COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 26.11.2025 N= 29456

(MOCNEOOBATENBLHOCTE 0002)

OBILIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI' O ITPEITAPATA
Basncapran, 80 mr, TaGieTKH, MOKPHITHIC IIJICHOYHONH 000I0YKOM.

Bancapran, 160 Mr, Ta0JIeTKH, TOKPHITHIE INIEHOYHOW 000I0YKOM.

2. KAYUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB
JelicTBytolliee BENIECTBO: BajCapTaH.

Bancapran, 80 mMr, TabneTKku, MOKPLITHIE IUIEHOYHON 000J10YKON

Kaxnas Tabnerka, moKpbITast ICHOYHOW 0005109k, conepxkut 80 Mr BasncapraHa.
BcrnomorarenbHbie BEIIECTBa, HAJTMYUE KOTOPBIX HAJIO0 YYHUTHIBATH B COCTABE JICKAPCTBEHHOTO
npemnapara: Jakto3a (cM. paszaensi 4.3, 4.4).

Bancapran, 160 mr, TabneTku, MOKPLITHIE IVIEHOYHOM 000J10YKON

Kaxxmast Tabierka, mOKpbITas INIGHOYHOH 000J109K0H, coaepxut 160 mr BancapraHa.
BcrnomorarenbHbie BEIIEeCTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTABE JICKAPCTBEHHOTO
npemnapara: jJakto3a (cMm. pasuensi 4.3, 4.4).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEJICH B pasene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPBIThIE TNIEHOYHOH 000I0YKOM.
Ta0neTku, NOKPHIThIE MICHOYHOW 000JIOUKOM JKEITOro 1BeTa, KPYIJible, ABOSKOBBINyKibe. Ha

HIOIIEPEYHOM paspese SApo OEJI0ro WK MOYTH OEJI0TOo IBETA, JT0IyCKACTCSI MPaMOPHOCTb.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Tpenapat Bancapran nokaszaH K IpUMEHEHUIO Y B3pOCIbIX U AeTel B Bo3pacte oT 6 10 18 mer.

Bspocnsie
e AprepuanbHas THIIEPTEH3US
e  Xponmueckas cepaeunas HepocratrouHocTh (XCH) (I — IV dyHKumoHansHbIN Kiacc 1o
knaccupukanun NYHA) y B3pocibIX MHalMEeHTOB, MONYyYalOIIUX CTAaHAAPTHYIO TEparuio
OJTHUM WJIM HECKOJBKHUMH IpernaparaMu M3 CIeIyromuX (apMakoTepaneBTUYECKHX TPYIIIL:
JUypETUKAMU, CEpIEeYHBIMU [JIMKO3UIaMU, a TaKXKe UHTUOUTOpaMU

aHTHOTeH3MHMpeBpamatomero  ¢epmenta  (AIID) wunm  Oera-aapeHOOIOKATOPAMH.
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[TpyuMeHeHre KaX/10ro U3 MEPEUNCICHHBIX [IPENAapaToOB HE sBIIAETCs 00s3arenbHbIM. OlLleHKa
cocrosHus nanreHToB ¢ XCH nosmkHa BKIIIOUATh OICHKY (DYHKIIMHU ITOYEK.

e Jlns NOBBINIEHUS BBDKMBAEMOCTH IALIMEHTOB I10CIIE MEPEHECEHHOro OCTPOro MHdpapkra
MHOKap/ia, OCI0XKHEHHOT'O JIEBOXKENYIOYKOBOI HEIOCTaTOYHOCTBIO H/MIM CUCTOJINYECKON
JUC(YHKIUEH JIEBOro KelyA04Ka, IPU HAIMYUN CTa0MIIBbHBIX [TOKa3aTeseil reMOANHAMUKY.

JleTH ¥ OAPOCTKHU

e AprepuanbHas TUIIEPTEH3US Y AETEN U IIOJPOCTKOB OT 6 10 18 jer.
4.2. Pexxum 103MpOBaHNs U C1IOCO0 NPUMEHEeHUs!

PexxuM J103upoBaHus

Bspocnvie

ADmeDMa]leClﬂ cunepmen3us

Pexomennyemas HauanbpHas J03a npenapara Bancapran cocrasmisier 80 mr wim 160 mr 1 pa3 B
CyTKH, BHE 3aBHCHMOCTH OT pacoBOM MPUHAIJICKHOCTH, BO3pacTa M IOJia TAIMEHTA.
AHTUTHIIEPTEH3UBHBIN AP PEKT OTMEUACTCs B TICPBHIC 2 HEIEIH JICUCHUS; MAKCHMAITLHBIH 3P PEeKT
pa3BuBaercs uepe3 4 Hexenu. TeM mamueHTaM, y KOTOPBIX HE YJIAeTCs TOCTUYDL aJIeKBATHOTO
TEparneBTUYECKOT0 OTBETAa, CyTOUYHAas J03a mnpenapara BajcaptaH MoxeT ObITh YBEIHYEHA 0
320 Mr i MOTYT OBITH JOOABJICHBI JUYPETUUYECKUE CPECTBA.

[Ipenapar Bancapran MOXeT Takke NPUMEHSATHCS C JAPYTMMH aHTUTHUIEPTEH3UBHBIMU
npenaparam.

XDOHMHQCKCIH cepdeqHaﬂ He0oCmamo4yHoCmb

Pexomenayemast HauanpHas go3a mpernapata Bancapran coctaBisier 40 mr 2 paza B CyTKH.
VBennuenue 10361 10 80 Mr u 160 mr 2 paza B CyTKH JOJKHO MPOBOJUTHCS 1O MaKCHMaIbHON
J03bl, TepeHocMMOoll mauueHToM. Ilpm 3ToM MOXeT noTpeOOBaThCA CHUXKEHUE J103bI
OJTHOBPEMEHHO MTPUHUMAEMbIX AUYPETHKOB. MakcuMaibHas CyToyHast 1o3a coctaBiser 320 mr B
2 npuema.

Onenka cocrostaus nareHToB ¢ XCH moimkHa BKITIOYATh ONEHKY (DYHKIIMH TTOYEK.

ﬂ]l}l NOBBIUWEHUA BblHCUBAEMOCIU NAYUEHNIOB NOCHE NEPEHECEHHO20 ocmpoco uHabamea

MUokapoa

Jleyenune cneayer HauyMHATH B TEYEHHE 12 4 mMOcie MEPEHECEHHOro HWH(apKTa MHOKap/a.
Havanbnas no3a Bascaprana cocrasisier 20 Mr 2 pasa B cyTkH. [loBbIIeHHE 1036 IPOBOJUTCS
metoaoM TutpoBanus (40 mr, 80 mr, 160 Mr 2 pa3a B CyTKH) B TeU€HHE HECKOJIBKHX MOCIEYIOIINX
HEZENb, 10 NOCTHKEHUS 11eneBoi 1036l 160 Mr 2 pa3a B CyTKH.

MakcumanibHas cytouHas jao3a cocrabisieT 320 mr B 2 npuema. Kak npaBuio, peKOMEHIyeTcs

yBennueHue 1036l 10 80 Mr 2 pa3a B CyTKM K KOHILy BTOpPOH Henenu jedeHus. JlocTmxeHue
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MaKCUMaJIbHOM 11e51eBOM 10351 110 160 Mr 2 pa3a B CyTKU PEKOMEHIyETCsI K KOHILY TPEThEro Mecsa
Tepanuu mnpernapatoMm Bancapran. YBenudueHue 103bl 3aBUCUT OT MEPEHOCHUMOCTH Ipernapara
Bancapran B nepruoja TUTpOBaHUS.

B cinydae pasBuTHUs apTepUaTbHOM TUIOTEH3UHM, COIMPOBOXAAIOMICHCS KIMHUYECKUMU
MPOSIBIICHUSIMU, WU HAPYIIEHUH (QYHKIMIA MOYEK CIEAYEeT PAacCMOTPETh BOMPOC O CHIKCHHUU
JIO3BI.

OneHka COCTOSIHMSI MAIIMEHTOB B MEPHUOJI MOCJIE NEpeHeceHHOro nH(papKTa MUOKapaa JI0JDKHA
BKJIIOYATh OLIEHKY (QYHKIUH ITOYEK.

Oco0Bble IpYIIILI TAIUEHTOB

Tayuenmsr noscunozo eospacma
YV NOXUJIBIX MAalMEHTOB KOPPEKINH JI03bI IIpernapaTta He TpeOyeTcs.
Tayuenmoi ¢ HapyweHuaMuy QYyHKYUU NOYEK
VY manueHToB ¢ HapyHICHUSMH (YHKIUH IMOYEeK KOPPEKIMH J03bl Mpernapara He TpeOyercs.
B Hacrosimee Bpems HET TaHHBIX O NPUMEHEHUHW TIperapara y IMalUueHTOB C KJIMPESHCOM
kpearununa (KK) menee 10 mMi/muH.
THayuenmoi ¢ HapyweHuaMU GYyHKYUY NeyeHU
[TarueHTaM ¢ TETKUMH WM YMEPEHHBIMU HApyIICHUSIMA (QYHKIINH TIEYCHA HEOMITHApHOTO I'eHe3a
0e3 sSBJICHUWI XOJIeCTa3a Mperapar CieayeT MPUMEHSITh C OCTOPOKHOCTBIO, CyTOYHAs J103a HE
JIOJDKHA TIpEeBBIATh 80 M.

eTH
ApmepuanvHasn cunepmen3us

Jlemu u noopocmku 6 gozpacme om 6 0o 18 riem

Macca tena MakcumanbHasi peKOMEHI0BaHHas J103a
> 18 kr <35 kr 80 mr
> 35 kr < 80 kr 160 mr
>80 kr < 160 xr 320 mr

Jlemu maaoue 6 1em

bezonacHocth 1 3 dexTuBHOCTH NMpenapata Bancapran y mereit ot 0 g0 6 JeT Mo MoKa3aHUIO
apTepualbHas TUIIEPTEH3Us HE YCTaHOBJIECHBI. JlaHHBIE OTCYTCTBYIOT.

XpoHuueckas cepoeyHas HeOOCMAmoOyYHOCMb U NEePEeHeCeHHblll OCMPbLU UHDAPKM MUOKApOa
Basncapran He pekomenioBan jyist edeHuss XCH u nmepeneceHHOro ocTporo nHpapkTa MuHOKapaa
y HanueHToB Muaame 18 ner.

Crooco0 nmpuMeHeHus

Tabnerkn IIPUHUMATEG BHYTPb, HEC Pa3KCBbIBasi, BHC 3aBUCHUMOCTU OT IMpUEMa IMUIIH, 3allhBas
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BOJIOM.
4.3. lIlpoTuBOoNOKa3aHNUs
e ['unepyyBCTBUTENBHOCTh K BajicapTaHy WM K JIOOOMY K3 BCIOMOTAaTEJIbHBIX BEILIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.
e bepeMeHHOCTb, IEPUOJ] TPYJHOTO BCKApMIIMBAHUSI.
e Twmxenple HapymeHus (yHkuM nedeHn (O6osee 9 OamroB mo mkane Yaitna-I1pro),
OmiIMapHbIi IUPPO3 U XOJIECTA3.
e Bo3spacr 10 6 JeT — 1o MOKa3aHUI0 apTepualibHasi TUIIEPTeH3uUs, 10 18 et — mo apyrum
MOKa3aHUSM.
e HemnepeHOoCcMMOCTh JaKTO3bl, ACPHUIMT JAKTa3bl, CHHAPOM TIIFOKO30-TAIIAKTO3HON
MababcopOIuu.
e OIHOBpEMEHHOE TMPUMEHEHHE C aJUCKUPEHOM U MpenaparaMmu, CoOJep>KalluMH
AIHMCKUPEH, Y MallMEeHTOB C CaXxapHbIM A1a0eTOM W/WiIH HapylIeHHeM (QYHKIIUH [TOYeK CpeaHei
¥l TSDKETIOH CTereHH (CKopocTh Kiry6oukosoii ¢punsTpanmu (CK®) < 60 mu/mun/1,73 M?).
OpHoBpeMeHHOe TmpuMeHeHue ¢ wuHruouropamu AIID y panueHToB ¢ IuabETUYECKOM
HedpomnaTuei.
4.4. OcoOble ykazaHHusl 1 MepPbl NPEeIOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Cnenyer coOmoaaTh 0COOYHO OCTOPOXKHOCTH INMPU MPUMEHEHWW Tpernapara y TMalHueHTOB C
HACJIEICTBEHHBIM AHTMOHEBPOTHUYECKUM OTEKOM, JHOO0 aHIMOHEBPOTUYECKUM OTEKOM Ha (hoHe
MPEIIIeCTBYIONIEH Tepanuy aHTaroHucTamu penentopoB anruoTensuHa I (APA 1) wim
uHruouropamu AI1O.

[TpyHMMATB C OCTOPO’KHOCTBIO IIPU JIBYCTOPOHHEM CTEHO3€ IIOYEUHBIX apTEPUI, CTEHO3€ apTepU
€MHCTBEHHON IIOYKM, MEPBUYHOM THIIEpPAIbJIOCTEPOHU3ME, TPU COOJIOJIEHUU JAHETHI C
OTpaHUYEHUEM TMOTPEOJICHUs TIOBApEHHOM COJHM; MpPU COCTOSHUSAX, COINPOBOMXKAAIOIINUXCS
neGUIUTOM HATpHUsl B OpraHU3Me W/MJIM CHIDKEHHEM o0beMa IMPKYJIUpPYIOIeld KpoBU (B TOM
yucie auapes, ppota); y nanuentos ¢ KK menee 10 Mia/mMuH, y nanueHToB B Bo3pacte oT 6 10
18 mer m KK menee 30 Mi/MHH, B TOM YHCIIE HAXOMIIIUXCA HAa TEMOIHUAIIN3E, C JIETKUMU U
YMEpPEHHBIMH HAPYIICHUSIMH (DYHKITUY ITeUEeHN OMIIMapHOTO U HEOMIMApHOTO reHe3a 0e3 IBIeHU
xozecrasza (< 9 6amnos no mkane Yaiina-ITeio0); y nannentos ¢ XCH III — IV pyHKmonansHoro
kinacca (mo NYHA), gyHKuus modek KOTOPHIX 3aBUCHT OT COCTOSHHMSI PEHHUH-aHTHOTCH3UH-
anmppocrepoHoBoii  cucteMbl  (PAAC), MHTpanbHBIM WM  aOPTAIbHBIM  CTCHO30M,
runeprpoduyeckoil OOCTPYKTHBHOM KapAUOMHUOMNAaTHEW, a Takke Yy TMalleHTOB Iociie

TPAHCIIJIAaHTAIUU IMOYKH.
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C OCTOPOKHOCTBIO OCYIIECTBISATh OJHOBpeMeHHOe npuMenenne APA 11, Bkitouast BajicapTas, ¢
JIpyTUMU cpeacTBaMu, HHruoupyomumu PAAC, Takumu kak mHrHOUTOps! AIID min anuckupeH.

Oco0ble yKazaHus

Tayuenmoi ¢ Hapywenuem QyHKyuy novex

Cnenyer wusberate omHOBpemeHHOro mnpumenenus APA 1II, Bximrouas BancapraH, Wid
uHruouTopoB AIl® ¢ anuckupeHOM M mpenaparaMu, COAEPIKALUMU aTUCKUPEH, Y MallUEHTOB C
caxapHbiM JuabeToM M HapylmIeHUsSMU (YHKIUU TIOYEK CpelHed U TsDKEJIoW CTeneHu
(CK® < 60 mi/mun/1,73 M?).

T'unepranuemus

[Ipy OTHOBPEMEHHOM MPUMEHEHUU C OMOJIOTMYECKH AKTUBHBIMM JOOABKAMHU, COAEpKaIUMU
Kalmui, KaiuicOeperaromuMu JUypeTUKaMH, KaTUHCOIEepKaIIMH 3aMEHUTENSIMUA COJTM WJTU C
JpPYTMMHU NpernapaTaMy, KOTOPbIE MOTYT BbI3bIBATh IOBBIIICHHE COJECPKAHUS Kaldusi B KPOBHU
(Hampumep, C renapuHoM), CJIEeNyeT COOJI0JaTh OCTOPOKHOCTh M IPOBOJUTH PEryJIsIpHBIN
KOHTPOJIb CO/IEP KaHUSI Kallusl B KPOBH.

Tpancnranmayus nouku

Jannpix mo 0e30macHOCTH MPHUMEHEHUs Npernapara BancapTaH y MaluMeHTOB, NMEPEHECHINX
TpaHCIIAHTALUIO MIOYKH, HET.

Hedhuyum 6 opeanusme Hampus u/unu CHudxCeHue 06vema YupKyaupyoujeti Kposu

VY nauuMeHToB ¢ BbIpaXEHHBIM J€(PUIUTOM B OpraHU3ME€ HATPHUS W/UIU CHUKEHHBIM 00BEMOM
upkyupytomieit kposu (OLIK), HanpuMep, MOTyYaromuX BBICOKUE 1036l JHYPETUKOB, B PEAKUX
CIyyasx B Hauaje JIEYEHUs NpenaparoM MOKET pa3BUBAThCA apTepuaibHas THUIOTEH3US,
COIPOBOXKAAIOMIAsACS KIMHUYECKUMH MposiBleHUusMU. [lepen HauanoM JiedeHHs IpernapaToM
Bancapran ciaenyeTr npoBecTH KOPpPEKIIHIO COJAEPKaHUS B OpPraHU3Me HaTpHs U/UIIH BOCIIOJIHUTh
OLIK, B TOM 4yMCII€ IyTEM YMEHBILIEHUS A03bl IUYyPETUKA.

B ciyuae BO3HHKHOBEHHS BBIPQKEHHOTO CHI)KEHHs apTepuanbHoro maenenus (AJ]) maruenta
ClIeyeT YJOXKUThb C TIPUIIOJHATHIM HOXXHBIM KOHIIOM, IIpU HEOOXOJWMOCTH IPOBECTH
BHYTpHBeHHYIO (B/B) mHby3ui0 0,9 % pactBopa Harpusi xjopuaa. Ilocie crabumusarmu AJ]
JeyeHue npenapaTtoM Bancapran MoxeT ObITh TPOJOIKEHO.

Cmenos noueynoti apmepuu

IIpumeHeHne npenapata KOPOTKMM KypCOM Y IMAalMEHTOB C PEHOBACKYJISIPHOW THUIIEPTEH3HEH,
pa3BUBILEHCS BTOPUYHO BCIIEJICTBUE OAHOCTOPOHHETO CTEHO3a apTEPUH €AMHCTBEHHOM OYKHU, HE
OPUBOJAUT K  CKOJBKO-HUOYAb CYIIECTBEHHOMY M3MEHEHHUIO TIOKazaresell  MO4YeyHOMH
reMOJIMHAMUKH, KOHIIEHTPALIMM KPEaTHUHHWHA CHIBOPOTKM KPOBU WJIM a30Ta MOYEBHMHBI KPOBH.

Opnako, y4uThIBasi, 4TO JApyTrHe JIEKapCTBEHHbIE CpelcTBa, Biustoue Ha PAAC, moryt
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BBI3bIBATH IIOBBIILIEHNE KOHIICHTPALMY MOYEBUHBI U KPEATUHHHA B CBIBOPOTKE KPOBH y IALIUEHTOB
C JIBYCTOPOHHUM CT€HO30M IIOYEYHBIX APTEPUH HUIIM CTEHO30M apTEepUU €IMHCTBEHHOW IIOYKH, B
Ka4eCTBE MEPBI IIPEIOCTOPOKHOCTH PEKOMEHIYETCS KOHTPOJIb ITUX IT0KA3aTEICH.

Tlepsuunwiii eunepanboocmeponusm

[Tpenapat HeapPeKTUBEH I ICUEHUS apTEPUATBHON TUIIEPTEH3UH Y MAIUEHTOB C EPBUYHBIM
TUIIEPAIIbIOCTEPOHU3MOM, IIOCKOJIBKY Y JAHHOW KaTErOpHUH IALIUEHTOB HE OTMEYAECTCS aKTUBALIUS
PAAC.

XCH/nepuoo nocne nepenecenHoco uHghapkma muokapoa

VY namuentoB ¢ XCH wunu mocnie nepeHeceHHOro nH(papKTa MUOKap/a, HAUWHAIOMIUX JICYCHUE
npenaparoM BasicapraH, 4acTo OTMEYaeTcss HEKOTopoe CcHukeHue AJ[, B cBA3M ¢ ueMm
pekoMeHnayercs KoHTposb AJl B Havase Tepanuu. [Ipu ycinoBuu cobiojeHus pekoMeHAauui 1o
PEKUMY J03UPOBAaHUS OOBIYHO HE BO3HUKAET HEOOXOIMMOCTH OTMEHBI Npenapara Bancapran no
IIpUYMHE apTepuanbHON runoreH3uu. OueHka cocrosiHus nauueHToB ¢ XCH nomkHa BKIIOYaTh
OLIEHKY (DYHKITUH ITOYEK.

Bcenencrsue nnrndupoBanust PAAC y HEKOTOPBIX MAaLlMEHTOB BO3MOKHBI HAPYLIEHUs (PYHKLIUU
nouek. Y mamueHToB ¢ XCH III — IV ¢ynkunonansHoro kiacca no knaccupukanuun NYHA,
(byHKIHS TOYEK KOTOPBIX 3aBUCUT OT cocTosiHust PAAC, neuenne naruouropamu AII® u APA I
MOYET CONPOBOXIATHCS OJUTYpUEH W/MIM HapacTaHHWEM a30TeMHH M B PEAKHX CIIydasx
Pa3BUTHEM OCTPOU MOYEUHOM HETOCTATOUHOCTH W/WJIH JIETAIbHBIM HcX00M. [loaToMy y AaHHbBIX
KaTeropyuii MalueHToB Iepel NPUMEHEHUEM Ipenapara BaicapraH, a TakKe NEPUOIUYECKU BO
BpeMs JICUEHUS [TPerapaToM HE00X0AUMO MPOBOIUTH OLIEHKY (YHKIIUHU MOYEK.
Kombunuposannas mepanus npu apmepuanivHol 2unepmen3uy

IIpu aprepuanbHON rUnepTeH3UN Ipenapar BaicapTan MOKET IPUMEHATHCS B MOHOTEpAIIUH, a
TaK)K€ COBMECTHO C APYIMMU TMIIOTEH3UBHBIMU CPEICTBAMM, B YACTHOCTH, C TUYPETUKAMH.
Kombunuposannas mepanus 6 nepuoo nocie nepenecenHo2o uHpapkma Muokapoa

Bo3moxHOo mpuMeHeHue mpenaparta BancapraH B KOMOMHAlMK C JAPYTUMH JI€KapCTBEHHBIMU
npernapaTaMi, HPUMEHSEMbIMH II0CJIE€ NEpPEHECeHHOro HWH(papKTa MHOKapJaa, a HWMEHHO
TPOMOOJINTUKAMH, alleTHIICATMIIMIIOBON KMCIOTON B KaUeCTBE aHTHArPEraHTHOIO CpeJICTBa, OeTa-
anpeno6nokaropamu u uaruoutopamu ['MI'-KoA-penykraspl. Y naHHON KaTeropuu mainueHTOB
HE PEKOMEHJIyeTcs MpUMEHsATh INpenapaT Bancapran omHoBpemeHHO ¢ uHruouropamu AllD,
MOCKOJIbKY JJaHHasi KOMOMHHUPOBAaHHAs Tepanusi HE MMEET IMPEUMYIIECTB Mepe MOHOTepanueit
BajicapTaHOM MM UHTHOUTOpoM AIID B oTHOILIEHNH MTOKa3aTeneit 0011ei CMepTHOCTH 1O JIF000H
IIPUYUHE.

Kombunuposannas mepanus npu XCH
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ITpu XCH npenapat Bancapran MOXET NIPUMEHATHCSA KaK B MOHOTEpANHH, TaK U OJHOBPEMEHHO
C IPYTUMH CPEICTBAMH — JAMYPETHUKAMH, CEpACYHBIMH TIIMKO3UAAMH, @ TAaK)KE WHTHOMTOpaMHU
ATI®D unu 6eTa-aipeHoOI0KaTOPaAMH.

VY naHHOW KaTeropuu MAIMeHTOB HE PEKOMEHAYETCS NMPUMEHEHHE TPOMHOM KOMOMHHPOBAHHON
teparnuu uarHOUTOpoM AIID, OGera-aapeHoOI0KaTOPOM U mpenaparom BancapTas.
Aneuonespomuueckuii omex, ekaouas omexk Keunke

AHIMOHEBPOTUYECKUI OTEK, B TOM YHCIIE OTE€K FOPTAHU M TOJIOCOBOM WIENIH, MPUBOIALIIUN K
OOCTPYKLMHU JIbIXaTEJbHBIX MTyTeH, U/UIN OTEK JIUIA, I'y0, TIIOTKU U/WIN OTEK s3bIKa, BCTpeyascs
y HAIMEHTOB, IOJIyYaBIIMX BAJICAPTaH, Y HEKOTOPBIX M3 3TUX IAlIUEHTOB pPaHEE BO3HUKAI
AQHTMOHEBPOTUYECKUH OTEK Ha (OHE MpHeMa JIPYTUX IPernaparoB, B TOM YHCIE WHTHOHUTOPOB
AII®. Ilpuem npenaparta Basicaptan B cilyyae pa3BUTHUsI aHTHOHEBPOTHYECKOTO OTEKA JTOJIKEH
OBITH HEMEIJICHHO OTMEHEH, BO300OHOBJICHHE ITpUeMa Tpernapara Bancapran 3anperieHo.
Aneuonespomuyeckuti omex KUUEUHUKA

Bbuti moryueHs! COOOIIEHHUS O pa3BUTHH aHTHOHEBPOTHYECKOTO OTEKA KUIIEYHHUKA y TAIIMEHTOB,
NPUHUMAFOIIUX OJIOKATOPHI PEIENTOPOB aHrHoTeH3uHa I, Bkimovas Bancaptan (cM. paszen 4.8).
VY s3TuxX manuveHToB HabmOJaNMCch 0ONb B JKUBOTE, TOIIHOTA, pBOTa W auapes. CHUMIOTOMBI
pa3pemairch Mocie OTMEHbI aHTATOHUCTOB PEUENTOPOB aHrnoTeH3uHa Il. Eciau nuarnoctupoBan
AQHT'MOHEBPOTUYECKUI OTEK KUILIEYHHUKA, CIIEYET IPEKPATUTh IPUMEHEHHE BajicapTaHa U HavyaTh
COOTBETCTBYIOIIIEE HAOJIO/IEHHUE /10 MOJTHOI'O NCYE3HOBEHUSI CHUMIITOMOB.

Hapywenus ¢pynxkyuu nevenu

Bancapran BEIBOAUTCS TTaBHBIM 00pa3oM B HEM3MEHEHHOM BHJIE Uepe3 KHUILIEYHHK C KEITYbIO, B
TO BpeMsl Kak amJIOJUIIMH WMHTEHCUBHO MeTabonusupyercs B medeHu. Crenyer coOionaTh
OCTOPOKHOCTB NpHU NMPUMEHEHUH Tpernapara BancapraH y manueHToB ¢ 3a00JI€BaHUSMU NEYEHU
(ocobeHHo pu OOCTPYKTHBHBIX 3a0051€BaHUSAX YKETUYEBBIBOSALINX myTei),
COTPOBOKAAIOIIMMHUCS HAPYIICHUSIMH (PYHKIIMU TIEYCHU.

layuenmovl ¢ obcmpykyuell 8bIHOCAWE20 MPAKMA 1868020 HCENYOOUKA (MUMPALbHLIL CMEHO3,
AopmManbHblli CMEeHO3 Ul unepmpoguieckas 06cmpyKmusHas KapouoMuonamusi)

Crnenyer mnposiBISATH OCOOYIO OCTOPOXKHOCTH INpUM NpPUMEHEHHMH Ipenapara Baicapran y
MNalMEeHTOB,  CTPAJAOIIMX  AOPTaJbHBIM  CTE€HO30M, MHTPAJbHBIM  CTEHO30M  WJIU
runepTpoduyeckoit 06CTpyKTUBHOM KapMOMUOTIATHEN.

Jsotinas 6nokaoa PAAC

OnHOBpEMEHHOE TPHUMEHEHHE C AJIUCKHUPEHOM M IpenaparaMy, COAEPKAIMMU aJIUCKHUPEH,

MMPOTHUBOIIOKA3aHO Yy IMAIIUCHTOB C CaXapHbIM I[I/Ia6eTOM W/WIH HapyluIcHUueM (I)YHKI_II/II/I ITOYCK
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cpenueit u Taxenoit crenenn (CK® < 60 mn/muu/1,73 M%) u He peKOMeHIYyeTCs Yy APYTHX
HAIMEHTOB.

OnnoBpemennoe npumenenue APA |l ¢ uarnburopamu AII® npoTuBoONOKa3aHo y MAIMEHTOB C
nrabeTHuecKoi HepomnaTueil 1 He peKOMEHAYeTCs y APyTruX MalueHTOB.

JBoiinas Onokaga PAAC mocpeacTBOM OJHOBPEMEHHOTrO mpuMeHeHus: uHruOutopa AllD,
APA 1l nnm anuckupeHa He peKOMEHI0BaHa B o01el nomyssanuu. OnHako, B TOM cliydyae, eCiu
KOMOMHUpPOBaHHAs Tepanus yKa3aHHbIMH IIpernaparaMu sBJsSeTCS aOCOIIOTHO HEOOXOAUMOH,
TaKO€ MPUMEHEHHUE JOJIKHO OCYIIECTBIIATHCS MOJ TIIATEIbHBIM HA0IIOJEHUEM Bpaya, C YaCTbIM
KOHTpoJieM mokazateneil AJl, QyHKIHMM MOuYeK, a TaKkKe COIEP)KaHHs SJICKTPOJUTOB IJIa3MBbI
KpPOBH.

BcnomorarensHbIe BEIECTBA

[Ipenapatr Bancapran coxepxut nakro3y. Ecnm newammii Bpad coobupwi, yro y Bac
HETIEPEHOCHMOCTh HEKOTOPBIX CaxapoB, Mepe]l MPUEeMOM JaHHOTO JIEKApCTBEHHOTO Iperapara
oOpaTuTech K jedalieMy Bpauy.

4.5. B3amMmopeiicTBHe ¢ JAPYTHMH JIEKAPCTBEHHbIMH MNpenapaTaMH W JApyrue BHIbI
B3aNMOJAeHCTBUSA

yCTaHOBJ'ICHO, 4TO IpHU MOHOTCpAIMKU BaJICAPTAHOM OTCYTCTBYIOT KIMHHUYCCKH 3HAYHUMBIC
B3aMMOJICHCTBHS CO CIETYIOIIMMH JIEKAPCTBEHHBIMU CPEICTBAMH: IIUMETUAMHOM, Bap(hapuHOM,
dypoceMHuIoM,  JWTOKCHHOM,  aTEHOJOJIOM,  WHIOMETAllMHOM,  THAPOXJIOPOTHAZHIIOM,
aMJIOIMITUHOM, TJTHOEHKIIAMHJIOM.

JIsoiiHag Omokana PAAC npu OpuMEHEHHM AaHTAarOHHWCTOB pPELIENTOPOB aHruoreHsuHa 1l

narnouropos All® wim anuckupeHa

OpnnoBpemenHoe npumenenue APA I, Bkirouas npenapart Bancapran, ¢ Ipyrumu cpeicTBaMu,
oKasbpIBaroIMMH BiusHUE Ha PAAC, cBA3aHO ¢ IOBBIIEHHON 4aCTOTON Pa3BUTHUS apTEPHAIIBHOM
TUIOTEH3UH, THIEPKATUEMUH U U3MEHEHUH (PYHKIIMM MOYEK MO CPaBHEHUIO C MOHOTEpAIHUei.
Pexomenyercs mpoBOAUTH KOHTPOJIb apTEPUATILHOTO JaBJICHMS, (PYHKIIMK TOYEK U COJIEpKaHuUs
AIIEKTPOJIUTOB y TAIMEHTOB, NIPUHUMAIOIIMX Mpenapar BancapTan u apyrue jgeKkapcTBEHHbIE
cpenacTBa, okazbiBaromue Biusaue Ha PAAC.

Hecrepouansle IpoTUBOBOCIANUTENRHEIE ITpenapatsl (HIIBII)

[Tpu npumenenun BancapraHa ojgHoBpemeHHO ¢ HIIBII (Bkitouasi cenekTUBHBIE MHTHOUTOPBI
IUKJIOOKCUT€Ha3bl-2) BO3MOXKHO YMEHbBIIIEHHE €ro AaHTUTMIEepTEeH3UBHOro naeWctBud. Ilpu
npumenenun APA 11 ogHoBpemenHo c¢ HIIBII Bo3MmoHO yxyamieHue (QYHKIMH TOYEK U

YBCIIMUCHUC COACPKAHUA KaAJIHUA B IJIa3MC€ KpPOBH. HpI/I HCO6XOI[I/IMOCTI/I OIHOBPCMCHHOT' O
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npuMeHenus Baicaptana U HIIBII o nagana nedeHuss HEOOXOIMMO IPOBECTH OLIEHKY (PYHKIIUU
HOYEK ¥ KOPPEKLUIO HAPYLIEHUI BOJHO-3JIEKTPOJIIMTHOrO OanaHca.

benkn-nepeHoCUnKu

[To pesysibraram uccienoBaHus iN Vitro Ha KyJabTypax IEYeHH BalcapTaH SBISETCS CyOCTpaToM
st 6enkoB-niepeHocunkoB OATP1B1 u MRP2. OnHOoBpeMeHHOE MPUMEHEHHE BajlicapTaHa C
uHruouropamu Oenka-nepenocunka OATP1BI1 (pudaMnuius, TUKIOCIOPUH) U C HHTHOUTOPOM
6enka-nepeHocunka MRP2 (puroHaBup) MOXeT yBEIMUUTh CUCTEMHYIO HKCIIO3ULIUIO BaJicapTaHa
(Cmax 1 AUC).

IIpenapatel IUTHA

[Ipy ogHOBpEeMEHHOM NPUMEHEHWH IpenaparoB JuTus ¢ uHruomropamu AIlD um APA 11
0TMEYaJ0Ch 00paTUMOE yBEITMUEHUE COJCPKAHUS JINTHS B CHIBOPOTKE KPOBU U YCUIIEHUE B CBSI3U
C 3TUM TOKCHYECKHUX MPOSBICHHUH, TOITOMY PEKOMEH]IyETCsl IPOBOAUTH KOHTPOJIb COJEPIKAHUSA
JUTUSL B CBHIBOPOTKE KpOBH. PHUCK TOKCHYECKHX MpOSIBICHUN, CBSA3aHHBIX C IPUMEHEHUEM
IIPENapaToB JUTHS, MOXKET JOMOIHUTEIBHO YBEIMUYMUBATHCS IPU OAHOBPEMEHHOM IIPUMEHEHUH C
npenapatoM Bancapran u quypeTukamu.

JIekapcTBEHHBIC IIpenapaThbl, KOTOPhIE MOT'YT INPUBECTH K YBEIMUYCHHUIO COJICPKAHMS Kaaus B

miasmMe
OnHOBpeMEHHOE NPHUMEHEHHE KalMicOeperalmux IUypeTuKoB (B T.4. CHUPOHOJIAKTOHA,
TpUaMTepeHa, aMUJIOpUAa), penapaToB Kajus, COJIeH, COJAEpKAIlUX Kajui, a TaKkKe IPYrux
IpenapaToB, COCOOHBIX YBEJIMYMBATH COJEpKAHUE Kanus (HarpuMep, FernapuH U T.J.), MOXET
IPUBECTH K YBEJIMYECHUIO COJEPKAHUS KalIMs B CBIBOPOTKE KPOBH U Y MAIlMEHTOB C CepAECYHOMN
HEJ0CTAaTOYHOCTBIO — K YBEJIMYEHHUIO KOHIIEHTPAIMK KpeaTHHUHA ChIBOPOTKU KpoBH. Eciu Takoe
KOMOMHHMPOBAHHOE JIEUEHUE MPU3HAHO HEOOXOIUMBIM, CIETYyET COOJII0IaTh OCTOPOKHOCTD.

eTu
Heotinas 6nokaoa PAAC npu npumenenuu anmazoHucmog peyenmopoe anzcuomeHzuna II,
uneubumopos AIl® unu anuckupena
VY nereil U MOAPOCTKOB apTepuabHas TMIIEPTEH3US YacTO CBSi3aHA C HapyLIeHHEeM (pyHKIMU
nouek. PEKOMEHJIOBAHO € OCTOPOXKHOCTBIO NPUMEHATH BajcapTaH OJHOBPEMEHHO C JIPYTUMH
npenapatami, BaustomuMu Ha PAAC, y naieHToB 1aHHON KaTeropyu, T.K. 3TO MOXKET IMPUBECTU
K YBEIMYEHUIO COJIEP)KaHUS Kalusl B CHIBOPOTKE KpoBHU. ClepyeT MPOBOAUTH DPETYJSPHBIN
KOHTPOJIb ()YHKIUU IOYEK W COAEpXkaHHsS Kajlus B CHIBOPOTKE KPOBH y MAIMEHTOB JaHHOM

IpyTIIbL.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS
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>K€HH_[I/IHLI C ACTOPOAHBIM ITOTCHIIMAJIOM (KOHTDaL[eHI_II/ISI Y MYKYMH U )KeHIJ_[I/IH)

Kak u mro6oit npyroit mpemapar, okasbiBaromuii mpsimoe xaevicteue Ha PAAC, mpemnapar
Bancapran He ciieyeT NpUMEHATh Y JKEHIIMH, IUIaHUpYOIUX OepeMeHHOCTh. [Ipu BBIOOpE
moboro mpermapara, Bo3zacicTByromero Ha PAAC, Bpady crnenyer mnpouHGOPMHPOBATH
MAlMEHTKY C COXPAHEHHBIM PENPOYKTUBHBIM MOTEHIIMATIOM O BO3MOKHOM PHUCKE MPUMEHEHUS
npernapara BO BpeMsi 0€peMEHHOCTH.

bepeMeHHOCTB

Pestome puckos

Kak u mis moboro apyroro mpemapara, okaspiBaromiero BiussHue Ha PAAC, mpumeHeHue
npenaparta BaiicapTaH nmpoTHBONOKa3aHO MPU OEPEMEHHOCTH. YUMTHIBAsS MEXaHU3M JEHCTBUS
APA 11, Henmb3s1 UCKIIFOYMTh PHUCK IS Tutoaa. MI3BECTHO, 4TO mpUMeHeHUEe UHTHOUTOpoB AIID
(kmace crienuUYHBIX JIEKapCTBEHHBIX cpencTs, AciicTByromux Ha PAAC) Bo II u III Tpumectpe
OepeMEeHHOCTH MPUBOAUT K MOpakeHUI0 U Tubenu mioaa. [lo maHHBIM pPeTPOCHEKTUBHOIO
aHaym3a npuMeHeHue WHTHOUTOpoB AIID B I TpumecTpe OepeMEHHOCTH acCOIUUPYETCS C
MOTEHIMAIbHBIM PUCKOM BO3HHMKHOBEHHS MOPOKOB pa3BuTusA Iuoga. I[lpu HenmpenHamepeHHOM
npueMe BajcapTaHa MpU OEpEeMEHHOCTH OIMMCAaHbI CIy4Yyah CaMOIIPOU3BOJIBHOTO MpEpbIBaHUS
OepEeMEHHOCTH, MAJIOBOIMS ¥ HAPYIICHUS (PYHKIIMH ITOYEK Y HOBOPOXK/ICHHBIX.

B ciyuae, ecnmu GepeMEeHHOCTh JAMAarHOCTHPOBaHA B MEPHOJ JICUCHHUS TpernapatoM Baincapraw,
npenapar ciaeayeT OTMEHUTh KaK MOKHO paHbLIE.

Krunuueckue acnexmot

MameDMHCKLHZ u/unu 3M6Du0d)€ma]lebllZ PUCK, aCCOZ/IZ/ll/lDOGClHHbllZ ¢ 3abonesarnuem

ApTtepuanbHas THIIEPTEH3UsI MPU OSPEMEHHOCTH YBEIMUYUBACT PUCK PA3BUTHUS TPEIKIAMIICHH,
TeCTaIMIOHHOTO CaXapHOro nuadera, MPEeXICBPEMEHHBIX POJIOB, a TaK)Ke OCIOXKHEHUH B pojax
(HampuMep, HEOOXOJUMOCTh KecapeBa CeYeHMs, pa3BUTHE MOCIEPOI0OBOro kpoBoreueHus). [lpu
apTepuanbHOIN THIIEPTEH3UHN YBEIHMUUBACTCSA PUCK 33epKKH BHYTPUYTPOOHOIO pa3BUTHS II0J1a
U BHYTPUYTPOOHOI rHOemH mioa.

Puck co cTOpOHBI INI0J1a/HOBOPOKICHHOIO

MasoBoaue y OepeMeHHBIX, MpUHUMAIOIUX Mpenaparsl, Biaustomue Ha PAAC Bo II u III
TPUMECTPE, MOXKET MPUBOJUTD K YXYIIICHUIO (DYHKIIMU ITOYEK I1JI0/1a, YTO B PE3yJIbTaTe IPUBOIUT
K aHypUM U TOYEYHOM HEIOCTAaTOYHOCTH, T'MIIOIUIa3UM JIETKMX IUIona, AedopMaluu CcKelera
10712, BKJIFOYas TUIOIUIa3UI0 KOCTeH ueperna, apTepuaabHOM TMIOTEH3UH U THOENH 1014,

[Ipu HenmpenHamepeHHOM mnpueme mpenapatoB APA Bo Bpems OepeMEHHOCTH ClEIyeT
paccMOTpeTh BOMPOC 0 HEOOXOAUMOCTH COOTBETCTBYIOLIETO MOHUTOPUHTA COCTOSTHUS MJI0/1A.

HoBopoxneHHbIX, MaTepu KOTOPBIX Mostydanu tepanuio APA, cienyer TuiarensHO HaOMI0AaTh
10
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OTHOCUTEIILHO Pa3BUTHS apTEPUATBHON TUITOTCH3HH.

Jloxknunuueckue oanHvle (arcapman)

[Tpu wuszyueHun SMOpUOGETANIBHOIO Pa3BUTHS Y MBIIICH, KPOJMKOB MU KpbIC HaOI0/aIach
(beTOTOKCHYHOCTh BajicapTaHa.

JlakTanus

HewusBecTHO, MpOHUKAET JIM BaJCapTaH B IPYAHOE MOJIOKO. B TOKIMHUYECKUX UCCIICIOBAHUSIX
MOKAa3aHO, YTO BaJicapTaH BBIJIEISIETCS C MOJIOKOM JIAKTUPYIOIIUX KpbIc. [[puMenenune npenapara
BO BpeMs I'PYJAHOTO BCKapMIIMBAHUSI IPOTUBOIIOKA3aHO.

depTUabHOCTD

OTCyTCTBYIOT TaHHBIE O BIMSHHUHM IpenapaTa Ha pepTUIbHOCTh YenoBeka. [lpu uccienoBannu Ha
JKUBOTHBIX He HabI0an0ch 3 GeKToB BO3ACHCTBUS BajicapTaHa Ha (PepTUIBHOCTD.

4.7. BunsiHue Ha CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMM CPeACTBAMH H padoraTh ¢
MeXaHHU3MaMH

[Tockonbky Ha (poHE Tepamnuu MpernapaToM BO3MOKHO Pa3BUTHE TAKUX HEKEIATEIHHBIX SBJICHUH,
KaK TOJIOBOKPYKEHHE MM 0OMOPOK, MalMeHTam, MpUHUMAIOIIUM penapaT Baicapran, ciegyer
coONroAaTh OCTOPOXKHOCTh TMpPH  YIPaBICHUM TPAHCHOPTHBIMU CPEACTBAMU M 3aHSATUU
INOTCHIHUAJIBHO OIIaCHBIMU BHJaMU NCATCIIBHOCTH.

4.8. HexenaresibHbIC peaKUMu

Pesrome nnpoduinst 0e30macHoCTH

YV manueHToB ¢ apTepHaHBHOﬁ anepTeH3Heﬁ B KOHTPOJIHNPYCMBIX KIIMHUYCCKHUX HUCCIICAOBAHUAX
yacTOTa HEXKEJIATEIbHBIX SBICHUN ObLIa CpaBHHMa C nnaue60. OTCYTCTBYIOT JaHHBIC O
3aBHCHMOCTH  YacTOThI KAaKOro-JIMOO M3 HEXKEIATEIbHBIX SIBJIICHUM  OT J03bl  HJIN
MPOAOJIDKUTCIIBHOCTH JICUCHU S, 4 TAKKEC I10J1a, BO3pacTa U paCOBOfI MPHUHAJIC)KHOCTH.

Huxe MMPUBCACHBI HECKCIIATCIIBHBIC PCAKIIUN, KOTOPLIC Ha6J'IIO,I[aJ'II/ICL B XOJ€ KIIMHHUYCCKUX
PICCJIG,I[OBaHI/Iﬁ, a TaKKe IMpU NTPUMCHCHUU IIpCIIapaTa B KJINHAYECKOH IMPpaKTHUKE.

PesroMme HexxenaTeabHBIX PEAKIINT

JIJIsl OIIEHKW Y9acTOThI HEXKEIATeIbHBIX PEaKIUi MCTOIB30BAHBI CICAYIOINE KPUTCPUH: OYCHB
gacto (> 1/10), vacro (> 1/100, Ho < 1/10), Hewacto (> 1/1000, ro < 1/100), peaxo (> 1/10000, Ho
< 1/1000), ouens peaxo (< 1/10000), Bkitouast oTAeTbHBIE cooOIIeHUs. B mpenenax kaxmoit
TPYIIBI, BBIJCICHHON M0 YacTOTE BCTPEYACMOCTH, HEXKEJIaTeIbHBIC SIBICHUS PACIpPE/ICICHBI B
MOPS/IKE YMEHBIICHHS UX Ba)KHOCTH.

Jlyiss BceX HEXeNnaTeNbHBIX PEaKiUil, BBIIBICHHBIX B KJIMHHYECKOW MPAKTUKE M MPH aHAIH3E
7a00paTOpPHBIX TOKa3areied (YacToTy Pa3BUTHS KOTOPBIX YCTAHOBHTh HEBO3MOXKHO)

UCIIOJIb30BAIACh TPa/laliusl «4acTOTAa HEU3BECTHAY.
11
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Ilayuenmul ¢ apmepuanvholi cunepmen3ueu

ofceﬂydquO-Kuwequzo mpaxkma

CucTreMHO-OpraHHblii KJacc HexenarenbHas peakuus YacrtoTa
Hapywenus co cmoponsl Kposu | CHIDKEHHE TeMOTJIO0MHA, TeMaTOKPHTa, | 9acToTa
u IuMebamuyecko cucmemul HEUTPOTNIECHU S, TPOMOOIIUTOTICHHSI HEU3BECTHA
Hapywenus co CMOPOHYL | peaKLIuN MOBBIIIICHHON | YacTOTa
UMMYHHOU CUCHEMbL YyBCTBUTEIHHOCTH, BKJTIOYasi | HEU3BECTHA

CBIBOPOTOYHYIO 0O0JIE3HB

Hapywenus memabonusma u | IOBBIIICHHE COJCPXKAHUS KaIWs B | 4acTOTa
numanus CBIBOPOTKE KPOBHU HEU3BECTHA
Hapywenus co cmoponul opeana | BEpTUTO HEYacTo
cnyxa u 1abupunma
Hapywenusa co CMOPOHYL | BACKYJIUT 4acToTa
cocy008 HEU3BECTHA
Hapywenus co CMOPOHYL | KallIeyb HEYacTo
OblXamenbHou cucmemul,
0p2aHo8 2pyoOHOU  KIemKu U
cpedocmenust
Hapywenus co cmoponbl | 60Jb B )KUBOTE HEYacTo

aHFI/IOHeBpOTI/ILIeCKI/Iﬁ OTCK KHIIICYHHKA

OUYE€Hb PEJIKO

Mecme 66edetus

Hapywenus co cmoponvl nevenu | HapylieHus (YHKIIMH TEUYEHU, BKIIOYas | YacToTa

U JHcenyebleo0aUUX nymell MOBBLIIIEHHE KOHIIGHTpAllUX | HEM3BECTHA
OmnpyOnHa B TU1a3Me KPOBU

Hapywenus co cmoponwl xooicu | aHTHOHEBPOTUYECKUM OTEK, OyJUIE3HBIN | 4acToTa

U NOOKOJCHBIX MKAHell JEPMAaTHUT, KOKHAs ChINb, KOXKHBIN 3yl | HEM3BECTHA

Hapywenus co CMOPOHbL | MUAITHUS 4acToTa

MbIULEYHO, KOCIMHOU u HEU3BECTHA

COCOUHUMETbHOU MKAHU

Hapywenus co cmoponsl nouex u | HapyleHus byHKIIII IOYEK, | YacToTa

MOUeBblBOOAWUX Nymell MOBBINICHUE KOHIICHTPAIIMU KPEaTHHNHA | HeU3BECTHA
B CBIBOPOTKE KPOBH

Obwue HapyweHus u peakyuu 6 | IOBBIIIICHHAS YTOMIISIEMOCTh HEYACTO

12
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Taxke B XO0J€ KIMHUYECKUX MCCIECIOBAHUM y NALUEHTOB C apTEPUAIBHOM TMIIEPTEH3UEH
Ha0JII0JAJIMCh CIIEAYIOLINE HEXKENATEIbHbIE SIBJICHUS, IPUUHMHHO-CIIEICTBEHHAs CBSA3b KOTOPHIX C
OpUEMOM IIpenapaTa HE YCTaHOBJIEHA: apTpairus, acTeHus, Ooyib B CIHHUHE, JAuapes,
rOJIOBOKPY)K€HUE, OECCOHHMIA, CHIKEHHE JHMOWA0, TOIIHOTA, Iepupepudeckue OTEKH,

(bapuHTUT, pUHHUT, CHHYCUT, MH()EKIIUU BEPXHUX IBIXaTEIbHBIX MyTeH, BUPYCHBIC HH(EKLINH.

Tayuenmsi, nonyuarowjue 8aicapmar Nocie NEPeHeceHHo20 0CMpPo20 UHDAPKMA MUOKAPOA U/unu

npu XCH

CHCTEMHO-OPraHHbIN KJIacc He:kenarenbHasi peakuus Yacrora
Hapywenus co cmopousi kpogu | TPOMOOLIUTOIICHUS 4acToTa
u IuMebamuyeckoli cucmemul HEU3BECTHA
Hapywenus co CMOPOHbL | peaKIUU MOBBILICHHON | YacTOTa
UMMYHHOU cucmembl 4yBCTBUTEJIBHOCTH, BKJIIOYAsl | HEU3BECTHA

CBIBOPOTOUYHYIO 00JIE3HB

Hapywenus memabonuzma u | TUIIEPKATUEMHUS HEYacTo
numanusn*
Hapywenus co CMOpOHBL | TOJIOBOKPYKECHHE, MOCTYPAJILHOE | YaCTO
HEPBHOLL cucmembl T'OJIOBOKPY>KEHHUE

00MOpOK, To10BHas 00JIb HEYACTO
Hapywenus co cmoponul opeana | BEpTHTO HEYacTo

cayxa u 1aoupunma

Hapywenus co cmoponul cepoya | ycuiaeHne  CUMITOMOB — XPOHHUYECKOW | HEYacTo

CepHCQHOﬁ HCAOCTATOYHOCTH

Hapywenus co CMOpOHbL | BBIPAXKEHHOE CHIDKEHHE AJl, | gwacto
cocy0o8 OpPTOCTAaTUYECKast TUTIOTEH3US
BaCKYJIUT 4acToTa
HEW3BECTHA
Hapywenus co CMOpOHbL | Kallelb HEYacTo
OvIXamenvbHoll cucmemvl,

o0p2ano8  2pyoHol  KIemKu U

cpedocmenust

Hapywenus co CMOpOHbL | TOUTHOTA, 1hapest HEYacTo

meﬂydquo-Kuwequeo mpaxkma

13



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 26.11.2025 N2 29456

(NOCNEQCBATENEHOCTE 0002)

CucTteMHO-OpraHHbIii KJIacc HexenarenbHas peakuus Yacrora
Hapywenus co cmoponvl neuenu | IOBBIIICHHE aKTHBHOCTH «IIEYCHOYHBIX» | YaCTOTA
U JHCenyebl800SUUX nymell (bepMeHTOB HEW3BECTHA
Hapywenus co cmoponvl kodcu | aHTHOHEBPOTUIECKHUI OTEK HEYacTo
U NOOKOJICHBIX MKAHEl OyJe3Hbld JepMaTHT, KOXHAs ChbIlb, | YACTOTA
KOXHBIN 3y]1 HEW3BECTHA
Hapywenus co CMOPOHbL | MUAIITUS 4acToTa
MbIULEYHOL, KOCMHOLL u HCU3BECTHA
COCOUHUMENIbHOU MKAHU
Hapywenus co cmoponvt nouex u | HapymeHue QyHKIIMHA TTOYECK 4acTo
MOUeBblBO0AWUX NYymell ocTpasi  TOYEYHAas  HEJAOCTATOYHOCTH, | HEYACTO
MOBBIIICHUE KOHIEHTPAIMA KPEaTWHUHA
B CBIBOPOTKE KPOBHU
[TOBBIIIIEHHE COJICPIKAHHUS a3oTa | yacrora
MOYEBHHEI B IJIa3ME KPOBU HEM3BECTHA
Obwue HapyweHus u peakyuu 6 | aCTCHUSI, MOBBILICHHAS YTOMJIIEMOCTb HEYacTo
Mecme 66edeHus

* OTMEUYaeTcsl MOBBIIICHUE KOHUCHTPAUN KaJIWA B CBIBOPOTKC KpPOBH (‘IaCTOTa H€I/I3B€CTH3,) oo
pe3yjibTaTaM MOCTMAPKETUHI'OBBIX HCCHeﬂOBaHHﬁ.

Taxke B X0/le KIMHHYECKMX MCCIEJOBAHUN Yy MAllMEHTOB IOCJIE MEPEHECEHHOTo OCTPOro
uHpapkra Muokapaa w/wim npu XCH Habmoganmuch cieayrolie HeXelaTelbHble SBICHUS,
NPUYHMHHO-CJIEICTBEHHAS! CBSI3b KOTOPHIX C MPHEMOM IIperapara He yCTAaHOBIIEHA: apTPaTHsi,
O0omu B XKuBOTE, OO B CHHMHE, acTeHHs, OCCCOHHWIA, CHIDKEHHE JHMOHMI0, HEWTPONEHHS,
nepugepuyeckre OTeKu, (PapuHIUT, PUHUT, CHHYCHUT, HH(EKLIUU BEPXHUX JIbIXaTeIbHbIX MyTeH,
BUPYCHBIE HH(DEKIINH.
eTH

[Tpodwie Ge3omacHOCTH Mpenapara Bancapran y manMeHTOB ¢ apTepUAIbHOW THIIEPTEH3UEH B
BO3pacTe oT 6 10 18 jmeT He oTnuyaeTcs oT Mpoduis Ge30MacCHOCTH BajcapTaHa y B3pPOCIBIX

NalfMCHTOB.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxno COO6I.I.IE[TB 0 IOAO3PCBACMBIX HCIKCIIATCIBHBIX PCAKIUAX ITOCIIC pEruCTpalvu Mmperiapara ¢

OCIIBIO obecneucHUs HCTIPECPBLIBHOI'O MOHHUTOPHUHIA COOTHOMICHUSA  «I10JIb3a — PHUCK»

JIEKapCTBEHHOT' 0 Mpernapara. MeIunuHCKUM pabOTHHKAM PEKOMEHIYeTcs cOoOoO0IaTh O JIF0ObIX
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
o1 26.11.2025 N2 29456

(NMOCNEOOBATENEHOCTE 0002)

[I0JI03PEBAEMBIX HEXKENIATEIbHBIX PEAKLUAX JIEKAPCTBEHHOIO IpernapaTa uyepe3 HallMOHaJIbHbIE
CUCTEMBI COOOILEHUS O HEXKENIaTeIbHbIX pEaKUUsAX TrocydapcTB — 4JIeHOB EBpasuiickoro
3KOHOMHYECKOIO COI03a!

Poccuiickas @enepanus

®DenepanbHas ciry:x0a 1o Haa30py B cepe 3ApaBOOXpaHEHHUS

Anpec: 109012, r. MockBa, CnaBsHCKas TUIOIIA b, 1. 4, cTp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru win npr@roszdravnadzor.gov.ru

Caiit B UH(POPMALTMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «nTepuem:
www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMOTOMBI

ITpu nepeno3upoBke mpenapata BaicapraH OCHOBHBIM IPOSIBICHUEM SBIISETCS BBIPAXKEHHOE
cHkeHne AJl, KOTOpoe MOKET MPUBECTH K YTHETEHUIO CO3HAHMSI, KOJUIAINCY W/WIIH HIOKY.
Jleuenue

CumnromaT4ecKoe, Xapakrep KOTOpPOro 3aBUCUT OT BPEMEHH, MTPOLLIEIIEr0 ¢ MOMEHTA ITpuemMa
npernapara, i OT CTEIEHH TSKECTH CUMIITOMOB.

[Ipu cnyuaiiHol nepeo3upOBKE CIEAYET BbI3BATh PBOTY (€CIU Mpemnapar ObLI MPUHSAT HEJIaBHO)
WIM MPOBECTH MPOMBIBAHUE KeNyAKa. B ciayyae BOSHUKHOBEHUS BbIpaKeHHOro cHUkeHUS A/l B
KauecTBe Tepanuu HeoOxoaumo B/B BBeaeHue 0,9 % pacTBopa HATpHs XJIOpUAA, MAUCHTA
CJIeZyeT YJIOXKUTb, IPUIIOAHAB HOTH, HA HEOOXOAUMBIN [T Tepanuu Mepruol BpeMEeHHU, IPUHATh
AaKTHUBHBIE MEpBl MO MOJACPKAHUIO JIEATEIbHOCTH CEPAEYHO-COCYIUCTONW CHCTEMBI, BKIIIOYast
PeryJsIpHBbII KOHTPOJIb JESATENIbHOCTH cepAla W apixarenbHoi cuctemsl, OLIK u xonnuectsa
BBIJIETISIEMOU MOYH.

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

®apMakoTepaneBTUYeCKas TpyIa: CpeACcTBa, ACHCTBYIOIIME Ha PEHUH-aHTHOTEH3HMHOBYIO
CHCTEMY; aHTarOHHUCTHI PEeLENTOPOB aHruoreHsuxa ll.

Kon ATX: C09CA03

MexanusM JencTBus U hapMakoauHaMmuueckue YO EKTh

Bancapran — akTuBHBIH crenuUYECKUl aHTArOHWCT PEHENnTOpOB aHruoTeHsmHa I,
npeIHa3HauYeHHBIA A7 mpuemMa BHYTphb. M30uparensHo Onokupyer peuentopsl moaruna ATi,

KOTOpBIE OTBETCTBEHHHI 3a d(dekThl anrnorensuHa Il. Crnenctuem O6iokanst ATi-penentopos
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(MOCNEOOBATENBLHOCTE 0002)

SABJSICTCS IOBBIICHHUE IUIA3MEHHOW KOHLIEHTpanuuu aHruoreHsuHa II, Kotopeii  Moxker
CTUMYJIUpPOBaTh He3aOnokupoBaHHble ATz-perientopel. Baicapran He MMeeT CKOJIbKO-HHOYb
BBIPAKEHHOW AaroHUCTHUYECKOM aKTUBHOCTM B oTHomeHuu ATi-penentopoB. CpoacTtBo
BajicapTtaHa K peuenropaMm noaruna AT: mpumepno B 20000 pa3 Bbillie, 4eM K pelLenTopam
noaruna ATz. OTCYTCTBYIOT JaHHBIE O TOM, YTO BajcapTaH B3aUMOJEHCTBYET WU OJIOKUPYET
JIpyrue TOPMOHAJbHBIE PELENTOpPhl WM HOHHBIC KaHabl, MMEIOUIME BAXKHOE 3HAUYCHHE B
perynsauuu GyHKIUN cepedHO-COCYTUCTON CUCTEMBI.

Bancapran He marunoupyer AIID, Takke M3BECTHBIM Kak KuHWHA3a |l, KOTOpbIH mpeBpaimaer
aarnoteH3uH | B anrumotens3uH Il W BBI3BIBAET paspylieHUE OpaJUKWHUHA, YTO YMEHBIIACT
BEPOSITHOCTh BOSHUKHOBEHHMSI KallIs TP MpUeMe BajicapTaHa. B cpaBHUTEIbHBIX KIMHUYECKUX
UCCIIEIOBaHMIX BasicapTaHa ¢ uHruoutopoM AIID wyacToTa pa3BUTHUS CyXOro Kamuis Oblia
nocrtoBepro Huxke (p < 0,05) y mamuentoB, monyuaBmmux BajicaptaH (y 2,6 % manueHTos,
MoJTydaBIUX BayicapTan, u y 7,9 % — monyuaBmmx wuaruowrop AllD). B xnuHMYeckoM
MCCJICIOBAHUM YaCTOTa Pa3BUTHSA CyXOro Kallls MpU MPUMEHEHUHM BaJCapTaHa U THA3UIHOTO
TUypeTHKa y MAallMeHTOB C CYyXHM KaluieM Ha (OoHe MpeIIecTBYIONIeH Tepaniuil HHTHOUTOPOM
AIID cocraBuina 19,5 % u 19,0 % cooTBETCTBEHHO 1O CpaBHEHUIO ¢ 68,5 % MmarmeHToB, KOTOphIE
noxy4danu uaruourop AIl® (p < 0,05).

Kinunanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

IIpumenenue npu apmepuanvbHol cunepmeH3uu y nayuenmos cmapuie 18 nem

IIpn neyeHuu BajmcapTaHOM IALMEHTOB C apTEPUAIIbHOW TMIIEPTEH3UEH OTMEYAETCS CHUKEHUE
AJl, He conpoBOXKJIAIOIIeecs U3MEHEHHUEM YacTOThI cepiedHbIX cokpatneHuit (HCC).

[Tocne mpumeHeHMsI BHYTpPb pa3oBOil J03bl IpernapaTa y OOJBIIMHCTBA IMAlIMEHTOB Hayallo
AQHTUTUIIEPTEH3UBHOTO JIEHCTBUS HAOII0aeTCsl B TE€UEHHE 2 U, a MaKCUMallbHOEe CHIKeHue AJ|
JocTUraeTcs B mpeaenax 4—6 u u coxpanserca Oosee 24 4. IIpy MOBTOPHOM IMpPUMEHEHHU
npenapata MakCUMallbHOe CHIKeHHe AJl, BHE 3aBUCUMOCTH OT HPHUHATOW /03bl, OOBIYHO
JocTUraercs B mpezenax 2—4 Henenb M IOAJEPKUBAETCS HA JOCTUTHYTOM YPOBHE B XOJi€
JUIMTENIBHOW ~ Tepanuu. B cilyqae  OJHOBPEMEHHOrO  INPUMEHEHHsI  Ipemapara ¢
TUAPOXJIOPOTHUA3HIOM JTIOCTUTAETCS JOCTOBEPHOE JOMOJHUTENBHOE CHIKeHUE A/l

Pe3skoe mpekpalieHue INPUMEHEHHMs BaJCcapTaHa HE CONPOBOXKIACTCA 3HAYUTEIBHBIM
noBbIIeHHEM AJl WM ApyruMu HEKeNaTelIbHBIMU SIBICHUSMH. Y MAIlMEHTOB C apTepPHAIBHON
TUIepTEeH3HeN, caxapHbIM quabeToM 2 Tumna U Hedponatuel, MPUHUMAIOIINX BaJicapTaH B J103€
160-320 mr, oTMeuaeTcsi 3HaUYMTENbHOE CHUKEeHUE potennypun (36—44 %).

Ilpumenenue nocne ocmpozo unghapkma muokapoa y nayuenmog cmapuie 18 nem

16



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 26.11.2025 N= 29456
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[Ipy mpuMeHeHHMH TpenapaTa B TE€YEHHE 2-X JIET y MAIMEHTOB, KOTOPbIE HAaYajll NMPUHUMATh
npemapar B nepuox oT 12 4 no 10 mHel mocie mepeHeceHHOro OCTPOoro MHGpapKTa MUOKapa
(OCJIOKHEHHOTO JICBOXKEITYJOYKOBOM HEIOCTATOYHOCTHIO W/MIJIM CHUCTOJIMYECKOU NuChYHKIUEH
JICBOTO IKeNy/0uKa), CHIDKAIOTCS IoKa3aTesld OO0Iled CMEpPTHOCTH, CepAEeYHO-COCYIUCTOU
CMEpPTHOCTH M YBEJIMYUBACTCA BpEeMs JO MEPBOM TOCHHUTAIM3AIMU IO TOBOAY OOOCTPEHUS
TEUYEHUS XPOHUYECKOH CepAeYHONW HEJIOCTaTOYHOCTH, TOBTOPHOTO WH(ApKTa MHUOKap/a,
BHE3AITHOM OCTAaHOBKM CEpJilla M WHCYJbTa (0e3 jetanbHoro ucxonaa). [Ipoduns Ge3omacHocTH
BajicapTaHa y MAalMEHTOB C OCTPbIM HMH(APKTOM MHOKap/a CXOJEH C TAaKOBBIM MpPH APYTUX
COCTOSIHUSIX.

XCH y nayuenmoe cmapuie 18 nem

[Tpu npuMeHeHuu BasicapTaHa (B CpeHell CyTOYHOM /103€ 254 Mr) B TeueHHE 2-X JIET y NaIlIeHTOB
¢ XCH II (62 %), 111 (36 %) u IV (2 %) dyHKIMOHATBHOTO Kiacca 1o kinaccupukarmu NYHA ¢
dpakmueii BeiOpoca seoro xkemymouka (JIXK) menee 40 % W BHYTPEHHUM JHACTOIUYCCKUM
muamerpom JDK Gonee 2,9 cM/M?, MOTyYalomuX CTAHAAPTHYIO TEPAIHUIO, BKIIOYAS HHTHOUTOPHI
AIID (93 %), nuypetuku (86 %), nurokcut (67 %) u 6eta-agpenodmokaTopsl (36 %) oTmedaercs
JOCTOBepHOE cHIkeHue (Ha 27,5 %) pucka TOCHUTAIW3alUU 10 MOBOAY OOOCTPEHUS TeUeHUs
XCH.

VY mnaunueHTOB, He mMoiydaBImUX HHrHOUTOpHl AlID, oTMedaeTcsi 3HAUMTENLHOE CHIDKEHHE
nmokasarenst  oomed  cmeptHoctH  (Ha 33 %),  CepACYHO-COCYTUCTOM  CMEPTHOCTH U
3aboneBaeMocTH, cBa3aHHOM ¢ XCH (Bpems 10 HACTYIJIEHUs MEPBOIO CEPJIEYHO-COCYHCTOrO
COOBITHS), KOTOPBIE OLIEHUBAIOTCA IO CIEIYIOIIMM IOKa3aTelsiM: CMEpTh, BHE3aIHasi CMEPTh ¢
NPOBEJICHUEM pEaHWMAIIMU, TOCIUTAIM3alus 1o moBoay oboctpenusi TeueHus XCH, B/B
BBEJICHUE NHOTPOIHBIX WJIM COCYAOPACIIUPSIOIIMX ITPenapaToB B TeueHue 4 uiu 0oJiee yacos 6e3
rocoutanuzanuu (Ha 44 %). B rpynne nanuenTos, nonydarounux UHruoutops AIID (6e3 Gera-
a/IpeHO0JI0KaTOPOB), Ha (hoHe JeueHHs BajcapTaHOM HEe HAONI0JIaeTCs CHIDKEHHs MoKa3aTens
o0mieli CMEPTHOCTH, OJJHAKO YMEHBINAIOTCS MOKA3aTeNd CEeplIeYHO-COCYIUCTON CMEPTHOCTH U
3a00eBaeMoCTH, cBsi3aHHOM ¢ XCH, na 18,3 %.

B nenom npumeneHue BajgcapTaHa NpUBOIUT K YMEHBILIEHHIO YUCIIA TOCTIUTAIN3AIUI 110 TIOBOTY
XCH, 3amemienuto nporpeccupoBanust XCH, ynydmenuto gpynkiuonaisHoro kinacca XCH no
knaccupukanmu NYHA, yBenmuueHuto Qpaxkiuyd BBIOpOca JIEBOTO JKENMyJA04YKa, a TakkKe
YMEHBIICHUIO BBIPOKEHHOCTH TIPU3HAKOB W CHMITOMOB CEpACYHOH HEIOCTATOYHOCTH U
YIIyUIIEHUIO Ka4eCTBa KU3HU 0 CPAaBHEHHIO € TUIa1e0o0.

Ilpumenenue y nayuenmog cmapuie 18 nem c apmepuanvHoOu cunepmeH3uel U HapyuleHuem

moiepannHocmu K 2jt0oKos3e
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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(NMOCNEOOBATENEHOCTE 0002)

[lpy mpuMeHeHHMH BaJicapTaHa M HW3MEHEHMHM OO0pa3a KH3HH OTMEYaIOCh CTaTUCTHYECKH
JIOCTOBEPHOE CHIDKCHHME PHUCKA Pa3BUTHS CaXapHOTo jJuadera y JaHHOH KaTeropuu IMAaIeHTOB.
Bancapran He oka3blBajl BIUSHUS Ha YacCTOTYy JIETAJbHBIX HCXOJOB B pE3yJbTaTe CEpleYHO-
COCYAMCTBIX COOBITHI, MH(pApKTa MUOKapAa U UIIEMHYECKUX aTak 0e3 JeTalbHOro MCXO0/a, Ha
TOCHUTATHM3AMN 110 MPUYUHE CepACYHON HEJOCTATOYHOCTH HJIM HECTAOWIIBHOW CTEHOKapIHH,
apTepUaNbHON PEBACKYIAPHU3AIMH, Y MAUCHTOB ¢ HAPYUICHHEM TOJIEPAaHTHOCTH K TIIOKO3E U
apTepHalIbHOM TUIIEPTEH3UEH, OTINYAIOIIUXCS 110 BO3PACTY, MOy U PAaCOBOW MPHUHAICKHOCTH.
eTH
Ilpumenenue y demeti u noopocmkog om 6 0o 18 1em npu apmepuaibHol 2unepmeH3un
VY nereit u moapoctkoB OoT 6 mo0 18 yier Bajcapran oOecreuynmBaeT 10303aBUCHUMOE, ILIABHOE
cumkenue AJl. Ilpu npumeHenun BajcapTaHa MakCUMallbHOE CHIDKeHHE AJl, BHE 3aBUCHMOCTH
OT MPUHSTOM J103bI, 0OBIYHO JOCTUTACTCS B TEUCHHUE 2 HEJIeb U OJACPKUBACTCS Ha TOCTUTHYTOM
YPOBHE B X0/I€ JITUTEIHLHON TEPAITHH.
5.2. apmaKkoKHHEeTHYeCKHUe CBOHCTBA
AGcopbuus
[Tocne mpuema mpemapaTa BHyTpb MakcuMaibHas KOHIEHTpauusi (Cmax) BajicapTaHa B ILIa3Me
KpoBH nocturaercsi B teueHue 2—4 u. Cpennsas aOcomroTHas OuomoctymHocth — 23 %. Ilpu
MPUMEHEHUU BaJicapTaHa C MHUIIEH IUIOWIAAs TMOA KpUBOM «koHIEHTpauus-Bpems» (AUC)
yMmeHbInaercss Ha 48 %, XOoTsd, HayMHas NMPUMEPHO ¢ &-TO dYaca TocClie TpHema Ipernapara,
KOHIIEHTpAIlMU BaJicapTaHa B IUIa3Me KPOBH KakK B clIydyae IMpHeMa ero HaTOIIaK, Tak U B cIydyae
npuema ¢ numei, oauHakoBble. YMeHblneHue AUC, TeM He MeHee, HE COIpPOBOXKIAETCS
KJIMHUYECKH 3HAYMMBIM CHIDKEHHEM TeparneBTUYecKoro 3¢ (dekra, modToMy BajcapTaH MOXKHO
NPUHUMATH HE3aBUCHMO OT BPEMEHH IIpHeMa MUTIIH.

Pacnpenenenue

O6bem pacnpenenenus (Vd) BajcapraHa B Ieproj PABHOBECHOTO COCTOSHHS ITOCIE B/B BBEICHHUS
COCTaBJIST OKOJIO 17 JI, 4TO yKa3bIBaeT Ha OTCYTCTBHE BBIPAKEHHOT'O pacpe/IesIeHns BajcapTaHa
B TKaHsX. Bajcapran B 3HAUMTEIBHON CTETICHU CBSI3BIBAETCS C OEIKaMU CHIBOPOTKU KpOBH (94—
97 %), IperMyIIECTBEHHO C aIbOyMHUHAMH.

Buorpancdopmarus

Bancapran He noaBepraetcst BelpaxkeHHOMY MeTabonu3my (okosio 20 % npuHATON BHYTPh J03bI
OTIpeNIeTISIeTCS B BUJIE META00IUTOB). [ MAPOKCHUIBHBIN METa0OIHUT ONpeIesieTCs B Tu1a3Me KPOBHU
B HU3KHX KoHIeHTpaiusax (menee yem 10 % ot AUC Bamcaprana). DTOT MeTabOIUT

(I)apMaI(OJ'IOFI/I‘-ICCKI/I HCAaKTHUBCH.

DIMMHHAINS
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(MOCNEOOBATENBLHOCTE 0002)

Basncapran BeiBoguTCs 1ByX(ha3Ho: a-aza ¢ mepuoaom nonyseiBeneHus (T124) meree 1 vaca u f3-
daza c T12p — okoio 9 4. Bancapran BEIBOAUTCS B OCHOBHOM B HEU3MEHHOM BHUJIC YePe3 KUIICTYHHK
(okoio 83 %) u noukamu (okosio 13 %). [Tociie BHyTpUBEHHOTO BBECHUS IJIA3MEHHBIN KIUPEHC
BaJicapTaHa COCTaBJISICT OKOJIO 2 JI/9 M €ro MoYeuHbIi kiupeHc cocrapiset 0,62 1/4 (okoio 30 %
oOuiero knupeHca). Ti/2 BajgcapTaHa cocTaBisieT 6 .

[Marmentsl ¢ XCH

VY naHHOW KaTeropuu NalMeHToB BpeMs TOCTHKEHUS Cmax U T1/2 CXOIHBI C TAKOBBIMH Y 3/I0POBBIX
noopoBosbiieB. [loBbimerre AUC u Cmax TPSIMO  TPOMOPIHMOHATIBLHO YBEIHMYCHUIO J03BI
npenapata (c 40 mr go 160 mr 2 pa3a B neHb). PakTop KyMyJIILIUK COCTaBJISIET B cpeaHeM 1,7.
[Ipu mpueme BHYTpPh KIMpPEHC BajcapTaHa cocTaBui mnpuOmmsutensHo 4,5 n/dac. Bospacr
nanreHToB ¢ XCH He oka3bIBaj BIMSHUSA HAa KIIMPEHC BajcapTaHa.

IloueuyHas HETOCTATOYHOCTh

Koppermsius Mexay GyHKIHEH ToYeK U CHCTEMHOM OMOJOCTYITHOCTBIO BaJICApTaHa OTCYTCTBYET.
VY mnamuenTtoB ¢ HapymieHusMua (yHKiuu nodek U KK Gomee 10 Mu/MHH KOpPpEKIMH O3B
npenapata He TpeOyetcs. B HacTosiee BpeMsi He UMeeTcs JaHHBIX O IPUMEHEHUH Y TIAllHeHTOB,
HaxOJAILIMXCS HA TeMOUAJIU3E.

Bancapran mMeeT BBICOKYIO CTENEHb CBA3BIBAHUS C OCJIKaMU IUIa3Mbl KPOBH, MOATOMY €O
BBIBE/ICHUE [IPY FEMOUAIIN3E MAJIOBEPOSITHO.

IIeueHOUHAS HEAOCTATOYHOCTDH

Y mnanmueHToB ¢ JETKUMH M YMEPEHHBIMH HAapyIICHUAMHU (DYHKIUU TEYEHH OTMEYaeTcs
nossieHne o6uogoctynHoctu (AUC) BancapTaHa B JBa pa3a MO CPaBHEHUIO CO 3J0POBBIMHU
nobpososibiiaMu. OiHaKo He HabmoMaeTcst koppensinuu 3HadyeHnit AUC BajicapTaHa co CTETIEHbIO
HapyuieHus GyHKIuu nedeHu. [lpuMenenue npenapara y nalueHTOB € TSXKEIbIMU HAPYILIEHUSIMU
GYHKIIUY IEYEeHN HE U3Yy4alioCh.

JIniia moKMI0r0 BO3pacTa

VY HEeKOTOpBIX MAIMEHTOB B BO3pAcTe CTapie 65 JeT cucTeMHas OMOJOCTYNHOCTh BajCapTaHa

BbIIII€ TAKOBOM y MAallMEHTOB MOJIOJIOTO BO3PacTa, OJHAKO HE UMEET KIMHUYECKOTO 3HAUEHUS.
eTH

PapMaKOKMHETUYECKUE CBOICTBA BaJIcapTaHa y JIeTeil U MOJPOCTKOB B Bo3pacte oT 6 10 18 jer

HE OTJIMYAIOTCS OT (hapMaKOKMHETHYECKUX CBOMCTB BajicapTaHa y MaIlMeHTOB cTapiie 18 jeT.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

Bascapran, 80 mr, TaOJI€TKH, ITOKPBITHIE TUIEHOYHON 000JI0YKOUN
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Kpaxwman kapTodenbHbIii

JlakTOo3BI MOHOTHIPAT

[enmron03a MUKPOKpUCTAITHYECKAS
Kpockapmemnosa vatpust (E468)
Tanbk

IloBunon

Kpemuust 1MoKCu KOJITOUAHBIN
Maruus creapat

IInenounas obonouxa:
IM'unpomenosa (E464)

Turtana auokcun (E171)

Makporoun (ITonmustunenrnukons) (E1521)
Kpacurens Tponeonun O

Bancapran, 160 mr, TabieTku, MOKPLITHIE ILIEHOYHOM 000J10YKON

Kpaxwman kaprodenbHbIi

JlakTO3BI MOHOTHAPAT

Hemntono3a MUKpOKpUCTAIIINYECKast
Kpockapmennosa natpust (E468)
Tanbk

IToBunon

Kpemuus nuokcu KomaouHbINH
Marnus creapat

IInenounas obonouka:
['unpomennoza (E464)

Turtana auokcun (E171)

Makporoin (ITonustunenrnukons) (E1521)

Kpacurens tponeonun O

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

2 roja.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanuth npu temneparype He Bbie 25 °C. XpaHUTh B OPUTMHAIBHOMN YIakoBKe (Mayke) AJis
20



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 26.11.2025 N= 29456

(MOCNEOCBATENEHDCTE 0002)

3allUThl OT CBETA.

6.5. XapakTep U cofep:KaHHe MEPBUYHOI YIAKOBKH

ITo 10, 14 TabseTok B KOHTYPHYIO SYCHKOBYIO YIAaKOBKY W3 IwieHku [IBX wumu muieHku
I[MBX/TIBAX u ¢osibru aIFIOMAUHUEBOMN MEYaTHOM JIAKUPOBAHHOM.

[To 28 Ttabmerok B 0aHKy M3 TOJHMATHIIEHA BBICOKOW IJIOTHOCTH, YKYIOPEHHYIO KPBIIIKOM
HaBUHYMBACMOH M3 MOJUIIPONIICHA C KOHTPOJIEM MIEPBOT0 BCKPHITHS WM B OAHKY TOJIMMEPHYIO
U3 MOJUATUIICHA HU3KOTO JIABJICHHS C KPBIIIKOH HABUHYMBAEMOM C KOHTPOJIEM IIEPBOT0 BCKPHITHUS
U3 MOJIMATUIIEHA HU3KOTO NaBJICHUS ISl JIEKAPCTBEHHBIX CPEJACTB, WM B OaHKYy ¢ OapbepHOil
TOPJIOBUHOM W3 MOJUAITWICHA HU3KOIO JABJICHUS, YKYINOPECHHYIO KPBIIIKOW HATATMBACMOW W3
MOJIMATUIICHA HU3KOTO JABJICHHSI W/WJIH MOJUATUIICHA BBICOKOTO AABJICHHS ¢ KOHTPOJIEM IIEPBOTO
BCKPBITHS.

CB00OIHOE MPOCTPAHCTBO B OAHKE 3AMOTHSIOT BATOM METUIIMHCKOM TUTPOCKOIINYECKOM.

Onny 6anky wm 2, 3, 6, 9 KOHTYPHBIX SYESHKOBBIX YIIAaKOBOK 110 10 TabsieTok uiu 1, 2 KOHTYpHBIC
STYEUKOBBIE YIIAKOBKH 1O 14 TabIeTOK BMeCTe ¢ HHCTPYKLIHUEH M0 METUIIMHCKOMY TIPUMEHEHHUIO
MOMEIIAIOT B AUKy U3 KapTOHA.

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara MWJH OTX0A0B, TMOJYYEHHBIX IOCjIe INPUMEHEeHUs
JIEKApPCTBEHHOI'0 Mpenapara, 1 Apyrue MaHuNyJIsiiiu ¢ npenapaTomM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHMUSA
Poccniickas @enepanns

000 «I[TPOMOME]J] PYC»

Anpec: 129090, r. MockBa, npocnekT Mupa, gom 13, crpoenue 1, odpuc 13
Tenedon: +7 (495) 640-25-28

DJekTpoHHas moyrta: reception@promomed.pro

7.1. IlpeacraBure/ib AepKaTessi perMCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccniickas @enepanvs

000 «ITPOMOME/] PYC»

Anpec: 129090, r. MockBsa, ipocriekT Mupa, 1om 13, ctpoenue 1, opuc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (kpyri0CyTO4HO)
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Onekrponnas noura: hot_line@promomed.pro

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUSA

9. TATA NMEPBUYHOM PETMCTPAIIMM (IIOJATBEPXKJIEHHS PETHCTPAIIAMH,
INEPEPETUCTPALINN)

Jlara nepBoii peructpaiuu:

10. IATA IEPECMOTPA TEKCTA

OO01mas xapakTeprCcTHKa JICKapCTBEHHOTO Mpernapara Bancapran noctynHa Ha WHGOPMAIMOHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIUOHHOW CETU

«Hurepuer» https://eec.eaeunion.org/

22


http://eec.eaeunion.org/

