OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPETTAPATA

Banbcakop, 320 mr, TaGIeTKH, TOKPBITHIE TUICHOYHOM 000JIOUKOM

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JelicTByroliee BEUIECTBO: BaJCapTaH.

Kaxxnas tabnerka conepxut 320 Mr BajicapTaHa.

BcnomorarennHblie BCIICCTBA, HAJIMYMUC KOTOPBIX HAAO YUYHUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npernapara: J1akTo3bl MoHoruapat — 120 mr (cm. pazaen 4.4.).

[TonHbIi TepedeHb BCIIOMOTATENIBHBIX BEIIECTB MTPHUBEIEH B pa3zaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TalyieTKu, MOKPHITHIC INIEHOYHONW 000JI0UKOM.

OBaJ'ILHLIe, ABOSIKOBBIITYKJIBIC TaOJIETKHU C pHCKOﬁ Ha OJHOM CTOPOHE, IIOKPBITBHIC MJIGHOYHOM

000JI0YKOH CBETJIO-KOPUYHEBOI'O 1IBETA.

TabneTKy MOXKHO pa3AenuTh Ha paBHBIE JJO3BI.

4. KIIMHUYECKHUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

[Tpenapat Banbcakop nokasan K IPUMEHEHHIO y B3pOCIBIX OT 18 JIeT u cTapiie no ciaeayoumm

IIOKa3aHUsAM:

apTepualibHas TUIEPTEH3US;

xpoHuyeckast cepiednas HepocratoyHocTh (XCH) (II-IV ¢yHKuMOHaNbHBIM Kiace Mo
knaccuukannu NYHA) y B3pocCibIX MaueHTOB, MOJyYaloluX CTaHAAPTHYIO TEParuio
OJTHUM WJIM HECKOJbKHMH IMIpernapaTtaMu M3 CIEIYIOUMX (papMakoTepaneBTHUECKUX
TPYIIIL: JUYPETHKH, cepJICUYHbIE TJINKO3H/IBI, a TaKkKe UHTUOUTOPHI
aHruoTeHsuHnpespamatomero  ¢epmenra (AIlD) wimm  Oera-aapeHOOIOKATOPHI.
[IpuMeHeHre KaXJIoro M3 IMEpPeuHCICHHBIX IPEernapaTtoB HE SBISETCA 00s3aTENbHbBIM.
Onenka cocrostuus naruenToB ¢ XCH nomkHa BKIIIOYATh OLEHKY (DYHKIIMU MOYEK;

JUIS TIOBBIICHHUS BBDKHUBAEMOCTH IALIMEHTOB IOCIE MEPEHECEHHOT0 OCTPOro MH(papKTa
MHOKapJla, OCJIOKHEHHOTO  JIEBOXKEIYIOYKOBOM  HENOCTAaTOYHOCTBIO M (WJIN)
CHCTOJINYECKOH AMCHYHKIMEH JIeBOTO IKEeNyJouyka, NpU HAIAYHHM CTAaOMIIBHBIX

roKa3aresei TSMOAUHAMHKH.



[Ipenapar Banbcakop moka3aH K MPUMEHEHUIO Y AETEH U MOJAPOCTKOB B Bo3pacte oT 6 110 18 et
110 NT0Ka3aHHUIO:

e aprepuaibHasi TUIIEPTEH3HUSL.
4.2. Pexxum 103MpOBaHMs U C1IOCO0 NPUMEHEHUs!

PexxuM 1o3upoBaHus

Bspocnvie

Apmepuajsza;l cunepmeH3ul

[Tpumenenue npenapara Banbcakop Bo3moxkHO B 103¢e 40 mr, 80 mr, 160 mr, 320 wmr.
Pexomennyemas no3a cocrasisier 80 mr unu 160 Mr 1 pa3 B CyTKu BHE 3aBUCUMOCTH OT PAacOBOM
MPUHAJICKHOCTH, BO3pacTa M IOJja HalMeHTa. AHTUTHICPTCH3UBHBIN A((EKT pa3BUBacTCS B
TEUEHUE TEPBBIX 2-X HEJENb TEpallud U JOCTHTaeT CBOEro Makcumyma udepe3 4 Hemenu. Tem
MalKeHTaM, Y KOTOPBIX HE YAAE€TCs JOCTUYb ONTUMAJILHOTO KOHTPOJIS apTePUATIBLHOTO JaBICHUS
(AH), cyrounas pno3a mpemapata Banbcakop MoXxeT OBITh IOCTENEHHO YBEJIWYEHa [0
MaKCHUMaJIbHOU CyTOYHOM 10361 320 MTI, UJI MOTYT OBITh 100aBJICHBI TNYPETUUYECKHIE CPEICTBA.
[Ipenapat Banbcakop Taxke MOKET IPUMEHSATHCA C APYTUMU TUIIOTEH3UBHBIMHU MIpeNapaTaMu.

Xponuueckas cepoeunas Heoocmamounocms (XCH)

Pexomenayemast HavasibHas q03a npemnapata Banbcakop cocrapnser 40 mr 2 pasza B cyTku. Jlo3y
npernapara cieiyeT yBeJINYMBaTh MOCTENEHHO B T€YEHUE, KaK MUHUMYM, 2-X Henenb 10 80 mr
2 pa3a B CyTKH, a IpH XopolIeil nepeHocuMocTd — 10 160 Mr 2 paza B cyTku. MakcuManbHas
cyTouHas go3a coctapisieT 320 mr B 2 npuema. [1pu 3ToM MokeT noTpedoBaThCsi CHUKEHHUE J03bl
OJIHOBPEMEHHO TPUHUMAEMBIX AuypeTukoB. Y marueHToB ¢ XCH crnemyer Bcerna oleHHBATh
(YHKLHIO TOYEK.

ﬂ]l}l NOBBIUWEHUA BblHCUBAEMOCTIU  NAYUEHNIOB NOCHE NEPEHECEHHO20 ocmpozo qu)amea

Muoxapoa

VY manueHToB co cTaOMIbHON reMOJIMHAMUKOH JieueHue clieAyeT HauuHaTh yke yepe3 12 gacos
noclie mepeHeceHHoro uHdapkTa Muokapaa. HauambpHas qo3a BasicapTtaHa cocrtaBiseT 20 mr
2 pa3a B CyTKH, B JJIbHEHIIIEM 103y YBEJIIMYMBAIOT METOAOM THUTpoBaHus 10 40 mr, 80 mr 2 paza
B CYTKH B T€UCHHE HECKOJBKHUX HEJENb, 10 JOCTIKCHHUS IeJIeBOK 10361 160 MT 2 pa3a B CyTKH.
VBenuueHne J03bl 3aBUCUT OT MEPEHOCMMOCTH BajcapTaHa B TEpUOJ TUTPOBAHUA.
MakcumanbHasi cyTouHas Jo3a coctasisieT 320 mr B 2 mpuema.

Kak mpaBuio, ¢ y4eToM NEPEHOCUMOCTH TEPANIMM PEKOMEHIYETCS YBEIWYUTHh 103y 10 80 Mr
2 pa3a B CYTKH K KOHITy 2-i HEJIe/H JICUECHHUS 1 O MAKCUMaJILHOM 11eeBoit 10361 160 mr 2 pa3a B
CyTKM — K KOHIly 3-ro Mecsla Tepanuu. B ciydae pa3BUTHS apTepHAIbHON THIOTEH3UH,
COTPOBOKAAOMICHCS KIMHUYSCKUMH TIPOSBICHHUSIME, WK HApyIIeHUsT (PYHKIIMH TIOYEK CIIEAYeT

PaccMOTPETh BOIPOC O CHUXKEHUU JIO3BI.



OlnleHKa COCTOSTHUS TAIMEHTOB B MEPUOJ TOCIE MEePEHECEHHOTO MH(papKTa MHOKapaa JO0JKHA
BKJIIOYATh OLICHKY (YHKIUH IMOYCK.

Oco0Bble IpVIIILI MAIUEHTOB

Tlayuenmur nosicunoeo eospacma (cmapuie 65 1em)
VY manueHToB MOXKUIJIOr0 BO3pacTa KOPPEKIUU J103bl HE TpedyeTcsl.
Tayuenmoi ¢ HapyweHuem hyHKyuu novex
VY manueHToB ¢ HapylieHueM (YHKIMH TOYeK KOPPEKIMH J03bl BayicapraHa He TpeOyercs. B
HACTOsIIEe BpeMsl HET IaHHbIX O IPUMEHEHUH BaJicapTaHa y MallMeHTOB C KIIMPEHCOM KpeaTHHUHA
(KK) menee 10 mu/MuH.
THayuenmoi ¢ HapywieHuem yHKYuU neveHu
[TatmenTam ¢ HapylieHHeM (QYHKIWHU TEUSHH, OMIIMApHBIM LUPPO30OM M XOJIECTa30M IpenapaT
Banscakop B go3uposke 320 Mr npoTUBOINOKa3aH, T. K. MAKCUMallbHasl CyTOYHAs J03a HE I0JDKHA
npeBbiath 80 Mr.

eTH
Apmepuanvnasn cunepmensus
Pexomenayemas HauanbHas A03a npernapara Banscakop y aereil 1 MOJpPOCTKOB B BO3pacte OT 6
no 18 netr cocraBisier 40 Mr npu Macce Tena pebeHka MeHee 35 kr u 80 Mr mpu macce Tena
pebenka Oomee 35 kr. PekomeHmyercs KOppeKIus J03bI C ydeToM CHkeHus Al u
NepeHoCcuMOoCTH. MakcuManbHble PEKOMEHJIOBaHHbIE CYTOYHBIE J103bl OTpa’k€Hbl B TalOiuLe

HWXKC. HpI/IMeHeHI/Ie 0oJ1ee BBICOKHX A03 HE pCKOMCHAOBAHO.

Macca Teaa MakcuMajibHasi peKOMEHI0BAHHAasA
CyTO4YHAasi 1032
> 18 kr <35 kr 80 mr
> 35 kr < 80 kr 160 mr
>80 kr < 160 xr 320 mr

XCH u nepenecennulil ocmpblii UHGapKm Muoxapoa

[Tpenapat Banbcakop He pekoMmenoBaH Juist Jeuenus XCH u nepeneceHHoOro octporo nHpapkra
MHOKap/a y MalueHToB Miaame 18 ner.

[Ipenapar Basnbcakop NpOTHBONOKa3aH y JeTed B Bo3pacTe A0 6 JeT MO IOKa3aHUIo
«aprepuaibHas TUNEPTEH3Us», Y JAeTed U MOAPOCTKOB B Bo3pacTe 10 18 meT — mo apyrum
MOKA3aHUSIM.

Ocobvie 2pynnvl nauuermoe

Tayuenmoi ¢ HapyweHuem QyHKyuy novex
be3onacHoCcTh MprMEHEHUS BaJicapTaHa y HAXOJSAIIUXCS HAa TeMOHAlIn3e ACTe B BO3pacTe oT 6

1o 18 et numu ¢ KK menee 30 mu/muH He n3ydena. [loaTomy mpumeHnenune npenapara Baibcakop



y TaKuX MaueHToB He pekomeHayercs. [ersam ot 6 o 18 et ¢ KK 6onee 30 mur/MuH KOppeKIuu
036l Tperapata Bambcakop He TpeOyercs. CremyeT TIIATETbHO KOHTPOJHUPOBATH (DYHKITUIO
MOYEK U COJIEp >KaHUE KaIusl B CBIBOPOTKE KPOBH.

Tayuenmsi ¢ Hapywenuem ynKyuu neveHu

[Ipenapar Banbcakop mpoTHBOIIOKa3aH AETAM B Bo3pacte oT 6 10 18 5et ¢ HapymieHneM GyHKIUHA
MIEYCHU, OMIIMAPHBIM [UPPO30OM H XOJIECTa30M, T. K. MAKCUMaJbHas CyTOYHAs J103a BaJICapTaHa y
TaKUX MAIMEHTOB HE JIOJKHA MPEBBIATH 80 MT.

Croco0 rIpuMeHeHus

BHyTpb, He3aBUCHMMO OT mpuema nuiu. TabiaeTKy ciieayeT HporjarbiBaTh, HE pa3KeBbIBasi,
3anuBas BOJOM.
4.3. [IlpoTuBONOKA3aAHUS

e [ 'unepuyBCTBUTENIBHOCTh K BaJicCapTaHy WJIM K JIFOOOMY M3 BCIOMOTraTeNbHBIX BEILECTB,
MepeUYrCIICHHBIX B pazjene 6.1.

e bepeMeHHOCTB, IEpHOA IPYTHOTO BCKapMiIMBaHU (cM. pazaen 4.6.).

e Hapymenus GyHKIuM neyeHu, OMIMapHblii UPPO3 U XOJIECTa3.

e OpaHOBpeMEHHOE TPUMEHEHHE C AQUCKUPEHOM U IperaparaMy, COJACPKAIUMH
QIMCKUPEH, y MAIIeHTOB C CaXapHBIM IuadeToM U (M) YMEPEHHBIMHU WU TSDKEIBIMH
HapyLIeHUSIMH (QYHKIMHM MOYeK (CKOopocTh KiyOoukoBoil ¢uibrpanmuu (CK®) menee
60 Mi/mur/1,73 M2 IIIOMAN TIOBEPXHOCTH TENA).

e OpHoBpeMeHHOe npuMeHeHue ¢ uHruoutopamu AllD y manmeHTOB ¢ aAMabeTHYECKOMH
HedponaTuei.

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Crnenyer coOmonaTh 0co0yI0 OCTOPOXKHOCTH INMpPH NPHUMEHEHHH BajicapTaHa y TMAalUeHTOB C
HACJIC/ICTBEHHBIM aHTMOHEBPOTHYECKHMM OTEKOM JIMOO aHTHOHEBPOTHUYECKHMM OTEKOM Ha (poHe
MpeIIIeCcCTBYIONIEH Tepanuu aHTaroHucrtamu peuentopoB anruorensuHa Il (APA II) wmm
uHruoutopamu AIlD.

[TprHMMATH C OCTOPOKHOCTHIO NP IBYCTOPOHHEM CTEHO3€ MOUEUYHBIX apTEPHil, CTEHO3€e apTepuu
€MHCTBEHHOMN (bYHKIMOHUPYIOLIEH MIOYKH, TUTEPKATUEMHUH, MEPBUYHOM
TUIEePabA0CTEPOHU3ME, TPU COOJIOACHNUHU JIUEThl C OrpaHUYEHUEM MOTPeOJIeHUs] TOBAPEHHOM
COJIU;, TIPU COCTOSIHHSIX, COTMPOBOXIAIONIUXCS NePUIIMTOM HATpUs B OpraHu3Me U (WIH)
cHIKeHneM oObveMa mupkyiupytomeid kpopu (OLIK) (B ToM umcnme nuapes, pBoTa, JieUeHUE
OOJBIIUMH 103aMHU ANYPETHKOB); y manueHToB ¢ KK menee 10 Mi/MUH, y MallueHTOB B BO3PAcTe
ot 6 o 18 et u KK menee 30 Mi/MuH, B TOM YHCIIe, HAXOSIIMXCS HA TEMOTUATH3E; Y TTAI[UCHTOB

¢ XCH -1V dynxkumonansHoro Kiacca (1o kinaccudukaruu NYHA), QyHKIHS MOYeK KOTOPBIX
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3aBUCUT OT COCTOSIHUSI PEHHWH-aHTHOTEH3WH-anbAocTepoHoBoi cuctembl (PAAC), MuTpaibHBIM
WIN a0pTaJIbHBIM CTEHO30M, TUIEPTpOodruecKoil oocTpykTuBHOU Kapanomuonarueit (I'OKMII),
a TaKKe y MALMEHTOB MO0CJE TPAaHCIIAHTALIMY [TOUKH.

C 0OCTOPOKHOCTBIO OCYIIECTBISATh OJHOBpeMeHHOe TpuMenenue APA II, Bkirouas BasicaptaH, ¢
JIPYTMMH JIEKApCTBEHHBIMU cpeAcTBamu, UHrubupyrommmu PAAC, TakuMu Kak MHTHOUTOPHI
AII®D u (nnm) anuckupeH (mpenaparsl, CoJIepKallie aTuCKUPEH).

HaL[I/IeHTLI C HApYIHICHUCM d)VHKI_[I/II/I IIOYCK

Cnenyer wu3beratp opHoBpeMeHHoro mnpumeneHuss APA Il, Bkmowas Banbcakop, wuim
uHruouTopoB AIl® ¢ anuckupeHOM M IpenaparaMy, CoAEp KallUMU aJTUCKUPEH, Y MalUEHTOB C
caxapHbIM ua0eTOM M HapylleHHeM (QyHKIUH TModek cperaHei u Tsokenoil crenenn (CKD
< 60 mi1/Mun/1,73 M2 IIOIIAIM TTIOBEPXHOCTH TENA).

['unepkanueMus

ITpy oxHOBpPEMEHHOM NPUMEHEHHHM C OHMOJIOTMYECKH AaKTUBHBIMU J00aBKaMH, COAEpKalMMU
KaJui, KaJunicOeperalomyuMy JUypeTUKAMU, KaIMHCOAEPKallUMU 3aMEHUTENSIMU COJIM WJIU C
JpYTMMH IIpernapaTaMH, KOTOPbIE MOTYT BbI3bIBATh IIOBBILICHHE COJEP)KAaHUS Kalus B ILIa3Me
KpPOBH (HarpuMep, ¢ TeapuHOM), clieyeT coOI01aTh OCTOPOKHOCTh U IIPOBOJIUTh PETYJISIPHBIN
KOHTPOJIb COZIEP>KaHUS Kallus B IUIa3Me KPOBHU.

TpancmiagTanus HO4YKUA

JlanHblx 1o 0e30macHOCTH NpPHUMEHEHHUs INpemnapara Banbcakop y MNalMEeHTOB, MEPEHECLINX
TPaHCIJIAHTALUIO [TI0YKH, HET.

Jleduimmt B opraunizMe Hatpus u (vwian) cHikeHne QLK

VY nanMeHToB ¢ BBIPAXEHHBIM NePHUIMTOM B opraHusme Hatpus u (wim) cHuwkeHHbIM OLIK,
HarpuMep, TOJTYYaoIUX BBICOKHE 03Bl JAUYPETHKOB, B PEAKHX CIy4asx B Hadaie JICUCHUS
nOpenapaToM  MOXET  pa3BUBaThCS  apTepuajbHas  TUIOTEH3US,  COINPOBOXKIAIOIIASCS
KJIMHHYECKUMH TIposiBIIeHUsIMH. [lepen Hauamom JedeHHs mpenapaTtoM Bambcakop ciemyer
IPOBECTU KOPPEKIIMIO COJIEpKaHMsl B opranuizMe Hatpust 1 (i) BocionHuTh OLK, B TOM uncne
MyTEeM YMEHBIICHHUSI JO3bI TNyPETHKA.

B ciydyae BO3HMKHOBEHHS BBIPXEHHOTO CHIKeHUs AJ] maunmeHty ciexyer npuaath
TOPU30HTAILHOE TIOJIOKEHUE C TPHUINOAHATHIMA HOTAMH, TPH HEOOXOTUMOCTH MPOBECTH
BHyTpHBeHHO (B/B) uHpy3uio 0,9 % pactBopa Hatpus xmopuzaa. [locnme crabmwimmzanuu Al
JedYeHue mpenaparom Bagbcakop MOKET OBITH IPOIOIKEHO.

CTeHo3 mo4YeuHoi apTepun

[Ipumenenue mpenapata KOPOTKHMM KYypCOM Y MAIlMEHTOB C PEHOBACKYJISIPHOW TUNEPTEH3HEH,



pa3BUBILEHCS BTOPUYHO BCJIEICTBUE OAHOCTOPOHHETO CTEHO3a apTEPUH €AMHCTBEHHOM OYKHU, HE
OPUBOIUT K  CKOJBKO-HUOYIb CYIIECTBEHHOMY H3MEHEHHMIO TIOKa3aTelied MOuYeYHON
reMOJIMHAMUKH, KOHIICHTPALIMM KpPEaTWHHWHA WM a30Ta MOYEBHMHBI B IUIa3Me KpoBU. OJIHAKO
YUUTBIBasi, YTO JIpPYTHe JIeKapCTBEHHbIE cpencTBa, Biusomue Ha PAAC, MoryT BbI3bIBAaTh
MOBBIIICHHE KOHLEHTpAlMid MOYEBHMHBI W KpeaTMHUHA B CBHIBOPOTKE KPOBH Yy MAI[MEHTOB C
JIBYCTOPOHHUM CTEHO30M IOYEYHBIX apTepHil WM CTEHO30M apTEepHH €IWHCTBEHHOW MOYKH, B
KaueCTBE MEphI MPEIOCTOPOKHOCTU PEKOMEHTYETCSI KOHTPOJIb ITUX MMOKA3aTEICH.

[lepBUYHEBIN THIEPATILI0CTEPOHU3M

[Ipenapat HeapPEeKTHBEH [T JICUSHUS apTEPUATBHON TUIIEPTEH3UH Y MAIUEHTOB C IEPBUYHBIM
TUIEPaIbA0CTEPOHU3MOM, IIOCKOJIBbKY Y IaHHOW KaTETOPUH ITALIMEHTOB HE OTMEYAETCs aKTUBALUS

PAAC.

XCH/HeDI/IOI[ I10CJIC ICPECHECCHHOI'O I/IHd)aDKTa MHOKapaa

VY nmammentoB ¢ XCH unm mociie nepeHeceHHOro MH(papKTa MHOKapaa, HAYMHAIOIINX JICUCHHE
npenaparoM Banbcakop, 4acto oTMeyaeTcss HEeKoTopoe cHuxeHue AJl, B cBsi3M ¢ uem
pexomenayeTcs KoHTposib A/l B Havane teparnuu. [Ipu ycinoBun coOmoqeHUsT peKOMEH AN 110
PEKUMY J03MPOBaHUS OOBIYHO HE BO3HMKAET HEOOX0IMMOCTH OTMEHBI Npenapata Bangbscakop mo
IpUYMHE apTepuanbHON runoteH3uu. OueHka coctossHus nanueHToB ¢ XCH nomkHa BKITIOYATh
OLICHKY (DYyHKIIMU TIOYEK.

Bcenencrsue nnrnoupoBanust PAAC y HEKOTOPBIX MAallMEHTOB BO3MOKHBI HAPYIIEHUS (YHKLIUU
nouek. Y mamueHToB ¢ XCH -1V dynkumonansHoro kiacca mo kimaccudukarun NYHA,
(byHKIHS TOYEK KOTOPbIX 3aBUCHUT OT cocTossHus PAAC, neuenue nuaruduropamu AII® u APA 11
MOJKET CONPOBOXKIAATHCS ONUTYpHEH M (MJIM) HapacTaHHMEM a30TeMHUHM U B PEIKUX CIydasx
pa3ButueM ocTpoit moueunoit HegocratouHoctu (OITH) u (wnm) netanbHbM ucxoaoM. [ToaTomy
y JaHHBIX KaTeropuil NalMeHTOB Iepe] NpUMEHEHHWEeM Ipernapara Bambcakop, a Takxke
NEpUOIMYECKH BO BpeMs JICUEHUS ITPperapaToM, He0OX0AMMO IPOBOIUT OLEHKY (DYHKIIUH MTOYEK.

KoMOuHMpOBaHHAas Tepanus Py apTePHATBHON THIEPTEH3UNA

[Tpu apTepuanbHON TUNEPTEH3UH Mpenapar Baibcakop MOKET MPUMEHATHCSI B MOHOTEPAIIUH, a
TaK)K€ COBMECTHO C IPYTMMH T'MIIOTEH3UBHBIMU CPEJCTBAMH, B YACTHOCTH, C JUYpPETHKAMHU.

KOM6I/IHI/IDOBaHHa}I TCpanuia B ICpHUOoa TOCJIC ICPEHECCHHOI'O I/IHd)aDKTa MHUOKapJa

Bo3smoxHO mpumeHeHHe mpemnapara Banbcakop B KOMOMHALMK C APYTUMH JI€KapCTBEHHBIMHU
npernapaTamMy, TPUMEHSIEMBIMH IIOCJIe TIEpeHEeCeHHOro uWH(MapKkTa MHOKapJa, a WMEHHO
TPOMOOJUTUKAMH, allETHIICATUIIMIIOBOM KUCIOTOM B KAUeCTBE aHTUATPEraHTHOTO CpeICTBa, OeTa-

anpeno6mokaropamu U uaruoutopamu ['MI'-KoA-penykraspl. Y naHHON KaTeropuu ManueHTOB
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HE PEKOMEHJIyeTCsl MPUMEHATHh Ipemnapar Bamscakop omHoBpeMeHHO ¢ mHTHOuUTOpamu AIlD,
MOCKOJIBKY JJaHHAss KOMOMHUPOBAHHAS TEpanusi HE UMEET MPEUMYIIECTB Mepel MOHOTepanuen
BaJicapTaHOM WU HHTHOUTOpoM AIID B OTHOIICHUH MMOKa3aTesei 00IIe CMEPTHOCTH 10 JIF0O0H
MpUYHHE.

KomOunupoBannag tepamus npu XCH

ITpu XCH npenapat Banbcakop MOXKET IPUMEHATHCSA KaK B MOHOTEPAINUHU, TaK U OJTHOBPEMEHHO
C IPYTUMH CpEACTBAMU — UYPETUKAMHU, CEPACUHBIMU TJIMKO3HMJIAMH, a TaKkKe WHIUOUTOpaMu
ATII® wu 6era-aapeHoOI0KaTOPaMH.

Y naHHOI KaTeropuu MAaIeHTOB HE PEKOMEHAYETCSl MPUMEHEHUE TPOMHONH KOMOMHHUPOBAHHOMN
teparnuu uHrHouTopoM AIID, Gera-aapeHoOI0KaTOPOM U TIpenaparoM Baascakop.

AHTMOHEBPOTUUYECKUN OTEK, BKJIIOUas oTeK KBUHKE

AHTHOHEBPOTUYECKHI OTEK, B TOM YHCIIE OTEK TOPTAHH W TOJIOCOBOW INEIH, MPUBOIALIMNA K
0OCTPYKIIMHU IbIXaTENbHbBIX yTEH, U (MJIN) OTEK JINIA, TY0, TTIOTKU U (UJIH ) OTEK S3bIKa BCTpevalcs
y TAalMEeHTOB, MOJYyYaBIIMX BaJcapTaH; y HEKOTOPBIX M3 3THUX MAIMEHTOB paHEee BO3HUKAI
AHTMOHEBPOTUYECKHI OTeK Ha (poHEe mpuema Ipyrux MpernaparoB, B TOM UYUCIE WHTHOUTOPOB
AIl®. Ilpuem nmpenapata Banbcakop B ciayyae pa3BUTHS aHTHOHEBPOTHYECKOIO OTEKA JOKEH
ObITH HEMEIJICHHO OTMEHEH, BO30OHOBIIEHHE ITpUeMa npenapara Banbcakop 3anpenieHo.

IIeueHOUHAS HEAOCTATOYHOCTDH

[TanrenTam ¢ HapylieHueM (QYHKLUMHU MEYeHH, OMIMApHBIM LIUPPO30M M XOJIECTa30M MpenapaT
Banscakop B 1o3upoBke 320 Mr npoTHBOINIOKA3aH, T. K. MAKCUMAaJIbHAsI CyTOYHAsI 103a HE JOJKHA
npesbimath 80 Mr.

HaHI/IeHTI)I C O6CTDVKHI/ICI\/JI BBIHOCAIICTO TpaKTa JICBOI'o KCIyJ04YKa (MHTDHHBHBIfI CTCHO3,

aopranbpHbId cTeno3 min I OKMII)

Crnenyer mposiBIsATE 0OCOOYIO OCTOPOKHOCTH TpU TPUMEHEHHH Tpenapara Banbcakop y
MAalMEeHTOB C A0PTAJIbHBIM CTEHO30M, MUTPaJIbHbIM cTeHO30M miin [[OKMII.

JIBoiinag 61okxaga PAAC

OpnHOBpeMEHHOE MpPHUMEHEHHE C aTUCKUPEHOM M TpenapaTaMiy, COJEpKallluMHU AIUCKHUPEH,
MIPOTUBONOKA3aHO Yy MAIMEHTOB C CaxapHbIM Aua0eToM U (WJIK) HapyHIeHHEeM (QYHKIMH MOYeK
cpenneii u Tskenoi crenenn (CK® < 60 m/mun/1,73 M? TIomaam MOBEpXHOCTH TeNa) U HeE
pEKOMEHyeTCs y APYTruX NalleHTOB.

OpnnoBpemennoe npumeHenne APA 11 ¢ uaru6uropamu AII® npoTUBONOKa3aHO y HAIIMEHTOB C
nrabeTHuecKol HepomnaTueil 1 He peKOMEHAYeTCs y JPYTruX MalueHTOB.

JBoiinas Gmokaga PAAC mocpeacTBOM OJHOBPEMEHHOTO MpUMeHeHHs uHruouropa AllD,



APA 1l unm anuckupeHa He peKOMEHI0BaHa B oOmiel momyJsisiuu. OgHako B TOM Ciiydae, eciiu
KOMOWHHpOBaHHAsl Tepanus yKa3aHHBIMH TperapaTaMy sBISETCS aOCOIMIOTHO HEOOXOIMMOMH,
TaKO€ HpI/IMeHeHI/Ie JOJIDKHO OCYH_IGCTBJIHTBCH o4 TIaTeJIbHBIM Ha6JIIOI[€HI/I€M Bpaqa, C 4aCThIM
KOHTpoJieM Tokasareneid AJl, GyHKIHH MOYEK, a TaKKe COJEP)KaHHS SJECKTPOJIMTOB B ILIa3Me
KpPOBHU.

BcnoMorarepHEBIC BEISCTBA

Jlakmo3svlt moHocuopam

[TamenTaM C peAKO BCTPEYAOLIEHCS HACIEICTBEHHOM HENEPEHOCUMOCTBIO TalaKTO3bl,
JIeUITUTOM JIAKTA3bl WIIN TIIOKO30-TaJIAKTO3HOW MabaOCOpOIMei He clieAyeT MPUHUMATh STOT
npenapar.

Hampuii

JlaHHbIi J1€eKapCTBEHHBIN Npenapar coaep kUt Menee | Mmmonb Hatpus (23 mr) Ha 1 Tabierky, TO
€CTbh, 110 CYTH, HE COJICPKUT HATPHUS.

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenapaTtaMu H JApyrue BH/bI
B3aNMOeliCTBUSA

VYcraHoOBIE€HO, YTO MPU MOHOTEpANUU BaJICAPTAHOM OTCYTCTBYIOT KIMHMYECKH 3HAYMMbIE
B3aMMOJICHCTBHSL CO CJEAYIOUIMMH JIEKapCTBEHHBIMU CPEACTBAMU: IIUMETHAMH, BapdapuH,
dbypocemus, AUTOKCHUH, AaTEHONOJ], WHIOMETAllMH, TUIPOXJIOPOTHA3UA,  AaMJIOJIUIIHUH,
TIIMOEHKIIaMHU.

JIsoiinasg 0imokana PAAC npu npumenenuu APA |1, uarnburopos AII® wim anuckupeHa

OnnoBpemenHoe mnpumenenue APA Il, Bxmouas mnpenapatr Banbcakop, ¢ apyrumu
JIEKapCTBEHHBIMHU CPEJCTBAaMH, OKa3bIBaOIIMMU BiusHUe Ha PAAC, cBA3aHO ¢ MOBBILIEHHOU
4acTOTOM Pa3BUTHS apTepHabHONW TMIOTEH3UH, TUIIEPKATUEMUN U U3MEHEHUH (PYHKIIUH MOYeK
[0 CpaBHEHHIO ¢ MOHOTepanuel. Pekomenryercss mpoBoAUTh KOHTpOb AJl, pyHKIUHU MOYeK U
COJZIepKaHUs DIIEKTPOJIMTOB B IIJIa3M€ KPOBH y NALMEHTOB, IPUHUMAIOIIKX IIpenapar Banbscakop
U IpyTHUe JIEKapCTBEHHBIE CPEJICTBA, OKa3bIBaromue Biausinue Ha PAAC.

VY nereil u MOIPOCTKOB apTepHaibHasl THIEPTEH3Us YacTO CBs3aHa C HapylleHHeM (QyHKIUH
o4eK. PEKOMEHIOBAHO € OCTOPOXKHOCTBIO IPUMEHSATH BAJICApPTaH OJHOBPEMEHHO C IPYTUMU
npenapatamy, BiavstomuMmu Ha PAAC, y manMeHTOB NaHHOW KaTeropuu, T. K. 3TO MOXET
IPUBOJIUTh K YBEIMUYEHUIO COJEP)KAaHUSA Kallusig B CHIBOPOTKE KpoBU. CiemyeT NIpOBOAWUTH
PETYJSPHBIA KOHTPOJIb (PYHKIUHU MTOYEK U COAEPIKaHUS KAl B CBIBOPOTKE KPOBH y MAlMEHTOB
JIAHHOM TPYIIIIBL.

Hecrepouansle mpoTUBOBOCIANIUTENRHEIE IIpenapatsl (HIIBII)

[Tpu npumenenun Bancaptana oxHoBpemeHHO ¢ HIIBII (Bkitouasi ceneKTUBHBIE MHTHOUTOPHI
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nukinookcureHaspli-2 (I1OI-2)) BO3MOXXHO YMEHBIIIEHHE €TI0 aHTUTHUIIEPTECH3UBHOTO ICHCTBUA.
[Tpu npumenennn APA |l ognoBpemenno ¢ HIIBII Bo3mokHO yxymieHue QyHKIMU MOYEK U
YBEJIMUEHUE COJEp)KaHUsl Kalusi B I1a3Me KpoBH. [Ipu HeEoOX0auMOCTH OJHOBPEMEHHOIO
npumenenus Bancaprana u HIIBII no nauana nedenust HeOOX0AMMO ITPOBECTHU OLICHKY (PyHKINU
MOYEK U KOPPEKLHIO HapYLICHUI BOJHO-3JIEKTPOJIIMTHOTO OanaHca.

benkn-nepeHoCUnKu

[To pe3ynbraTam ucciaenoBaHus iN VIitro Ha KyJIbTypax MeueHH BajcapTaH SABJISIETCS CyOCTpaTom
s 6enkoB-nepeHocunkoB OATP1B1 u MRP2. OnHoBpeMeHHOE NMPUMEHEHHE BajicapTaHa C
uHruoutopamu Oenka-nepenocurika OATP1B1 (pudamnuimy, HUKIOCHOPHH) U C HHTUOUTOPOM
Oenka-nepenocurka MRP2 (puToHaBHp) MOXKET YBETUYUTH CUCTEMHYIO SKCIIO3HIIMIO BaJicapTaHa
(MakcumanbHast konteHTpanus (Cmax) U IUI0MIaab MO KPUBOH «KoHIIeHTpamus-Bpemsn» (AUC)).

IIpenapaThbl TUTHUS

[Ipu ogHOBpeMEHHOM MpPUMEHEHUH MpenaparoB JuTHs ¢ uHruouropamu AllDd u APA I
O0TMEYAJIOCh 00paTUMOE yBEIMYEHHUE COIEP KAHUS JIUTHUS B CBIBOPOTKE KPOBU U YCUIJICHUE B CBSI3U
C 9TUM TOKCHYECKHX MPOSIBICHUI, TOITOMY PEKOMEHIYETCsl IPOBOAUTH KOHTPOJIb COJIEP:KaHuUs
JUTHS B CBIBOPOTKE KpPOBH. PHCK TOKCHUYECKHX MPOSBICHHUH, CBA3aHHBIX C IPUMEHEHHEM
IIPENapaToB JUTHS, MOXKET JOIIOTHUTEIBHO YBEIMUNBATLCSA IPU OJTHOBPEMEHHOM IIPUMEHEHNU C
npenapatoM Banbcakop u 1nypeTukamu.

JIekapCTBEHHBIE IpenapaThl, KOTOPEIE MOTYT IPHUBECTH K VBEIWYCHHUIO COACp)KAHMS Kaausl B

IJ1a3M¢€ KpOBU

OnHoBpeMeHHOE MPHUMEHEHHE KaluicOeperawmux INypeTUKoB (B T. Y. CHHPOHOJAKTOHA,
TpUaMTepeHa, aMUJIOpUAA), PernapaToB Kalus, CONeHd, COIepKalluxX Kaluil, a Takke JPYrux
MpernapaToB, CIOCOOHBIX YBENIUYUBATh COJACPKaHUE Kaius (HampuMmep, TemapuH U T. 11.), MOXKET
MPUBECTH K YBEITUYCHUIO COJIEP’KAaHUsI KAIHs B CHIBOPOTKE KPOBHU; Y TMAIIMEHTOB C CEPJCUHOM
HEJOCTATOYHOCTHIO — K YBEIMYCHHUIO CHIBOPOTOYHON KOHIIGHTpAIMHM KpeaTMHWHA. Ecnu Takoe
KOMOMHHPOBAHHOE JICUEHUE MPU3HAHO HEOOXOAUMBIM, CIEAYET COOIII0IaTh OCTOPOKHOCTD.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JIAKTALMS

bepemeHHOCTD

Pestome puckos

Kak u nna moboro apyroro mpemapara, okasbiBatomiero BiausiHue Ha PAAC, mpumeneHue
npenapara Banbcakop MpOTHBOMOKA3aHO MPH OCPEMEHHOCTH. YUMTHIBas MEXaHU3M JICHCTBUS
APA 11, Henb3s UCKITIOYUTH PUCK AJIS IUIOAA.

N3BecTHO, uTO MpuMeHeHue HHTHOUTOpoB AIID (knacc cnenubuIHbIX JIEKApCTBEHHBIX CPEJICTB,



nerictByromux Ha PAAC) Bo Il u 11l Tpumectpe 6epeMeHHOCTH TPUBOIUT K TTOPAXKEHUTO U THOEITH
10/1a.

HoBopoxaeHHbIX, MaTepH KOTOPBIX noixyyanu Tepanuto APA |1, ciexyer TiaTesnbHo HaOm0AaTh
OTHOCHUTEJIBHO Pa3BUTHUS apTepUabHOM runoreH3uu. I1o JaHHBIM pPEeTPOCHEKTHBHOIO aHAJIM3a
npuMeHeHue HuHruouropo AlIl® B | Tpumectpe OepeMEHHOCTH aCCOLMHMPYETCS C
HOTEHIMAJIbHBIM PUCKOM BO3HHUKHOBEHHUS MOPOKOB pa3BuUTHs Iuiozaa. [Ipu HemnpenHamepeHHOM
npueMe BajcapTaHa Hpu OEpeMEHHOCTH OMHMCAaHBI CIIy4ad CaMOIPOU3BOJIBHOTO IPEPBIBAHUS
OepeMEHHOCTH, MaJIOBOIUS M HApYIIEHUS (PYHKLMU [10YEK Y HOBOPOXKICHHBIX.

B ciyudae, ecnium GepeMEHHOCTh AMAarHOCTHPOBAHA B MEPHOJ JICYCHHS penapaTtoM Bambcakop
npenapar cieyeT OTMEHUTh KaK MOKHO paHbLIe.

Knunuueckue acnekmoi

Mamepunckuti u (uiu) 3moOpuodemanrbHblll PUCK, ACCOUUUPOBAHHBIL C 3a00.1e6aHUeM

ApTtepuanbHas THIIEPTEH3UsI MPH OSPEMEHHOCTH YBEIMYUBACT PUCK PA3BUTHUS MPEIKIAMIICHH,
TeCTallMOHHOTO CaxapHOro nuadera, MPeKAeBPEMEHHBIX POJOB, a TAKXKe OCIOKHEHHH B pojax
(HampuMep, HEOOXOJMMOCTh KecapeBa CEYeHHUsI, pa3BUTHE MOCIEPOIOBOTO KpoBoTeueHus ). [Ipu
apTepuanbHOI THIIEPTEH3UN YBEIMUUBACTCA PUCK 33JIePKKH BHYTPHUYTPOOHOTO pa3BUTHS IO/
U BHYTPUYTPOOHO rHOenu mioa.

Puck co cmoporbl n100a/H080DOHCOEHHO20

ManoBoaue y OepeMeHHBIX, NMpUHUMAKONMX mnpenaparsl, Biausionme Ha PAAC Bo Il u Il
TpUMecTpaxX, MOXKET NPUBOAUTh K YXYIIICHHIO (YHKIUU IMOYEK IUIOJa, YTO B pe3yibTare
MPUBOAUT K aHYPUHM W TMOYEYHOW HEAOCTATOYHOCTH, TUIIOIJIA3MH JIETKUX IJ10/1a, AeopManuu
CKeJleTa IUI0/a, BKIIIOYas TUIOIJIA3MI0 KOCTEW yeperna, apTepHallbHON THIOTEH3WH W THOeTn
wioza.

[Ipu HempennamepeHHoMm mnpueme mnpenapatoB APA Il Bo Bpemsi OepeMeHHOCTH CcliedyeT
paccMOTpPETh BOIIPOC O HEOOXOUMOCTH COOTBETCTBYIOIIETO MOHUTOPHHTAa COCTOSTHUS TUIOAA.
HoBopoxaeHHBIX, MaTepH KOTOPBIX moxy4anu Tepanuio APA |1, cneayet TiaTensHo HaOMI0AaTh
OTHOCHUTEJILHO Pa3BUTHSI apTEPHATIBHOU THTTOTCH3HUH.

Bancapman

[Ipu wm3yueHun >MOpHO(DETATLHOTO Pa3BUTHS y MBIIIEH, KPOJUKOB M KPBIC HAOIIOIaTach
(ETOTOKCUYHOCTh, KOTOpas acCOLMHUPOBANIACh C MATEPUHCKOW TOKCHYHOCTBIO Y KpBIC MPHU
MPUMEHEHUHN BajicapTaHa B CYTOYHOW n03e¢ 600 MI/Kr B CyTKH, 4TO MpUOIH3UTETRHO B 18 pa3
MPEBBIIACT MAKCHMAIIbHYIO PEKOMEHIOBAaHHYIO CYTOUHYIO J03Y Ui YEIOBEKA U3 pacdeTa MI/KT

Macchl Tena (pacyeT mpeanojaraeT CyTouHyo 103y 320 MT BHYTpb JIJIs TTAIIMEHTA C MACCOM Tena
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60 kr), W KpOJMKOB TIpPH TPUMECHEHUH BajcapTaHa B CyTO4HOW mgo3e 10 mMr/kr, dTO
npubimsutensHo B 0,6 pa3 MpeBbIIACT MAKCUMAIbHYIO PEKOMEHIOBAHHYIO CYTOUHYIO 103y IS
YeJI0BEKa M3 pacyera MI/KI Macchl Tena (pacdeT MpeAroiaraeT CyToYHyko 103y 320 Mr BHYTpPb
JUIsl anueHTa ¢ maccoit tena 60 kr). He orMeueHO siBJeHHMI MaTEpUHCKONW TOKCHMYHOCTU HIIU
(ETOTOKCUYHOCTH TP MNPUMEHEHHHM Y MBIIMIEH B CYyTOYHBIX J103ax 10 600 Mr/kr, 4To
IpUOJIM3UTENIBHO B 9 pa3 NpeBbIIaeT MAaKCUMAIBbHYI0 PEKOMEH/I0BAaHHYIO CYTOUHYIO 103y Ul
4eJI0BEKa M3 pacyera MI/KI Macchl Tena (pacueT MpeAroyiaraeT CyToYHylo 103y 320 Mr BHYTpPb

JUTS TIAITMeHTa ¢ Maccoi tena 60 Kr).

JlakTaims

HeussectHo, mpoHUKaeT M BajcapTaH B IPyAHOE MOJIOKO. B TOKIMHUYECKUX HCCIIEOBAHUSIX
ObUIO IOKa3aHO, YTO BajcapTaH BbLIEISAETCA C MOJIOKOM JIAKTUPYIOUMX Kpbic. IIpumenenue
Ipernapara B IeproJ KOpMIIEHUS IPYIbI0 IPOTUBOIOKA3aHO.

ITarMeHTKU ¢ COXpPaHEHHBIM PENPOAYKTUBHBIM MOTCHIIMAIOM

Kak u moboit apyroil mpemnapar, okasbiBaroliuil mnpsimoe neiictBue Ha PAAC, npenapar
Banbcakop He cieayeT NMpUMEHSTh Y JKEHIIUH, IUIaHUpYROmuUX OepeMeHHOCTh. Ilpu BbIOOpe
moboro mpemnapara, BoszaedcTBytomiero Ha PAAC, Bpauy crnenyer npouH(GOpPMHPOBATH
HAaIMEeHTKY C COXPAHEHHBIM PENpOyKTUBHBIM MOTEHIIMAIOM O BO3MOXXHOM PHUCKE IMPUMEHEHUs
npernapara Bo BpeMsi 0€peMEHHOCTH.

DepTUabHOCTD

OTCyTCTBYIOT JaHHBIE O BIMSHHUM IpenapaTta Ha (pepTHIIbHOCTh YEIOBEKa.

[Ipu wuccrnenoBaHMy Ha >KMBOTHBIX HE HaOMI0Man0Ch (D(PEKTOB BO3JIEHUCTBHS BajicapTaHa Ha
(bepTUIBHOCTS.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CPeACTBAMHM M pPadoTaTrh ¢
MeXaHNU3MaMu

HeoOxoaumo cobmo1aTh OCTOPOXKHOCTh MallMeHTaM, IPUHUMAIOIUM Ipenapat Banbcakop, npu
YOpaBIE€HUU TPAHCIOPTHBIMU CpPEACTBAMHM, MEXaHU3MaMU M 3aHATHUSMU MOTEHLHAIBHO
OTACHBIMH BUJAMH JIEATEIHHOCTH, TPEOYIOIIMMHU TOBBIIICHHON KOHIICHTPAIMU BHUMAHUS U
OBICTPOTHI TICUXOMOTOPHBIX pEakiHif, T. K. Ha (OHE Tepanmuu BO3MOXKHO Pa3BUTHE TAKHX
He)KeJaTeJIbHbIX PeaKI1il Kak TOJI0OBOKPYKEHUE HII 0OMOPOK.

4.8. HexkennaTeibHbIe peakuuu

Pesrome npoduiist 6esonacHocT

VY nmanueHToB ¢ apTepUAIBHOM THIIEPTEH3UEN B KOHTPOIMPYEMBIX KIMHUUECKUX MUCCIIEIOBAHUSIX
4acTOTa pPa3BUTHUSI HEXeENaTeNbHbBIX peakuii Obula cpaBHUMA C miane6o. OTCyTCTBYIOT JaHHBIE O

3aBUCUMOCTH YaCTOTBI pa3dBHUTHA HCXKEIATCIIbHBIX peaKuHﬁ OT AO3bI WM IPOAOJIKUTCIIBHOCTU
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JICUCHHsI, a TaKXe BO3pacTa, Ioja WM PACOBOM NPUHAIICKHOCTH NamueHToB. [Ipodwib
0e30macHOCTH BajicapTaHa y MallUeHTOB C apTepUalibHON rUIepTeH3ue B Bo3pacte ot 6 10 18 ser
HE OTJINYAETCs OT MPOoduiIst 6€30MacHOCTH BaJicCapTaHa y B3POCIBIX MAI[EHTOB.

Pe3roMe HexxenaTeabHbIX PEaKIUN

Kiaccudukarust 4actoTsl pa3BuTHs MOO0YHBIX 3(dekToB, pexoMeHmoBaHHas BcemupHOi
opranu3zaieit 3apaBooxpanenus (BO3): ouens uacto (> 1/10), wacro (>1/100, vHo < 1/10),
Heyacto (> 1/1 000, Ho < 1/100), penko (> 1/10 000, o < 1/1 000), ouenp peaxo (< 1/10 000),
94acTOTa HEeM3BECTHA (Ha OCHOBAHHU MMEIOIINXCS TAaHHBIX OICHUTh HEBO3MOYKHO).

Bce HexenarenbHbIe peakiliy BaJcapTaHa, BEISIBICHHbIC B KIIMHHUYCSCKOM MPAKTHKE U ITPU aHAITU3E
7a00paTOPHBIX TIOKA3aTeIeld, HEBO3MOKHO OTHECTH K KAKOW-JIMOO 4YacTOTe BO3HHUKHOBEHWS,
II0TOMY OHHM OTHECEHBI K TPYIINE «9aCTOTa HEU3BECTHAY.

HesxenarenbHble peakiiiy CrPYIITHUPOBAHBI B COOTBETCTBUH C IMTOPSIKOM Ha OCHOBAHHH CHCTEMHO-
opransbix kiaccoB (COK).

ITarmmedTsl ¢ apTepHalILHON THIIEPTSH3UEN

Hapywenus co cmopoHul Kposu u Ium@amuyeckoi cucmemyi.

YacTOTa HEU3BECTHA — CHW)KEHHE TI'eMOTJIO0MHA, CHI)KEHHE T'eMaTOKpHTa, HEHTPOICHHS,
TPOMOOLIUTONIEHHUSI.

Hapywenus co cmoporvl uMMYHHOU CUCEMDbL:

4acTOTa HEM3BECTHA — PEAKIINY TUTIEPUYBCTBUTEILHOCTH, BKITIOYAst CBIBOPOTOYHYIO OOJIC3Hb.
Hapywenus memaboauzma u numanus.

4aCcTOTa HEU3BECTHA —TUIIEPKAIMEMHUS], TUTIOHATPUEMHUSI.

Hapywenus co cmopoHul opeana ciyxa u 1adupunma:

HEYacTo — BEPTHUTO.

Hapywenus co cmoponul cocy0os:

4aCcTOTa HEU3BECTHA — BACKYJIUT.

Hapywenus co cmopoHbl ObIXamenbHOU CUCeMbl, OP2AHO8 2PYOHOU KNeMKU U CPEeOOCMEeHUs:
HEYacTo — KaIleb.

Kenyoouno-kuweunvle napyuienus:

HEYacTo — O0JIb B KHUBOTE.

Hapywenus co cmopoHul neuenu u s#ceniesbleo00Auux nymei.

4acTOTa HEW3BECTHA — HapylIeHWe (YHKIWU TICYCHH, BKIIOYAs IOBBIIICHHWE KOHIICHTPAIHH
OunupyOuHa B I1a3Me KPOBH.

Hapywenus co cmoponbvl Kodtcu u NOOKOHCHBIX MKAHEUL:

HqacToTa HCU3BECTHA — 6YHJIC3HBII>'I ACpMaTuUT, aHFI/IOHCBpOTI/I‘IeCKI/Iﬁ OTCK, KOXHas ChIIIb, KO>KHBIH

3y
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Hapywenus co cmoponul mbluieunotl, ckeiemHno u cOeOUHUMENbHOU MKAHU:

94aCcTOTa HEU3BECTHA — MUAJITHS.

Hapywenus co cmoponvl nouex u mouesvi8o0auux nymeii.

4acTOTa HEU3BECTHA — HapylleHue (yHKIUU MOYEK, MOBBIIICHHE KOHIEHTPAllMU KpEeaTUHUHA B
CBIBOPOTKE KPOBHU.

Obwue napywenus u peakyuu 8 Mecme 66€0eHUsL:

HEYacTO — MOBBIIICHHAS yTOMIIIEMOCTb.

Takxe B Xo0/e KIMHUYECKHX HCCIIEJJOBAaHMI Yy MAllMEHTOB C apTepHalbHOM TUIepTeH3uen
HAOII0IATKMCh CIIEAYIOIINE HeXKenaTeIbHbIe peakluy (IPUIUHHO-CIICACTBEHHAS CBSA3b C IPHEMOM
npernapara He YCTaHOBIJICHA): apTpairusi, acTeHHus, OOJb B CIIMHE, IUapesi, TOJIOBOKPYKEHHE,
OeccoHHUIIA, CHIDKEHUE JTHOUI0, TOIHOTA, epudepruueckue 0TeKu, (GPapuHTUT, PUHUT, CHHYCHT,
MH(DEKINY BEPXHUX JIbIXaTENbHBIX MTyTeH, BUPYCHbIE HH(EKITHH.

ITamyeHTsl, MOJYYaroNiye BaJicapTaH IOC/Ie IEPSHECEHHOT'0 OCTPOro I/IHd)aDKTa MHOKapaa u (I/IJ'II/I)

npu XCH

Hapywenus co cmopoHbl Kpoeu u tumpamuieckoi cucmembl.

4acTOTa HEU3BECTHA — TPOMOOLIUTOIICHHS.

Hapywenus co cmoponsl uMMYHHOU cucmembl.

4acTOTa HEU3BECTHA — PEAKIMK TMIEPYYBCTBUTEIbLHOCTH, BKIIIOYAsi CHIBOPOTOYHYIO 00JI€3Hb.
Hapywenus memabonuzma u numaHusi:

HEYacTO — THIIEPKATUEMUS;

YacTOTa HEM3BECTHA —THIIEPKATUEMHS , THTIOHATPUEMHS.

Hapywenus co cmoponbl HepéHOU cucmembl.:

4acTo — FOJIOBOKPYKEHHE, OPTOCTaTHUECKOE (TIOCTYpaIbHOE) FOJIOBOKPYKEHHE;

HEYacTo — 00MOpPOK, TOJIOBHAs! 0OJIb.

Hapywenus co cmoponul opeana ciyxa u aabupunma:

HEYacTO — BEPTUTO.

Hapywenus co cmoponul cepoya:

HeyacTo — ycunenue cumnromon XCH.

Hapywenus co cmoponul cocy0os:

4acTo — BhIpaykeHHOe cHUKeHue AJl, oprocTaTuyueckasi TMIIOTEH3US;

4acTOTAa HEM3BECTHA — BACKYJIUT.

Hapywenus co cmoponul ObixamenvbHoll CucmeMmsl, OpeaHo8 2pyOHOU KIemKU U cpe0oCmeHUs:
HEYacTO — Kallellb.

Kenyoouno-kuweunvle napyuienus:

HEYACTO — TOIIHOTA, JUapes.
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Hapywenus co cmoponvl neuenu u xenueauleo0auux nymeti:

4acTOTa HEU3BECTHA — MOBHINICHNE aKTUBHOCTH «TICUEHOYHBIX)» TPAHCAMHHA3 B TJIa3ME KPOBH.
Hapywenus co cmopoHvl Kodtcu 1 NOOKOICHBIX MKAHEIL:

HEYaCcTO — aHTHOHEBPOTUYECKHI OTEK;

4acTOTa HEU3BECTHA — KOXKHAS ChIlb, KOXKHBIN 3y, OYJUIe3HBIN AepMaTHT.

Hapywenus co cmopoHvl MbluleyHOU, CKelemHOU U COeOUHUMENbHOU MKAHU:

9acTOTa HEU3BECTHA — MHUAJITHSL.

Hapywenus co cmoponsl nouek u Mouesvi800auux nymeii.

4acTo — HapylIeHue QyHKIUU TOYEK;

HevacTo — OITH, moBkIeHne KOHIICHTPAIMH KPeaTHHUHA B CBIBOPOTKE KPOBH;

4acTOTa HEM3BECTHA — TMOBBIIICHUE KOHIICHTPAIIUN OCTATOYHOI'O a30Ta MOYCBHHBI B CHIBOPOTKE
KPOBH.

Obwue HapyweHus u peakyuu 8 Mmecme 68e0eHUs:

HEYACTO — aCTCHHUSI, TTOBBIIIICHHAS] YTOMJIIIEMOCTb.

* T1o pe3yJibTaTaM MOCTPETUCTPANMOHHBIX HCCIICTOBAHUH.

Takxe B X0/A€ KIMHHUYECKHX HCCIEIOBaHUI Yy MAIlMEHTOB IMOCIE MEPEHECEHHOIO0 OCTPOro
uH(papkTa muokapaa u (wim) npu XCH HaOmromanucek clieayolire HeKenaTelbHbIe peakluu
(MpUYIMHHO-CIICICTBCHHAS CBS3b C NMPUEMOM BaJicapTaHa HE YCTAHOBJICHA): apTpasrHsi, OOJb B
)KUBOTE, OOJIb B CIWHE, AacTeHHUs, OECCOHHUWIA, CHWXEHUE JHOUI0, HEHUTPOIIeHHUs,
nepudeprudeckue 0TeKku, (GapuHTUT, PUHUT, CHHYCHUT, MHPEKIIMN BEPXHHUX JIbIXaTEIbHBIX MyTeH,
BUPYCHBIE HH(DEKITHH.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxxHo cooOmarb 0 MOJ03PEBAEMBIX HEXKENATENbHBIX PEaKUUsAX IOCIE PErucTpaluu
JIEKapCTBEHHOTO Iperapara ¢ [eliblo 00ecTeYeHrs HePEephIBHOIO MOHUTOPUHTAa COOTHOIICHUS
«TOJb3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHIYEeTCs
coo01aTe 0 JIIOOBIX MOJ03PEBACMbIX HEXKENaTENbHBIX PEAKIUAX JEKapCTBEHHOTO IMpernapara
Y€pe3 HAIMOHAJIBHBIC CUCTEMBI COO6I_HGHI/I5[ 0 HCXKCJIATCIBHBIX PCAKIUAX IOCyAapCTB — YJICHOB
EBpa3uiickoro 53k0HOMHUYECKOTr'0 COI03a.

Poccuiickas ®edepayus

109012, r. MockBa, CraBsiHcKkast Tit., . 4, cTp. 1

®denepanpHas cayx0a 1Mo Haa30py B cdhepe 3paBoOXpaHEHUS

Ten.: +7 (800) 550 99 03

Anpec s1. moutsl: pharm@roszdravnadzor.gov.ru

Be0-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa benapyco
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https://roszdravnadzor.gov.ru/

220037, r. Munck, ToBapuilieckuii mep., 1. 2a
PecniyOnukanckoe — yHurapHoe —mpennpusitue  «LleHTp
31IpaBOOXPAHCHHUI)

Tenedon ornena papmakonaazopa: +375 (17) 242 00 29
dakc: +375 (17) 242 00 29

Anpec 31. mouTsl: repl@reeth.by, reeth@rceth.by
Be06-caiit: www.rceth.by

Pecnyonuxa Kazaxcman

JKCIIEPTU3

u

HUCIILITAHUN

010000, r. Acrana, paiion baitkonslp, yi. A. manoga, a. 13, BLI «Hypcayner 2»

B

PI'TI na [IXB «HaunoHanbHbI LEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX

w3nenuiiy Komurera MeauuumHCKOrO W (apMaIeBTHYECKOrOo KOHTPOJIsl MuHHCTEpCTBa

3npaBooxpaHeHus Pecnyonuku Kazaxcran
Ten.: +7 7172 235 135

Anpec 3. moutsl: farm@dari.kz
Be6-caiiT: www.ndda.kz

4.9. [lepeno3upoBka

CHUMOTOMBI

Bripaxxennoe cHmxenue AJl, KOTOpoe MOXKET MPUBECTH K HAPYIICHUIO CO3HAHMS, KOJUIANCY U

(M) OKYy.

Jleuenue

CI/IMHTOMaTI/I‘-IeCKOG, XapaKTEp KOTOPOTO 3aBUCUT OT BPEMCHHU, MMpomeaAnero ¢ MOMCEHTAa 1mpueMa

npenapara, 1 OT CTEIEHU TSHKECTH CUMNTOMOB. [Ipy mepeno3upoBKe cllelyeT BbI3BaTbh PBOTY

(ecu mpenapat ObLI MPUHAT HENABHO) UITM MPOBECTH TPOMBIBAHUE JKETYIKA.

HpI/I BBIPAKCHHOM CHUKCHHU Aﬂ HCO6XOI[I/IMO NEpCBCCTU MAUCHTA B IOJIOKCHHUEC «JIC)KA Ha

CIIMHC» C MPUITIOAHATEIMA BBEPX HOIaAMHU, JAJICC CICAYCT NPOBCCTU MCPOIIPUATH A, HAITPABJICHHLIC

Ha MojiepKanre PyHKIUH cepAeIHO-COCYIUCTON U BIXaTEIbHON CUCTEM (BKITFOUAS PETYIISIPHBIN

kouTpouss), Bocrnonnenue OLIK (B/B BBemenne 0.9 % pacTtBopa HAaTpHs XJIOPUIA) U KOHTPOJIbL
b

CYTOYHOTO JAMype3a.

I'emoaunanu3 Hea(HEeKTHUBEH.

5. ®APMAKOJOTMYECKHE CBOMCTBA

5.1. ®apmakoauHAMHYeCKHe CBOICTBA

@®apMakoTepaneBTUUYECKasl TpyIIa: CpPeACTBa, ACUCTBYIOLIME HA PEHUH-aHTMOTEH3HMHOBYIO

CHUCTEMY; aHTarOHUCTHI PELENTOPOB aHTHOTeH3MHA ||

Koxg ATX: CO9CAO03
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MexauusM aeiictsus 1 dhapMakoarHaMuueckue dddheKThl

Bancapran — aktuBHbIi crneunuduueckuii APA Il, mpeaHasHadeHHBI AN mpuUeMa BHYTPb.
UzbuparensHo Onokupyer penentopbl noaruna ATi, xoTopble OTBETCTBEHHBI 3a 3((exTs
anruorensuHa II. CnencrBuem Onokanbl ATi-penenTopoB SBISETCS MOBBILICHHUE IIa3MEHHON
KOHIEHTpaluu aHruoteH3uHa Il, KoTopblii MokeT cTUMyIHMpoBaTh He3abmokupoBaHHble AT-
penentopsl. BaicapTan He UMeET CKOJIbKO-HUOY1b BHIPA)KEHHOM arOHUCTUYECKOW aKTUBHOCTH B
otHomeHnu ATi-penentopoB. CpoACcTBO BajicapTaHa K penenropaM nojaruna ATi nmpuMepHo B
20 000 pa3 BbIIe, ueM K perenrropam noaruna ATz, OTCyTCTBYIOT JaHHBIE O TOM, YTO BaJICapTaH
B3aMMOJICHCTBYET HJIM OJOKUpPYET IpYyrue TOPMOHAJIbHBIC PELENTOpPbl WM HOHHBbIC KaHabl,
MMEIOIIME BAKHOE 3HAYCHUE B PETYIISIUHN (PYHKIMHA CepeUHO-COCYAUCTON CHCTEMBI.
Bancapran e unrubupyer AIID, takke u3BecTHbIM Kak KuHUHAa3a I, koTophlil mpeBpaiaer
anrnoteH3uH I B anruorensuH Il m BbI3bIBaeT paspylleHHE OpaJUKWHUHA, YTO YMEHbBILIAET
BEpPOSITHOCTh BO3HUMKHOBEHMs Kallld IpU npueMe npenapara Banbcakop. B cpaBHUTENBbHBIX
KJIMHUYECKUX HCCIEeOBaHUAX BajicapraHa ¢ uHruoutopom AIID wyactora pa3BuUTUS CyXOro
Kanuist Obuia goctoBepHo Hike (p < 0,05) y mammeHToB, moiyyaBmiux BajicaptaH (2,6 % y
NAMEHTOB, IOJy4YaBUINX BajcapTaH, U 7,9 % — y nanuenTos, noiayyaBmux uaruoutop Alld). B
KJIIMHUYECKOM HCCIIEJOBAHUM 4acTOTa Pa3BUTHs CYyXOro Kalllls NPU NMPUMEHEHUH BajcapTaHa U
THUA3UJIHOTO JIMYPETUKA y MAllMeHTOB C CyXHM KaluleM Ha (OHE MpeallecTBYIOIIEH Tepanuu
unruoutopom AIID cocraBuna 19,5 % u 19,0 % cooTBeTcTBeHHO MO cpaBHeHHUIO ¢ 68,5 %
HAIMEHTOB, KOTOpBIe moiy4yanu naruoutop AII® (p < 0,05).

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

IIpumenenue npu apmepuanbHoll cunepmensuu y nayueHmos cmapuie 18 nem

ITpu neyeHnn BajcapTaHOM IALMEHTOB C apTEPHAIBHOM TMIIEPTEH3UEN OTMEYAETCS] CHU)KEHUE
A1, He conpoBOXKAarOIIeecs U3MEHEHNEM YaCTOThI CEPJICUHBIX COKPALLIEHUH.

[Tocne mpumeHeHUs BHYTPh Pa30BOM /103l Mpernapara y OOJNBIIMHCTBA IMAIMEHTOB HAdajio
AQHTUTUIIEPTEH3UBHOrO JICHCTBUS HAOII0aeTcs B TEUEHHE 2 4acoB, a MaKCUMalIbHOE CHIDKEHUE
AJl nocturaercs B mpenenax 4-6 gacoB, coxpanstomieecsi 6osiee 24 yacoB. [Ipu moBTOpHOM
NPUMEHEHUHU TpenapaTta MakCUMajibHOE CHIKeHue AJl, BHE 3aBUCUMOCTH OT IPUHATOM H03bl,
0OBIYHO JTOCTUTAETCS B Tpesenax 2—4 Heelb U MOIeP>KUBACTCS Ha IOCTUTHYTOM YPOBHE B X0J1€
JUINTEIbHOW  Tepamuud. B ciyyae  OJHOBPEMEHHOrO  NPHUMEHEHHs  Ipemapara ¢
TUAPOXJIOPOTHUA3HUIOM JTIOCTUTAETCS JOCTOBEPHOE JONOJHUTENBHOE CHIKeHUE A/l

Pe3koe mpekpaiieHue NPUMEHEHUs BajcapTaHa HE COMPOBOXKIAETCS  3HAUYUTEIbHBIM

INOBBINICHUEM AI[ W APYTUMH HCKCIATCIbHBIMHA SIBJICHUSAMU. Yy INannucHTOB C apTepHaHBHOﬁ
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TUTIEPTEH3UEH, caXxapHbIM auabeToM 2 Tuna u HedponaThuel, MPUHUMAIOIINX BaJicapTaH B J103€
160-320 mr, oTMeuaeTcst 3HAaUUTEIBHOE CHIKEHHE TpoTennypun (36—44 %).

Ilpumenenue nocine ocmpozo unghapkma muokapoa y nayueHmoe cmapuie 18 nem

[Tpu mpuMeHeHuu npernapara B TeUeHUe 2-X JIeT y MalUeHTOB, KOTOpbIe HaYaly IPUHUMATh €T0 B
nepuog oT 12yacoB g0 10 gHEe#W mociie TEepeHeceHHOro OocTporo HH(apKTa MHUOKapIa
(OCJIOKHEHHOTO JIEBOXKENYI0YKOBOM HETOCTATOUHOCTHIO U (MJIM) CUCTOJIMYECKON TuChyHKIMEH
JIEBOTO KENyJI0YKa), CHIDKAIOTCS TOKa3aTelan oOO0IIell CMEepTHOCTH, CEpAECYHO-COCYIUCTOM
CMEPTHOCTH W YBEJIMYUBACTCS BpeMsl 10 NEPBOM TOCHHUTAIU3ALMU [0 MOBOLY 00OCTpEeHUs
teueHus: XCH, nmoBropHoro nH(papkTa MuoKapaa, BHE3AITHON OCTAHOBKH Cep/Iia U HHCYIbTa (0e3
aetanpHOro ucxona). Ilpoduns 6e3onacHOCTH BajcapTaHa y MalMEHTOB C OCTPHIM HHGAPKTOM
MHOKap/1a CXOJIeH C TAKOBBIM IPH JIPYTUX COCTOSHHSIX.

XCH y nayuenmos cmapuie 18 nem

[Tpu npuMeHeHuu BajicapTaHa (B CpeHeN CyTOUHOM 103€ 254 Mr) B TeueHue 2-X JIeT y Nal[UeHTOB
¢ XCH 11 (62 %), 111 (36 %) u IV (2 %) dyakumonansHOro Kiacca mo kiaccupukammu NYHA c
dpakmueit BEIOpoca jgeBoro xeyaouka Meaee 40 % v BHYTPEHHUM JUACTOINICCKUM THAMETPOM
NeBOro Kemymouka Oomee 2,9 cM/M%,  TONMydYaloOMMX CTAHAAPTHYIO TEPANuio, BKIIOYAS
unruouropel AII® (93 %), nuyperuxu (86 %), aurokcun (67 %) u OGera-anpeHOOIOKATOPHI
(36 %), oT™MeuaeTcs A0CTOBepHOE CHMKeHHE (Ha 27,5 %) pucKka TOCHUTAIN3AIMHA MO MOBOIY
oboctpenus teuenuss XCH.

Y mnamueHTOB, He MOJy4aBIIUX HHTUOMTOPHl AIID, oTMedaercs 3HAUUTENHHOE CHUKEHHE
nokazatenst oOmedr  cmeptHocTH  (HAa 33 %), CEepAeYHO-COCYAMCTOW CMEPTHOCTH U
3aboneBaeMocTH, cBa3aHHOM ¢ XCH (BpeMs O HACTYIJIEHHs MEPBOrO CEPJIEYHO-COCYHCTOrO
COOBITHS), KOTOPBIE OLEHUBAIOTCS IO CIEAYIOIINM IOKa3aTessiM: CMEPTh, BHE3aITHasi CMEPTh C
IPOBE/ICHUEM B/B BBEJCHHE MHOTPOMHBIX WM COCYAOPACIIUPSIOMIUX MPernapaToB B TeueHue 4
win Oosnee vacoB Oe3 rocnurtanuzanuu (Ha 44 %). B rpynme nanueHTOB, MOIYyYarolIMX
unruoutopel AIID (6e3 Oera-agpeHobmokaTopoB), Ha (HOHE IIEUCHHS BajcapTaHOM He
HaOJFOTaeTCsl CHIKCHMS TMOKa3aTelsi OOIIel CMEPTHOCTH, OJHAKO YMEHBIIAOTCS ITOKa3aTeln
CEpJICYHO-COCYAUCTON CMEPTHOCTH U 3a001eBaeMocTH, cBsi3anHoM ¢ XCH Ha 18,3 %.

B nienmom nmpuMeHeHue BasicapTaHa MPUBOIUT K YMEHBIIICHHIO YK CIIa TOCTTUTATTU3AIIH 110 TTOBOTY
XCH, 3amemienuto nporpeccupoBanust XCH, ynydmenuto ¢ynkimonansHoro kinacca XCH mo
knaccuukanmn NYHA, yBenuueHuto (Qpaxkiuyd BBIOpOca JIGBOTO JKENMyJA04YKa, a TakkKe
YMEHBUICHUIO BBIPAKEHHOCTH TPU3HAKOB W CHUMIOTOMOB CEpACYHON HEAOCTATOYHOCTH U

YIIyYILIEHUIO Ka4yeCcTBa KU3HU 10 CPAaBHEHUIO C TUTaneoo.
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llpumenenue y nayuenmos cmapuie 18 nem ¢ apmepuanvHou cunepmeHsuel U HapyuleHuem
MONIePAHMHOCMU K 2TII0KO3€

[lpy mpuMeHeHHMH BaJicapTaHa M HW3MEHEHMHM OO0pa3a KH3HH OTMEYalOCh CTaTUCTHYECKU
JIOCTOBEPHOE CHIDKEHHE PHCKa Pa3BUTHS caxapHOro auadera y JaHHON KaTeropuu MalueHTOB.
Bancapran He Okas3blBasl BIMSHUS HAa YacTOTYy JIETAJBHBIX HCXOJOB B pE3yJbTATE CEPACYHO-
COCYAMCTBIX COOBITHI, MH(pApKTa MUOKapAa U UIIEMHYECKUX aTak 0e3 JeTalpHOro MCXO0/a, Ha
YaCcTOTy TOCHUTAIM3ALMU MO TPHYMHE CEePACYHOH HEIOCTaTOYHOCTH WM HECTaOMIbHOM
CTEHOKapNH, apTepUaIbHON peBaCKYJISIpU3AIMH Y MAIIUEHTOB C HapyLICHHUEM TOJEPAaHTHOCTU K
IVIFOKO3€ W apTEepPUAIBHOM THIIEPTEH3MEW, OTIMYAKOUIMXCS II0 BO3pacTy, IOy M pPAacOBOMU
MPUHAIJICKHOCTBIO.

[TpumeHenue v I1eTel U MOAPOCTKOB OT 6 110 18 JeT npu apTepruajIbHONU TUIIEPTEH3UH

VY nmereéi m mompocTKOB OT 6 jo 18 ;mer BaicapraH oOecnedrBaeT J0303aBHCHMOE, TUIABHOE
cumkenue AJl. Ilpu npumeHeHun BajcapTaHa MakCUMallbHOE CHIDKeHHE AJl, BHE 3aBUCHUMOCTH
OT TPHUHATON 03B, OOBIYHO JIOCTHTACTCSI B TEUCHUE 2-X HEACNb M TOJACPKHUBACTCS Ha
JIOCTUTHYTOM YPOBHE B XOJI€ ITTUTEIILHOMN TEeparuu.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOGcopbuus

[Tocne mpuema npenapara BHYTpb Cmax BaJicapTaHa B IJIa3M€ KPOBU JIOCTHTAeTCsl B T€UEHHE 2—
4 gacoB. Cpennss abcomoTHas OnogoctynHocts — 23 %. [lpn mpuMeHeHnn BajicapTaHa ¢ MUIIeH
AUC ymensbiiaercs Ha 48 %, XoTs, HAUMHAs MPUMEPHO ¢ §-T0 yaca mocjie rmpuemMa mpenapara,
KOHIICHTpAIUs BajJcapTaHa B IUIa3Me KPOBH Kak B ClIydae IpHUeMa ero HaToIlaK, TaKk M B CIIydae
npuema ¢ nuied, oauHakoBas. YMmenblieHne AUC, Tem He MeHee, HE COINPOBOXKIAETCA
KIIMHUYCCKU 3HAYMMBIM CHHWXCHHUEM TEPAIICBTUYCCKOTO 3(1)(1)eKTa, IMO3TOMY BajiCapTaH MOXXHO
NPUHUMATh HE3aBUCHMO OT BPEMEHHU IIpHUeMa MUIH.

Pacnpenenenue

O6bem pacnpenenenus (Vq) BajicapTaHa B IEpUO/I PABHOBECHOTO COCTOSIHHSI TTOCIIE B/B BBEJICHUS
COCTABJISIIT OKOJIO 17 1, 9TO yKa3bIBaeT Ha OTCYTCTBHE BHIPAXKEHHOTO paclpe/IesieHHsI BaJcapTaHa
B TKaHAX. BancapTan B 3HAUUTENHHON CTEMEHU CBA3BIBACTCS C OEKaMU CHIBOPOTKU KpoBU (94—
97 %), IpeMyIIECTBEHHO C ATbOYMHUHAMHU.

Buorpancdopmarus

Bancapran He nmoaBepraercs BelpakeHHOMY MeTa0onn3My (0koisio 20 % npuHATON BHYTPh A03bI
OTIpeNieNIIeTCs B BUAE METa0OIUTOB). | MAPOKCUIIBHBIN METa0OIUT OMpeAesieTcs B IIa3Me KPOBU

B HHU3KHX KoHIeHTpanusx (menee uem 10 % ot AUC Bancaprana). DTOT MeTabOIUT
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(dhapMaKoJIOTHUECKH HEAKTHBEH.

OJIMMUHALNS

Basicapran BeiBoMTCS ABYX(hasHo: a-(aza ¢ nepuogom noiyssiBeaeHust (TYq) menee 1 daca u
B-thaza c T'2p — oxono 9 yacoB. Bancapran BEIBOJUTCS B OCHOBHOM B HEM3MEHEHHOM BHJIE Yepe3
kuiedHuk (okoio 83 %) u nmoukamu (okoisio 13 %). [lociie B/B BBeAeHUS MIa3MEHHBIN KIUPEHC
BaJIcapTaHa COCTABIISIET OKOJIO 2 JI/4 M €ro movYeuHbli KiaupeHc cocranisier 0,62 1/4 (okoso 30 %
oOurero knupenca). T, BajgcapTaHa cocTaBisieT 6 4acosB.

JInHeHHOoCTh (HEINMHEHHOCTD)

B nuana3one u3yueHHBIX 103 (papMaKOKHWHETHKaA BajcapTaHa MMeeT JUHEHHbIH xapakrep. [Ipu
MOBTOPHOM TMPHMEHEHUU BajcapTaHa HM3MEHEHHH (apMakKOKMHETHYECKUX IIOKa3zaTeneil He
orMmeuanocs. [Ipu npueme Bancaprana 1 pas B CyTKH KyMyJisius He3HauuTenbHas. KonuenTpanuu
BajicapTaHa B IJIa3M€ KPOBH Y MY>KUMH U KEHIIKUH ObUIM OJMHAKOBBI.

PapMaKOKMHETHKA Y Pa3JIMYHBIX TPYIII NAlIUEHTOB

Hayuenmor ¢ XCH

VY naHHOM KaTeropuu NarueHToB BpeMs T0CTUKEHUS Cmax M T2 CXOAHBI € TAKOBBIMH Y 3/I0POBBIX
noOpoBosnbieB. [loBbimenne AUC U Cpax OpSIMO HPONOPHUOHATIBHO YBEIMUYEHUIO 03Bl
Basnicaptana (¢ 40 mr 1o 160 Mr — nBa paza). ®akTop KyMyJsuu cocTaBiseT B cpennem 1,7. [lpu
nprueMe BHYTPb KIIMPEHC BajJcapTaHa COCTaBMJ MpHOIM3UTENBbHO 4,5 11/4. Bo3pacT manueHToB ¢

XCH He oxa3bIBall BIUSHUS Ha KIIMPCHC BaJICApTaHa.

Tayuenmui nodxcunozo 6o3pacma (cmapwe 65 nem)
Y HEKOTOpBIX MALMEHTOB B BO3pacTe crapie 65 jeT cucteMHas OMOJOCTYNHOCTh BajicapTaHa
BBIIII€ TAKOBOW y MallMEHTOB MOJIOIOTO BO3pAcTa, OJJHAKO KIMHUYECKasi 3HAUMMOCTh 3TOT0 (akTa

OTCYTCTBYET.

Tlayuenmul ¢ napywenuem ynKyuu novex

Koppensmus mexty pyHKIMen mouek U CUCTEMHON OMOJ0CTYITHOCTBIO BajicapTaHa OTCYTCTBYET.
VY nanuenToB ¢ HapymeHueM (pyHkuuu nouek 1 KK 6omnee 10 Min/MuH KOppeKIuu 10361 penapara
He TpeOyercs. B Hacrosiiee Bpemsi HET JaHHBIX O NMPUMEHEHUWW BajcapTaHa y IMAlMEHTOB,
HaxOJIAIIMXCS Ha TeMoauaiu3e. BajicapTaH MMeeT BBICOKYIO CTEMEHb CBS3bIBAHUS C OCIKaMu
MJ1a3Mbl KPOBH, TIO3TOMY €T0 BBIBEACHUE TP TeMOJHATN3E MAJTIOBEPOSTHO.

Tayuenmoi ¢ HapyweHuem hyHKyuu nevyeHu

VY ManueHToB ¢ JIETKUM ¥ YMEPEHHBIM HapylleHHeM (DYHKIUU MeUYeHU OTMEYaeTCs MOBHIIICHUE
ouonoctynHoctu (AUC) BasicapTana B 2 pasza M0 CPaBHEHUIO CO 3JI0POBBIMH JOOPOBOJIBIIAMH.

Onnako He HaOmromaeTcs kKoppensuuu 3HadeHu AUC BajcapTaHa co CTENEHbIO HapyIICHUs
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byukun nedenu. [lpuMeHneHue BajcapTaHa y MAalMEHTOB C TSDKEIbIM HapylleHHeM (QYHKINH
[IEYEHU HE U3y4ajocCh.

Jletn 1 moapocTku oT 6 1o 18 jer

(DapMaKOKI/IHeTI/IKa BajiICapTaHa y I[eTeﬁ H IMOAPOCTKOB B BO3pPACTC OT 6 a0 18 net He oTiMUaeTCs

oT (hapMaKOKHMHETUKHU BajicapTaHa y MallMeHTOB cTapiie 18 mer.

6. ®APMAIIEBTUUECKHWE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
AHopo:
JlakTO3BI MOHOTHIPAT
[{ennron03a MUKPOKPUCTAILIIMYECKAS
IMoBunmon K-25
Kpockapmeiiosa HaTpus
Kpemuus 1MOKCUI KOJIIIOWAHBIN
Maruus creapar
Obonouka nienounas:
I'unpomennosa
Turana nuokcun (E171)
Kpacurens xene3a okcua xentoiil (E172)
Kpacurens xene3a okcua kpacuslil (E172)
Maxkporon-4000
6.2. HecoBMecTUMOCTDH
Henpumennumo.
6.3. Cpok rognocTu (CpOK XpaHeHus1)
5 ner.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHuUTh Ipu Temneparype He Boiie 25 °C, B OpUrMHAIIBHON YIIAKOBKE.
6.5. Xapakrep u coaepkaHue NEPBHYHOH YIIAKOBKH
ITo 15 Tabnerok B 6muctepe u3z komOuHUpoBanHoro marepuaia [IBX/IID/TIB/IX - anromuHueBOM
¢donbru.
[To 2 6nucTepa BMECTe € TMCTKOM-BKJIA IBIIIEM TOMEIIAIOT B MAYKy KapTOHHYIO.
6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH  YHUYTOXKEHMH  HCIOJb30BAHHOIO
JICKAPCTBEHHOI0 Mpenapara MWJIH  OTXOJA0B, TMOJYYEHHBIX IOCJde NPHUMEHEHHUs!
JICKapCTBEHHOI0 Npenapara, 1 Apyrue MaHUIyJIs MY ¢ penapaTomM

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.
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7. JEPKATEJb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUA
CnoBenus
AO «KPKA, n.1., HoBo mectoy, lImapbenika necra 6, 8501 HoBo mecto
Ten.: +386 73312111
dakc: +386 7 332 15 37
Anpec a1. moutsl: info@krka.biz
7.1. [IpencraBuTe b iep:KaTeis periCTPALMOHHOIO yI0CcTOBepeHusi HA Tepputopuu Coro3a

IIpereH3un HOTD66HTCHCﬁ HaImpaBJIATH I10 aApECy.

Poccuiickasa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 0611., r. Mctpa, yin. Mockockas, 1. 50

Temn.: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec 351. moutsl: Krka-rus@krka.biz

Pecnybnuxa benapyco

IMpencraButenscTBo AknnonepHoro odmiectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka Cnosenust) B Pecriyonuke benapyce

220114, r. MuHCK, yi. @unumonosa, 1. 2517, oduc 315

Ten.: 8 740 740 92 30

®axkc: 8 740 740 92 30

Anpec s1. moutsr: info.by@krka.biz

Pecnyonuxa Kazaxcman

TOO «KPKA Ka3zaxcrtan»

050040, r. Anmatsl, Mukpopaiton KOKTEM-1, nom 15A, oduc 601
Ten.: +7(727)311 08 09

Anpec 1. moutsl: info.kz@krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHHUS
JITT-Ne(001210)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPAIIMU (IOATBEPXKJIEHUSA PETUCTPAILIUN,

INEPEPETUCTPAIIN)

JaTa nepBoii peructpanun: 14 centsaops 2022 r.
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10. JATA HEPECMOTPA TEKCTA
28 okTsa6psa 2024 r.

OO61as xapakTepucTHUKa JIEKapCTBEHHOT0 Ipernapara Banscakop noctynHa Ha HHGOpMalMOHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOro cOr03a B MH(GOPMAIMOHHO-KOMMYHHUKAIIMOHHONW CEeTH

«MuTepueT» https://eec.eacunion.org/.
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