4YeYyHast HEAOCTATOYHOCTD
Hacrota OCTPBIN TYOYIIAPHBIIA HEKPO3
HEN3BECTHA p yoyIip p
¢1eduT, MoKpacHEHHE BEpXHEW YacTu Tena
qacTo

U JIHLa

JIeKapCTBEHHAs TMXOPajKa, 03HOO, O0Jb,
€IKO CI1a3M MBI TPYIHOHN KIIETKH U CITHHEI
b
HEKpPO3 TKaHE! B MECTE BBEJICHUS

OO0mue HapyIIeHUS U PeaKIuu
B MECTE BBEJICHHUS

qyacTtoTa

00JIb B MeCTe BBCACHUS
HCHU3BCCTHA

Onucanue OTCNIbHBIX HeXKEIATSAbHBIX PEAKIIUN

OO6patumasi HEUTpPOTEHUST OOBIYHO BO3HUKAET Yepe3 HEJENI0 U 0oJiee mociie Havana BHYTPUBEHHOM
Tepanuyu BAHKOMUIIUHOM WJIH MOCJIE JOCTHUKEHHsI 001Iel 10361 BAHKOMUIIMHA OoJee 25 T.

Bo Bpems mnm Bckope TOCHE CIHMIIKOM OBICTpON WH(Y3WM BAaHKOMHIIMHA Y TAIIMEHTOB MOTYT
pa3BUTbcA aHAPUIAKTOWIHBIE W aHA(UIAKTHYECKHE DPEaKIMH, BKIOYas OPOHXO00OCTPYKTHBHBIN
CUHPOM (CHIDKEHUE apTEPHAIBHOTO TABJICHHUS, BIJIOTH JI0 IIIOKA U OCTAHOBKH CEP/IIIA, IbIXaTeIbHbBIE
IITYMBI, OJIBIIIIKA, KOXKHAS ChITb, 3y/). BeICTpOoe BBeIeHNe MpenapaTa Tak:Ke MOXKET BBI3BATh CHHIPOM
«KpacHOTO 4delioBeKay (03HOO, IMXOpajKa, YYalleHHOE CepaIeOneHne, THUIEPeMHUs BepxHEH
MOJIOBUHBI TYJIOBUIIA W JIMIIA, CIIa3M MBIIIL TPYJHOM KIETKW M chnuHbl). [locne mpekpamieHus
MH(Y3UN peaknuu 0OBIYHO MPOXOAIT B TeueHue 20 MUHYT, HO WHOTJA MOTYT IPOJOJDKATHCS 0
HECKOJIbKMX 4acOB. BaHKOMUIIUH clielyeT BBOAUTH MEAJIEHHO (cM. pa3zaenbl 4.2 u 4.4.)

[Tocne BHYTPUMBITIIEYHOTO BBEACHUS TIpenapaTa MOXET pa3BUThCS HEKPO3 (cM. paznen 4.4).

Y pdaa MaoueHTOB, MOJYYaBIIMX BAHKOMMIIWUH, HaGHIOIIaHI/ICL CUMIITOMBI OTOTOKCHYHOCTH. OHH
MOTYT OBITh TNPEXOISAIIMMU M HOCHTh TOCTOSHHBIA XapakTep. BONBIIMHCTBO TakKWX CIlydacB
Ha6m0;[an005 Y NalCHTOB, TOJYYaBIINX BBICOKHUC NO3bl BAHKOMHUIIMHA, C TYTOYXOCTBIO U OYEeYHOU
HEJIOCTaTOYHOCTHIO B aHAMHE3E MIIM Y TAIIMEHTOB, TOJIYYaBIINX OJTHOBPEMEHHOE JICUCHHE PYTUMHU
npenaparaM € BO3MOXXHBIM PAa3BUTUECM OTOTOKCHMYHOCTH, HAIIPUMCP, AMHUHOTITIMKO3UAaMU (CM.
paznensi 4.4 u 4.5).
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(NOCNEOCBATENEHOCTE 00071)

€TH

[Tpoduns O6e30macHOCTH y IeTel B B3pOCIIBIX, KaK MPaBwiIo, coryiacyercs. HepoTokcuaHOCTh Obliia
OlKCaHa y JeTeil OObIYHO B CBSI3M C OJHOBPEMCHHBIM MPUEMOM JPYTHUX HEPPOTOKCHYHBIX
JICKApCTBCHHBIX CPCACTB, TAKUX KaK aMHUHOITIMKO3U/IbI.

COO6H_I€HI/IG 0 IMOA03PEBACMBIX HEKECIATCIIbHBIX PCAKIIHUAX

BaxHo coo0mare 0 mogo3peBaeMbIX HEXENATeNbHBIX PEaKIHsIX MOCie PerUCTpally Mmpernapara ¢
LeJIbI0 00€eceueH s HEIPEPHIBHOIO MOHUTOPHHIA COOTHOLIEHHUS «I10J1b3a - PUCK» JIEKAPCTBEHHOI'O
npenapara. MeIuIMHCKUM paOOTHHKaM PEKOMEHIYETCS COOOIaTh O JIOOBIX I0I03PEBAEMBIX
HE)KEJATEeNbHbIX PEAaKLUAX JIEKAPCTBEHHOIO IIpenapara 4epe3 HallMOHAJIbHbIE CUCTEMBbl COOOILIECHHS
0 HEXeJIaTeNbHbIX peaKlUsiX rocyJapcTB - WieHOB EBpa3uiickoro 3kOHOMHUYECKOI0 COr03a.

Poccuiickas ®@edepayus

denepanbHas ciryx0a 1o Haa30py B cdepe 3npaBooxpanenus (Pocsnpasuamzop)

Anpec: 109012, r. MockBa, CnaBstHCKas 1U1011a1b, 1. 4, cTp. 1

Temn.: +7 800 550 99 03

DnekTpoHHas rmoura: pharm@roszdravnadzor.gov.ru uinu npr@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEICKOMMYHHUKAITUOHHON ceTu «nTepHeT™:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMOTOMBI
VYcunenue BEIPaXKEHHOCTH J10303aBUCUMBIX TTOOOYHBIX SIBICHUH.
Jleuenue

Crnieunguyeckoro aHTUA0Ta HET. PEeKOMeHTyeTcst OTMEHUTD Ipernapar Wik CHU3UTH 103y. [IpoBoasT
CUMIITOMAaTHYECKYI0 TEpanuio, HalpaBI€HHYIO Ha TOJJepKaHHe KIyOOUKOBOM (MIBTpALIUU.
Pexomenayercs BBEACHUE )KUIKOCTH U KOHTPOJIb IIJIA3MEHHBIX KOHIIEHTPAlMii BAHKOMMIIMHA.

BaHkoMMIIMH IUIOXO YyJansercs IpH IOMOIM Jauanu3a. MMeroTcs cBeJeHuss O TOM, 4TO
reMo(uabTpanysg U remornepdys3ust depe3 MoiaucyiabPOHOBYI0O HOHOOOMEHHYIO CMOJY NMPUBOJASAT K
YBEJIMUEHUIO KIMPEHCA BAHKOMUIMHA.

5. DPAPMAKOJIOTHUYECKHUE CBOWCTBA

5.1. ®apmakoauHAMHYECKHE CBOMCTBA

dapmakoTeparieBTU4YeCcKasi Irpynna: aHTUOAKTepHalbHbIE CPEICTBA CUCTEMHOTO JEUCTBUS; JIpyTrHe
aHTHOaKTepUalIbHbIE CPE/ICTBA; AHTUOAKTEPHAIIBHBIE CPEJICTBA MNIMKONENTUIHON CTPYKTYPBI.
Kon ATX: JO1XAO1

MexaHn3M aeiicTBUS

BankoMuniuH sBisieTCSs TPULMKINYECKUM TJIMKOMENTUAHBIM AHTUOMOTUKOM, BBIICIEHHBIM W3
Amycolatopsis orientalis, KOTOpbI# MHTHOUPYET CHHTE3 KJIETOUYHOW CTEHKH y YyBCTBUTEIbHBIX
OaxkTepuil MyTeM CBA3BIBAHUS C BHICOKMM CPOACTBOM ¢ D-anmanun-D-anaHWHOBBIM KOHIIOM KJIETOK-
MIPEILIECTBEHHUKOB KJIETOUYHOM CTEHKU. bakTepuuugHoe AelcTBHME BaHKOMUIMHA IMPOSBIIAETCS B
CIIOCOOHOCTH HMHTHOWpOBaHUS OMOCHHTE3a KJIETOYHOW CTEHKH OaKTepuid, CIOCOOEH HW3MEHSTh
MIPOHHUIIAEMOCTH KJIETOUYHOU MeMOpaHbl OakTepuil u u3MeHsTh cunre3 PHK.

dapmarkogmnHamMudeckue 3O HEKTHI

CoTHomeHre MeXIy IUIOMmaaslo noj (papmakokuHerndeckoil kpuBoil (AUC) u MUHHMAaIbHON
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3¢ (HEeKTHBHOCTH BAaHKOMHIIMHA B OTHOIIEHUM II€JIeBOr0 BO30ymuTens. Ha ocHOBaHMM HaHHBIX in
Vitro, NaHHBIX, TOJYYCHHBIX Y JKUBOTHBIX M OTPAHMYCHHBIX JAHHBIX y YEJIOBEKA, COOTHOIICHUE
AUC/MUK pasHoe 400 Obu10 ycTaHOBiIEHO Kak IieneBoe cootHomeHne OK/DJ] mapamerpa mis
JTOCTHKCHHS KITMHUYECKOH ) pexTnBHOCTH BaHKOMHITMHA. [ mocTrkerus neneBoit MUK 2 mr/n
TpeOyeTcss JO3UpOBaHWE B BEPXHEM JMANa30HE H JOCTHKCHHE BBICOKOW KOHIICHTPAIIUU
BAaHKOMHUIIMHA B CHIBOPOTKE KpoBH (15-20 mr/m).

MexaHHU3M pE3UCTEHTHOCTH

[IpnobpereHHass pe3UCTEHTHOCTh K TJIMKOTIENTHIaM HanOoJyiee pacipocTpaHeHa Y SHTEPOKOKKOB U
OCHOBaHa Ha MPHOOPETEHUU DAIUYHBIX KOMIUIEKCOB T'e€Ha van, KOTOpble MOAUGUIUpPYOT D-
ananui-D-ananuHOBY0 MullieHb B D-ananun-D-nakrar wim D-anmanwi-D-cepun, KOTopble II0XO
CBSI3BIBAIOT BAHKOMMIIHH.

BankomunuH mpexacraBnsier co0oil  OakTepULMIOHBIA MpenapaT B OTHOIIEHWH MHOTHX
IPaMITOJIOKHTEIILHBIX OaKTEpHid M OAKTEPUOCTATUICCKUH ITpermapaT B OTHOLECHUH Enterococcus spp.
baktepunuanoe BnusiHue Ha Enterococcus spp. AOCTUTaeTcss KOMOMHHUPOBAHHBIM Ha3HauYE€HUEM
BaHKOMHUIIMHA W aMUHOIJIMKO3WJIOB. B HEKOTOpBHIX cTpaHax HAOIOMACTCs ydYallCHHWE CITydacB
PE3UCTEHTHOCTH, B YACTHOCTH, Y SHTEPOKOKKOB; OCOOEHHO OMACHBIMH SIBJISIFOTCSI MHOKECTBEHHBIE
PE3UCTEHTHBIE ITAaMMEbI Enterococcus faecium.

[lepekpecTHass YCTOMYMBOCTH MEXAY BAaHKOMUIIMHOM U AaHTUOMOTHKAMU JAPYTUX KIACCOB
otrcyTcTByeT. [lepekpecTHasi pe3UCTEHTHOCTh K JAPYTMM TJIMKOMENTHAHBIM aHTHOMOTHUKAM, TaKUM
KaK TEWKOIUIAaHWH, CYIIECTBYET. BTOpHYHOE pa3BUTHE PE3UCTEHTHOCTH BO BpEMsl TEpaluu
BCTPEYAETCS PEIKO.

BaHKOMHMIIMH akTMBEH B OTHOUICHUU 2paMNONONCUMENbHBIX MUKpOOopeanuzmos: Staphylococcus
aureus, Staphylococcus haemolyticus, Staphylococcus epidermidis (BKJt0O4ass WX TETEPOTCHHBIC
METHLMJUIMH-YCTONYMBBIE IITaMMBbl), Streptococcus spp. (Streptococcus pyogenes, Streptococcus
pneumoniae, Streptococcus agalactiae M npyrue, BKIOYas NEHUIWUIMH-YCTOMYHMBBIE LITAMMBI),
Enterococcus spp. (B 1.4. Enterococcus faecalis), Clostridium spp., Propionibacterium acnes,
Actinomyces spp., HeKOTOpbIe mTaMMmbl Lactobacillus spp., Rhodococcus spp., Corynebacterium
spp., Listeria monocytogenes.

In vitro HEKOTOpBIE M30JIMPOBaHHBIE MITaMMbl Enterococcus spp. n Staphylococcus spp. MOTyT
IPOSIBJISATH YCTOMYMBOCTh K BAHKOMUIIMHY.

B xoMOuHanmuu ¢ reHTaMMIMHOM, TOOpPaMULIMHOM, pU(PaMIUIMHOM, UMHUIIEHEMOM HaOJII01aeTCs
CHUHEPTU3M JIeHCTBUA B OTHOLIEHUU Staphylococcus aureus. B HEKOTOPBIX CiIydasx IpyU KOMOMHAITUH
BaHKOMHULIMHA M pHU(paMIHUIMHA HAOIIOJAeTCsl aHTAaroHW3M JAEWCTBUS B OTHOIICHHWH IIITAMMOB
Staphylococcus spp., naHHass KOMOMHALUS MPENapaToB MPOSIBISAET CUHEPIU3M JACUCTBUS TaKXkKe B
OTHOIIIEHWU HEKOTOPBIX IITaMMOB Streptococcus spp.

BaHkoMMIIMH HE aKTUBEH in Vifro B OTHOIIEHMHM TIPaMOTPULATENBHBIX MHUKPOOPIAaHU3MOB,
MUKOOaKTepHii U TpuoOOB.

Ontumywm neiictBus - npu pH 8, npu cHwkeHnu pH 10 6 3P PeKT pe3ko yMEHbIIAeTCs.

Pa3BuTHe PE3UCTEHTHOCTH CTa(UIOKOKKOB BO BpeMs IMPOBENEHHUS Tepaluu BCTPEUAETCS OYEHb
penko. 3nadenne MIIK (MuHMManbHAas TOAABISIONIAS KOHLEHTpALMs) Ul OOJBIIMHCTBA
YYBCTBUTEJbHBIX K AHTHOMOTHKY MHKPOOPraHM3MOB MeHee 5 MKr/mi, 3HadeHne MIIK s
YCTOMUYUBBIX K BAHKOMUIIMHY IITaMMOB Staphylococcus aureus nocturaetr 10-20 mr/m.

[Tpn mpuMeHeHNH BHYTPh OKAa3bIBa€T MUHUMAJIBHOE CHCTEMHOE JIeiiCTBHE, NEHCTBYET MECTHO Ha
YyBCTBUTEIbHYI0 MHKpodopy B kemynouno-kumeuyHoM tpakte (KKT) (Staphylococcus aureus,

Clostridium difficile).

5.2. ®apmakoKHHeTHYECKHE CBOHCTBA
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AGcopOrus

[Tocme mpuema BHYTPh BAaHKOMHIIMH BCACHIBAETCS B MHHHMAJBHBIX KOJIHYECTBaX. AOcopOIms
rpernapaTa He3HAUUTEIbHO BBIIIE MPU BOCHAIIEHUU CIM3UCTON 000J0YKY KUIIICYHUKA. Y MallMeHTOB
C BOCMAJICHUEM CIIM3UCTONH OOOJIOYKM KHINECYHHKA MAaKCUMaJIbHAs KOHIICHTpAIWs Tpernapara B
ma3Me KpoBH mnocie npuema S00 Mr kaxasie 6 4 BappbUpyeT B Iipeaenax ot 2,4 10 3 Mr/i.

[Tocne BHYTpUBEHHOTO BBEACHUSI BAHKOMUIIMHA B 7103€¢ 500 MI marenTaM ¢ HOpMaJIbHOM (yHKIHEH
IoYeK Hanbosiee BbICOKasi KOHIIEHTpalLus pernapara B IjIa3Me KpoBH 0TMEYaeTCsl HEOCPEICTBEHHO
nocye BBeeHHs npemnapara (33 mr/i), uepes yac mocie BBeIeHHUs] OHa CHIDKAeTcs 70 7,3 MI/I.

[Tocre BHYTpUBEHHOTO BBEACHMS BAHKOMHIIMHA B J03€¢ | I KOHIEHTpanus Ipernapara B IulazMe
KPOBH yJIBaWBACTCS; HEMOCPEICTBEHHO MOCIIE BBEACHUS OHA cocTaBisieT oT 50 o 60 MKr/mit; depes
2 gaca - ot 20 10 25 mr/it; yepe3 11 1 mocie nHdy3uHU KOHIIEHTPAIMs BAHKOMHUITMHA BAPbUPYET OT 5
110 10 mr/mut.

Pacnpenenenue

O6beM pacrpeseleHds cocTapiseT okono 60 11/1,73 m? mosepxHoctu Tena. Kak mokasana

yIbTpadUIbTpalns, IPH KOHIIEHTPAIIMH B CHIBOPOTKE KpoBH oT 10 mr/in g0 100 Mr/i, cBs3bIBaHHE
BAHKOMHUIIMHA ¢ OelIkaMu Tu1a3Mbl KpoBH coctaBiisieT 30-55 %.

[Tocne B/B BBeICHHSI BAHKOMHIIMH OOHAPY>KHMBAETCS BO MHOTUX TKaHIX OpraHu3Ma (MOYKH, IeUeHb,
JIETKUE, CepJille, CTEHKH COCYJOB, CTEHKM aOCLecCOB, B TKAHU YIIKA MpPEICepausi) U KUAKOCTAX
opranusma (TJIeBpaJIbHOM, MEepUKApANAIBLHON, ACIUTUYECKOW, MEePUTOHEATbHON, CHHOBHAIBHOMN
KHUJAKOCTAX), a TaKK€ B MOYE B KOHIEHTpAIMAX, HHTUOMPYIOIIMX POCT YYBCTBUTEIbHBIX
MUKpPOOPTaHW3MOB. BaHKOMHUIIMH MEAJIEHHO MPOHHKAET B CIMHHOMO3TOBYIO KHUIKOCTb, OJHAKO
CKOpOCTh IPOHUKHOBEHHUS uepe3 TremMaTodHIeQalnyeckuil Oapbep MNpsMO NPONOPLIUOHATIBHO
YBEJIUYMBAETCS IPU BOCTIAJIEHUH MO3TOBBIX 000JI0YEK.

BaHKOMHIIMH MPOHUKAET Yepe3 IJIalleHTapHbId Oapbep W BBLACISICTCSA ¢ TPYIHBIM MOJIOKOM (CM.
paznen 4.6).

buorpaucdopmars

Baukomunyx MPAKTUYCCKHU HEC MeTa6onH3preT05{.

OnMMUHALNS

Ilepuon nomysbiBeneHus (T1/2) BAHKOMUIIMHA U3 TUIa3Mbl KPOBU B Cpe/IHEM cocTaBisieT 4-6 4 (39 u)
y B3pOCJBIX MAalMEHTOB C HOPMajJbHOM (yHKIMEH IMOYeK; y HEJOHOIIEHHBbIX aered - 9,8 u; y
HOBOPOXKJEHHBIX - 6,7 4; y ieTell B Bo3pacTe 4 MecsALeB - 4 4; y nereil B Bo3pacte 3 JeT - 2,2-3 u; y
neteit B Bo3pacte 7 net - 2,2 4. 75-90 % BBeieHHOM 103bI BAHKOMHITMHA BHIBOJUTCS ITOYKAMH 33 CUET
KITyOOUKOBOH (DUIIBTPAIIK B MEepBbie 24 4 B HEU3MEHEHHOM BUJIE.

[TnasmenHsIii kimpeHce coctarisieT okoiio 0,058 1/kr/4, a moyeunsrit KiupeHc - okoio 0,048 ji/kr/4.

B He3HauuTENBHBIX KOJIHMYECTBAX (MCHCC 5 %) MOET BBIBOJUTHCSA C Kelubio. B HeOOIBIINX
KOJIMYCCTBAX BBIBOAWUTCA IIPU rEMOAUATIN3EC NJIU IICPUTOHCATIBHOM JTUAJIU3C.

XoTs1 BAHKOMHIIMH He 3((HEKTUBHO YCTPAHSIETCS TeMOAUATN30M UM MEPUTOHEATBHBIM THATH30M,
coo0maock 00 yBENMYECHHH KIMpPEHCA BAaHKOMHIIMHA MPU TeMmornepdy3un W TeMo(rIbTpaluu.
[locne mepopaiabHOTO MpHUeMa TOJBKO YacTh MPUHATOM J103bl BBIBOJUTCA C MOYOW. Bbicokue
KOHIICHTPAIlUd BAHKOMUIIMHA OOHapy kuBatoTcs B kaje (>3100 mr/kr mpu go3ax 2000 Mr/cyTkm).

JIMHEHHOCTB/HEIUHENHOCTD

KonnenTpanusi BaHKOMHUIIMHA OOBIYHO YBEITWYUBACTCS MPOMOPIHOHATIBLHO YBEIHYCHHUIO JO3BI.
KonnenTpanuu B rmia3Me npy BBEICHUU MHOTOKPATHBIX 103 AHAJIOTUYHBI KOHIIGHTPAIMSIM B TTa3Me
MOCJIe BBEJCHUS OJTHOKPATHOM JIO3BI.

dapMaKOKMHETHKA Y OTACILHEIX T'PYIII MAIMEHTOB
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Hat;uenmbz nooaicus10co eo3pacma

OOmMii CHCTEeMHBIN U MIOYEUHBIH KIIMPEHC BAHKOMUIIMHA Y MOKUIIBIX JIFOJICH MOKET OBITh CHIIKEH.
Iayuenmoi ¢ napywenuem yHKyuu nouex

BankomHIIMH B IEPBYIO OU€pe/Ib BEIBOJUTCS B pe3yiIbTaTe KIIyOOUKOBOW (PUIbTpAK. Y MalMEeHTOB
C HapyIIEHHOU (QYHKIIUEH MOYEK KOHEUHBIN TIEPHO/I TTOTYBBIBEICHUSI BAHKOMHIIMHA YBEIIMYHBACTCS,
a o0LIUH KIIMPEHC CHUKAETCS.

CreoBaTelIbHO, ONTHUMAJIbHAS J103a JIOJDKHA PACCUUTHIBATHCS B COOTBETCTBUHU C PEKOMEHIAIIMSMH
0 JI03UpOBaHUIO (CM. pasnen 4.2).

Tlayuenmol ¢ Hapywenuem gyukyuu nevenu
®apMaKOKHMHETUKA BAHKOMULIMHA HE U3MEHSAETCS Y NAMEHTOB C IEYEHOYHON HEAOCTATOYHOCTBIO.
bepemennvie

I[JI?I AOCTHIKCHUSA TCPAIICBTUYCCKUX KOHHGHT’paHI/Iﬁ B CBIBOPOTKC Yy 6€p€M€HHI>IX KCHIIHMH MOXKCET
HOTpC6OBaTI>C$I 3HAYUTEILHO 00JIee BBICOKAs J03a.

HCZI/;MGHWIbl C UBOLIMOYHBIM 8ECOM

PacnpenencHre BaHKOMUIIMHA MOKET OBITh HAPYIICHO Y MAIUEHTOB C M30BITOYHBIM BECOM H3- 32
yBEIHUCHUST 00beMa pacrpeesieHus], TOUYSYHOTO KIIMPEHCA U BO3MOXXHOTO M3MCHCHHUSI CBSI3bIBAHUS
¢ Oenkamu 11a3Mbl. B 3TuX cyOmonysisiusx KOHIIGHTPAIUsl BAHKOMHIIMHA B CHIBOPOTKE ObLIA BHIIIIE,
YeM OXKUJIAJTI0Ch Y 3/IOPOBBIX B3POCIBIX MYXYHH (CM. paznen 4.2).

CTH

dapMaKOKMHETHKA BaHKOMUIIMHA JEMOHCTPUPYET MIMPOKYIO UHAUBUIYAIbHYIO BapuabeIbHOCTh y
HOBOPOXXJICHHBIX. Y HOBOPOKAECHHBIX IOCJIE€ BHYTPUBEHHOTO BBEAEHUS OOBEM pacIpeesieHus
BaHKoMulMHa BapbupyerT oT 0,38 mo 0,97 n/Kr, aHaJOTMYHO B3pOCIBIM, TOTJA KakK KJIMPEHC
konebnercs ot 0,63 no 1,4 mu/kr/mus. I[leproa nonyssiBenieHus Bapsupyercs ot 3,5 1o 10 4, u oH
JOJIbIIe, YEM Yy B3pOCIBIX, YTO OTpakaeT OObIUHbIE OoJiee HHU3KME 3HAYCHHUsS KIHMpeHca Yy
HOBOPOJKJICHHBIX.

VY MnazeHIeB u aeTel crapiiero Bo3pacta o0beM pacnpenenenus coctasiser 0,26-1,05 i/kr, Toraa
Kak KiupeHc konebnercs mexay 0,33-1,87 mi/kr/mMuH.

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. IlepeyeHb BcoMoOraTe/ibHbIX BelleCTB

OTCyTCTBYIOT.

6.2. HecoBmecTMOCTB

JlaHHBII JIEKapCTBEHHBIM Npemnapar HeE CIeAyeT CMEIIUBaTh C JAPYTMMH JIEKapCTBEHHBIMU

npenaparamMu, 3a UCKIFOUCHUCM YIIOMSAHYTBIX B pa3Jiciic 6.6.

PactBop BaHkoMuIIMHA MMeeT HU3KHM pH, 4TO MOXET BBI3BaTh (U3MYECKYIO WM XMUMHYECKYIO
HECTaOMJILHOCTh MPU CMEIINBAHUY C APYTUMH PacTBOPaMH.

He pekomenmyercss cMemMBaTh WJIM OJHOBPEMEHHO HCIIONB30BaTh PACTBOP BAaHKOMHUIIMHA C
XJIOpaM(I)eHI/IKOJIOM, TJIIOKOKOPTUKOCTCpOUAaMH, MCTULMIJIMHOM, aMI/IHO(i)I/IHHI/IHOM,
nedanocnopuaamMu ¥ peHOOAPOUTATIOM.

Crenyer n3beratb CMEIIMBAHUS CO LIETIOYHBIMU PACTBOPAMHU.
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PactBopbl BaHkoMHMIIMHa U OeTa-TaKTaMHBIX AHTHOHOTHKOB - ABIHIOTC. E@E%ﬂ&%ﬂé—é}(h

HECOBMECTUMBIMU TPU CMEIIMBAHUU. BEposSTHOCTh NpEelHUOUTAIIMH BO3pAcCTaeT C YBEIUYCHUEM
KOHIICHTpallud BaHKOMHIIHA. HeoOX0oauMO TIIATEeNbHO MPOMBITH CUCTEMY JUIsi BHYTPHUBEHHOTO
BBEJICHUSI MEXIY MPUMEHEHUEM IaHHBIX aHTHOMOTHKOB. Kpome TOro, peKOMEHIyeTcs CHHU3UTh
KOHIICHTPAIIUIO BAaHKOMHUIIMHA JI0 5 MI/MJI M MEHEeE.

6.3. Cpok rogHocTH (CPOK XpaHEeHHUs)

HeBckphIThIi ¢JIaKkoH:

2 rona.

IIpUroToBIEHHBINA PACTBOD:

KoHneHnTpar, moixy4eHHBIH MOCIEe pacTBOPEHHUS MOpOIIKa BO (hiakoHe, CIEAyeT HCIOJb30BaTh
HEMEJICHHO.

["'oTOBBII pacTBOp ciienyeT UCIIOJIB30BATH HEMEICHHO MOCJIE MPUTOTOBIICHHUS.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH NIPH XPAHEHUH

HeBckphITHIH (h1aKOH: XpaHUTh B OPUTHHAIBHOM YITakoBKe (()JIAKOH B TIAYKE) MPHU TEMIIEpaType He
Boiie 25 °C.

VYcnoBusi XpaHeHUsl 1MOCIE BOCCTAHOBIICHUS U MPUTOTOBJICHUS JICKAPCTBEHHOTO Ipernapara CM. B
pazzaene 6.3.

6.5. XapakTep u cogep;kaHue yNaKOBKH

ITo 0,5 r unm 1,0 r mpenapara B crexistHHbIe (haakoHsl THa I (USP/EP) BMecTuMocThio oT 10 M1 10
20 MJI TEpMETUYHO YKYITOPEHHBIE PE3MHOBBIMU ITPOOKAMH, 00KATHIMH aTFOMUHHEBBIMH KOJTTAYKaAMU
C MPeIOXPAHUTENLHBIMU IJIACTMACCOBBIMM KPBILIEYKaMHU B COOTBETCTBUU C TPEOOBAHUSIMHU.

Ha kaxnaplii (uiakoH HakKJIEUBAIOT 3TUKETKY M3 OyMaru JTUKETOYHOW WM NHCYed, WM U3
MOJIMMEPHBIX MAaTEPUAIIOB, CAMOKJICSIIYFOC.

1 ¢nakoH mpenapara BMecCTe€ C MHCTPYKIMEH MO MPUMEHEHHIO MOMEIIAI0T B MauyKy M3 KapTOHA.
[Tayky moMenaroT B rpyIIIOBYIO YIIAKOBKY.

Ot 1 no 100 ¢pnakoHOB ¢ MpenapaToM U paBHBIM KOJMYECTBOM MHCTPYKILUN ITOMEIIAIOT B KOPOOKY
U3 KapTOHA C MEPEropoaAKO JIIsi HOTPEOUTENBCKON Taphl MOATPYIIIT XPOMOBBIN MITH XpPOM-3p3all WU
JIPYroro aHAJOTHYHOTO KadecTBa (yisi cTamuoHapoB). Ha kKopoOKy W3 KapTOHa HaKJICHBAIOT
STUKETKY U3 OyMaru 3TUKETOYHOM WM MUCYEH, UITH U3 TTOJIMMEPHBIX MAaTepUAIIOB, CAMOKJIESIIYIOCS.

Kopo6xu u3 kapToHa MOMENIAIOT B TPYIIIOBYIO YIIaKOBKY.

6.6. Oco0bie MepbI NPeIOCTOPOKHOCTH NMPH YTHIH3ALUH MCIO0JIb30BAHHOIO JIEKAPCTBEHHOI0
npemnapara wjm 0TX0A0B, MOJYYCHHBIX IMOC/IE€ NMPUMEHCHUA JTCKAPCTBEHHOI'O Ipemnapara, u
Apyrue MAHUMYJISIUHU € IPenapaTom

IlpuroroBiieHne pacTBOpa

Buympusennas ungyszus

PactBop mpenapara BaHKOMHIIMH TOTOBSIT HEMOCPEACTBEHHO Iepena BBeneHueM. [Ipurorosnenue
pacTBopa mpemnapara AOJKHO MPOU3BOAUTHCS B ACENTUYECKUX YCIOBUSAX. ['OTOBBIN pacTBOp
npernapara nepej] BBeJIeHUEM CIIelyeT BU3yaJbHO MPOBEPUTH HA HATMUME MEXaHUUECKUX BKIIIOUEHUI
Y U3MEHEHUE I[BETa U UCIO0JIb30BATh TOJIBKO B TOM CIIy4ae, €ClIM PacTBOP SIBIISAETCS MPO3PAYHBIM, HE
COJIEp>KaIllM BUJIMMBIX TBEPbIX YaCTHUII.
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Hucmpykyuu no npucomosienuio KOoHyeHmpama

[Ipenapat pacTBOPSIIOT B BOJIE JJIsi HHBEKLMI B COOTBETCTBUU C YKAa3aHHBIMH 0ObEMaMH.

Heo6xoaumbiii 00beM pacTBOPUTENS IS TOCTHKCHUS KOHIIEHTPAIIMU BaHKOMHIIMHA 50 MT/MII:

Jo3upoBka/¢iakon Heo06xoaumplii 00beM pacTBOPUTEJISA
500 mr 10 M
750 mr 15 mn
1000 mr 20 M

I'oToBEII KOHLCHTpPAT NpEACTaBIACT coOoi MMpO3PavYHYI0 KUIAKOCTb OT 6GCHBCTHOFO J0 CBCTIIO-
KOpPHUYHCBOTI'O LIBCTA.

Konnenrpar cnexyer HaOuparh u3 (IakoHA INIPHIEM, HCIOJIb30BATh HEMEMJICHHO JUISI
MOCJICAYIOIIETO Pa3BeICHHUS.

Tpedyercs najabHejliee pa3BeeHue MPUTOTOBJICHHOI0 KOHIeHTpaTa!

Hucmpykyuu no npucomosienuio pacmeopa onsl qu)wuﬁ

[TpuroroBiieHHbIE KOHIIEHTPAThl BaHKOMHIIMHA TIEpE] BBEICHHUEM IOJICKAT JajbHEUIIEMY
Pa3BEICHHUIO 10 KOHIICHTpaluu He Oosiee 5 mMr/mi. HeoOxoauMyro 03y pa3BeleHHOro mperapara
CJICZlyeT BBOAMTH MyTEM JIPOOHBIX BHYTPHUBEHHBIX HH(Y3Uil B TeueHue He MeHee 60 MUHYT.

B xauectBe pacTBOpUTENEH MOXKHO UCIIOJIB30BATh 5 % pacTBOp AEKCTPO3bI (TIIFOKO3bI) 111 UHBEKIUI
unu 0,9 % pactBop HaTpus xjaopuaa aid uHbekui: 11t 500 mr - 100 mu, aiist 750 mr - 150 mot, ams
1000 mr - 200 M.

VY manueHToB, KOTOPbIM TIOKAa3aHO OrpaHWYEHUE MOTPEeOJeHUs JKUAKOCTH, KOHLIEHTpALHs
BaHKOMHIIMHA B TOTOBOM pacTBOpe AJisi MHPY3UU MOXKET ObITh yBenudeHa 10 10 Mr/mui, ogHaKo B
Cllydae NPUMEHEHHs TAaKUX KOHIIEHTpAlMil BO3pacTacT BEPOSTHOCTb PAa3BUTHS HEKENATEIbHBIX
peakuuii, CBI3aHHbIX ¢ HHPY3Hel (cM. paznensl 4.2, 4.4 u 4.8).

PactBop crnenyer ucnosib30BaTh HEMEUIEHHO MOCIE MPUTOTOBIICHHUS.
Ilepopanvuuiti npuem

HHCWIDVKL!M}Z no npucomoejierue pacmeopa ons npuema 6Rympb

Pexomenayemyto no3y npenaparta Bankomuin pactBopsitot B 30 mut Bozpl. J{is yiydiieHus BKyca
pacTBopa K HEeMy MO>KHO J100aBJISITh OOBIYHBIE MUIIEBBIE CHPOIIBI.

['oToBBIN pacTBOp /715 MpUEMa BHYTPb MPEACTABISIET COOON MPO3pauHyIo JKUJIKOCTh OT OECIIBETHOTO
JI0 CBETJIO-KOPUYHEBOIO 1IBETA.

PaCTBOp CJICOAYCT UCIIOJIb30BATHL HEMCIJICHHO IMOCJIC IIPUT'OTOBJICHUA.

Oco0ble MCEPHI TPEAOCTOPOKHOCTH IIPH YHUYTOXCHHHN HMCITOJB30BAHHOI'O ITpCriapaTra Ujin OTXOA0B,
OOJYYCHHBIX ITPHU NPUMEHCHHNH JICKAPCTBECHHOI'O IIpfriapara Uin Da60TBI C HUM

Becw ocraBmmiics JeKapCTBEHHBIM Mpenapar U OTXOAbl CIEAYET YHHYTOXKUTh B YCTAaHOBJICHHOM
MOPSIAKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

AO «Dapmrum

Anpec: 108820, r. MockBa, BH.Tep.I'. MyHULIMNIAIbHBIN OKpyT KoMMyHapka, m1. Kuesckoe, km 21-i1,
n. 3, ctp. 1, momert. 2/6

Ten.: 8-800-777-8604
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E-mail: info@pharmguide.ru

7.1. Hpe):[(!TaBI/ITeJ'[L ACPKATECIA PETUCTPANUOHHOIO YI0CTOBEPECHUA

IIperen3zun HOTDC6I/ITCJ’Ief/'I CJICAYECT HAIIPaBJIATH 11O aaApeECy.

AO «Dapmrum

Anpec: 108820, r. MockBa, BH.Tep.I'. MyHULIMNAIBHBINA OKpyTr KoMmmyHapka, m. Kuesckoe, kv 21-i,
1. 3, ctp. 1, momenr. 2/6

Ten.: 8-800-777-8604

E-mail: info@pharmguide.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUA OTIIYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

HeKapCTBeHHHﬁ npenapat OTHOCUTCA K KaTCropuu OTITyCKa I10 PCLCIITY.

OO0mmas XxapakTepucTHKa JIGKAPCTBEHHOTO IMpernapata BaHKOMUIIMH JOCTYIIHA B €IMHOM PEecTpe
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEIACTB EBpa3wiicCKOro 3KOHOMHYECKOTO CO3a M Ha
oduIaTEHOM caiite YIOJHOMOYCHHOTO oprana (9KCTIepTHOM OpTaHM3AIIHH )
http://Ik.regmed.ru/Register/EAEU_SmPC.
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