COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 23.07.2024 N2 15131

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O ITPEITAPATA
Banrepo, 40 mr, TabeTKH, MOKPHITHIC INIEHOYHOW 000T0UKOM.
Banrepo, 80 mr, TabeTKH, MOKPHITHIC TNIEHOYHOW 000TO0UKOM.
Bantepo, 160 Mr TabieTku, MOKPHITHIC TUIEHOYHONH 000JIOUKOH.
Bantepo, 320 mr, TabneTKH, TOKPHITHIE TUIEHOYHON 000I0YKOM.

2. KAYECTBEHHBIN 1 KOJJUYECTBEHHBI COCTAB
JelicTBytolliee BEIIECTBO: BajicapTaH

Banrepo, 40 Mr, TaOJIETKH, TIOKPBITHIE TNIEHOYHO 000JI0YKOM.

Kaxxnas tabnerka conepxut 40 Mr BajicaparaHa.
BcrnomorarenbHbIe BEIIECTBA, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBECHHOTO
npernapar: MaHHUTOJI, HATpuii (cM. pazaen 4.4).

Banrepo, 80 Mr, TaOJIETKH, ITOKPBITHIE ILIEHOYHOI 000JI0YKOM.

Kaxxnas Tabnerka cogepxut 80 Mr BajicaparaHa.
BcrnomorarenbHbie BEIIECTBA, HAIMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBECHHOTO
npernapar: MaHHUTOJI, HATpuii (cM. pazaen 4.4).

Banarepo, 160 Mr TabiieTKH, MOKPLITHIE TNIEHOYHOU 000JIOYKOH.

Kaxxnas Tabnerka compepxut 160 mr BancaparaHa.
BcrnomorarensHble BEIECTBa, HATMYHE KOTOPBIX HA/I0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapar: MaHHUTOJ, HaTpuid (cM. paszen 4.4).

Banrepo, 320 mr, TabJIeTKH, MOKPBITHIE INIEHOYHONM 000JI0UYKOIA.

Kaxnas tabnerka copepxut 320 Mr BajicapataHa.

BcnomoraTenbHbIE BEIECTBA, HAIMYME KOTOPBIX HAJ0 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOIO
npenapar: MaHHHUTOJ, HaTpuid (cM. paszen 4.4).

[TonHbI# TepedeHb BCIIOMOTATENBHBIX BEIIECTB MPeICTaBlIeH B pa3zaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku, NOKPBIThIE MIIEHOYHOH 000I0UKOH.

Bantepo, 40 wmr, Ta6J'IeTKI/I, MOKPBITHIE TNIEHOYHOM 000JI0YKOM

JIBOSIKOBBINTYKJIbIE TaOJETKU KalCyJlIOBUAHOM (OPMBI, MOKPHIThIE IUIEHOYHOM 00O0JIOUKOMN
JKENTOrO 1BETA, C TpaBUpoBKON «H» Ha onHOM cTopoHe n «182» Ha npyroit. I'paBupoBku «18» n
«2» pa3JeNneHbl pUCKOi.

Ha nonepeunom paspese TabiaeTku OT 6eoro 10 MOYTH OEI0ro IBeTa.

Bairepo, 80 Mr, TabJIETKH, ITOKPHITHIE TNIEHOYHON 000JIOYKON
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pO30BOro 11BETa, ¢ rpaBupoBKOil «H» Ha onHOI cTopoHe U «183» Ha npyroi.
Ha nonepeunom paspese TabneTku oT 6eoro 10 no4ty 0es1oro IBera.

Banrepo, 160 mr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JI0YKOH

OBaJIbHBIE JIBOSIKOBBIIYKJIbIE TaOJIETKH, HOKPHITHIE MNIEHOYHON 000JI0YKOM JKENTO-KOPHUUHEBOTO
11B€TAa, ¢ rpaBUpoBKOil «H» Ha o1HOI cTopoHe U «184» Ha Ipyrou.

Ha nonepeunoM paspese TabeTKH OT O€JI0To A0 MOYTH OEI0ro IBETa.

Banrepo, 320 mr, TaOJIETKH, IIOKPHITHIE INIEHOYHON 000JI0YKOH

JIBOSIKOBBINYKJIbIE TAOJIETKU KarCyJIOBUIHON (hOPMBI, TOKPHITHIE MJIEHOUYHOM 000JI0UYKOM TEMHO
cepo-pHuoIETOBOrO I[BETA, C TpaBUpOoBKOM «H» Ha 0/1HO cTopoHe 1 «185» Ha IPyTOH.

Ha nonepeunom paspese TabieTku OT 6€10ro 10 No4YTH OENIoro 1BeTa.

4. KIIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K MPUMEHEHH IO

[Ipenapat Basnrepo noka3aH k MIpUMEHEHHUIO Yy B3pOCIBIX U JIeTeH B Bo3pacTe oT 6 10 18 ner.
Bspocibie

— ApTtepuanbHasi TUTIEPTEH3HSL.

— Xponwnueckas cepaeuHas HemoctatrouHocts (-1 pyHkumonanbHBIH — Kiacc 1O
knaccupukanun NYHA) y B3poCiIbIX MaMeHTOB, MOYyYalOMIUX CTAaHIAPTHYIO TEPAITHIO OJHUM
VI HECKOJIbKMMU TIpeTiapaTaMu U3 CIEeIyIOmuX (papMaKkoTeparneBTHIECKUX TPYIIT: TNYPETHKH,
CepACYHBIMU TJIHMKO3MAaMH, a TeK ke uHruomtopamu AlID unm Oerta-agpeHoOnokaTapami.
[IpuMeHeHHEe KaXXKA0TO U3 MEPEeUYMCICHHBIX MpenapaToB He sBiseTcs o0s3aTenbHbIM. OleHKa
cocrosiHus maneHToB ¢ XCH nomkHa BKITFOUATh OIICHKY (DYHKIIMHU TTOYEK.

—  Jlng TIOBBIIIEHUSI BBDKMBAEMOCTH TTALIMEHTOB MOCJE TEPEHECEHHOTO OCTPOro MHdpapKra
MHOKAap/ia, OCJIO)KHEHHOT'O JIEBOXKEJIYI0YKOBOM HEAOCTATOUYHOCTBIO H/MIIM  CHUCTOIMYECKON
JUC(YHKIIUEH JIeBOT0 )KelyA0uKa, IPU HAIMYUN CTAa0MIIBHBIX ITOKa3aTeNeil reMOAMHAMUKH.

JleT’ ¥ MOJAPOCTKH

— ApTrepuanbHas TUIIEPTEH3Us Y AeTel U MOAPOCTKOB OT 6 10 18 ner.
4.2. Pe:xum 103MPOBAaHUSA U CIOCO0 NPUMEHEHUS

PexxuM 103UMpOBaHUs

Bspocnvie

Apmepuanvrasn cunepmensus

Pexomennyemas noza mpenapara Banrepo cocrasnser 80 mr wnm 160 mr 1 pa3 B CyTku, BHE
3aBUCUMOCTH OT PacOBOM IPHUHAUIEKHOCTH, BO3pacTa M M0JIa NMallueHTa. AHTUTUIIEPTEH3UBHBIN

3¢ dexT oTMeuaeTcs B epBble 2 HEAENU JICUeHUs; MaKCUMaJIbHbIN 3¢ (deKT pa3BuBaercs uepes3 4
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Henenu. TeM nanuenTaM, y KOTOPBIX HE y1aeTCs nocm%': EE('_C!I;B—A%; '"'r‘eggﬂelis e ';JK?)f:E:c';'l—-HeTa,

CyTOYHas J03a mpenapara Bantepo Moxker ObiTh yBenudeHa 1m0 320 Mr wid MOTYT OBITh
N00aBICHBl JTUYPETHYECKHE CpEACTBA. BanTepo MOXKET TakkKe NPUMEHSITHCS C APYyTUMU
AQHTUTUIIEPTEH3UBHBIMU IIpETIapaTaMH.

Xponuueckas C@DO@LIHCZ}I He0oCmamo4yHoCmb

Pexomengyemast HauanbHas J103a npenapara cocrasisier 40 Mr 2 pasa B CyTKH.

VBenuuenue 10361 10 80 Mr u 160 mr 2 pa3a B CyTKH JOJKHO IPOBOJUTHCS 1O MAaKCHMaIbHOU
J103bl, TEepeHOCMMON mnauueHToM. Ilpm 3TOM MOXeT noTpeOoBaTbCs CHUXKEHUE J103bl
OJIHOBPEMEHHO ITPUHUMAEMbIX AUYPETHKOB. MakcuMaibHas CyTouHast 1o3a coctaniser 320 mr B
2 npuema.

Onenka cocrostaus nareHToB ¢ XCH noimkHa BKITIOYATh OLEHKY (DYHKIIMU TOYEK.

ﬂ]lﬂ NOBbIUEHUA 6blIICUBAEMOCINMU NOCJIE NEPEHECEHHO20 OCmMpoco qu)amea Muoxapda

Jleyenue cnepyeT HayMHATH B TEUYEeHHE 12 4 MOcie NepeHeceHHOro WH(papKTa MHOKapa.
Hauanpnas no3a Baicaprana cocrasisier 20 Mr 2 pasza B CyTKH.

[ToBbieHre 10361 TpoBOAUTCA MeTo0M TuTpoBaHus (40 mr, 80 mr, 160 mr 2 pas3a B CyTKH) B
TE€YEHHE HECKOJIBKHUX IMOCIEAYIOIUX HEeAeNb, 0 JAOCTIKeHUS IiesieBoi 103kl 160 mr 2 pasa B
CYTKH.

MakcumanbHas cyTouHas 103a cocrasisieT 320 Mr B 2 npuema.

Kak npaBuiio, pekoMenyercs yBeaudeHue 10361 10 80 Mr 2 pa3a B CyTKU K KOHILY BTOPOU HeIeIn
nedyeHus. JlocTukeHne MaKCUMallbHOM LieseBOoM 03kl 0 160 Mr 2 pa3a B CyTKH pEKOMEHIYeTCs
K KOHIly TpPEThEero Mecslia Tepanuu mpemnaparoM Banrepo. YBenuueHue A03bl 3aBUCUT OT
MEePEHOCUMOCTH TpernapaTa BanTepo B nepruoa TUTPOBAHUS.

B cnydae pa3Butus apTepuaqbHOW TUIOTEH3WH, COMPOBOXKIAIOMICHCS KIMHUYECKUMU
MPOSIBICHUSMU, WU HApYyIIEHUH (YHKIMH MOYEK CIEAYyeT PACCMOTPETh BOMPOC O CHIKEHUS
JIO3BI.

OlnieHKa COCTOSTHUSI TIAIMEHTOB B MEPHUOJ TOCIE MEePEeHECEHHOTO MH(papKTa MHOKapaa JOJKHA
BKJIFOYATh OLIEHKY (PYHKITUHU TTOYEK.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmut 6 603pacme cmapuie 65 nem

Koppekuus 10361 Ipenapara He TpeOyeTcs.

Ilayuenmol ¢ napywenusmu QyHKyUY noyex

VY nanueHToB ¢ HapylieHUsMHA (QYHKIMU MOYEK KOPPEKIHs J103bl Ipernapara He TpeOyercs. B
HacTosIIee BpeMs HEeT JaHHBIX O IPUMEHEHHH BaJicapTaHa y MalleHTOB ¢ KJIMPEHCOM KpeaTHHUHA
(KK) menee 10 mi/MuH.

Iayuenmul ¢ napywenusmu OyHKyuu neyeHu
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[TarueHTam ¢ IETKUMU WM yMEPEHHBIMU Hapy eHIsIMH @%ﬂﬁﬂﬂ@%&ﬁ%ﬁ%&&o%hega

0e3 sABIEHUI XoJiecTa3a Ipernapar CiIeayeT NPUMEHSATh C OCTOPOKHOCTBIO, CyTOUYHAs J03a He
JIOJKHA TIPEBbIATh 80 M.

JleTH ¥ TOAPOCTKHU

Apmepuanvnasn cunepmen3us

Macca Tena MakcumanbHas peKOMEHIOBaHHAs 103a
Ot > 18 kr 10 <35 Kr 80 mr
Ot > 35 kr 1o < 80 kr 160 mr
Ot > 80 kr 10 < 160 kr 320 mr

XpoHnuueckas cepOeunas HeOOCMAamMo4HOCHb U NEePEeHeCeHHbIll OCMPblLL UHGAPKM MUOKAPOa
Basncapran He pexomenpoBan s siedeHuss XCH 1 mepeHeceHHOTo 0cTporo nHpapKTa MHOKapaa
y narueHnToB muaame 18 jet (em. pasnen 4.3.).

Cnoco6 IIPUMCHCHUA

BHyTpb, He pa3zKeBbIBasi, BHE 3aBUCUMOCTH OT IpHEMa IHILH, 3al1iBasi BOJIOM.
4.3. IIpoTuBONOKA3AHUSA

— ['Mnep4yyBCTBUTENBHOCTh K BajJICApTaHy WJIM K JOOOMY U3 BCIOMOIATEIbHBIX BELIECTB,
yKa3aHHOTO B pazjuene 6.1.;

—  bepemeHnHoCTb, epHOJ] rPyAHOTO BCKapMIIMBaHUs. (M. paszen 4.6);

— Tsoxenbie Hapymenuss ¢yHkoum nedeHu (6osmee 9 GamutoB mo mkane Yaitng-IIero),
OWJIMapHBIN ITUPPO3 U XOJIECTa3;

— Bo3spacT 10 6 et — no noka3zaHuio apTepHalbHas TMIEPTEH3Ms, A0 18 ner — o apyrum
MOKa3aHUsM,

— OnHOBpEeMEHHOE NPUMEHEHHE C QJIUCKUPEHOM U IIpernapaTamH, COAEPKAIUMU
QIMCKUPEH, y MAlUeHTOB ¢ caxapHbiM auadberom (CJl) w/mnum HapymieHueM (QYHKIMH MOYEK
cpenHelt U TsKeNoi cTenenn (CKopocTh kKy60ukoBoit ¢punsTparmu (CK®) <60 mn/mun/1,73 M?);

— OnHOBpeMEHHOE MPUMEHEHHE C UHTMOUTOPAMHU aHTMOTEH3UHIIPEBPAIIAoLIero hepMeHTa
(ATI®) y nanueHTOB ¢ AMabeTH4ecKor HedponaTHei;

— Penko BcTpeuaromniasicss HacaeACTBEHHAs HENEPEHOCUMOCTD TajlakTO3bl, JeUIUT JIAKTa3bl,
JIoTIape WITK TIIIOK030 — FAJIAKTO3HAs MalTbaOCoOpOIIHs.

4.4. OcoOble yka3aHUsA U MepPbI NPEA0CTOPOKHOCTH NPH NMPUMEHEHN U

C 0CTOPO’KHOCTBLIO

Cnenyer cobmoaTh 0coOyH0 OCTOPOKHOCTH IMpPH MPUMEHEHMM Ipernapara y MHalUeHTOB C

HACJICACTBCHHBIM aHI'MOHEBPOTHYCCKUM OTCKOM, o0 AHT'MOHCBPOTUYECCKUM OTECKOM Ha q)OHe
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uHruouropamu AllD.

[TpyHMMATB C OCTOPO’KHOCTBIO NP IBYCTOPOHHEM CTEHO3€ IIOUYEUHBIX apTEPHi, CTEHO3€ apTepuun
€MHCTBEHHON TMOYKH, MEPBUYHOM THIEpAIbJIOCTCPOHU3ME, MPU COOJIOJIEHUU JHETHI C
OTpaHHYEHUEM TMOTpeOJIeHUs TIOBAPEHHOW COJHU; MPU COCTOSHUSAX, COMPOBOKAAIOIIUXCS
neGUIUTOM HATPHUS B OPraHW3ME W/WJIHM CHIDKEHHEM oObema 1upkynupytomeid kposu (OLIK) (B
TOM uuclie quapesi, ppota); y nanuento ¢ KK menee 10 Mi/mMuH, y nanueHToB B Bo3pacte ot 6
no 18 mer u KK menee 30 MiI/MHH, B TOM 4HCJI€ HaXOAIIMXCSA HAa TeMOOMAaNIu3e, ¢ JETKUMHU U
YMEpPEHHBIMH HapyIICHUAMU QYHKIIUH [TE€YeHH OMITMApPHOTO U HEOMIMApHOTro reHesa 0e3 siBJIeHUui
xozecrasza (<9 6amnos no mkane Yaitna-ITsi0); y maumentoB ¢ XCH III — IV ¢ynkunonansHOTO
kiacca (mo NYHA), ¢yskuust mouek KoTopbIX 3aBUCUT OT cocTtosiHus PAAC, MUTpaIbHBIM HITU
AOpPTAJIIbHBIM CTEHO30M, THUIEpPTpodudeckoil OOCTPYKTHBHON KapJUOMHMONATHEH, a Takke Yy
MAIMEHTOB MOCIIE TPAHCIUIAHTALIMU TTOYKH.

C OCTOPOKHOCTBIO OCYHIECTBIATh ofgHOBpeMeHHoe npumenenue APA II, Bkitouas Banrepo, ¢
JIPYTUMHU  CPEJICTBAMH, HMHTHOMPYIONIMMH PEHHH-aHTHOTEH3UH-AJbIOCTEPOHOBYIO CHCTEMY
(PAAC), Takumu kax nHru6uTOpHl AIID Mim anuckupeH.

Oco0ble yKazaHus

THayuenmor ¢ HapyweHuem hyHKyuu novex

Caenyer uzberaTb OJHOBPEMEHHOIO MPUMECHEHHUSI aHTAarOHHCTOB PEICITOPOB aHTHOTeH3MHA 11,
BKIto4ass Bantepo, wim uHruOutopoB AIID ¢ alMCKUPEHOM W IperaparamMH, COJACpKalluMu
QIMCKUPEH, y MAIMEHTOB C CaXapHbIM JUA0ETOM M HApYIICHUSAMH (QYHKIIUU TOYECK CPEJTHEH U
tsxenoit crenenn (CK® <60 m/mun/1,73 M?) (eMm. paszen 4.3.).

T'unepanuxemus

[Ipu omHOBpEMEHHOM MPUMEHEHHH C OWOJIOTHUECKH AKTUBHBIMH JOOABKAMH, COJCPKAIIUMHU
KaJIMid, KaIuicOeperaroIuMu THypEeTHKAMU, KATMHCOACPKAIMMHA 3aMEHUTEIISIMH COJTA HMJTH C
JIPYTUMH TIpenapaTaMi, KOTOPbIE MOTYT BbI3bIBATh IMOBBIIICHUE COACPIKAHUSA Kaaus B KPOBH
(HampuMep, C TEMapuHOM), CIEAyeT COON0IaTh OCTOPOKHOCTH W TPOBOAUTH PETYJISIPHBIN
KOHTPOJIb COJICPKAHMSI KaJlisl B KPOBH.

Tpancnaanmayus nouku

JlaHHBIX 1O 0€30MacHOCTH TMPHUMEHEHHUs Ipernapara Bantepo y MalMEHTOB, MEPEHECIINX
TPAHCIUTAHTAIINIO MTOYKHU, HET.

Heduyum 6 opeanuzme nampus u/unu oovema yupkyaupyrowetl kposu (OL[K)

VY nanmMeHToB ¢ BBIpAKEHHBIM JC(PUIMTOM B OpraHu3Me HaTpus w/wiu cHmwkeHHbiM OILIK,
HApUMep, MOJIYYarONUX BBICOKHE 03Bl JUYPETHKOB, B PEAKHX CIy4asx B Haydaje JICUCHUS

nmpemnapaTromMm MOXET Pa3sBUBATLCA apTepuajibHas TUIIOTCH3MA, COIIPOBOXKAAaromasiCcs
5
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KIIMHUYECKUMU TposiBlieHusMu. [lepen Hauajiom nerigi'-;'l;-mrl YoM L'clﬂgﬁygf' ';Ilp'cgslécm

KOPPEKIHIO COJEpKaHUs B opraHuzMe Hatpus w/wiu BocronHuth OLIK, B ToM umcie myrem
YMEHBILIEHNUS 03Bl AUYPETHKA.

B ciydyae BO3HMKHOBEHHUS BBIPAKEHHOrO CHIWXKEeHMS A]Jl manumeHta ciefayeT YJIO0XHUTb C
HOPUIIOTHATHIMU HOT'aMH, IIpU HE0O0X0AMMOCTH IpoBecTd B/B MHPYy3uto 0,9% pactBopa HaTpus
xyopuna. [locne crabunuzanuu AJl nedenue npemnaparoM BanTepo MOKeT ObITh MTPOIOIIKEHO.
Cmenos noueynoti apmepuu

[Tpumenenue npenapata KOPOTKUM KYpCOM Yy HAllMEHTOB C PEHOBACKYJIAPHOM THMIEPTEH3UEH,
pa3BUBIIEHCS BTOPUYHO BCIIEACTBHUE OIHOCTOPOHHETO CTEHO3a APTEPUH €AMHCTBEHHOM MOYKH, HE
IPUBOIUT K CKOJBKO-HMOY/b CYyIIECTBEHHOMY H3MEHEHMIO IIOKa3aTelied IOYeYHOMU
FeMOJMHAMHUKHN, KOHUEHTPALMM KpEaTMHHHA CHIBOPOTKM KPOBU WJIM a30Ta MOYEBUHBI KPOBH.
OpHako, y4MThIBas, 4TO JpYrHe JIeKapCTBEHHblE cpenacTBa, Biustomme Ha PAAC, moryt
BbI3bIBAaTh IIOBBIIIEHNE KOHLEHTPALIMY MOUYEBUHBI U KpEaTMHHHA B CBIBOPOTKE KPOBHU Y MALIUEHTOB
C IByCTOPOHHUM CTE€HO30M IOYEUHBIX apTepUil UM CTEHO30M apTEPUU €IMHCTBEHHOW MOYKH, B
KayeCTBE MEpPHI [IPEIOCTOPOKHOCTH PEKOMEHIyETCS KOHTPOJIb 3TUX [T0OKa3aTeseH.

Ilepsuunviii 2cunepanrboocmeporHusm

[Tpenapat HeapPeKTUBEH U1 JIEUEHUS apTepUaIbHOM THIIEPTEH3UH Y MALUEHTOB C NEPBUYHBIM
TUIEPaIbJA0CTEPOHU3MOM, IOCKOJIbKY Y IaHHOM KaTEropuy MalieHTOB HE OTMEYAeTCsl akTUBALUS
PAAC.

Xponuueckasn cepoeunas neoocmamounocms (XCH)/nepuoo nocne nepenecennozo uHgapxkma
Muokapoa

V¥ nanuentoB ¢ XCH nnm nocne nepeHeceHHOro MHGapkTa MHUOKap/a, HAUMHAIOUIUX JIeYeHHE
BaJICApTaHOM, YacTO OTMEYaeTcs HeKoTopoe cHuxkeHue AJl, B CBA3M C 4eM, pEKOMEHAyeTCs
KoHTpoib AJl B Hauane Ttepanuu. Ilpu ycnoBum coONIOIEHHS PEKOMEHIALMNA IO PEXUMY
JIO3UPOBaHUsI OOBIYHO HE BO3HHMKAET HEOOXOAMMOCTHM OTMEHBI BaJicapTaHa IO MPHYUHE
aprepuasibHON runoteH3uu. OneHka coctossHus nanueHToB ¢ XCH nomkHa BKIIOYAaTh OLIEHKY
(GYHKIIUH TOYEK.

Bcenencrsue nnrnoupoBanust PAAC y HEKOTOPBIX MAallMEHTOB BO3MOKHBI HAPYIIEHUS (YHKLIUU
noyek. Y nammentoB ¢ XCH III — IV ¢ynkumonansHoro kiacca no xkiaccuduxanuu NYHA,
GyHKIUS MouYeK KOTOpbIX 3aBUCUT OT cocTosiHusg PAAC, neuenme unruburopamu AllD wu
AQHTaroHUCTaMM PELENTOpPOB aHruoTeH3uHa Il MoXkeT compoBOXKAaTbCS ONUTYpPHEH u/MiU
HapacTaHUEM a30TEMHUH, a B PEAKUX CIydasX-pa3BUTUEM OCTPOM MOYEUHOM HEJOCTaTOYHOCTU
W/WIN JIeTambHBIM HcXoAoM. [103ToMy y MaHHBIX KaTeropHil MalMEeHTOB Iepes NPUMEHEHHEM
BajicapTaHa, a TakXe MNepPUOJAMYECKH BO BpeMs JIEUEHUsI MpernapaTroM, HE0OXOJUMO MPOBOJIUTH

OLICHKY (DYHKIIUU TIOYEK.
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TENEHOCTE 0002)

Kombunuposannas mepanus npu apmepuanbHoli 2uneprfégft;i;ﬁ-lE"1': BA

[Ipu aprepuanbHON THUNEPTEH3UU Mpenapar MOMKET NMPUMEHSTHCS B MOHOTEpAluH, a Takxke
COBMECTHO C JIpyTMMH T'MIIOTEH3UBHBIMU CPEJICTBAMH, B YACTHOCTH, C JTUYPETUKAMHU.
Kombunuposannas mepanus 6 nepuoo nocie nepeHeceHHo20 UH@papkma mMuoxapoa

Bo3moxHO nmpruMeHeHue npemnapata B KOMOMHAIIMK C IPYTUMH JIEKapCTBEHHBIMU MpenapaTramu,
NPUMEHSEMBIMH TIOCTIE TEPEHECEHHOTO HH(apKTa MUOKapAa, a MMEHHO TpPOMOOIUTHKAMH,
AlETWICAIMIMIOBOM  KUCJIOTOM B KAaueCcTBE  aHTHArperaHTHOroO  cpeacTsa,  Oera-
anapenooOokaTopamMu U uHruOuTOpamu I'MI'-KoA-peaykra3pl. Y naHHOM KaTeropuu MalueHTOB
HE PEKOMEHJIyeTCs MPUMEHSTh IMpernapaT OJAHOBpeMEHHO ¢ uHruoutopamu AIID, mockoiabky
JaHHasi KOMOMHUPOBAaHHAS Tepanus HE UMEET IMPEUMYIIECTB IIepel MOHOTEpanueil BajicapTaHOM
v nHruoutropom AIID B OTHOIICHHH MTOKA3aTENeH 00IIel CMEPTHOCTH TI0 JTFO00M MPUYKHE.
Kombunuposannas mepanusa npu XCH

[Ipu XCH npenapat Bantepo MOXKeT NIPUMEHATHCS KAK B MOHOTEPAIIUU, TAK U OJTHOBPEMEHHO C
JIPYTUMHU CPEJICTBAMU-TNYPETHUKAMHU, CEPJCYHBIMH TJIMKO3UAMH, a Takxke uHruouropamu AIlD
e 0eTa-apeHoOI0KATOPaAMH.

VY naHHOUM KaTeropuu ManueHTOB HE PEKOMEHIYeTCs MPUMEHEHHUE TPONHOW KOMOMHHPOBAHHON
tepanuu uHrHOuTopoMm AIID, HGera-aapeH0OIO0KATOPOM U BAIICAPTAHOM.

Aneuonespomuueckuii omex, ekaouas omex Keunke

AHTMOHEBPOTUYECKUN OTEK, B TOM YHCJIE OTEK FOPTaHU U T'OJOCOBOM IIEIH, MPUBOAALIMN K
OOCTPYKIMH JIbIXaTENbHBIX MTyTeH, U/UITU OTEK JIUIA, TY0, TIIOTKU WU/WIH OTEK A3bIKa, BCTPEYasCs
y MAalUHUEHTOB, MOJY4YaBIIMX BaJcCapTaH, Y HEKOTOPBIX M3 3THUX MAlUEHTOB paHEe BO3HUKAI
AQHTMOHEBPOTUYECKUI OTeK Ha (poHe mpuema Jpyrux IpernapaTroB, B TOM UYHCIIE€ MHIHMOUTOPOB
AIl®. [Ipuem BancapraHa B cily4yae pa3BUTUSI AHTMOHEBPOTHMUYECKOTO OTEKa JIOJKEH OBITh
HEMEJUIEHHO OTMEHEH, BO300OHOBIICHHE IIpHUeMa BaJicapTaHa 3aIlpelieHo.

Hapywenus ¢pynxyuu nevenu

Bancapran BeIBOAMTCS IJIaBHBIM 00pa30M B HEU3MEHEHHOM BUJE Y€pe3 KUIIEYHHUK C JKEIUblo, B
TO BpeMsl Kak aMmJIOJWIIMH WMHTEHCHUBHO MeTabonusupyercs B medeHu. Crienyer coOumronarhb
OCTOPOXHOCTh TPU MPUMEHEHHH MpernapaTa BanTepo y manueHToB ¢ 3a00JeBaHUSIMU TEUEHU
(oco0eHHO TIpU OOCTPYKTUBHBIX 3a00JI€BAHUSIX >KETUEBBIBOIAIINX MyTeH), COMMPOBOKIAIOIINXCS
HapyHmIeHUsIMH QyHKIIUN TTCUSHHU.

Iayuenmovl ¢ obcmpykyuell 8bIHOCAWE20 MPAKMA 118020 HCENYOOUKA (MUMPANbHBIL CMEHO3,
AOPMANbLHBIN CIMEHO3 UMY 2UNepmpouyeckas 06CcmpyKmueHas KapouomMuonamus)

Crenyer nposiBIATE 0CO0YIO OCTOPOKHOCTh IIPU MPUMEHEHUH TNpenapara Banrepo y nanueHTos,
CTpaJalouIMX AaopTaJbHBIM CTEHO30M, MHUTPAJIbHBIM CTEHO30M WM TUIEPTPOPUUECKON

00CTPYKTUBHOM KapIMOMHUOTIATHEH.
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Tleotinas Gnokada PAAC (NOCNEQCBATENEHOCTE 0002)

OnHOBpEeMEHHOE TMPUMEHEHHE C AIMCKUPEHOM M IMpenaparamu, COICPKAIIMMU aTUCKUPEH,
MPOTUBOMNOKA3aHO Yy TMAIMEHTOB C CaXapHBIM AWA0ETOM W/WIIM HapylIeHHEM (QYHKIIMH TOYEK
cpe/Heil ¥ TSKeIol cTeneHn (cKopocTh Kiry6oukoBoii pumbrpanun (CK®) <60 m/mun/1,73 M?)
U HE pEKOMEH/IyeTCs Y APYTUX MalueHToB (cM. pazaen 4.3.).

OnHOBpeMEHHOE TIPUMEHEHHWE AHTArOHHCTOB PeIenTopoB aHrHoTeH3uHa Il ¢ mHTHOUTOpamMu
AII® mpoTHBOMOKA3aHO Yy MAIMEHTOB C AuabeTHdecKoil HepomaThe u He PEeKOMEHIYeTCs Y
JIPYTUX HaleHTOB.

HBorinas 6mokana PAAC mocpeacTBoM 0THOBpEMEHHOTO npuMeHeHus: naruoutopa AIID, APA
Il unn anuckupeHa He peKOMEeHAoBaHa B oOmiei momyssiuu. OJHAKO, B TOM Cllydae, €ciiu
KOMOMHHMpOBaHHAs Tepamnus YKa3aHHBIMU TperapataMy SIBISETCS aOCONIOTHO HEOOXOIMMOMH,
Takoe MPUMEHEHHE JIOJDKHO OCYIIECTBIISATHCS MO/ TIIATeNIbHBIM HAOMI0IEHUEM Bpaya, ¢ YaCThIM
KOHTposieM mokazatenedt AJl, GyHKIMM MOYeK, a TakKe COAEPIKaHUS DIIEKTPOIUTOB ILIA3Mbl
KPOBH.

BcrnoMmorarensHble BellecTBa

Maunumon

[Ipenapar Banrepo coumepxut manauTosn Menee 10 r. CrnadutenpHoro 3¢ @dexkra B J03UPOBKE
MeHee 10 T He oKa3kIBacT

Hampuu

[Ipenapar BanTepo MOXXHO OTHECTH K MperapaTaMm, «HE COJCP)KAIlUM HATpUi», TaK Kak

COJACPpKaHNUC HATPHUA B HEM MCHEC 1 MMoOITB (23 Mr) Ha CAUHULY JO3UPOBAHUA

4.5. B3auMojgeidcTBHs ¢ JPYIrMMH JIEKAPDCTBEHHBIMH TMpenapataMu W JApPyrue BH/bI
B3aUMO/IeHCTBUSA

YcraHOBIEHO, 4YTO IPU MOHOTEpAIlMM BaJCapTAHOM OTCYTCTBYIOT KIMHUYECKHM 3HAUYMMBIE
B3aMMOJIEHCTBUS CO CIETYIOIIMMHU JIEKApCTBEHHBIMU CPECTBAMU: LIMMETUIUHOM, Bap(apuHOM,
dbypoceMusioM,  JUTOKCMHOM,  aTCHOJIOJIOM,  WHJIOMETAIlMHOM,  THAPOXJIOPOTUAZUIOM,
aMIIOTMIIMHOM, TIMOESHKIAMHIOM.

JIsoiiHag Omokaga PAAC npu OpuMEHEHHWM AaHTArOHMCTOB DPELENTOPOB aHruoreHsuHa I,

uarnomuTopoB AIl® win anuckupeHa

OpnHoBpeMeHHOE MPUMEHEHNE aHTarOHUCTOB PeLenTopoB aHrnoreHsuHa lI, Bkitouas npemnapat
Bantpepo, ¢ ipyrumu cpenctsaMu, okaspiBatroliMMy BiausiHue Ha PAAC, cBsi3aHO ¢ MOBBILIEHHON
4acTOTOM Pa3BUTHS apTepHabHONW TMIOTEH3UH, TUIIEPKATUEMUN U U3MEHEHUH (PYHKIIUH MOYeK

10 CpPaBHEHUIO C MOHOTepanued. PexkoMeHayeTrcss MPOBOAUTH KOHTPOJb apTEPUATBLHOIO
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_NNEPTHOMY OTYETY

BanTepo u npyrue nekapcTBEHHbIE CPEICTBA, OKa3biBarolue BiaussHue Ha PAAC.

Hecrepouausle npoTuBoBocnanuTeasHele npenaparsl (HITIBII)

[Ipu npumenenun Bajcaptana ogHoBpemeHHO ¢ HIIBII (Bkitodasi celeKTUBHBIE MHTHOUTOPHI
UKIOOKCUT€HA3bl-2) BO3MOXKHO YMEHBIIEHHWE €ro AaHTHTUIEpPTeH3UBHOro aelictusa. Ilpu
IIPUMEHEHNUN aHTarOHUCTOB peuentopoB anruoreHsuHa Il onnoBpemenno ¢ HIIBII Bo3moxHO
yXyauieHne (QYHKIMU TOYeK W YBEJIMUYEHHE COJEpXKaHWA Kajus B IUIasMe Kposu. Ilpum
HEOOXOJMMOCTH OJIHOBpeMEHHOro mnpuMeHeHus BaicaptaHa u HIIBII no nauwana neuenus
HEOOXOJUMO TMPOBECTH OLIGHKY (YHKIMM TIOYeK U KOPPEKLUHI0 HapyUIeHHH BOJHO-
AIIEKTPOJIUTHOTO OaaHca.

benku-nepeHocumku

ITo pesysbraram mccienoBanus iN Vitro Ha KyJabTypax IEYeHH BajcapTaH SIBISETCS CyOCTpaToM
st 6enkoB-niepeHocunkoB OATP1B1 u MRP2. OpgHoBpemeHHOE MpPUMEHEHHE BalicapTaHa C
unruouTopamu Oenka-nepeHocunka OATP1B1 (pudaMnunumH, HIUKIOCIOPUH) U C HHTHOUTOPOM
Oenka-nepenocurika MRP2 (puToHaBHp) MOKET YBEIMYUTH CUCTEMHYO SKCIIO3UIIHIO BaJicapTaHa
(Cmax 1 AUC).

IIpenapaThbl TUTHUS

[Ipy ogHOBpEeMEHHOM NPUMEHEHWH IpenaparoB JuTus ¢ uHruomropamu AIID u APA 11
O0TMEYAJIOCh 00PAaTUMOE YBEIHMUEHUE COAECPKAHUS JINTUS B CBIBOPOTKE KPOBU U YCUJIEHUE, B CBSI3U
C 3TUM TOKCHYECKHX NPOSIBICHUH, TIOITOMY PEKOMEHAYETCS POBOIUTH KOHTPOJIb COACPKAHUS
JUTHS B CBIBOPOTKE KpPOBH. PHCK TOKCHUYECKHX IPOSBICHHUH, CBA3aHHBIX C IPUMEHEHHUEM
IIPENapaToB JUTHS, MOXKET JOMOJTHUTEIBHO YBEIUNYUBATHCS IPU OTHOBPEMEHHOM IIPUMEHEHUH C
npenaparoM Banrepo u quypeTukamu.

JIekapCTBEeHHBIE IpenapaThl, KOTOPhIE MOTYT NPHMBECTH K YBEIMUYCHHUIO COACPKAHMSI Kaaus B

IJ1a3M¢€ KpOBU

OnHOBpeMEHHOE TPUMEHEHHE KaluicOeperalnmx AUYypEeTUKOB (B T.4. CIHPOHOJIAKTOHA,
TpUaMTepeHa, aMUJIOpHUIa), MperapaToB Kajlus, COJEH, COAepKaIlUX KaJIUi, a TaKkKe APYrux
MpernapaToB, CIOCOOHBIX YBEIMYMBATh COAEP)KaHUE Kalus (Hampumep, TemapuH U T.J.), MOXKET
MPUBECTU K YBEIUYEHHUIO COJEPKAHUS KAJIMA B CHIBOPOTKE KPOBH, a y MALIMEHTOB C CEPACUHOM
HEJI0OCTAaTOYHOCTHIO-K YBEIMUYEHUIO KOHIICHTPAIIMH KpeaTHHUHA CHIBOPOTKH KpoBH. Ecnmu Takoe
KOMOMHHMPOBAHHOE JIEUEHUE MPU3HAHO HEOOXOIUMBIM, CIEIyEeT COOJII0IaTh OCTOPOKHOCTD.

JleTH ¥ OAPOCTKHU

Heotinas 6noxkada PAAC npu npumenenuu anmazonucmog peyenmopog aneuomenzuna I, uneu-

oumopoe AIID unu anuckupena
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OCTOPOXKHOCTBIO NIPUMEHSTH BaJICAPTAH OJAHOBPEMEHHO C JAPYTUMU IIpenapaTamu, BIUSIOLIUMU
Ha PAAC, y nmauuMeHTOB NaHHOM KaTeropuu, T. K. 3TO MOXKET IPUBECTH K YBEIUYEHHIO
coJlep’KaHusl Kallusl B CHIBOPOTKE KpoBU. CleayeT MpOBOIUThH PETYISPHBIA KOHTPOJIb (DYHKUIHU
MIOYEK U COJIEP>KAHUS KaJusl B CBIBOPOTKE KPOBH Y NALIMEHTOB JAHHOU IPYIIIIbI

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemenHoOCTD

Pestome puckos

Kaxk u ayis mo6oro apyroro npemnapara, okasbiBatomiero siusaue Ha PAAC, npuMeHeHne
npenapara Bantepo npoTuBoIiokasaHo npu 6epeMeHHocTu (cM. pazaen 4.3.). YuuTbiBast
MexaHu3M jeictBust APA 11, Henb3st MCKIIFOUNUTB PUCK JUIs U101a. MI3BECTHO, YTO IPUMEHEHNE
unruoutopoB AllID (knacc crienuuyHBIX IEKapCTBEHHBIX CPEACTB, AeiicTByromux Ha PAAC)
Bo II u III TpumecTpe OepeMEHHOCTH IPUBOIUT K MOPAKEHUIO U THOenu mioa. I1o naHHbpIM
PETPOCIIEKTUBHOTO aHaN3a MpuMeHeHne HHruouTopoB AIID B I Tpumectpe GepeMeHHOCTH
aCCOLMUPYETCS C MOTEHIMAIbHBIM PUCKOM BO3HUKHOBEHUS IOPOKOB pa3Butus mioza. [Ipu
HENpeIHAMEPEHHOM MpUEME BaJicapTaHa MpH OEPEeMEHHOCTH OMUCAHBI CITyYau
CaMOIIPOU3BOJILHOTO MPEPbIBaHUs OEPEMEHHOCTH, MAJIOBOIMA U HapyIIeHUs (PYHKIIUU TIOYEK Y
HOBOPOXXJCHHBIX. B ciiyuae eciu OepeMEeHHOCTh AMarHOCTUPOBAHA B NIEPUOJ JICUEHUS
npenapatoM Bantepo, npenapart ciieyeT OTMEHUTh KaK MOXHO paHblIE.

Krunuueckue acnexmeol

MameDMHCKLHZ u/unu 3M6Dnu0d)€ma]lebllZ PUCK, aCCOMMMDOGClell:Z ¢ 3abonesarnuem

ApTtepuanbHasl TUIEPTEH3Usl NMPU OEPEMEHHOCTH YBEIWYMBAET PUCK PA3BUTHUS MPIKIAMIICHUH,
TeCTaI[MIOHHOTO CaXapHOTO auadeTa, MPEeKIEeBPEMEHHBIX POJOB, a TAK)KE OCIOXHEHUH B ponax
(HampuMep, HEOOXOJMMOCTh KecapeBa CeYeHHUs, pa3BUTHE MOCIEPOIOBOr0 KpoBoTeueHus). [Ipu
QIbTEPHATUBHOM THUMEPTEH3UU YBEIMYUBACTCS PUCK 33JE€PKKM BHYTPUYTPOOHOTO pa3BUTHUSA
I10/1a U BHYTPUYTPOOHOH rubenu mioza.

Puck co cmoponbl n100a/H080p0HCOEHHO20

ManoBoaue y OepeMeHHbIX, NpUHUMAKOMUX mpenapatsl, Biusoonme Ha PAAC Bo II u III
TPUMECTPE, MOXKET MPUBOJUTD K YXYIIIEHUIO (DYHKIIMHU [TOYEK MJI0/a, YTO B pe3yIbTaTe MPUBOAUT
K aHypUM U TMOYEYHOM HEJIOCTAaTOYHOCTH, T'MIIOIUIa3UM JIETKHX IUIoja, AedopMaluu CKelera
10712, BKJIIOYas TUIOIUIa3UI0 KOCTEH ueperna, apTepuaibHOM TMIOTEH3UN U THOenu Iioja.

[Ipu HenpenHamepeHHOM mnpueme mpenapatoB APA Bo Bpems OEpeMEHHOCTH ClEIyeT
paccMOTpeTh BONPOC O HEOOXOIMMOCTH COOTBETCTBYIOIIEIO MOHUTOPHHIA COCTOSHHS ILIOJA.
HoBopoxxneHHbIX, 4ybM MaTepu mnoiydanu Tepanuto APA, crnenyer TmarenbHO HaOM0aTh

OTHOCHUTECIIBHO Pa3BUTUA apTepI/Iam)Hoﬁ THUITOTCH3UH.
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(NOCNEQCBATENEHOCTE 0002)

Bancapman

[Tpu uzyueHnn sMOpuodeTaIbHOTO Pa3BUTHS Y MBILICH, KPOJIUKOB U KPBIC HA0JII01a1ach
(ETOTOKCUIHOCTh, KOTOPAst ACCOIMUPOBANIACH C MATEPUHCKON TOKCUYHOCTBIO Y KPBIC MPH
NPUMEHEHHUHU BaJicapTaHa B CyTOUHOU 103e 600 MI/KT B CyTKH, YTO MPUOIU3UTENHHO B 18 pa3
MPEBBIIIAET MAKCUMAJIbHYI0 PEKOMEHOBAHHYIO CYTOUHYIO JI03Y Ul YeJIOBEKa U3 pacueTa MI/KT
Macchl Tesa (pacyeT MpeArnoiaraeT CyTouHyo 103y 320 Mr BHYTpPb U1 MAlIMEHTa C MacCcoi Tesa
60 KT), ¥ KPOJIMKOB MPH MPUMEHEHUH BaJICAPTaHA B CYyTOYHOH 103€ 10 MI/KT, 4TO
npu6OIM3uTENBHHO B 0,6 pa3 MpeBbIIACT MAaKCUMAJIbHYI0 PEKOMEHI0BAaHHYIO CYTOUHYIO JI03Y JJIS
YyeJIoBeKa U3 pacuera MI/KI Macchl Tena (pacyeT npeArnojaraeT CyTounyo 103y 320 Mr BHYTpb
JUTS TIarueHTa ¢ Maccoi tena 60 kr). He orMeueHo siBIeHU MaTepUHCKONW TOKCHYHOCTH WJTH
(ETOTOKCHUYHOCTH NIPU IPUMEHEHUH Y MBIIIEH B CyTOYHBIX 7103ax 110 600 Mr/Kr, 4TO
MPUOJIM3UTENHHO B 9 pa3 MPEBHIIIAET MAKCUMAIbHYIO PEKOMEHI0OBAHHYIO CYTOYHYIO 103y ISt
YeJoBeKa U3 pacueTa MI/KI Macchl Tena (pacyer MpeanoiaraeT CyTouHyo 103y 320 Mr BHYTpb
JUTS TIAIfMeHTa ¢ Maccoi tena 60 kr).

JlakTanus

HeusBecTHO, mpOHMKaeT JM BajcapTaH B IPYJHOE MOJOKO. B JIOKIMHUYECKHUX HCCIEHOBAHUIX
MOKa3aHO, YTO BaJICAPTAH BBIACISACTCS C MOJIOKOM JIAKTHPYIOLIMX Kpbic. [IpuMeHeHne npenapara BO
BpeMs IPYTHOTO BCKapMIIMBaHHWS IPOTUBOIIOKA3aHO (cM. pasfen 4.3.).

HaHI/IeHTKI/I W NAalMCHTBI C COXPAaHCHHBIM PECINPOAYKTHUBHBIM IMOTCHIIMAJIOM

Kax u nro6oii qpyroii npenapar, okaspiBaronuil npsmoe Aeiictsue Ha PAAC, npenapat Bantepo He
CJIeZlyeT MPUMEHSTH Y KESHIIHH, TUNIaHUPYIOHX OepeMeHHOCTb. [1pu BeIOOpE Mr000ro npenapara,
Bo3zelcTBytomiero Ha PAAC, Bpauy cineayeT npornH(OpMHUPOBATH NAIIUEHTKY C COXPAHEHHBIM
PENpPOAYKTUBHBIM IMOTEHIIMAIOM O BO3MOXKHOM PUCKE MIPUMEHEHUS Ipernapara BO BpeMs
OepeMEeHHOCTH.

DdepTUabHOCTD

OTCyTCTBYIOT JaHHBIE O BIMSHUY Npenapara Ha pepTHIIbHOCTH yenoBeka. [lpu uccienosanuu Ha
KMBOTHBIX He HaOIMro1anoch 3(h(heKToB BO3/IeiiCTBUS BaicapTaHa Ha (epTUIBHOCTb.

4.7. Bnusinue Ha CIOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMH CPEICTBAaMHU U padoTaTh ¢
MeXaHUu3MaMHu

[Tockonbky Ha (OHE Tepanuu MpenapaToM BO3MOXKHO pPa3BUTHE TAKUX HEXKETATeNbHbIX SBJIECHUN
KaK TOJIOBOKPYXEHHE WM OOMOpOK, MalMeHTaM, MPUHUMAIOIIKUM Ipenapar Banrepo, ciemxyer
coONIIO/IaTh  OCTOPOXKHOCTh TNPH  YIPAaBICHUM TPAHCIOPTHBIMH CpPEACTBAMH M 3aHATHU
MOTEHLIUAIbHO OMACHBIMH BUIAMU JESITEIbHOCTH.

4.8. HexkesaTeibHbIE peaKiuu

Pesrome nipoduiist 0e3onacHoCTH
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UCCIICIOBAHMSIX 4YacToTa HexkenarenbHbix sBiaeHuid (HP) Opima cpaBHuMa ¢ mane6o.
OTCYTCTBYIOT JIaHHBIE O 3aBUCHUMOCTH YaCTOTHI KAaKOTO-JTHOO M3 HEXKENATeIbHBIX SBICHUU OT
JI03BI UJTU TTPOJOJKUTEIIFHOCTH JICUEHHS, @ TAKXKE I10J1a, BO3pacTa U PacOBOM MPUHATIEKHOCTH.
[Tpoduns Ge3omacHocT BanTepo y manueHToB ¢ apTepualibHON THIIEPTEH3UEH B BO3pacTe OT 6
1o 18 net He oTMyaercst oT mpoduis 0€30IMaCHOCTH BaJicapTaHa y B3POCIBIX IMAUEHTOB.

Hwxe mpuBeneHBI HeXelaTeNbHBIC SBIICHUS, KOTOpPHIE HAOIIONANNCh B XOJA€ KIMHHUYECKHX
MCCJIEIOBAHMM, a TaKKe MPU MPUMEHEHUH NpenapaTa B KIMHUYECKOH MpaKTHKeE.

TabanuHoe pE3IOME HEKENATCILHBIX PEAKIUN

JIJIsl OIIEHKW 4acTOThI HEXKENATENbHBIX SBJICHHUIA WCIOJIB30BaHbI CICIYIONINE KPUTCPUHU: OYEHD
yacmo (>1/10), uacmo (>1/100, <1/10), reuacmo (>1/1000, <1/100), peoxo (=1/10 000, <1/1000),
ouenv peoxo (<1/10 000), Bkiro4as OTAeNbHBIE COOOIIeHUA. B mpemenax Kakaoi TpymIbl,
BBIJICJICHHOW 10 YacTOTE BCTPEUAEMOCTH, HEKEJIATEIIbHBIC SIBJICHUS PACIPEICIICHBbI B MOPSIKE
YMEHBIIICHUS UX BOXKHOCTH.

JIist BceX HEXeNaTelIbHBIX SBJICHHUH, BBIABICHHBIX B KIIMHUYECKOW MPAKTHKE W TIPH aHAIU3C
7a00paTOpPHBIX TOKa3areneld (YacToTy Pa3BUTHS KOTOPBIX YCTaHOBHTh HEBO3MOXKHO)
UCIIOJIB30BAJIACh TPANIAIUsl YACMOMA HEeU38ECMHA.

Ilayuenmvi ¢ apmepuanvroii cunepmensueu

CucreMHO-OpraHHblii Kjacc HexenatenbHasi peakums Yacrora
Hapy1eHust co cTopoHbl KPOBH H|CHI)KEHUE FeMOITIo0nHa, 4acTOTa HEU3BECTHA
MUM(paTHIECKON CUCTEMBI TeMaTOKPUTA, HEUTPOIIEHUS,

TPOMOOLIUTOTICHHS
Hapy1enust co cTopoHBI [peaKuy MOBBIIIEHHOMN 4acTOTa HEU3BECTHA
VMMYHHOU CUCTEMBI qyBCTBUTEIbHOCTH, BKIIKOYASI

CBIBOPOTOUHYIO O0JIE3HB

HapymeHI/m CO CTOPOHBI MMOBBIIICHUEC COACPIKAHUSA KAJIMA (HaCTOTAa HCU3BCCTHA
MeTa00M3Ma U MUTaHUS B CBIBOPOTKE KPOBHU
HapymeHI/I;I CO CTOPOHBI OpraHa BEPTUTO HCYaCcTO

cllyXa U JJaOupHHTa

Hapy1eHust co cTOpoHBI BACKYJIUT JaCcTOTa HEU3BECTHA
COCYJIOB
HapyteHust co CTOpOHBI Kalleb HEYacTo

NIbIXaTEJIbHON CUCTEMBI, OPTaHOB
IPYAHOU KIETKH U CPETOCTEHUS

DKenynouHo-kuieynbie 00J1b B )KMBOTE HEYacTo
HapyLICHUS

12
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Hapymenust co cTOpoHbI IEYeHU
1 KEITYEBBIBOJAIINX ITyTEH

HapyleHne (QyHKINN H.gr';e'l;n},E"j'

B -I
0U2]

it Ristedia

BKJTIOYasl ITOBBIIICHNE
KOHIICHTpalu OMMpyOnHa B
r1a3Me KpoBU

Hapyiienust co CTOpOHBI KOXKHU U
OAKOXKHBIX TKaHEN

QHTMOHEBPOTUYECKUN OTEK,
OyIIIe3HBIN 1epPMaTHUT, KOKHAs
ChIIIb, KOXKHBIHN 3y]

JacToTa HECU3BCCTHA

Hapymenust co cTopoHbl
MBIIIICUHOM, CKEJISTHON B
COCIUHHUTEIILHON TKaHU

MHAJITHUA

JaCcToTa HCM3BCCTHA

Hapymenust co CTOpoHbI OYEK
1 MOYEBBIBOJIALIUX MyTEH

HapyIeHUs (PyHKIINH MTOYEK,
[IOBBIILICHUE KOHLICHTPALIUH
KpEaTHHHHA B CBIBOPOTKE KPOBU

JaCcTOTa HCM3BCCTHA

OO01re HapyIIeHUS U PEaKINH B
MeCTe BBEACHUS

[MOBBIIIICHHAA YTOMIISIEMOCTD

HCYaCTO

Taxxxe B Xode KIMHHUYECKHUX I/ICCJ'IGI[OBaHI/Iﬁ Y MHanueHTOB C apTepHaHLHOﬁ rHHCpT@H?»HCﬁ
Ha6J'IIOI[aJ'II/ICI> CJICAYIOIIUC HCKECIIATCIIbHBIC ABJICHUS, IPUYNHHO-CJICACTBCHHAA CBA3b KOTOPBIX C

IPUEMOM IIpernapara HE YCTAHOBJEHA: apTpairus, acTeHus, Ooib B CIHHE, AUapes,

TOJIOBOKPY)KeHHE, OECCOHHMIIA, CHIDKEHHE JHUOWUI0, TOIIHOTA, mepudepuyecKrue OTEKH,

(bapuHTUT, pUHUT, CHHYCUT, HH(PEKIIUN BEPXHUX JIBIXaTEeNbHBIX MyTeH, BUPYCHbIE HH(EKIIUH.

HCZI/;MEHmbl, nojydarowue sajicapmaHn nocile nepeHecerHoco ocmpozo qubamea Muoxapda u/unu

npU XPOHUYECKOU CepOeyHOlU HeO0

cmamounocmu (XCH)

CucreMHO-OpraHHblii KJjacc

HexenarenbHasi peakums

YacrTora

HapyiieHust co cTOpOHBI KPOBH U
muMdaTHIecKoi CUCTEMBI

TPOMOOLIUTOTICHHS

qdaCTOTa HCU3BCCTHA

Hapymenus co
MMMYHHOH CUCTEMBI

CTOPOHBI

[PEaKIUH MOBBIIICHHON
9IYBCTBUTCIIBHOCTH, BKIIIOYad
CHIBOPOTOYHYIO 00JIE3HB

qdaCTOTa HCU3BCCTHA

Hapymenus co CTOPOHBITUNEPKATUEMHUS HEeYacTo
MeTadoIM3Ma U MUTaHusA™*
Hapymennst co cTOpoHbI HEPBHOMTOJIOBOKPYKEHUE, MOCTYPATbHOE qacTo
CHUCTEMBI

TOJIOBOKPYKEHUE

00MOPOK, TOJIOBHAs OOJTH HEYacTo
Hapymienust co CTOpOHBI OpraHaBEPTUTO HEYacTo

cilyXa 1 JabupHuHTa
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HapyIeHus co CTOPOHBI cepila  [yCHICHHE CHUIITOMOB Kpomitaeckoit | —Hebacro - - W<

CCpI[C‘lHOfI HEAOCTATOYHOCTHU

Hapy1ienust co CTOpOHBI COCYZIOB [BbIpaykeHHOE cHUkeHue A/l, 4acTo
OpPTOCTATUYECKAst TUTIOTEH3US

BACKYJIUT qaCToOTa HCU3BCCTHA

Kallenb HEYacTo
Hapymienus co CTOPOHBI

TBIXaTEIIbHON CHCTEMBI,
OpraHOB  TPYJHOW  KIETKH H
CPEIOCTEHHUS

PKemynouno-kunie4nsie TOIIHOTA, Auapes HEYaCTOo

HapyLLCHUs

Hapy1ieHus co CTOPOHBI IIEYEHU UIIOBBIICHUE AKTUBHOCTH «II€YEHOYHBIX)» [4ACTOTA HEU3BECTHA
PKETYEBBIBOIAILNX IIyTEH (bepMeHTOB

Hapymennss co CTOpOHBI KOXKM HaHTHOHEBPOTHYECKUN OTEK HEYaCTO
[1OJIKOXKHBIX TKaHEH

OyJIe3HBbIN IepMATUT, KOXKHAS ChIllb, | YacTOTa HEM3BECTHA
KOKHBIN 3y]1

Hapymenust co CTOPOHBIMUAIITHUS JacToTa HEM3BECTHA
MBIIIICYHOM, CKEIIETHOM Hu
COCIMHUTEIHLHON TKAaHU

HapyieHust co CTOpOHBI [TOYEK  [HapyLIeHHne (PYHKLIUHU TOYeK 4acTo

¥ MOYEBBIBOIAIINX HyTCI‘z’I ocTpasa Mno4dYedyHad HCEAOCTATOYHOCTb,HEYACTO
MMOBLIIICHUEC KOHUOCHTPAIIUN KpECaTUHUHA
B CBIBOPOTKE KPOBM

MOBBILICHUE CONEP KAHUA a30Ta 1aCTOTa HCM3BCCTHA
MOYEBHHEBI B IJIa3Me KPOBH

O6H_[I/Ie HapyUICHUA U pCaKIIUU ACTCHUS, ITIOBBIIICHHAA YTOMIIAIEMOCTDb HCYaCTO

B MCCTC BBCIACHUA

*OTMeYaeTcsl MOBBIIICHUE KOHIICHTpAIMS Kalus B CHIBOPOTKE KPOBHU (YacTOTa HEU3BECTHA) MO
pe3yiabTaTaM NOCTMapKETUHTOBBIX UCCIIEIOBAHUM.

Taxke B XOA€ KIMHUYECKUX HCCICIOBAHWN Yy TMAIMEHTOB TMOCIE TMEPEHECEHHOTO OCTPOTO
nH(papkTa muokapaa u/viau npu XCH Habmoganuce cienyromue Hexenarenbubie sienenus (HP),
MPUYMHHO-CIIEACTBEHHAsI CBSI3b KOTOPBIX C IMPUEMOM MpernapaTa HE YCTAaHOBIJIEHA: apTpairus,

0oib B KHBOTC, 0ol B CIIMHEC, aCTCHMHA, 6CCCOHHI/ILIa, CHHMIXXCHHC J'II/I6I/II[O, HeﬁTpOHCHHH,
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nepudepudecKkrie OTeKu, (papuHTUT, pUHUT, CHHYCHUT, H%‘E&ﬂﬁ%gﬁﬁﬁ%%}é&ﬁﬁx '-r'rifl‘reﬁ,

BUPYCHBIC HH(DEKLINH.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmare O TOX03pEBAaGMBIX HEXKEJNATEIbHBIX PpEaKIHAX IOCIAE PErucTpaIuu
JIEKApCTBEHHOT'O0 TIperapara ¢ IeJIbI0 0O0CCIICUYCHHS HENPEPHIBHOIO MOHHTOPUHTA OTHOIICHUS
«TOJBh3a—PUCK» JICKAPCTBEHHOTO mpemnapara. MeAWIUHCKUM pPabOTHHKAM PEKOMEHIyeTCS
CO00IIAaTh O JIFOOBIX TOI03PEBAEMBIX HEXKENATEeIbHBIX PEaKIIHsIX JICKAPCTBEHHOTO MIperapara 4yepes
HallMOHAIbHBIE CHUCTEMBI COOOIICHUH O HEXKEIaTeIbHBIX PEeaKIUAX TOCYJapCcTB — YJICHOB
EBpazuiickoro "5KOHOMHUYECKOTO COI03a:

Poccniickas @enepanus

109074, r. Mocksa, CiiaBsiHCKasl TIIOIIaab, 1. 4, crpoenue 1

denepanbHas ciyx0a 1Mo Haa30py B chepe 3apaBooxpaneHus (Poc3apaBaaazop)

Ten.: +7 (499) 578-06-70, +7 (499) 578-02-20

dakc: +7 (495) 698-15-73

DnekTpoHHas novra: pharm@roszdravnadzor.ru

Caitt: www.roszdravnadzor.ru

4.9. llepeno3npoBka

CuMITOMBI

[Tpu mepeno3upoBKe BaJICAPTAHOM OCHOBHBIM IPOSIBIICHUEM SBIISETCS BBIPAKEHHOE CHIKEHUE
AJl, KOTOpOE MOXET MPUBECTH K YTHETCHUIO CO3HAHUS, KOJIJIATICY W/WIIH IIOKY.

Jleuenue

CuMnToMaTHIeCKOe, XapakTep KOTOPOTO 3aBHCUT OT BPEMEHH, IPOIIC/IIET0 ¢ MOMEHTA TprueMa
npernapara, U OT CTENCHH TSHYKECTH CUMIITOMOB.

[Tpu ciydaiinoil mepe03upoBKe CIEAYeT BhI3BaTh PBOTY (€CiH Mpernapar ObUl MPUHSAT HEJaBHO)
WM TIPOBECTH MPOMBIBAHUE KENTyAKa. B ciyyae BOSHUKHOBEHUS BBIPAXXKCHHOTO CHIDKEHUS AJl B
KauecTBE Tepamnmuu HeoOxoaumo BHyTpuBeHHOe BBeaeHue 0,9% pacTBopa HaTpus XJIOpHIA,
MaIUeHTa CaeayeT YI0KUTh, IPUIOHSIB HOTH, Ha HEOOXOIUMBII /IS Teparnuu MepUo BpeMEeHH,
MPUHSITH AKTUBHBIE MEPHI MO MOJACPKAHUIO JEATEIBHOCTH CEPJICYHO — COCYAMCTON CHCTEMBI,
BKIIIOYAsl PETYJSAPHBIA KOHTPOJIb JACSITEILHOCTH CEepJIla W JBIXaTeIIbHOH CHCTEMBI, 00BbeMa

nupkynupytomeit kposu (OLIK) u konudecTBa BbIAEISIEMON MOYH.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoaguHaAMH4YeCKHe CBOICTBA
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dapmaxoTepanesTHueckas rpynna; Cpesctsa, seiicryiotlite mal peHrian nbieiinfobyid tHeremy;

_NNEPTHOMY OTYETY

AHTArOHKCTHI PELENTOPOB aHruoTeH3uHa |l.
Kox ATX: CO9CAOQ3.

MexauusM aeiicteusd 1 dhapMakoaruHaMudeckue d¢hdheKThl

Bancapran — axkTuBHBIM crnenuUYECKUA aHTAaroHUCT PELENTOPOB aHTHoTeH3uHa I,
npeIHa3HAYeHHBIN Ui mpuemMa BHYTpb. M30uparensHo Onokupyer peuentopsl moaruna AT,
KOTOpbIe OTBETCTBEHHHI 32 3¢ dexrsr anrnotensuna Il. Cnencreuem 6mokansl ATi-penentopos
ABJIAETCS IOBBILICHHE IUIA3MEHHOM KOHIICHTpauuu aHruoreHsuHa II, kotopeii Moxker
CTUMYJINPOBaTh He3absokupoBaHHble AT2-penenTopsl. BancapTan He UMeeT CKOJIBKO - HUOYb
BBIPDAKEHHOW aroHUCTUYECKOW aKTUBHOCTH B oTHomeHun ATi-penentopoB. CponctBo
Basicaprana k penenropam noaruna AT npumepno B 20 000 pa3 Bbliie, 4eM K penentopam
noaruna ATz, OTCYTCTBYIOT AaHHBIE O TOM, YTO BajJCapTaH B3aMMOJEHCTBYET WU OJOKHpYET
Jpyrue TOpPMOHAJIBHBIE PELENTOpPbl WM HOHHBIE KaHajbl, MMEIOUIME Ba)XHOE 3HAYCHUE B
perymsinuy GyHKIHNA CepIeTHO-COCYAUCTON CHCTEMBI.

Bancapran He mHruOmpyer aHrmoTeH3HHITpeBpamaonmii pepment (AIlD), Takke M3BECTHBIN
Kak kuHHHAa3a [1, koTopslii npeBpalaeT aHrnoTeH3uH I B anrnorensus 11 v BeI3pIBaeT pazpyieHue
OpaJlMKMHNHA, YTO YMEHbILIAET BEPOSATHOCTh BOSHUKHOBEHHUS KalllIs IIPU IPHEMe BaJiCapTaHa.

B cpaBHMTENBHBIX KIMHUYECKHX MCCIEAOBaHUSAX BajcapTaHa ¢ uHruouropom AIID wyactora
pa3BUTHS CyXOro Kauuis Obu1a 1octoBepHo Huxe (p<0,05) y manueHToB, MOMy4aBIINX BajcapTaH
(y 2,6% mnanueHToB, MOTy4aBIIMX BajcapTaH, U 'y 7,9% — momydaBmmx unruOutop AllD). B
KJIIMHUYECKOM HCCIIEJOBAHUM 4acTOTa Pa3BUTHS CYyXOro Kalllls IPU NPUMEHEHUH BajicapTaHa U
THUA3UJIHOTO JIMYPETUKA y MAlMEHTOB C CYXHM KaluleM Ha (OHE MpealecTBYIOIIEH Teparuu
uaruoutopom AIID cocraBuna 19,5% u 19,0% cooTrBeTcTBEHHO MO CcpaBHEHUIO ¢ 68,5%
NalMeHTOB, KOTopble moaydanu uHruoutop Al (p<0,05).

IIpumenenue npu apmepuanivHol cunepmenuu y nayuenmos cmapuie 18 niem

IIpn nedeHuM BajncapTaHOM NALMEHTOB C APTEPUANBHOM TMIIEPTEH3UEH OTMEYAETCS] CHUKEHUE
aprepuasnbHoro nasieHust (AJl), He compoBOXKIaroleecsi W3MEHEHHEM YacTOThl CEplIEeYHBIX
cokpamenuii (UCC).

[Tocne mpumeHeHUs BHYTPb DPa30BOM /103l Mpernapara y OOJNBIIMHCTBA IMAIMEHTOB Haydaio
AHTUTUTNIEPTEH3UBHOTO JIEHCTBHS HAOIIOMAETCS B TE€UCHUE 2 Y, a MAaKCUMaJIbHOE CHIDKEeHHE AJ|
JocTuraercs B npezenax 4—6 4, coxpansouieecs 6onee 24 yacos. [Ipy moBTOpHOM MpUMEHEHUN
npenapara MakCUMallbHOe CHIDKeHHe AJl, BHE 3aBUCHMOCTH OT HPUHATOW J03bI, OOBIYHO
JocTuraercd B mnpenenax 2—4 Henenb, U MOJAEPKUBACTCS HA JOCTUTHYTOM YPOBHE B XOJ€
JUINTETIbHOW  Tepanmuu. B cilydae  OJHOBPEMEHHOIO  NPUMEHEHHUs  Ipemapara ¢

TUAPOXTIOPOTHUAZHIOM JOCTUTACTCA JOCTOBEPHOEC JOIMOJHUTCIIBHOC CHUXKCHUC A,H
16
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Peskoe mpekpalleHHe INPUMEHEHHs BajicapTaHa [ C e brpbnoik haet6s !~ sttt

nosbiieHeM AJ[ mnu npyrumu HS. ¥V nanueHToB ¢ apTepualibHON TMIIEPTEH3UEH, CaxapHbIM
muaberom 2 Tuna u Hepomaruel, MpUHUMAIONUX BajicapTaH B 03¢ 160—320 mr, ormMedaercs
3HAYMTEIBHOE CHIKEHUE poTerHypun (36—44%).

Ilpumenenue nocie ocmpoeo unghapkma muokapoa y nayueHmos cmapuie 18 nem

[Tpu mpuMeHeHHH Tpenapara B TEUEHHE 2-X JIeT y MalMeHTOB, KOTOpble Hayajal MPUHUMAThH B
nepuop ot 12 1 go 10 gHel nocne mepeHeceHHOro ocTporo nHpapkTa Muokapa (OCI0KHEHHOTO
JICBOKEITYJJOYKOBOM ~ HEIOCTAaTOYHOCTHIO W/WJM  CHCTOJIMYECKOM  IuchyHKUMEH JIeBOro
KEIyA0YKa), CHIYKAIOTCS MMOKa3aTean o0IIel CMEPTHOCTH, CEPJIEYHO-COCYAUCTON CMEPTHOCTU U
YBEJIMYHUBACTCS BPEMsI 10 IEPBON TOCIUTAIM3AIMH 10 TIOBOLY O0OCTPEHUS TEUCHHSI XPOHUUECKOM
CepAeYHON HEJJOCTATOYHOCTH, TIOBTOPHOTO HH(ApKTa MUOKApAa, BHE3AIMHOW OCTAHOBKHU CEpALA U
uHCyInbTa (6e3 neranabHoro ucxoxa). [lpoduns 6e3onacHOCTH BajicapTaHa y MallMEHTOB C OCTPBIM
nH(}apKTOM MUOKap/a CXOACH C TAKOBBIM IIPH JIPYTUX COCTOSHUSX.

Xponuueckas cepoeunasn neoocmamounocms (XCH) y nayuenmos cmapuie 18 n1em

[Tpu npuMeHeHnu BajicapTaHa (B CpeJHE CyTOUHOM J103€ 254 Mr) B T€UEHHE 2-X JIET y NAllUEHTOB
¢ XCH II (62%), 111 (36%) u IV (2%) dynkuonagsHOTO Kiacca no knaccupukammu NYHA c
dpaxueiit BeiOpoca neBoro sxemynouka (JDK) menee 40% M BHYTPEHHHM JHUACTOIMYECKUM
muamerpom JDK Gonee 2,9 cM/M?, MOTyYalomuX CTAHAAPTHYIO TEPAIHUIO, BKIIOYAS HHTHOUTOPHI
AIID (93%), nuypetuku (86%), aurokcut (67%) u 6eta-aapenodokaropsl (36%) ormeuaercs
JIOCTOBEpHOE CHIDKeHue (Ha 27,5%) pucka rocnuTain3aluy 1Mo MOBOAY OOOCTpEHUS TeUeHUs
XCH.

VYV nanueHToB, He MoOJydaBIIMX HMHruOuTopsl AII®, oTMeuaercs 3HAUNUTENBHOE CHUKEHHE
nokazatenst obmei cmeptHoct (Ha  33%), CepAeYHO-COCYAMCTOM CMEPTHOCTH U
3aboneBaeMocTH, cBa3aHHOM ¢ XCH (BpeMs 0 HACTYIJIEHHs MEPBOIO CEPJIeYHO-COCYHCTOrO
COOBITHS), KOTOPBIE OLIEHUBAIOTCA IO CIEIYIOIIMM IOKa3aTeNsIM: CMEpTh, BHE3aMHas CMEPTh C
IPOBEJCHUEM peaHMMalluM, TOCHUTanu3auus 1o noBogy oOoctpeHuss TteueHuss XCH,
BHYTPHUBEHHOE BBEJICHNE MHOTPOIIHBIX UM COCYAOPACIIUPSIONINX [TPenapaToB B TeUeHUE 4 WU
6osee yacoB 6e3 rocrnurtanuzanuu (Ha 44%). B rpynne nanueHToB, MOTYYalOUIMX HHTUOUTOPHI
AIID (6e3 6era-agpeHo0I0KaTOPOB), HA (POHE JIeUeHHs BaJICApTaHOM HE HAOII01aeTCs CHUXKEHHUS
nokasarenisi o0Ield CMEpPTHOCTH, OJHAKO YMEHBIIAIOTCS TOKa3aTelld CepliedHO-COCYIUCTON
CMEpPTHOCTH U 3a0osieBaeMocTH, cBsa3aHHOM ¢ XCH Ha 18,3%.

B nenom npumeneHue BajgcapTaHa NpUBOAUT K YMEHBILIEHHUIO YUCIIA TOCTIUTAIN3AIUI 110 TIOBOTY
XCH, 3amemienuto nporpeccupoBanust XCH, ynyumenuto ¢ynkiumonansHoro kinacca XCH mo

knaccuukanmu NYHA, yBenuueHuto (Qpakiuyd BBIOpOca JIEBOTO JKENMyJA04YKa, a TakkKe
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YMCHBIICHHUIO BBIPAXKCHHOCTH IIPU3HAKOB U CHMHTéu&:l%HOEE%EB;!EaES‘g{BEﬁ )41

YIIyUYIICHUIO Ka4eCTBA )KU3HU 10 CPAaBHEHHIO € TUIa1e0o.

Ilpumenenue y nayuenmos cmapuwie 18 nem ¢ apmepuanvbHou cunepmeH3uel U Hapyulenuem
MONIePAHMHOCMU K 2TII0KO3€

[Ipy npumeHeHMHM BaJicapTaHa W H3MEHEHHH 00pa3a XKU3HU OTMEYAIOCh CTaTHUCTUYECKU
JIOCTOBEPHOE CHIDKCHHME PHUCKA Pa3BUTHS CaXapHOTo jAuadera y JaHHOH KaTeropuy IMaIeHTOB.
Bancapran He oOkasblBasl BIMSHHUSA HAa YacTOTy JIETAJBHBIX HCXOJOB B pE3yJbTAaTE CEPACYHO-
COCYAMCTBIX COOBITHI, MH(pApKTa MUOKapAa U UIIEMHYECKUX aTak 0e3 JeTalbHOro MCXO0/a, Ha
TOCMUTAIU3AIMH 10 MPUYKUHE CepACUHON HEJOCTATOYHOCTU WIM HECTaOWIBHOW CTEHOKAPAMH,
apTepHaJIbHON PEBACKYJISIPU3ALMY, Y MAlMEHTOB C HapyIIEHHWEM TOJEPAHTHOCTU K TJIIOKO3€ U
apTepuaJIbHOM rUIepTEeH3UEN, OTIINYAOIINXCS 110 BO3PACTY, MOy U PaCOBOM NMPUHAIIEKHOCTBIO.

JleTy ¥ OAPOCTKH OT 16 no 18 jet

IIpumenenue npu apmepuanvHol cunepmeH3uu

VYV nereit u moapoctkoB OT 6 mo 18 yer Bancapran obecreurBaeT J0303aBUCHMOE, IJIaBHOE
camkenue AJl. Ilpu npumeHeHun BajicapTaHa MakCUMallbHOE CHIDKeHHE AJl, BHE 3aBUCHMOCTH
OT IIPUHATOM J103bl, 00BIYHO JOCTUTaeTCs B TEUEHUE 2 HEJEIIb U [TOJIICP>)KUBACTCS HA TOCTUTHYTOM

YPOBHE B XO/J€ Z[JIHT@HLHOﬁ TCpaIlinu.

5.2. dapmaxkokHHeTHYeCKHe CBOIiCTBa

AGcopbuus

[Tocne mpuema mpemapaTa BHyTpb MakcuMaibHast KOHIEHTpalus (Cmax) BaJicapTaHa B ILIa3Me
KpOBU JocTuraercs B TeueHue 2—4 dacoB. Cpenusis abcomoTHas 6uomoctynHocts 23%. [lpu
MPUMEHEHUU BaJjicapTaHa C MHWINEH IUJIOMAab TOJa KpHUBOM «KOHIEeHTparusi—BpeMs» (AUC)
yMeHbnaercss Ha 48%, XOTsd, HauMHas NPUMEPHO C §-r0 yaca MOcCjie MNpueMa Ipemnapara,
KOHIIEHTpallKs BajcapTaHa B IUIa3Me€ KPOBH KAk B CIydyae MpHUEMa €ro HaTOIIAK, TaK U B CIyyae
npuemMa ¢ nuiiei, oguHakoBble. YMmeHblieHne AUC, TeM He MeHee, HE COIMPOBOXKIAETCS
KJIIMHUYECKH 3HAYMMBIM CHIDKEHHUEM TepaneBTUUecKoro 3¢d@ekra, modToMy BajJicapTaH MOXKHO
MIPUHUMATh HE3aBUCUMO OT BPEMEHHU MpUeMa MULIH.

Pacnpenenenue

O6wem pacnpenenenus (Vd) BajcapraHa B TEpUO]] PaBHOBECHOTO COCTOSHUS TIOCIE
BHYTPHUBEHHOTO BBEJICHHS COCTABJISUT OKOJIO 17 JI, UTO yKa3bIBaeT Ha OTCYTCTBHE BBIPAXKEHHOTO
pacmpesieieHusl BajcapTaHa B TKaHSAX. BaicapraH B 3HAYUTENBHON CTENEHU CBSA3BIBACTCS C
OenkamMu CHIBOPOTKH KpoBU (94-97%), mpeuMyIIeCTBEHHO C aTbOyMHUHAMHU.

buorpancdopmarms
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OTIpeNieNsIeTCs B BUAE METa0OIUTOB). | MAPOKCHIIBHBIN METa0OIUT OMpEAesIeTCs B IIa3Me KPOBU
B HU3KUX KoHUeHTpauusax (menee uyem 10% ot AUC BaicapraHa). OTOT MeTaOOJIUT
(bapMaKoIOTHYECKN HEAKTHBEH.

OJIMMHUHALNS

Bancapran BeiBoguTCs ABYX(hasHo: a-aza ¢ mepuoaom nomyseiBeneHus (T124) Mmeree 1 aca u f3-
¢aza ¢ Ti2p — okono 9 wacoB. Bancapran BIBOAMTCS B OCHOBHOM B HEM3MEHEHHOM BHJE 4epe3
kuiedHuK (okoio 83%) u noukamu (okoso 13%). Ilocie BHyTpUBEHHOTO BBEICHUS TIIa3MEHHBIN
KJIIMPEHC BajicapTaHa COCTABIBIET OKOJO 2 JI/4 U €ro MOYeyHbI KimpeHc coctaBisier 0,62 i1/4
(oxomo 30% obmiero knupeHca). T2 BancapTana COCTaBiIseT 6 4acoB.

ITanmeHThI ¢ XPOHUYECKOUN CEPJIEYHON HEAOCTATOYHOCTBIO

VY naHHOM KaTeropuu NaueHToB BpeMs HOCTHKEHUS Cmax U T1/2 CXOHBI C TAKOBBIMHU Y 3JI0POBBIX
nobpoBonbiieB. lloBeimenne AUC u Cmax OpsSMO MNPOMOPHHOHANIBHO YBEIUYEHHUIO 03B
npenapara (¢ 40 mr go 160 mr 2 paza). @aktop KymyJsauuu coctaBisieT B cpennem 1,7. [lpu
MpHEeMe BHYTPh KIMPEHC BaJIcCapTaHa COCTABWII MPUOIM3HTEIRHO 4,5 n/dyac. Bo3pact manueHToB
¢ XCH He oka3bIBaj BIMSHUS Ha KIIMPEHC BajcaparaHa.

ITamMeHTEI ¢ HApYIIIEHUEM d)VHKHI/II/I IIOYCK

Koppemsiiust Mexay QyHKITHEH MOYeK ¥ CHCTEMHOM OMOJOCTYITHOCTBIO BaJICAPTaHA OTCYTCTBYET.
VY manueHToB ¢ HapyuIeHussMU QyHKIUH oyek u kiupeHcom kpearnanHa (KK) 6onee 10 mu/mun
KOppeKLMH [J03bl Ipenapata He TpeOyercd. B HacTosimiee BpeMs He HMMEETCSl JaHHBIX O
IIPUMEHEHNN y NTallMEHTOB, HAXOJAIIMXCS HAa TeMoinanu3e. BajcapTan nMeeT BBICOKYIO CTENIEHb
CBSA3bIBaHUSA C OeJKaMu TIUIa3Mbl KPOBM, IIO3TOMY €ro BbIBEJCHHE IPH TIeMOJUaIN3e
MaJIOBEPOSATHO.

[TaneHTHl ¢ HapYIIEHUSIMHA d)VHKHI/II/I INCYCHHU

Y mnanmueHToB ¢ JETKUMH M YMEPEHHBIMH HAapyIICHUSAMU (DYHKIMM TEYEHH OTMEYaeTcs
noBelenre O6uonoctynHocti (AUC) BasicapTana B JBa pa3za MO CPaBHEHHUIO CO 3/I0POBBIMHU
nobpososibiiamu. OHaKo He HabmoMaeTcst koppensinuu 3HadyeHnit AUC BajicapTaHa co CTETIEHbIO
HapyuieHus GyHKIuu neyeHu. [IpuMmenenre npenapara y malueHTOB ¢ TSHKETIbIMU HapyIIEHUSIMU
(GYHKIIUY IEYEHN HE U3Yy4alioCh.

[TaumeHdTsl B Bo3pacte crapiie 65 jer

VY HEeKOTOpBIX MAIMEHTOB B BO3pAcTe CTapie 65 JeT cucTeMHas OMOJOCTYNHOCTh BaJCcapTaHa
BBIIIIE€ TAKOBOW y MALIMEHTOB MOJIOJOr0 BO3pAcTa, YTO HE UMEET KIIMHUYECKOTO 3HAUYEHUSI.

Jletr 1 moapocCTKH oT 6 1o 18 jer

®apMaKOKMHETUYECKUE CBOMCTBA BaJicapTaHa y JETel M MOJPOCTKOB B Bo3pacte ot 6 10 18 et

HE OTJIMYAIOTCS OT (hapMaKOKMHETHYECKUX CBOMCTB BajicapTaHa y MaIlMeHTOB cTapiie 18 jeT.
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6. ®APMAIEBTUYECKHUE CBOVCTBA (NOCNEOOBATENEHOCTE 0002)

6.1. Hepeqenb BCIIOMOraTeJIbHbIX BCIIECTB

Banrepo, 40 Mr, TabIETKH, MIOKPBITHIE IUIEHOYHOM 000JI0YKOMI

MaHHUTOJT
IEJITI0I03a MUKPOKPHCTAIINYECKA;

HOBHUJIOH;

KPOCKapMeIl1o3a HaTpHs;

MarHus creapar.

Ob6onouxa mabnemxu (Onaopaii II scenmorit 02F52181):
THITPOMEILIO3a;

TUTaHa JTHOKCH]I,

makporoja MW 8000;

KPacHUTEJb KeJie3a OKCUJI KEIThIMH.

Banrepo, 80 Mr, TabIEeTKH, IOKPBITHIE IIEHOYHOM 000JI0YKOH

MannuTOn

1EJUTIOJI03a MUKPOKPHCTAIIIMYECKAS

HIOBH/IOH;

KPOCKapMeIl103a HATPHS;

MarHus creapar.

Ob6onouxa mabnemxu (Onaopaii Il pososwiti 02F54189):
THIIPOMEILIO3a;

THUTaHa JTHOKCH]I,

maxporon MW 8000;

KPacHuTeb XkKejie3a OKCU KPaCHBIH.

Banrepo, 160 mMr, TabJIETKU, MOKPLITHIE ILIEHOYHON 000JI0YKON

Mannurton

EJUTI0JI032 MUKPOKPHUCTAIINYECKAs

MOBH/IOH;

KPOCKapMelio3a HaTpus,

MarHus creapar.

Ob6onouxa mabnemxu (Onaodpaii 11 scenmorit 02F52182):
TUIPOMEIIIIO3a,;

TUTaHA IUOKCHUI;

maxporon MW 8000;

KPACUTENb KENe3a OKCU HKEITHIN
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(NOCNEQCBATENEHOCTE 0002)

KpacHUTelb KeJie3a OKCUJ KPACHBIM.

Banrepo, 320 mr, TabeTKU, NOKPHITHIE ILIEHOYHON 000J10YKON

MannuTOn

LIEJUTI0J103a MUKPOKPUCTAININYECKas ;

IIOBU/IOH;

KpOCKapMeJl103a HaTpus,

MarHusi cteapar.

Ob6onouxa mabnemxu (Onaopait Il nypnypuwiii 02F50107):

TUIIPOMEIIO03a,;

TUTaHa JUOKCUL;

MaKporo,

KpaCUTENb XKeje3a OKCUJ YePHBII

KpaCUTENb XKejle3a OKCUJ KPaCHBIM

KPACUTENb KENE3a OKCUJ HKEITHIM.

6.2. HecoBmecTuMoOCTh

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 rona.

6.4. Ocodbie MepbI MPEI0CTOPOKHOCTH MPU XPAHEHUH

XpaHuTh 1pu Temneparype He Boiie 25°C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

IIpu npouzsoocmee na Xemepo Jlabc Jlumumeo

ITo 10 tabnerok B Guuctep IIBX-TIIBAX/Amtomunnit uinu [1BX -I13-11BJIX/Antomunuii, uiu B 6imuctep
ATIOMUHUI-ATIOMUHUN.

ITo 30, 90 wmm 500 TabneTok B OaHKE M3 MOIMUATHIIEHA BBICOKOW TNIOTHOCTH, YKYTIOPEHHOH TUTACTUKOBON
KPBILIKOM C 3aIIUTOM OT CITy4ailHOTO OTKPBIBAHUS IETHbMHU.

o 3, 10 6mmcTepoB wium o 1 GaHKe BMeCTe C HHCTPYKIUEH 110 MPUMEHEHHIO B MTAYKy KAPTOHHYIO.
Ipu npouszeoocmeelpacghacoske u ynaxoske na OO0 « MAKHU3-DPAPMA»

ITo 10 nnu 14 TabneTox B KOHTYPHYIO SYEHKOBYIO YIIAaKOBKY (OHICTEp) M3 TUIGHKH TTOTUBUHILTXIIOPUIHON
1 (QOoNbru aIOMUHUEBON WIIM B KOHTYPHYIO STUEHKOBYIO ynakoBKy (Omuctep) u3 tuieHku [IBX/TIBAX u
(honpru aMOMUHUEBOH.

o 1, 2, 3; 5, 9 unu 10 KOHTYpHBIX SYEHKOBBIX YMaKOBOK (OJHMCTEpOB) BMeCTE C MHCTPYKLHEH IO

MIPUMEHEHUIO B [TAYKy KapTOHHYIO.
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6.6. Ocofble Mepbl  NPEIOCTOPOKHOCT nput| | Vynitretoienin | itéioum, 3oBaunoro

JIEKapCTBEHHOI0 Npenaparta Ul 0TX0/10B, N0Jy4eHHBIX N10c/Ie IPUMEHEeHHS JIEKAPCTBEHHOI 0
npenapara, u pyrue MaHUNyJISIUH C IPenapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. JEPKATEJDb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSA

Xerepo Jla6c Jlumuten, Unaus

Anpec: «Xerepo Kopnoperity, 7-2-A2, Unnactpuan Dcreiitc, Canat Harap, Xaiinapabam —
500018, Temanrana, Muaaus

7.1. IllpeacraBuTeib Aep:KaTejsi peruCTPAIHOHHOIO YA0CTOBEPEHUSI.

[Iperen3un HOTDC6I/ITGJICI71 HaIpaBJIATH 110 aApECy:

MOCKOBCKOE MPpEeACTaBUTEILCTBO KoMIIaHuu «XeTepo Jladbc Jlumureny (Muamus)
Anpec: 109029, r. MockBa, ABTOMOOMIBHBIN Mpoe3, 1.6 CTp. 5

ten./dakc:+7 (495) 981 — 00 — 88

e-mail: DrugSafety-Russia@heterodrugs.com

8. HOMEP PETUCTPAIIUOHHOI'O YAOCTOBEPEHUS

9. ITATA NEPBUYHOHM PETUCTPAIIUM (IIOATBEPXKJIEHUSA PETWCTPAIIUU,
NEPEPETUCTPALIUN)

JlaTta nepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
OO0mras xapakTepuCTHKa JIEKapCTBEHHOTO MpernapaTta Banrepo moctynmHa Ha WHPOPMAIMOHHOM
noprane EBpa3uilckoro »KOHOMHUYECKOTO COI03a B HMH(DOPMAIIMOHHO-KOMMYHHKAITMOHHON CETH

«nTepuer» http://www.eurasiancommission.org.
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