OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEIIAPATA
Banbcakop, 40 Mr, TabaeTKH, MOKPHITHIC IIJICHOYHON 000I0YKOH
Banbcakop, 80 Mr, TabiaeTKH, MOKPHITHIC IIJICHOYHON 000I0YKOH

Banbcakop, 160 mr, TaGiaeTKH, MOKPBITHIC MJICHOYHOW 000JI0UKOM

2. KAYECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JelicTBytolliee BENIECTBO: BajcapTaH.

Banbcakop, 40 mr, TabJIE€TKH, ITOKPBITHIE INIEHOYHOU 000JIOUKOU

Kaxxnas Tabnerka copepxut 40 Mr Bajicapraa.
BcrnomorarenbHbie BEIIECTBa, HAJTMYME KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
mpenapara: JJakTo3bsl MOHOTHIpaT — 15 mr (cM. paszaen 4.4.).

Banbcakop, 80 mr, TabJaeTKH, ITOKPBITHIE INIEHOYHOU 000JIOYKOU

Kaxxnas tabnerka conepxut 80 Mr BajyicapTaHa.
BcrnomorarenbHbie BEIIECTBa, HAJMYME KOTOPBIX HAJIO0 YYHUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npenapara: J1akto3sl MoHOoTHIpaT — 30 Mr (cM. pazaen 4.4.).

Banscakop, 160 mr, TabJaeTKH, MOKPBITHIE INIEHOYHONH 000JIOUKOM

Kaxxnas Tabnerka copepxut 160 mr BancapraHa.
BcnomorarenbHble BelecTBa, HAJMUME KOTOPBIX HAJ0 YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npenapara: J1akTo3sl MOHOrupat — 60 mr (cM. pazaen 4.4.).

[TonHbI# TepeueHb BCIIOMOTATENBHBIX BEIIECTB MTPHUBEIEH B pa3zaeie 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MIIEHOYHOW 000I0UYKOM.

Banscakop, 40 Mr, TaOJIETKH, MTOKPBITHIE TNIEHOYHON 000JI0OYKONU

Kpyrnbie, crnerka JIBOSIKOBBIMYKJIbIE TaOJNETKH C PHUCKOW Ha OJHOM CTOpPOHE, TMOKPBITHIE
IUIEHOYHOU 000JI0YKOM KOPUYHEBATO-KEITOTO IIBETA.

Bun na uznome: Genasi mepoxoBarasi Macca C IUIEHOYHOH 00OJIOUKON KOPHUUYHEBATO-KEITOrO
[BETA.

TabneTky MOXXHO pa3fieTUTh HA paBHBIE JI03BI.

Banbscakop, 80 mr, Ta6J'ICTKI/I, IMOKPBITHIE INICHOYHOM 000JI0YKOM

Kpyribie, 1BOSKOBBIMYKIIbIE TaOJETKU C PUCKONH HAa OJHOM CTOpOHE, MOKPBHIThIE IUIEHOYHOM
000JI0YKOI PO30BOTO IBETA.

Bun Ha u3nome: Oenas mepoxoBarasi Macca C IIIEHOYHOM 000JI0YKOI pO30BOTO IIBETA.



TabneTKy MOXKHO pa3eTuTh Ha paBHBIE JO3bI.

Banbcakop, 160 mr, TabiIeTKU, ITOKPLITHIE IUIEHOYHOU 000JI0UYKOM

OBaJibHBIC, JBOSKOBBITYKIIbIE TAOJETKH C PUCKOW Ha OAHOM CTOPOHE, MOKPHITHIE IUICHOYHOH
000JI0YKOM KOPUYHEBATO-XKEJITOIO I[BETA.

Bun na msnome: Oenast mepoxoparas macca C IUICHOYHOH 00OJIOYKOW KOPUYHEBATO-KEITOIO
L[BETA.

TabneTKy MOXKHO pa3AeiuTh Ha PAaBHBIC O3B

4. KNIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
IIpenapar Banbcakop nokasaH K IPUMEHEHHIO Y B3POCIIBIX:

e AprepuanbHasi TUIIEPTEH3US.

o Xponwuueckas cepaeunas HepoctaTouHocTh (XCH) (II-IV ¢yHkumonanbHbIN Kiacc mo
knaccupukanun NYHA) y B3poCibIX NalMEeHTOB, MOMYYAIOUINX CTAaHAAPTHYIO TEPAIUIO
OJTHUM WJINM HECKOJbKHMH IMpernapatamMM M3 CIeIyIoUMX (papMakoTepaneBTHUECKUX
rpym: JNYPETHKH, cepleUHbIe [JINKO3UIBI, a TaKkKe UHTUOUTOPBI
aHruoteHsuHnpespamawomero  ¢epmenra (AIlID) wnm  Oera-anpeHOOIOKATOPSI.
[IpuMeHeHne KaXXJ0ro U3 IMEpPEUHCICHHBIX IPEnapaTtoB HE SIBISIETCA 00S3aTENbHBIM.
Onenka cocrostHus narenToB ¢ XCH noimkHa BKIIIOYATh OLEHKY (DYHKIMU TOYEK.

e Jlns MOBBIIMIEHUS BBDKMBAEMOCTH IMALMEHTOB IOCJE MEPEHECEHHOI'0 OCTPOro MH(papKTa
MHOKap/a, OCJOXHEHHOTO  JICBOXKENYIOUKOBOW  HEAOCTATOUYHOCTBIO U (WIM)
CHUCTOJINYECKON AMCHYHKIMEH JIeBOrO IKelyJouyka, INpU HAIWYMHM CTaOMIIBHBIX
ToKazarejiei reMOInHaMHUKH.

[Tpenapat Basnbcakop nokasaH K NpUMEHEHUIO y J€Tel U MOJIPOCTKOB B Bo3pacte oT 6 110 18 net:

e AprepuanbHas THIIEPTEH3US.

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHHUA

Pexxum go3upoBaHus

Bspocnvie

Apmepuanvrasn cunepmensus

Pexomennyemas no3a npenapara Banbcakop cocraBisier 80 mr wim 160 mr 1 pa3 B cyTku BHE
3aBUCHUMOCTH OT PAacOBOM MPUHAICKHOCTH, BO3pACTa M T0Ja MalueHTa. AHTHTUTIEPTEH3UBHBIN
s ekt oTMedaeTcs B NEpBbIe 2 HENEH JICUYSHHs; MaKCUMalbHBIA 3()eKT pa3BuBaeTcs yepes
4 uenenu. Tem mnamueHTaM, y KOTOPBIX HE YJIAeTCsl JOOCTUYL ONTUMAIBHOIO KOHTPOJIS
aptepuanbHoro masieHus (AJl), cyrounas go3a npemapara Bambcakop MOXKeT ObITh yBeTHUYEHA

70 320 Mr WM MOTYT OBITH J0OABIICHBI AUYPETHUECKUE CPEIICTBA.



Banbscakop MoKeT Takke MPUMEHSTHCS C IPYTUMH THIIOTEH3UBHBIMU MperapaTaMu.

XpoHuueckas cepdetmaﬂ He00Cmamo4HoCmb

Pexomennyemast HauanpHas 103a npenapara Banbcakop coctaBisier 40 mr 2 pasza B cyTtku. J{o3y
mpernapara cleAyeT yBeInYuBaTh MOCTENEHHO B T€YCHHE, KaK MUHUMYM, 2-X Hezelb 10 80 mr
2 paza B CyTKH, a IIPH XOpoOIIeH mepeHocuMoctu — A0 160 mr 2 pa3za B cyTku. MakcumanbHas
cyTouHast 103a coctaisieT 320 mr B 2 npuema. [Ipu 3ToM MokeT noTpeOoBaThCsl CHUKEHHUE J103bI
OJIHOBPEMEHHO NMpPUHUMAEMbIX auypeTukoB. Y mnanueHToB ¢ XCH cnenyer Bcerna oleHUBATh
(GYHKIIMIO TTOYEK.

s nosvluenus  8blocUBAeMOCHU__NAYUCHINOE _NOCAE _NEPEHEeCEHH020 _0CMpPO20 qummea

Muoxkapoa

VY mauueHToB co cTaOWIbHOM IeMOJIMHAMUKOH JIEYEHHE CIIelyeT HauWHaTh B Te€UeHUH 12 yacoB
nocie nepeHeceHHoro mHdapkTa Muokapnaa. HaudanpHas no3a Basicaprana cocrtaBisieT 20 mr
2 pa3a B CyTKH, B JaJbHEHIIEM 03y yBEIUYUBAIOT MeTO10M TUTpoBaHus 10 40 mr, 80 mr 2 paza
B CyTKH B T€UEHHUE HECKOJIbKHX HEAEIb, A0 JOCTHUKEHUS 1eaeBoi 10361 160 Mr 2 pa3za B CyTKH.
VBenuuenue 03bI 3aBUCUT OT IEPEHOCMMOCTH BajcapTaHa B TMEPUOJ THUTPOBAHUS.
MaxkcumanbHas cyTouHas 1o3a cocrapisieT 320 mr B 2 npuema.

Kak mpaBuio, ¢ y4eToM NEpeHOCHMOCTH Tepalmuu PEKOMEHIYeTCS YBENWYUTh 103y 10 80 mr
2 pa3a B CyTKH K KOHITY 2- HeJleu JISYCHHS U 0 MaKCUMaIbHOU 1eeBoi 10361 160 Mr 2 pa3za B
CyTKM — K KOHIy 3-r0 Mecsia Tepanuu. B ciiydae pa3BuUTHS apTepUaIbHON THUIMOTEH3UH,
COTPOBOKAAIOMICHCA KIMHUYECKUMU TIPOSBICHUSIMH, UM HAPYIICHUS (PYHKIIMH MTOYEK, CIEAyeT
PaccMOTPETh BOIIPOC O CHUYKEHUU JIO3BI.

OlnieHKa COCTOSTHUSI TIAIMEHTOB B MEPUOJ TOCJE MEePEHECEHHOTO MH(papKTa MHUOKapaa IO KHA
BKJIFOYATh OLIEHKY (PYHKIIUU TTOYEK.

Oco0bIe I'pynnbl DaMCHTOB

Tayuenmoi noswcunozo 6ospacma (cmapuie 65 iem)

YV ManueHToB MOXUIOT0 BO3pacTa KOPPEKIIUH 1036l HE TpeOyeTcs.

TIayuenmul ¢ Hapywenuem GyHkyuu nouex

VY manMeHToB ¢ HapylieHHeM (QYHKIMH MOYeK KOPPEKIUU 03Bl BajcapTaHa He TpeOyercs. B
HACTOsIIee BpeMsl HET JaHHBIX O TPUMEHEHHUH Mpernapara y MalueHTOB ¢ KIMPEHCOM KpeaTHHHHA
(KK) menee 10 mi/muH.

TIlayuenmul ¢ Hapywienuem GyHKyuu nevenu

[TarueHTaM C IETKUM UITH YMEPEHHBIM HapylieHrneM (QyHKIUY TIeueHH HeOMIMapHOoTo TeHe3a 0e3
SABJICHHM XoJiecTasa mpenapar ciaeayeT IPUMEHSITh C OCTOPOKHOCTbIO, MAKCUMaJIbHAsl CyTOUYHAs
J103a HE J0JIKHA MPEBbIATh 80 M.

€TH



Apmepuanvuas cunepmensus

Pexomennyemas HauanbHas 1o3a npenapara Banbcakop y nered u moJgpoCTKOB B BO3pacTe oT 6
1o 18 et cocrasnsier 40 mMr ripu Macce Tena pedbenka menee 35 kr u 80 Mr mpu Macce Tena pedeHKa
oosee 35 kr. PexomeHayeTcst KOPpEKIMs J03bl C y4eTOM CHIbKeHHs AJl U mepeHOCHMOCTH.
MaxkcuManbHble PEKOMEHJOBAaHHbIE CYTOYHBIE J103bl OTpa)KeHbl B Tabnuie Hike. [IpuMenenue

00J1ee BBICOKHX JI03 HE PECKOMCEHOOBAHO.

Macca Tena MakcumajibHasi peKOMeH/10BAHHAas

CYyTOYHAsA 1032

> 18 kr <35 kr &80 mr
> 35 kr < 80 kr 160 mr
>80 xr < 160 kr 320 mr

XCH u nepenecennulil ocmpulil UHGAPKM MUOKAPOA

[Tpenapat Banbcakop He pekomen1oBaH Juist JedeHus XCH u nepeneceHHoro octporo nHdapkra
MHUOKap/ia y manueHToB Miaame 18 ner.

[Ipemapatr Banbcakop NpOTHBONOKa3aH y JeTedl B Bo3pacTe A0 6 JeT MO IOKa3aHUIo
«aprepuaibHas TUNEPTEH3Us», Yy AETed U MOAPOCTKOB B Bo3pacTe 10 18 mer — mo apyrum
MIOKA3aHUSIM.

Ocobvie epynnvl nayuenmos

HCZMMEHmbl C HaApyuienuem d)VHKZ/ﬂ/ll/l no4ex

be3omnacHocTh mpuMeHeHHs BajicapTaHa y HaxOAUIMXCS Ha FreMouann3e JAeTel B Bo3pacte oT 6
1o 18 et umu ¢ KK menee 30 mui/mun He u3ydena. [loatomy nmpumenenue npenapara Banbcakop
y TaKuX NallMeHTOB He pekoMenayercs. Jetsm ot 6 1o 18 1er ¢ KK 6onee 30 mii/MuH KOppeKIuu
7036l Tpenapara Bambcakop He TpeOyercs. Crienyer THIATEIbHO KOHTPOJIUPOBATh (YHKIIHIO
IIOYEK U COJIEPIKaHUE KaIKs B CBIBOPOTKE KPOBH.

Hayuenmul ¢ napywenuem d)VHKI/ﬂ/lLl neyeru

[Tpenapar Banbcakop npoTHBOMNOKAa3aH JE€TIM B BO3pacTe OT 6 110 18 JeT ¢ TsKenbIM HapyleHueM
GYHKIIUM TIeYeHH, OUITHMApHBIM [UPPO30M U XoJjecTazoM KIIMHWYECKU ONBIT MpUMEHEHUS
BajicapTaHa y JaHHON KaTerOpWH MallMEHTOB C JIETKUM WM YMEPEHHBIM HapyIIeHHeM (yHKIIUN
MEYECHH OTPaHUYEH; /103a BajJcapTaHa y TAaKUX MAllMEHTOB HE JOJKHA MPEBbIATh 80 MT.

Crrocob nmpruMeHeHus

BuyTph, HE3aBHCHMO OT mpuema nuiM. TableTKy cleayeT MporiaThiBaTh, HE pPa3KeBHIBaf,
3anuBas BOJOM.
4.3. [IpoTuBONOKA3aAHUS

e [ UmepuyBCTBUTEIHLHOCTH K BaJiCapTaHy | (MJIH) K TIOOOMY U3 BCIIOMOTATEIbHBIX BEIIECTB,

MEepEUYUCIICHHBIX B pasjene 6.1.



e bepeMeHHOCTh, IEPHOJ] TPYAHOTO BCKapMIIMBaHuUs (cM. pazaen 4.6.).

e Tsxenple HapymieHus GyHknuu nedeHu (Oonee 9 6amnoB mo mkane Yaitna-ITs1o0),
OMJIMapHbBIN UPPO3 U XOJIECTa3.

e OJHOBpPEMEHHOE TMPUMEHEHHE C QJIUCKHUPEHOM U TMpernapaTamH, COJepKaluMu
QIHMCKUPEH, y MAllMEeHTOB C CaXxapHbIM AHA0ETOM M (MJIM) YMEPEHHBIMU WIIH TXKEIbIMU
HapymeHusIMH (QYHKIIUA TO0YeK (CKOpOCTh KiyOoukoBoil ¢unbTpammnu (CK®D) menee
60 m1/Mun/1,73 M2 IJI0IIAA TTOBEPXHOCTH TENA).

e OpHoBpeMeHHOe npuMeHeHue ¢ uHruOuTopamu AIID y manmeHTOB ¢ nuabeTHYECKOM
HedpomaTue.

4.4. OcoOble yKazaHHus U MepPbl PeJI0CTOPOKHOCTH IIPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

Crnenyer cobmomath OCOOYI0 OCTOPOXKHOCTh IMpPH TNPUMEHEHWH IMperapara y MaIlHeHTOB C
HACJIC/ICTBEHHBIM aHIMOHEBPOTUYECKHM OTEKOM JIMOO AaHIMOHEBPOTHYECKHMM OTEKOM Ha (oHe
MPEAMIECTBYIONMICH TEepanuu aHTaroHucTamMu perentopoB anruorensuHa Il (APA II) wim
uaruouTopamu AIID.

[TpyHMMATB C OCTOPOKHOCTBIO IPU JIBYCTOPOHHEM CTEHO3€ IIOYEUHBIX apTEPUil, CTEHO3€ apTepuu
€IMHCTBEHHOH MOYKH, TUIIEPKATIMEMHUH, IEPBUYHOM TUIEPAIbJI0CTEPOHU3ME, IIPU COOJIIOJICHUN
JUETHI C OTPAaHUYEHUEM MOTPEOICHNsI TOBAPEHHOM COJIN; IIPU COCTOSTHUSX, COMPOBOKIAOIINXCS
nedUIUTOM HATpUs B OpraHu3Me U (WIK) CHIDKEHUEM o0beMa rupkynupytomieit kposu (OLIK) (B
TOM 4YMCIIe Juapes, pBoTa, JieueHUue OOJIbIIMMHU J103aMU TNYpeTUuKoB); y nanueHToB ¢ KK menee
10 ma/muH, y manueHToB B Bo3zpacte oT 6 10 18 mer u KK menee 30 Ma/mMuH, B TOM 4ucie
HAXOMSIIMXCS HAa TeMOAHMAIHM3e, C JIETKAM M YMEpPEHHBIM HapylmieHHeM (QYHKIHHA TeYeHU
(<9 6amnoB no mkazne Yaitna-ITsr0) GunrapHoro n HeOUIMAPHOTO reHesa 6e3 ABJIeHUH X0IecTasa;
y nauuentoB ¢ XCH III-1V ¢ynkumnonansHoro kiacca (mo knaccuduxamuun NYHA), pynkuus
MOYEK KOTOPBIX 3aBUCUT OT COCTOSTHUS PEHUH-aHTMOTeH3HH-alIb10cTepoHOBOM cuctembl (PAAC),
MUTpPAIGHBIM ~ WJIM  aOpTaJbHBIM  CTEHO30M,  THIEPTPOoPUYECKOl  OOCTPYKTHBHOM
kapauomuonarueit (COKMII), a Takke y manMeHTOB NOCIE TPAHCIUIAHTALUY TTOYKH.

C OCTOPOKHOCTBIO OCYIIECTBIATH OHOBpeMEeHHOE TpuMeHeHue APA II, Bkirouyasi BajcapTaH, C
JPYTUMH JIEKAPCTBEHHBIMU CpeacTBaMu, MHTuoupyoomumu PAAC, TakuMu Kak MHTHOUTOPHI
AIl® u (nnm) anuckupeH (mpenaparsl, coepiKaliue aTiuCKUPEH).

[IaneHTHl ¢ HAapYIIEHUEM d)VHKHI/II/I MOYCK

Cnenyer wusberatb opHoBpeMeHHoro mnpumeneHuss APA |l, Bkmowas Banbcakop, wim

uHruouTopoB AIlD ¢ anucKUpeHOM M MpenapaTaMu, COACPKALMMH aTUCKUPEH, Y MalMEHTOB C
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caxapHbpIM JTuUa0eTOM W HapylieHueM (YHKIIMU Touek cpemHeld u Tsokenoit creneHu (CKD
< 60 Mi/mMun/1,73 M2 IIOIIAI TTIOBEPXHOCTH TENa).

I'unepkanueMust

[Ipr ogHOBpPEMEHHOM MPUMEHEHHH C OMOJIOTMYECKH AKTUBHBIMU JOOABKaMH, COJAEPKAIIUMHU
KaJIMii, KanuicOeperaromuMu THypeTUKaMU, KATMHCOAePKAIIMMHA 3aMEHUTEISIMA COJI WJIH C
JpYTMMH IIpernapaTaMHi, KOTOPbIE MOTYT BbI3BIBAaTh IOBBIIICHUE COJAEP)KAaHUSA Kalus B ILIa3Me
KpPOBHU (Hampumep, ¢ TeapuHOM), CIIEAYET COOII0AaTh OCTOPOKHOCTh M MIPOBOAUTH PETYIISIPHBIN
KOHTPOJIb COIEP KAHUS KallUs B IUIa3Me KPOBHU.

TpauncmagTanus HO4YKU

I[aHHBIX mo 0e30IacHOCTH MNPpUMCHCHUA IIpCIiapara Banbcaxop Yy MNanueHTOB, MNEPCHCCHINX
TPAaHCIINIAHTAlIWUIO ITOYKH, HCT.

Jleduimt B oprasusme Hatpus ¥ (winn) cHkeHne QLK

VY nanueHToB C BBIPAKEHHBIM JEPUIMTOM B OpraHu3me Hatpus U (wim) cHuxeHHbIM OLK,
HalpuMep, MOJIYYaroLUX BBICOKHE J03bl AUYPETHKOB, B PEAKHX CIydasx B Haudajie JICUCHUs
IpernapaToM  MOXET  pa3BUBaTbCS  apTepHalibHash  TMIIOTEH3US,  COIPOBOXKJIAOILIASCS
KJIMHUYECKMMHU TposiBieHUsMH. [lepen HawanmoMm JiedeHus npemnapatoMm Banbcakop ciemyer
IIPOBECTU KOPPEKLIMIO COIEpKaHUs B opraHu3Me HaTpus U (i) BocriosnHuTh OLIK, B ToM uncie
MyTeM YMEHbIIEHHS JO3bI INypPETHKA.

B cnyyae BO3HUKHOBEHHUS BBIpOKEHHOTo CHIXeHMS AJl mnanueHTy cieayer Mpuaarh
TOPU30HTAJIBHOE TOJIOKEHUE C TPUMNOAHATBIMA HOTaMM, IPH HEOOXOJUMOCTH IPOBECTH
BHyTpuBeHHO (B/B) umH(]y3uto 0,9 % pacrtBopa Hatpus xsopuaa. Ilocime crabunmuzamuu AJl
JeyeHue npenapatoM Baiabcakop MokeT ObITh IPOJIOIKEHO.

CTeHo3 MoYeuHoi aprepun

ITpumeHeHne mpenapata KOPOTKMM KypCOM Y NAallMEHTOB C PEHOBACKYJIIPHOW T'MIIEPTEH3UEH,
pa3BUBILEHCS BTOPUUHO BCJIEICTBUE OAHOCTOPOHHETO CTEHO3a apTEPUH €IMHCTBEHHOM OYKHU, HE
OPUBOJUT K  CKOJBKO-HUOYAb CYIIECTBEHHOMY M3MEHEHHUIO TIOKa3areleld MOoYeuHOU
reMOJUHAMHUKH, KOHIIEHTpAIlMK KpeaTHHUHA WM a30Ta MOYEBHHBI B IUIa3mMe KpoBu. OjHAaKo,
YUUTBIBAs, YTO JpPYyTu€ JEKapCTBEHHbIE cpencTBa, Biuswoomue Ha PAAC, MoryT BbI3bIBAaTh
MOBBILIICHHE KOHIIEHTPAIlMM MOYEBMHBI M KPEATHHHHA B CHIBOPOTKE KPOBH Y MALMEHTOB C
JBYCTOPOHHUM CTE€HO30M IIOYEUYHBIX apTepUil WIM CTEHO30M apTE€pHH €IMHCTBEHHOH IOYKH, B
KayeCcTBE MEpPHI MPEIOCTOPOKHOCTH PEKOMEH TyeTCsS KOHTPOJIb 3TUX MTOKa3aTesei.

IlepBUYHBIN TMOEPAIbLIOCTEPOHU3M

[Ipenapat HeadeKTUBEH s JeUeHUsl apTepruaibHON TMIEPTEH3UN Y MMallMEHTOB C MEPBUYHBIM
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TUIEPaIbAOCTEPOHU3MOM, IIOCKOJIBKY Y JaHHOW KaTETOPUH ITALIMEHTOB HE OTMEYACTCs aKTUBALUS
PAAC.

XCH/niepuon nnocne nepeHeceHHoro nadapkra MUOKapaa

VY nammentoB ¢ XCH wnm mocnie nepeHeceHHOro nH(papKTa MUOKap/a, HAUWHAIOIINX JICYCHUE
npernapatoM Baibcakop, 4acTO OTMedYaeTcsi HEKOTopoe cHmkeHue AJl, B CBiA3M € 4eM
pexoMmenyetcst KoHTpoiib Al B Hawane Tepanuu. [lpu ycinoBuu coOIr0aeHIS peKOMEHIAIHHA 110
PEKUMY JA03UPOBaHUS OOBIYHO HE BO3HMKAET HEOOXOIMMOCTH OTMEHBI Ipenapara Banbcakop no
IPUYMHE apTepuanbHOM runoreH3uu. OueHka cocrosiHus nanueHTos ¢ XCH nomkHa BKIIIOYaTh
OLIEHKY (DYHKIIUH ITOYEK.

Bcnencreue nuarnouposanusi PAAC y HEKOTOPBIX HAlMEHTOB BO3MOXKHBI HApyIIEeHHs (DyHKIIUN
nouek. Y manueHtoB ¢ XCH III-IV ¢pynkunonansHoro kiacca mo kinaccupukanuu NYHA,
GyHKIUS TOYeK KOTOpbIX 3aBUCUT OT cocTosiHusl PAAC, neuenne unruouropamu AII® u APA 11
MOYKET COMNPOBOXKJIATHCS OJIMTYpHUed M (WJIM) HapacTaHUEM a30TeMMHM U B PEIKUX Clydasx
pasBuTueM octpoit noueuHoit HegocrarouHoctu (OITH) u (unm) netanbabiM ucxoaoM. [loatomy
y JaHHBIX KaTeropuil NalMEHTOB IIepe] IpPHUMEHEHUEM Ipenapara Baibcakop, a Takxke
NEPUOINIECKU BO BpeMs JISUCHUS MTPErapaToM, He0OX0AUMO IPOBOJIUTH OIICHKY (DYHKITHH ITOYEK.

KOM6I/IHI/IDOBaHHaﬂ Tepalus Ipy apTepuaJbHON TMIEPTEH3NHU

IIpu aprepuanbHON rUnepTeH3nn npenapar Bambcakop MOKET IPUMEHATHCSA B MOHOTEPAIIAH, a
TaK)K€ COBMECTHO C APYIMMU TMIIOTEH3UBHBIMU CPEICTBAMM, B YACTHOCTH, C TUYPETUKAMH.

KOM6I/IHI/IDOBaHHa$[ TCpanusi B ICPpHUOa NOCIC IEPEHECCHHOI'O I/IHdZ)aDKTa MHUOKapJa

Bo3MmoxHO mpuMmeHeHHe mnpenaparta Banbcakop B KOMOMHALMU C APYTUMH JIEKapCTBEHHBIMHU
npenapaTtamMi, TNPUMEHSIEMBIMU IIOC]IE€ TE€PEHECEHHOro HuHGapKTa MHUOKapJa, a HMEHHO
TPOMOOJMTUKAMH, allETHIICATUIIMIIOBOM KUCIOTON B KAUeCTBE aHTUATPEraHTHOTO CPesICTBa, OeTa-
anperobnokaropamu U uaruOutopamu I'MI'-KoA-penykraspl. Y naHHON KaTeropuu ManueHTOB
HE PEKOMEHJIyeTCsl MPUMEHATHh Ipemnapar Bambcakop omHoBpeMeHHO ¢ mHTHOUTOpamu AIlD,
MOCKOJIbKY JJaHHAsi KOMOWHUpPOBaHHAsl TEpanusi He UMEeT MPEUMYIIECTB Mepe] MOHOTepanuei
BajicapTaHOM WK uHruOuTopoMm AII®D B oTHOLIEHUH MTOKa3aTenei oO1Ieil CMEPTHOCTH 10 JTH000M
IIPUYUHE.

KomOuuanposauuag tepanusd npu XCH

ITpu XCH npenapat Banbcakop MOXKET NIPUMEHATHCS KaK B MOHOTEPAIINHU, TaK U OJTHOBPEMEHHO
C IPYTMMH CpeICTBAaMM — AUYPETHUKAMH, CEpACUHBIMHU INIMKO3UAAMH, a TaKKe MHIMOMTOpaMu

AIID nnm 6era-aipeHOOI0KATOPAMH.



VYV naHHO# KaTeropuu MalieHTOB HE PEKOMEHIYETCS MPUMEHEHHE TPOMHOW KOMOMHHPOBAHHON
teparnuu uarHOUTOpoM AIID, HGera-aapeHoOI0KaATOPOM U TIpenaparoM Bambcakop.

AHIMOHEBPOTUYECKUH OTEK, BKJIIOUas oTeKk KBuHKE

AHTMOHEBPOTHUYECKUN OTEK, B TOM YHCIE OTEK TOPTAaHW M TOJOCOBOW IIENH, MPUBOISALIIUN K
0OCTPYKIIMH IBIXATEIIbHBIX My TEH, ¥ (MJIM) OTEK JIMIIA, Ty0, TTIOTKH U (MM ) OTEK SI3bIKa BCTPEYaJICs
y MAalMUEHTOB, IMOJYYaBIIUX BajcapTaH; y HEKOTOPBIX M3 3THUX MAlMEHTOB paHee BO3HUKAI
AHTMOHEBPOTUYECKHI OTeK Ha (hoHe mpuema Jpyrux MpernapaToB, B TOM YUCIE WUHTHOUTOPOB
AIl®. Ilpuem npenapata Banbcakop B ciiydae pa3BUTHUS aHTHOHEBPOTUYECKOTO OTEKa JOJLKEH
OBITH HEMEIJICHHO OTMEHEH, BO30OHOBJICHUE TTpUeMa TpernapaTa Baascakop 3amnpenieHo.

Hapymenue d)VHKHI/II/I INCYCHHU

Bancapran BeIBOOUTCS TJIaBHBIM 00pa3oM B HEM3MEHEHHOM BHJIE Y€pe3 KHUIIECYHUK C KETUbIO.
Crnenyer coOmoJlaTb OCTOPOXKHOCTb NPH NPUMEHEHUM Ipenapara Banbcakop y manueHToB ¢
3a007eBaHUAMHU T1€YeHU (OCOOEHHO MpH OOCTPYKTHUBHBIX 3a00JEBAHUSAX SKETUEBBIBOISIINX
IyTeii), COMPOBOXKIAIOIINXCS HApyILICHHEM (DyHKIIUHU TTeYeHH.

HaHI/IeHTBI C O6CTDVKIIH€§I BBIHOCAIICTO TpakKTa JICBOI'O KCJIYJO0YKa (MHTDaHBHLIﬁ CTCHO3,

aopTaAILHBIN cTeHo3 win ' OKMIT)

Cnenyer mnposBIATH 0OCOOYI0 OCTOPOXKHOCTh IpPH NPUMEHEHUH Ipemnapata Banbcakop y
NAIUEHTOB C A0PTAJIILHBIM CTEHO30M, MUTPAJIbHBIM cTeHO30M niau 'OKMIL.

JIBoiinag 6i1okaga PAAC

OnHOBpEeMEHHOE NPHUMEHEHUE C AIMCKUPEHOM M IIpenapaTamH, COIAEPKalIMMM aJIMCKUPEH,
IPOTUBOMNOKA3aHO Yy MAlMEHTOB C CaxapHbIM Aua0eToM U (WIK) HapylIeHHEeM (YHKIHMH MMOYeK
cpenneit u Taxenoi crenenn (CK® < 60 mn/mun/1,73 M? miomanam TOBEPXHOCTH TeNa) U HeE
PEKOMEHAYETCs Y APYTUX MalUEHTOB.

OpnnoBpemennoe npumeHenne APA I ¢ uaru6uropamu AII® npoTuBONoOKa3zaHO y HallMEHTOB C
nuabetnyeckoil HedpomnaTuen 1 He PEKOMEHTyeTCs y IPYTUX MalueHTOB.

JBoiinas Gmokaga PAAC mocpeacTBOM OJHOBPEMEHHOrOo HpuMeHeHHs uHruouropa AllD,
APA 1l unm anuckupeHa He peKOMEHI0BaHa B o0miel monyssaaud. OJHAKO B TOM CiIydae, ecliv
KOMOWMHUpPOBaHHAsl Tepanus yKa3aHHBIMH IIpernapartaMH sBIsSETCS aOCONIOTHO HEOOXOAUMOM,
Takoe MPUMEHEHHE JIOJKHO OCYIIECTBIISITHCS MO/ THIATEIbHBIM HAOIIOEHUEM Bpaya, C YacThIM
KOHTpoJieM noka3zareneil AJl, GyHKIUHU MOYEK, a TaKkKe COJEp KaHUs SJIEKTPOJIUTOB B IIa3Me
KpPOBH.

BcrmoMorarenbHBIE BEIIECTBA

Jlakmo3wl moHo2uopam



[TanmeHTamM C peaKko BCTpEYAOUIEHCS HACIEICTBEHHOM HENEPEHOCMMOCThIO TalaKTO3bl,
JIeUITUTOM JIAKTA3bl WK TIIOKO30-TaJaKTO3HOW MabaOCOpOIMel He clieAyeT MPUHUMATh STOT
npenapar.

Hampuui

JlaHHBII JTeKapCTBEHHBIN IIpenapar coAepKuT MeHee 1 Mmomb Hatpus (23 mr) Ha 1 TabGieTky, To
€CTbh, 110 CYTH, HE COJICPKUT HATPUS.

4.5. B3auMmopeiicTBMe ¢ JAPYrHMH JIEKAPCTBEHHbBIMHM MpenaparamMM #W [pyrue BHIbI
B3aHNMOJAEeHCTBUSA

YCTaHOBJIEHO, YTO MPH MOHOTEPANHUU BAJICAPTAHOM OTCYTCTBYIOT KIMHMYECKH 3HAUMMBIE
B3aMMOJICHCTBHSL CO CJEAYIOUIMMH JIEKapCTBEHHBIMU CpEACTBAMU: IUMETHAUH, BapdapuH,
dbypocemus, AUTOKCHUH, AaTCHOJOJ, WMHIOMETAllMH, THJIPOXJIOPOTHA3UJ, AaMJIOJIHUIIUH,
[JIMOEHKIIAMMUIL.

JIsoiinasg 0xokana PAAC npu npumenenuu APA 11, uarunburopos AII®D wiu anuckupeHa

OpnoBpemennoe npumenenue APAIl, Bxmodas mnpenapar Banbcakop, ¢ apyrumum
JIEKapCTBEHHBIMU CPEJCTBAaMH, OKa3blBalOIIMMU BiusHuE Ha PAAC, cBA3aHO ¢ NOBBIIEHHON
4acTOTOM pa3BUTHS apTepUabHOW T'MIOTEH3UH, THIIEPKATIMEMUH U U3MEHEHUH (YHKLUHU MOYEeK
[0 CpaBHEHHIO ¢ MOHOTepanuel. PekomeHyercss mpoBoAUTh KOHTpoib AJl, GyHKINU MOYEK U
COZIepKaHUs DIIEKTPOJIMTOB B IIJIa3M€ KPOBH y MAIMEHTOB, IPUHUMAIOIIKX ITpenapar Banbcakop
U IpyTHUe JIEKapCTBEHHBIE CPENICTBA, OKa3bIBaromue BiausHue Ha PAAC.

VY nereil u MOIPOCTKOB apTepHaibHasl THIEPTEH3MsI YacTO CBs3aHA C HapylleHHeM (yHKIUU
MO4YeK. PEKOMEHIOBAHO € OCTOPOXKHOCTBIO IPUMEHATH BaJCapTaH OJHOBPEMEHHO C APYTUMU
npenapatamy, BiaustomuMu Ha PAAC, y manMeHTOB NaHHOW KaTeropuu, T. K. 3TO MOXKET
IPUBOJIUTh K YBEIMUYEHHUIO COJEP)KaHUs Kallusg B CHIBOPOTKE KpoBH. ClieqyeT NpOBOIUTH
PETYJISPHBIA KOHTPOJIb (PYHKLUHU MOYEK U COAEPIKAaHUS KaJHsl B CBIBOPOTKE KPOBH y MAallMEHTOB
JJAHHOM TPYIIIBL.

Hecrepouanele IpoTUBOBOCIANIUTENRHEIE IIpenapatsl (HIIBII)

[Tpu npumenenun BancaptaHa oxHoBpeMeHHO ¢ HIIBII (Bkiiowast celeKTUBHBIE MHTHOUTOPHI
mukiookcurenassli-2 (LIOI'-2)) BO3MOXKHO yMEHBIIEHHE €ro aHTUTHIIEPTEH3UBHOTO JIEHCTBHUAL.
[Tpu npumenenun APA Il ognoBpemenno ¢ HIIBIT Bo3MoxHO yxyamieHne (QpyHKIUH HOYEK U
YBEJIMYEHUE COJAEP)KaHUS Kanusg B Iula3Me KpoBH. [Ipu HE0OXOAMMOCTH OJHOBPEMEHHOTO
npuMeHenus Baicaptana U HIIBII o Hayana nedeHuss HEOOXOIMMO IPOBECTH OLIEHKY (PYHKLIUU
MOYEK M KOPPEKIUIO HAPYIICHUI BOJHO-3JIEKTPOJIIMTHOTO OajaHca.

benku-nepeHocymuku




[To pe3ynbraTam ucciaeqoBaHus iN VItro Ha KyJIbTypax MEUeHH BajcapTaH SBISETCS CyOCTpaToM
s 6enkoB-nepeHocunkoB OATP1B1 u MRP2. OnHoBpeMeHHOE NpUMEHEHHE BajicapTaHa ¢
uHruouTopamu 6enka-nepeHocunka OATP1B1 (pudamnuimH, TUKIOCIOPHUH) U ¢ KHTHOUTOPOM
Oenka-nepenocunka MRP2 (putoHaBHp) MOXKET YBETMUUTH CUCTEMHYIO SKCIIO3HIIMIO BajicapTaHa
(makcumanbHast koHteHTpanus (Cmax) U IUIOMIAIb MO KPUBOM «KoHIIeHTpamus-Bpemsn» (AUC)).

[IpenapaTsl JIUTHS

[Ipu ogHOBpEeMEHHOM NPUMEHEHUHM IpenaparoB JuTus ¢ uHruoutopamu AllDd u APA I
O0TMEYAJIOCh 0OpaTUMOE YBEIMUYEHHUE CO/IEP KAHUS JIUTHUS B CBIBOPOTKE KPOBU U YCUIJICHHE B CBSI3U
C 9TUM TOKCHYECKUX IMPOSIBICHUHN, IIOATOMY PEKOMEHAYETCSI MPOBOJUTH KOHTPOIb COACPHKAHUS
JUTHSL B CBHIBOPOTKE KPOBH. PHCK TOKCHYECKUX TMPOSIBICHUN, CBSA3aHHBIX C MPUMEHEHUEM
MPernapaToB JUTHS, MOXKET JOTOTHUTEIBHO YBEIMUYUBATHCS IPU OAHOBPEMEHHOM MTPUMEHEHUU C
npenapatoM Banbcakop u AnypeTUKamH.

JIekapcTBEHHBIC IpenapaThl, KOTOPhIE MOTYT IPHMBECTH K YBEIMYCHHUIO COACPKAHHUS Kalaus B

IJI1a3M€ KpOBHU

OpnHoBpeMEHHOE MPHUMEHEHHE KaluicOeperawmux IUnypeTUKoB (B T. Y. CHHPOHOJAKTOHA,
TpUaMTepeHa, aMUJIOpUAa), MPernapaToB Kalvs, CONeH, COIepKalluX Kalui, a TakxkKe JIPYTux
MpenapaToB, COCOOHBIX YBENUYHBATh COJEPKaHUE Kanus (Hampumep, TemapuH U T. 1.), MOXKET
MPUBECTU K YBEJIMYEHUIO COAECPKAHUS KUl B CHIBOPOTKE KPOBH; Y MAIMEHTOB C CEPACUHOM
HEJOCTATOYHOCTHIO — K YBEJIMUYECHHUIO KOHIIEHTPAIlMU KPEaTUHUHA CHIBOPOTKH KpoBH. Eciu Takoe
KOMOMHHMPOBAHHOE JICUEHUE MMPU3HAHO HEOOXOAUMBIM, CIEeIyeT COOM0IaTh OCTOPOKHOCTD.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD M JAKTALMS

bepemeHHOCTD

Pestome puckos

Kak u mna moboro apyroro mpemapara, okasbiBatomiero BiaussHue Ha PAAC, nmpumenenue
npenaparta Banbcakop MmpoTHBONOKa3zaHO MPH OEPEeMEHHOCTH. YUMTHIBAsS MEXaHU3M JEHCTBUS
APA 11, Henb3s UCKITIOYUTH PUCK AJIS IUIOAA.

U3BecTHO, uTO npuMeHeHre HHrHOUTOpoB AlID (kiacc cienuUUHbBIX JTIEKaPCTBEHHBIX CPE/ICTB,
neiictByromux Ha PAAC) o II u I TpumecTpe GepeMeHHOCTH MPUBOIUT K MOPAKEHUIO U THOETH
107a.

HoBopoxkieHHbIX, MaTepH KOTOPbIX noxydaiu Tepanuio APA |1, cienyer TiarenbHO HaOM01aTh
OTHOCHUTEJIBHO PA3BUTHS apTEPHAIBHON TMINOTEH3UH. [I0 JaHHBIM pETPOCIIEKTUBHOIO aHaIu3a
npuMeHenne uHruOutopoB AIl® B | T1pumectpe OEpeMEHHOCTH aCCOIMHPYETCS C

MOTEHLMAIbHBIM PUCKOM BO3HMKHOBEHHS MOPOKOB pa3BUTHS mioja. [Ipu HempenHamepeHHOM
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npueMe BajcapTaHa NMpuU OEpEeMEHHOCTH OINUCAaHbl CIy4yal CaMOIPOU3BOJIBHOTO IMpephIBAaHUS
OepeMeHHOCTH, MAJIOBOIUS U HApYIICHUS (DYHKIIMU MOYEK Y HOBOPOK/ICHHBIX.

B ciyudae, ecniu GepeMEHHOCTb AMAarHOCTHPOBAaHA B MEPHOJ JICYCHHs IpenapaTtoM Bambcakop
mpernapar ciaeayeT OTMEHUTh KaK MOKHO paHbIIIE.

Knunuueckue acnekmul

Mamepunckuti u (uiu) >moOpuodemanbHblll PUCK, ACCOUUUPOBAHHBIU ¢ 3a001e8anuem

ApTtepuanbHas TUIIEPTEH3UsI MPU OCPEMEHHOCTH YBEIMYUBACT PUCK PA3BUTHUS MPEIKIAMIICHH,
TeCTallMOHHOTO CaXxapHOro auadeTa, MPEXIEBPEMEHHBIX POJIOB, a TAK)KE OCJIOKHEHUH B pOIax
(HampuMep, HEOOXOJMMOCTh KecapeBa CEYCHHUs, pa3BUTHE MOCIEPOIOBOTO KpoBoTeueHus ). [Ipu
apTepHaIbHOM TUIEPTEH3UH YBEIUYMBACTCS PUCK 33/ICP’KKU BHYTPUYTPOOHOTO Pa3BUTHSI IJI0AA
U BHYTPUYTPOOHO rubemu mioa.

Puck co cmoporbl n100a/H080POHCOEHHO20

ManoBoaue y OepeMeHHBIX, MPUHUMAIONIMX Mpemnapatsl, Baustonme Ha PAAC Bo Il u I
TPUMECTpPaX, MOXKET NPUBOAUTh K YXYALICHUIO (YHKUMH MOYEK IUIOAA, 4YTO B pe3yJbTare
NPUBOJUT K aHYPUU U TOYEYHOH HEIOCTaTOYHOCTH, THUIOIUIA3MH JIETKHX IUIOAA, AedopManuu
CKeJeTa IUIoJa, BKJIKOYas TUIOIUIA3MI0 KOCTEH uepera, apTepuanbHOM TMIOTEH3uM M Tulenb
II0/1a.

[Ipu nHempennamepeHHoMm mpueme mnpenapatoB APA Il Bo Bpems OepeMeHHOCTH ciexyer
pPaccMOTpPETh BOIIPOC O HEOOXOIMMOCTH COOTBETCTBYIOIIETO MOHUTOPUHIA COCTOSIHUS TUIOAA.
HoBopox1eHHbIX, MaTepy KOTOPBIX nostydanu Tepanuio APA |, cnenyer TiarensHo Habm0aaTh
OTHOCHUTEJIbHO Pa3BUTHS apTEPUATIbHON TUIIOTEH3HH.

Bancapman

[Tpu wu3yueHun >MOpHUOGETAIBHOIO pPa3BUTHS Yy MBIIIEH, KPOJMKOB M KpbIC HalbIo/anach
(eTOTOKCUYHOCTh, KOTOpasi acCCOLMUPOBAIACH C MATEPUHCKON TOKCHMYHOCTBIO Y KpBIC TNpH
MPUMEHEHNUU BaJicapTaHa B CyTO4YHOM 103e 600 MI/Kr B CyTKH, YTO MPUOIM3UTENHHO B 18 pa3
IPEBBIIIACT MAKCUMAIbHYIO PEKOMEH/JOBAHHYIO CYTOUHYIO /103y JUIS YelloBeKa U3 pacueTa MI/KT
Macchl Teja (pacuer MmpearnoyiaraeT CyTouyHyo 103y 320 Mr BHYTpb 7S IAI[MEHTa ¢ Maccoil Tena
60 kr), W KpOJMKOB TMpH TPHUMEHEHHH BajcapTaHa B CyTOo4yHOH no3e 10 mr/kr, 4TO
npuban3uTenbHo B 0,6 pa3 nmpeBbllllaeT MaKCUMAJIbHYI0 PEKOMEHIOBAaHHYIO CYTOYHYIO JIO3Y JJISt
YeJ0BEeKa U3 pacyera MI/KI MaccChl Tesa (pacueT MpearnoyaraeT cyTounyo 103y 320 Mr BHyTpb
JUIs mareHTa ¢ Maccoit Tena 60 kr). He oTMeueHo sIBIEHUI MAaTepPUHCKON TOKCHYHOCTU WIIH
(ETOTOKCHUYHOCTH TpPU NPUMEHEHMH Yy MBIIIeH M CYTOYHBIX J03ax 10 600 Mr/kr, 4To

npUOIM3UTENBHO B 9 pa3 MpeBBIIAeT MAKCUMAIBHYIO PEKOMEHIOBAaHHYIO CYTOUHYIO 03y IS
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YyelloBeKa M3 pacuera MI/KI Macchl Tena (pacueT mpeamnojiaraeT cyTounyto a03y 320 Mr BHYTpb

JUTS TIAIfMeHTa ¢ Maccoi temna 60 Kr).

JlakTanms

HewusBecTHO, IpOHMKAET JIM BaJICAPTaH B I'PYAHOE MOJIOKO. B JOKIIMHMYECKUX HCCIIEIOBAHUSIX
OBLJIO MOKa3aHO, YTO BajcapTaH BBLIEISETCS C MOJOKOM JIAKTHPYIOIIMX Kpbic. [IpuMenenue
Ipenapara B IIepruoj KOPMIIEHUsS IPYAbIO IIPOTUBOIIOKA3aHO.

IlanyeHTKU ¢ COXpaHEHHBIM PENPOIYKTHBHEIM NOTCHIIMAIOM

Kak u mro6oit npyroit mpemapar, okasbiBaromuii mpsimoe aevicteue Ha PAAC, mpemnapar
Banbcakop He cieayeT NpUMEHSTh Yy JKEHIIUH, IUIaHUpYomuXx OepeMeHHOCTh. Ilpu BbIOOpE
mroboro mpemnaparta, BosneiictByromero Ha PAAC, Bpauy ciemyer mpouH()OPMHUPOBATH
HAIMEHTKY C COXPAHEHHBIM PENpPOIYKTUBHBIM MOTEHIIMAJIOM O BO3MOXKHOM PUCKE NPUMEHEHUS
npernapara Bo BpeMsi 0€peMEHHOCTH.

DepTUabHOCTD

OTCyTCTBYIOT TaHHBIE O BIMSHUY Mpenapara Ha (pepTUIbHOCTD YeTOBEKa.

[Ipu uccrenoBaHWM Ha KMBOTHBIX He HaOuojanoch 3PQeKToB BO3AEHCTBHs BajcapTaHa Ha
(bepTUIBHOCTD.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEIACTBAMH H pPadoTaTh €
MeXaHUu3MaMH

Heob6xonumo co0mo1aTh OCTOPOKHOCTD MAaIlMeHTaM, IPUHUMAIOIIMM Ipenapat Banbcakop, npu
YOpPaBIE€HUU TPAHCIOPTHBIMU CpPEACTBAMHM, MEXaHU3MaMHM M 3aHATUSAMHU [OTEHIHAIBHO
OMACHBIMH BUJAMH JI€ATEIbHOCTH, TPEOYIOIIMMHU MOBBIIIEHHON KOHIEHTpAlUd BHUMAaHUS U
OBICTPOTHI TICUXOMOTOPHBIX peakIHif, T. K. Ha (OHE Tepanuu BO3MOXKHO pPa3BUTHE TAKHX
HE)KEeJIaTeNbHBIX Peakluil Kak roJIOBOKPYXEHHUE MIIH OOMOPOK.

4.8. HexxenaresibHbIe peakuuu

Pesrome mpodmisg 6e30macHOCTH

VY nmanueHToB ¢ apTEpPUAIBHOM TUIIEPTEH3UEN B KOHTPOIMPYEMBIX KIMHUUECKUX MUCCIIEJOBAHUSIX
4acTOTa pa3BUTHS HEXeNaTeIbHbIX peaklnii Obliia cpaBHUMA ¢ Tu1ane0o0. OTCYTCTBYIOT IaHHBIE O
3aBHCUMOCTH YacTOThl Pa3BUTHs HEXeNaTEeIbHbIX PEeaKIHUid OT J03bl WM MPOJOJIKUTEIbHOCTU
JEeUeHMsl, a TaKXe BO3pacTa, IojJa WM PAacOBOM NPUHAAIEKHOCTH nanueHToB. [Ipodwib
0€30I1aCHOCTH BaJicapTaHa y MaleHToB ¢ apTepUaIbHOM rurepTeH3ueit B Bo3pacrte oT 6 10 18 ner
HE OTJINYAETCs OT NMpoduIst 6€30MaCHOCTH BaJicapTaHa y B3POCIBIX MMAIlUEHTOB.

Pe3roMe HexenaTeabHbIX PEAKIIUM

Knaccudukanmst 9actoTel pa3BuUTHS MOOOYHBIX 3(P(PEKTOB, pEeKOMEHIOBaHHas BcemupHON
opranu3zaieit 3apaBooxpanenus (BO3): ouenb uacro (> 1/10), gacto (>1/100, no < 1/10),
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Heuyacto (> 1/1 000, vo < 1/100), penko (> 1/10 000, ro < 1/1 000), ouenn peaxo (< 1/10 000),
4acTOTa HEM3BECTHA (HE MOYKET OBITh OLIEHCHA Ha OCHOBE MMEIOIIUXCS TAHHBIX ).

Bce HexkenarensHbIe pCaKkl MU BaJiICapTaHa, BLISIBJICHHBIC B KIIMHAYECKOU IMMPAKTHUKEC U IIPU aHAJTIU3C
J7a00paTOPHBIX TOKa3aTejiel, HEBO3MOXKHO OTHECTH K KaKOW-IHOO 4YacTOTe BO3HUKHOBEHHS,
MI03TOMY OHHM OTHECEHBI K TPYIINE «4aCTOTa HEU3BECTHAY.

HexxenarenbHble pCaKknuuu CrpyniupoBalHbl B COOTBETCTBUH C TOPAAKOM Ha OCHOBAHUU CUCTCMHO-
opranubix kinaccos (COK).

ITarmedTsl ¢ apTepUaILHON THIIEPTEH3UEN

Hapywenus co cmoponvl kposu u iumgamuueckou cucmemvl.

4acTOTa HEW3BECTHA — CHW)KCHHE TEMOTJIOOWHA, CHUKCHHE TEeMAaTOKPHUTA, HEUTPOIICHUS,
TPOMOOIIUTOTICHHUSI.

Hapywenus co cmopoHvl UMMYHHOU cucmembl:

YacTOTa HEU3BECTHA — PEAKIIMU TMIIePUYBCTBUTEIHHOCTH, BKIIOYAs CHIBOPOTOUYHYIO OOJI€3Hb.
Hapywenus memabonuzma u numanus:

YaCTOTa HEU3BECTHA — TUIEPKAIUEMHUS], TUTIOHATPUEMHUSL.

Hapywenus co cmoponvl opeana cnyxa u iabupunma:

HEYacTO — BEPTHUTO.

Hapywenus co cmoponwl cocyoos:

4acTOTa HEU3BECTHA — BACKYJIUT.

Hapywenus co cmoponwl OvixamenbHoU cucmemsl, Op2aHos8 epyOHOU KIemKU U CPeOOCMeHUs.
HEYacTO — Kalleb.

Kenyoouno-kuuieunvie napyuenus:

HEYacTo — 00JIb B )KUBOTE.

Hapywenus co cmoponvl neuenu u sHcenuedubl8o0aujux nymeti:

YacTOTa HEW3BECTHA — HapylleHHe (YHKIMHM TMEeYeHH, BKJIIOYasl MOBBIINICHWE KOHIEHTPAIUU
OmnMpyOrHa B TUTa3Me KPOBH.

Hapywenus co cmoponsl Kodtcu 1 n0OKOHCHBIX MKAHEIL:

4acTOTa HEU3BECTHA — AHTHOHEBPOTHUYECKHM OTEK, OYJUIe3HBIN IEPMATUT, KOXKHAS CHITTh, KOXKHBIN
3ya.

Hapywenus co cmoponvl mubluteyHotl, ckelemHol u cCOeOUHUMENbHOU MKAHU:

4acTOTa HEM3BECTHA — MUAJITHS.

Hapywenus co cmoponvl nouex u mouesvbi8o0auux nymeii:

9acTOTa HEM3BECTHA — HApyIIeHHE (QYHKIIUHU MMOYEK U MOYEUHAs HEJTOCTATOYHOCTD, MOBBIIICHUE
KOHIEHTPAllUU KPEeaTUHUHA B CBIBOPOTKE KPOBH.

Obwue HapyweHus u peakyuy 8 Mecme 68e0eHUs:
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HEYaCTO — MOBBILICHHAS YTOMIISIEMOCTb.
Taxke B XO0I€ KIMHUYECKUX MCCIECIOBAHUN y NALUUEHTOB C apTEPUAIBHON T'MIIEPTCH3UEH
HaOJII0AAIKCh CIENYIOIINE HeXKeIaTeIbHbIE PEaKIUU (IPUYUHHO-CIECICTBEHHAS CBA3b C IPUEMOM
BajicapTaHa HE YCTaHOBJICHA): apTpalirMsl, acTeHUs, 00Jb B CIHUHE, AUapes, FOJOBOKPYKEHHE,
OeccOoHHUIA, CHIDKEHUE JTMON0, TOIHOTA, epudepruueckue oTeku, GapuHrUT, pUHUT, CUHYCHT,
UHQEKINHA BEPXHUX JBIXaTENIbHBIX IyTeH, BUPYCHbIC HHPEKITUH.

ITanpeHThl, TOIYYaIOIIMe BaJICAPTAH IIOC/IC IEPSHECEHHOT'0 OCTPOTO I/IHd)aDKTa MHOKapAa U (M)

npu XCH

Hapywenus co cmoponvl kposu u iumgamuueckou cucmemvl.

4acTOTa HEU3BECTHA — TPOMOOLIUTOIIEHUSI.

Hapywenus co cmoponsl uMMYHHOU cucmembl.

YacTOTa HEU3BECTHA — PEaKIMK THUIePYYBCTBUTEIHLHOCTH, BKIIIOYAsi CHIBOPOTOYHYIO OOJIe3Hb.
HapymeHuﬂ memabonusmMa U NUMaHUsL:

HEYacTO — TUIEePKATUEMUS;

qacCTOTa HEU3BCCTHA —FI/IHCpKaJII/IeMI/ISI*, THIIOHAaTPpUCMMUA.

HapymeHuﬂ CO CNMOPOHbI Hep@HOl:i cucmemsl.

4acTO — TOJIOBOKPY>KEHHUE, OPTOCTATHUECKOE (ITOCTYPaIbHOE) TOJIOBOKPYKEHHUE;

HEYacTo — 0OMOPOK, TOJIOBHAsI 0O0JTb.

Hapywenus co cmoponvl opeana ciayxa u nabupunma:

HEYacTO — BEPTHUTO.

Hapywenus co cmoponvl cepoya:

HevacTo — ycuiienue cumntomoB XCH.

Hapywenus co cmoponwl cocyoos:

4acTO — BEIpaXEHHOE CHIKEeHNE AJl, opTocTaTndeckasi THIIOTEH3HS;

4acTOTa HEU3BECTHA — BACKYJIUT.

Hapywenus co cmoponsl OvixamenbHotU cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMEeHU!
HEYacTo — Kallellb.

Kenyoouno-kuweunvle napyuienus:

HEYacTo — TOUIHOTA, 1Uapesl.

Hapywenus co cmoponvl neuenu u #cenueabl8o0aujux nymeti:

YaCTOTa HCU3BECTHA — IMMOBBIIICHHUE AKTUBHOCTH «IICUYCHOYHBIX) TpaHCaMHWHAa3 B IJIa3ME KPOBH.
Hapywenus co cmoponwvl Kodtcu u NOOKOHCHBIX MKAHEL:

HEYacTO — aHTHOHEBPOTUYECKHI OTEK;

4acTOTa HEU3BECTHA — OYJIE3HBIN 1epPMATUT, KOXKHAS ChIlb, KOXKHBIN 3Y/.

Hapywenus co cmoponul muluieunotl, ckeiemHno u cOeOUHUMENbHOU MKAHU:
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4acTOTa HEU3BECTHA — MUAJITHSI.

Hapywenusa co cmoponvl nouex u mouesvbigo0auux nymeii.

YacTO — HapyIIeHue (PyHKIIUH MOYEK U MOYE€YHAsI HETOCTaTOUYHOCTh;

HeuacTo — OITH, noBellieHne KOHIIEHTPAIMH KPeaTHHUHA B CHIBOPOTKE KPOBH;

4acTOTa HEU3BECTHA — MOBBIIICHUE KOHIIEHTPAIIUM OCTATOYHOI'O a30Ta MOYEBHHBI B CHIBOPOTKE
KPOBH.

Obwue napywenus u peakyuu 8 Mmecme 66€0eHUsL:

HEYaCTO — aCTEHHUS, TOBBIIICHHAS] YTOMJIISIEMOCTb.

“Ilo pe3ynpTaTaM MOCTPErUCTPALIMOHHBIX UCCIIET0BAHHIA.

Taxke B X0Ie KIMHUYECKHX HCCICIOBAHUN Yy TMAlMEHTOB IOCJIE MEPEHECEHHOTO OCTPOro
uH(papkra muokapaa u (nam) npu XCH HaOmoganuch Cleayronue HexXelaTeIbHbIE PEeaKIuu
(MpUYMHHO-CIIECTBEHHAs CBS3b C NMPUEMOM BajcapTaHa HE YCTAHOBJICHA): apTpairus, 0OJb B
JKUBOTE, OOMb B CHHHE, AacTeHHs, OECCOHHHWIA, CHIDKEHHE JHOUAO0, HEUTPOMeHus,
nepudeprudeckue OTeKu, (PapuHTUT, PUHHAT, CHHYCUT, HHPEKIUN BEPXHUX JIBIXaTCIbHBIX ITyTCH,
BUPYCHBIE HH(EKIINH.

COO6H_I€HI/IG O ITOA03PECBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

Baxxno coo0mare 0 MOJ03peBaeMbIX HEXKENATeNbHBIX pPEaKIUsAX IOoclie pPerucTpanuu
JIEKapCTBEHHOI'0 Tperapara ¢ 1eJbi0 00ecredeHNs HeMPEepbIBHOIO MOHUTOPHUHTA COOTHOIIEHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeauIMHCKUM pabOTHUKAaM pPEKOMEHAYEeTCs
coo0IaTe O JIOOBIX MOJ03PEBAEMBIX HEXENATENbHBIX PEAKIUSAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIICHUS O HEKEIaTeNbHBIX PEaKIMIX TOCylapCTB — YJICHOB
EBpazniickoro 5KOHOMHUYECKOr0 COKO3a.

Poccuiickaa ®@eoepayus

109012, r. MockBa, CrnaBstHCKas M., 1. 4, cT1p. 1

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXpaHEHUs

Ten.: +7 (800) 550 99 03

Anpec a11. mouthl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa Benapyco

220037, r. Munck, ToBapuilieckui mep., 1. 2a

PecnyOnukanckoe  yHutapHoe mnpennpusatue «LleHTp dSkcnepTu3 W UCHBITAaHUN B
3/1paBOOXPaHEHUI

Tenedon ornena papmakonamzopa: +375 (17) 242 00 29

®axc: +375 (17) 242 00 29

Anpec 311. mouTsl: repl@rceth.by, rceth@rceth.by
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https://roszdravnadzor.gov.ru/

Beb6-caiiT: www.rceth.by

Pecnybnuxa Kazaxcman

010000, r. Acrana, paiion baiikonsip, yi. A. Umanosa, 1. 13, BI[ «Hypcaynet 2»

PI'TI na ITXB «HauuoHaJIbHBINA LEHTP SKCIEPTU3BI JICKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
uznenuit» Komutera MemuIMHCKOTO H  (apManeBTUYECKOro KOHTpojs MuHHCTepcTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec a11. moutsl: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. Epesan, np. Komuraca, 1. 49/5

«Hay4Hblii LIEHTp AKCHEPTU3Bl JIEKAPCTB W MEIUIMHCKUX TEXHOJOTMA HMEHH aKaJeMHKa
3. N'abpuensHa»

Ten.: +374 60 83 00 73

Anpec s11. moutsr: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be6-caiit: http://www.pharm.am

Keipevizckasn Pecnybnuka

720044, Yyiickas obnacts, r. bumkek, yiu. 3-1 Jluaus, x. 25

JenapTamMeHT JIeKapCTBEHHBIX CPEICTB M MEAUIIMHCKUX U3/IETHI

Ten.: +996 (312) 21 92 86

Anpec s1. moutsr: dismi@pharm.kg

Beb6-caiit: www.pharm.kg

4.9. Ilepeno3upoBka

CuMOTOMBI

BripaxxenHoe cHmkeHue AJl, KOTopoe MOXKET MPHUBECTH K HAPYIICHHIO CO3HAHMS, KOJUIANCY U
(uM) 1IOKY.

Jleuenue

CumnromMaTH4ecKkoe, XapakTep KOTOPOro 3aBUCUT OT BPEMEHH, MPOLIEAIIET0 C MOMEHTA ITpUeMa
mpernapaTa, U OT CTENEHH TsDKeCTH CUMMTOMOB. [Ipu mepeno3upoBKe cleayeT BbI3BaTh PBOTY
(ecym mpenapaT ObLI MPUHST HEABHO) WK MPOBECTH MPOMBIBAHUE JKEITYIKA.

[Tpu BhIpakeHHOM CHIDKeHHU AJl HEOOXOIMMO TEpeBEeCTH MAlMEeHTa B IMOJIOKEHHE «JIeka Ha
CIIUHEY C MPUTIOHATHIMHA BBEPX HOTAMHU, J1ajiee CIelyeT MPOBECTU MEPONPUSITHS, HAIPABICHHBIS
Ha MofiiepKaHue (PyHKINI cepAedHO-COCYUCTOM U IbIXaTeIbHOM CHCTEM (BKIIIOYAs PETYIISIPHBINA

KOHTpoJb), BocnoiaHenue OLIK (/B BBenenue 0,9 % pacTBopa HaTpus XJIOpHAA) U KOHTPOIb
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CYTOYHOTO AHYype3a.

I'emonuanus HeaphekTrBeH.

5. ®APMAKOJIOTHYECKHE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHe CBOIiCTBA
®apMakoTepaneBTUYECKasl TpyIIa: CpeACTBa, ACUCTBYIOIIME HA PEHUH-AaHTMOTEH3MHOBYIO
CHCTEMY; aHTarOHUCTBI PELENTOPOB aHrMOTeH3MHA ||
Kon ATX: C09CA03

Mexanusm aeiicteus/dhapMakoarnHaMuyeckue 3hdhexTol

Bancapran — axktuBHbli crnenuduueckuii APA Il, npeaHasHadeHHBIH A mpueMa BHYTPb.
W3buparensHo OnokupyeT perentopsl moartuma ATi, KOTOpble OTBETCTBEHHBI 3a 3()(EKTHI
anruorensuHa II. Cnencreuem OGsokanbl ATi-penentopoB sIBIs€TCs MOBBINICHUE IUIa3MEHHOU
KOHLEHTpalluu aHruoreH3uHa Il, KoTopblil MOKeT cTUMyJIHMpOBaTh He3adyokupoBaHHbIE AT2-
peuenTopsl. BasicapraH He UMeeT CKOJIbKO-HUOY1b BEIPQ)KEHHONW arOHUCTUYECKON aKTUBHOCTH B
otHomienun ATi-penentopoB. CpoacTBO BajicapTaHa K penentropaM noaruna ATi npuMepHo B
20 000 pa3 BhiwIe, yeM k perentopam noaruna AT,. OTCYyTCTBYIOT JaHHBIE O TOM, YTO BajcapTaH
B3aMMOJIEHCTBYET WJIM OJOKUpPYEeT JpyrHe TOPpMOHAJbHBIE PELENTOpPbl WM HOHHBIE KaHabl,
UMEIOIIME BaKHOE 3HAUEHHUE B PETyIAUHN QYyHKIMHA CepeuHO-COCYAUCTON CHCTEMBI.
Bancapran He mnrubupyer AII®, taxke u3BecTHBIM Kak KMHHHa3a I, xoTopblii mpeBpariaer
anruoteH3uH I B anrmorensuH Il u BbI3bIBaeT paspylieHue OpaJWKWHUHA, YTO YMEHBIIAET
BEpPOATHOCTh BO3HHMKHOBEHHUS Kalllsi MpU mnpueme mnpenapata Banbcakop. B cpaBHMTENbHBIX
KJIMHUYECKHX HCCIEeOBaHMUAX BajicapTaHa ¢ uMHruouropom AIID uacToTa pa3BUTHS CyXOro
Kamist Opwia goctoBepHo Hmke (p <0,05) y manueHToB, moy4yaBimiuxX BajicaptaH (2,6 % y
NalMEeHTOB, NOTyYaBIINX BancapTaH, U 7,9 % — y nauueHToB, noixy4aBmux nHruoutop AIld). B
KJIIMHUYECKOM HCCIIEZIOBAHUM YacTOTa Pa3BUTHS CYXOro Kaluls MpU MPUMEHEHUH BajicapTaHa U
THA3UJAHOTO JUYPETHKA y TMAIMEHTOB C CyXUM KaluleM Ha (OoHe MpeauiecTBYIOIEH Tepanuu
uaruoutopom AIID cocraBuna 19,5 % u 19,0 % cooTBeTcTBEHHO MO CpaBHeHHUIO ¢ 68,5 %
NalMeHTOB, KOTOpbIe moiydanu naruoutop AIlD (p < 0,05).

Knuanueckas 3¢ddekTMHBHOCTE 1 0€30ITaCHOCTh

IIpumenenue npu apmepuanbHoll 2unepmeHn3uu y nayuenmos cmapuie 18 nem
IIpn nedyeHun BajacapTaHOM MALMEHTOB C APTEPUAIBHOW THIIEPTEH3HEN OTMEYAETCS] CHUYKEHUE
A/l, He conpOBOXKAAIOIIEECS N3MEHEHNEM YaCTOThI CEPJEUYHBIX COKPALLEHUH.

[Tocne mpumeHeHMs] BHYTpPb pa3oBOil J03bl IpemapaTa y OOJBIIMHCTBA IMAllMEHTOB Hayalo
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AQHTUTUIIEPTEH3UBHOTO JIEHCTBUS HAOII0aeTcs B TEUEHHUE 2 4acoB, a MaKCUMalIbHOE CHU)KEHHE
AJl nocruraercs B mpenenax 4-6 gacoB, coxpansromieecs Oonee 24 gacos. [Ipu moBTOpHOM
IPUMEHEHUHU TIpenapaTta MaKCUMaJbHOE CHIKeHUE AJl, BHE 3aBUCMMOCTH OT IPUHSTOHN O3B,
00OBIUHO JOCTUTAeTCA B mpezenax 2—4 Hellelb U MOIEPKUBACTCS HAa JOCTUTHYTOM YPOBHE B X0OJI€
JUINTEIbHOW  Tepanmuu. B ciydae  OJHOBPEMEHHOIO IPUMEHEHHs  IIpermapara ¢
TUAPOXJIOPOTHUAZU]IOM JIOCTUTACTCS JOCTOBEPHOE JOMOIHUTENbHOE CHIKeHue AJl.

Pe3koe mpekpaiieHMe NPUMEHEHMsI BajcapTaHa HE CONPOBOXKIAETCS  3HAUYUTEIbHBIM
noBbllIeHHeM AJl WM ApyrMMHU HEXenaTelIbHbIMU SIBICHUSAMU. Y IMALMEHTOB C apTepHaIbHOU
THIEPTEH3MUEH, caXapHbIM quabeToM 2 THma ¥ HedponaTuel, MPUHUMAIOIINX BajcapTaH B J103€
160-320 mr, oTMeuaeTcsi 3HAYUTENbHOE CHIKEeHHE TipoTernHypur (36—44 %).

Ipumenenue nocne ocmpozo ungapkma muokapoa y nayuenmoe cmapuie 18 nem

[Tpu mpuMeHeHuU mpenapara B TEYCHHE 2-X JIeT Yy MalHUeHTOB, KOTOPbIE HAYalu MPUHUMATH B
nepuog oT 12yacoB g0 10 gHE#W mociie TEpeHeCeHHOro OcCTporo HH(apKTa MHUOKapIa
(OCJIOKHEHHOTO JIEBOXKENYI0YKOBON HEIOCTATOUHOCTHIO U (MJIM) CUCTOJIMYECKON TuchyHKIMEH
JIEBOTO JKENy/l04Ka), CHIDKAIOTCS IOoKa3aTesld oOOIIed CMEPTHOCTH, CEpAEYHO-COCYIUCTON
CMEPTHOCTH M YBEJIMYUBACTCS BpeMs O NEPBOM TOCMHUTATU3AIUU IO MOBOAY OOOCTPEHUS
teueHust XCH, noBTopHOro nHpapkTa MUOKap/1a, BHE3aITHOM OCTAHOBKHU Cep/illa U MHCYJIbTa (6e3
aetanbHOrO Mcxona). Ilpodune 6e3omacHOCTH BajcapTaHa y MAlMEHTOB C OCTPHIM MH(PAPKTOM
MHOKap/la CXO/I€H C TAKOBBIM IIPU IPYTHX COCTOSTHUSX.

XCH y nayuenmos cmapwe 18 nem

[Tpu npuMeHeHuu BajicapTaHa (B cpeHel CyTouHOH j03e 254 Mr) B TeueHue 2-X JIeT y Nal[MUeHTOB
¢ XCH Il (62 %), 111 (36 %) u IV (2 %) dbyHkimoHansHOro kiacca mo kiaccupuranun NYHA ¢
dpakuueit BeIOpoca ieBoro xxenynouka menee 40 % 1 BHyTpEeHHUM JIUACTOTMYECKUM JTHAMETPOM
NeBOrO KeTylouka Oomee 2,9 cM/M%, TMOMydYaloOMMX CTAaHAAPTHYIO TEPamluio, BKIIOYAS
unruoutopel AII® (93 %), muyperuku (86 %), nurokcun (67 %) u Oera-aapeHOOIOKATOPHI
(36 %), oTMeuaercsi TOCTOBepHOE CHWXeHue (Ha 27,5 %) pucKa TOCIUTAIU3AIUKN 110 TTOBOILY
ob6octpenus teueruss XCH.

VY mnamueHTOB, He MONydaBIIUX HMHTUOUTOPHI AIID, oTMedaeTcs 3HAUUTENBHOE CHU)KEHHE
nokazatenst oOmed  cmeptHocTH (Ha 33 %), CEepAeYHO-COCYIHUCTOM CMEpPTHOCTH U
3aboneBaemMocTH, cBsa3aHHOM ¢ XCH (Bpemsi 10 HACTYIJIEHHS MEPBOIO CEPlIEYHO-COCYHCTOTO
COOBITHSI), KOTOpPBIE OLEHUBAIOTCS IO CIIECAYIOIIMM IMOKa3aTelsiM: CMEPTh, BHE3alHass CMEPTh C
IPOBEICHUEM pEaHHUMAallU{, TOCHHUTAJIM3alMs Mo MoBoay oboctpenus TeueHuss XCH, B/B

BBEJICHUE NHOTPOIHBIX WIIM COCYAOPACIIUPSIIONIMX NIPENapaToB B TeueHue 4 uiu 0osee yaco 6e3
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rocriutanuzanuu (Ha 44 %). B rpynne nanueHToB, noiayyatoumx HHruoutopsl AIlD (6e3 Gera-
azpeHo0JI0KaTopoB), Ha (poHE JICYEHHS] BaJICAPTAHOM HE HAONIOAAETCS CHUKEHMS MOKa3aTess
o011eld CMEPTHOCTH, OJHAKO YMEHBIIAIOTCS IMOKa3aTelld CepACUYHO-COCYJIMCTON CMEPTHOCTU U
3aboneBaeMoctH, cBszanHou ¢ XCH na 18,3 %.

B nenom npuMmeHeHne BajicapTaHa MPUBOANT K YMEHBIICHUIO YUCIIA TOCITUTAIA3AIMNA 110 TIOBOY
XCH, 3amennenuto nporpeccupoanuss XCH, ynydmenuto ¢pyHkimoHanpHoro kiacca XCH mo
knaccupukanmn NYHA, yBenmuueHuto ¢pakiuy BbIOpOca JIEBOTO IKEIYAOYKa, a TaKKe
YMEHBIICHNIO BBIPAXEHHOCTU TMPU3HAKOB U CHUMIITOMOB CEpJIEYHONH HEIOCTAaTOYHOCTH U
YIIYUIICHUIO KaueCTBA KU3HU 10 CPABHEHHIO C TUIa1e0o0.

Ilpumenenue y nayuenmog cmapuie 18 nem ¢ apmepuanvHol cunepmensuel U HapyuieHuem
MONEPAHMHOCU K 2TIIOKO3€

[Ipy npumMeHeHHHM BaJicapTaHa W HW3MEHEHHH 00pa3a XKU3HU OTMEYAIOCh CTAaTHCTUYECKU
JIOCTOBEPHOE CHIIKEHHE PUCKA Pa3BUTHUsS CaxapHOro jauabera y JaHHOW KaTeropuu MalMeHTOB.
Bancapran He oka3blBal BIUSHUS Ha 4YacTOTY JIETAJbHBIX HMCXOJOB B pE3yJbTaTe CEpAEYHO-
COCYAMCTBIX COOBITHH, HH(pAPKTa MHOKApJAa W WIIEMHUYECKHX aTak 0e3 JEeTalbHOr0 MCXO0J/a, Ha
YacTOTY TOCIHMTAIU3alMU [0 MPUYMHE CEepACYHOW HEIOCTaTOYHOCTH WM HECTaOMIbHOMN
CTEHOKapANH, apTepUaTbHON PEBACKYJISIPU3AINH Y TTAIIMEHTOB C HAPYIICHUEM TOJIEPAHTHOCTH K
TJIIOKO3€ W apTepualbHON THUMEpPTEH3WEH, OTIMYAIONIMXCS MO0 BO3pPACTy, MOJIY U PacoBOU
MIPUHAIC)KHOCTHIO.

[IpuMeHeHHE V AeTel M HOAPOCTKOB OT 6 A0 18 et npu apTepranbHON TMIEPTSH3NHU

VY nereit u monapocTkoB OT 6 a0 18 ;mer BancapTaH oOecreurBaeT 10303aBHCHMOE, TUIABHOE
camxenue A/Jl. Ilpu npuMeHeHnn BancapTaHa MakCMMajbHOE CHI)KEeHHE AJl, BHE 3aBUCUMOCTH
OT TPUHATON J103bI, OOBIYHO JOCTHTAETCS B TEYCHHE 2-X HENEIb M TMOJACPKUBACTCS Ha
JIOCTUTHYTOM YPOBHE B XO/JI€ JUIMTEJILHON TEparuH.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopOnus

ITocne nmpuema npenapara BHyTpb Cmax BajicapTaHa B IIa3Me€ KPOBU JOCTUIAETCS B TEUEHUE 2-
4 gacoB. Cpennsis abcomoTHas OnogoctymHocTs — 23 %. [Ipn mpuMeHeHnn BajicapTaHa ¢ MUIIeH
AUC ymenpiiaercsa Ha 48 %, X0Ts, HauMHas IPUMEPHO € §-TO yaca Iocje MpueMa Ipernapara,
KOHIIEHTpallusl BaJicapTaHa B IUIa3Me KPOBH KaK B cllyyae NpUeMa ero HaTolllaK, TaK U B CiIydae
npueMa ¢ nuuie, oauHakosasd. YMenbuieHMe AUC, TeM He MeHee, HE CONPOBOXKIAETCS
KJIMHUYECKH 3HAYMMbIM CHMKEHHEM TeparneBTUYECKOro 3¢ (dekra, Mo3TOMYy BaJCapTaH MOXKHO

MNPUHHUMATh HC3aBUCHUMO OT BPCMCHU IMPUCMaA MMUIIH.
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Pacnopenenenue

O0beMm pacrpenenenus (Vq) BajicapTaHa B IEPUOJI PABHOBECHOTO COCTOSIHHS ITOCIIC B/B BBEIICHUS
COCTaBJISLT OKOJIO 17 JI, UTO yKa3bIBa€T HA OTCYTCTBHE BBIPAKEHHOTO pacIpe/IesIeHUs BajcapTaHa
B TKaHsX. Bajncapran B 3HAUUTEIILHON CTEICHU CBSI3BIBACTCS C OEJIKAMU CHIBOPOTKU KpPOBH (94—
97 %), IpeuMylIECTBEHHO C alTbOYMHUHaMHU.

Buorpancdopmarus

Bancapran He noaBepraetcs BelpaxkeHHOMY MeTabonu3my (0kosio 20 % mpuHATON BHYTPh JO3bI
OTIpe/IeIIIeTCS B BHJIE METa00IUTOR). [ MIPOKCUITBHBIN METAOOUT OMPENESETCs B TUTa3Me KPOBU
B HU3KHX KoHIeHTpamusax (menee uem 10 % ot AUC Bancaprana). DTOT MeTaOOIUT
(hapMaKkoIOTHYECKUA HEAKTHUBEH.

DJIMMUHALNS

Basicapran BeiBoAMTCS AByX(asHo: a-(asa ¢ nepuogom noiyssiBeaeHus (TYq) menee 1 daca u
B-daza ¢ TV — okoio 9 wacos. Bancapran BEIBOJUTCS B OCHOBHOM B HEM3MEHEHHOM BHUJIC Yepe3
kuieyHuk (okoio 83 %) u moukamu (okoso 13 %). Ilocne B/B BBeeHUS MIa3MEHHBIN KIUPEHC
BajicapTaHa COCTAaBJISET OKOJIO 2 JI/9 M €ro MOYeuHbIi KimpeHc coctasiset 0,62 i1/4 (okomno 30 %
oOmiero knupenca). Tz BajcapTaHa cocTaBisieT 6 4acos.

JInHEeNHOCTh (HEMMHEHHOCTS)

B nuanazoHe n3y4eHHBIX 103 (papMakOKHMHETHKA BajicapTaHa MMeeT JMHEWHbIH xapakTep. [Ipu
NOBTOPHOM NPUMEHEHHMU BaJicapTaHa W3MEHEHMH (apMaKOKMHETHYECKUX II0Ka3aTeneil He
oTtMeyvanocs. [Ipu npueme Bancaprana 1 pa3 B CyTKH KyMyJisiusl He3HauuTenbHas. KonuenTpanuu
BajicapTaHa B IJIa3M€ KPOBH Y MY>KUHMH U KEHIIUH ObUIM OJMHAKOBBI.

PapMaKOKMHETHKA Y Pa3JINYHbBIX TPYIII NAIIMEHTOB

Tayuenmvr ¢ XCH

VY naHHOM KaTeropuu NaueHToB BpeMst JOCTUKEHUSI Cmax M T2 CXOIHBI € TAKOBBIMH Y 3/10POBBIX
nobpoBonbiieB. [loBeimenne AUC u Cmax TpsSMO TPONOPIMOHATBHO YBEIMUYEHUIO 03Bl
npenapara (¢ 40 mr 1o 160 mr 2 paza). @akTtop KyMmMyJIsaluu cocTaBisieT B cpeanem 1,7. [lpu
npreMe BHYTPh KIMPEHC BaJiCapTaHa COCTABUI NMPUOIM3UTENHHO 4,5 11/4. Bo3pacT manueHToB ¢
XCH He oka3biBaj BIUSIHUS HAa KIMPEHC BajicapTaHa.

Tayuenmoi nosxcunozo 6o3pacma (cmapute 65 n1em)

Y HEKOTOpHIX MAIMEHTOB B BO3pacTe cTaplie 65 JeT CUCTeMHas OMOJOCTYIMHOCTh BalicapTaHa
BBIIIIE TAKOBOM Yy TIAITMEHTOB MOJIOIOTO BO3PACTa, OJTHAKO KIMHUYECKAsk 3HAUMMOCTh 3TOTO (pakTa
OTCYTCTBYET.

Tayuenmoi ¢ HapyweHuem hyHKyuu novex
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Koppemnsius Mmexay ¢yHKIHeH mouyek U CHCTEMHONW OMO0CTYITHOCThIO BaJIcCapTaHa OTCYTCTBYET.
VY nanuenToB ¢ HapymieHueM Gynkiuu nmodyek u KK 6omee 10 Mi/MUH KOPpEKITMHU 10361 Tpemnapara
He TpeOyercs. B HacTosiiee BpeMss HE HMEETCS AAHHBIX O MPUMEHEHUU Yy TAlUEHTOB,
HaXOJSIIMXCS Ha remojuanuie. BancapraH MMeeT BBICOKYIO CTENEHb CBS3bIBAHUS C OelKaMu
J1a3Mbl KPOBH, IO3TOMY €T0 BBIBEACHUE IIPU reMOANAIN3E MAJIOBEPOSATHO.

Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu

VY MalueHTOoB C JIETKUM M YMEPEHHBIM HapylieHHeM (YHKIUHU [IeYeHH OTMEYAETCs MMOBBIILICHUE
ounonocrynHoctu (AUC) Bancaprana B 2 pasza Mo CpaBHEHHUIO CO 370POBBIMHU JOOPOBOJIBIIAMH.
Opnnako He Habmonmaetrcs xoppenauuu 3HadeHnt AUC BancapTaHa co CTENEHBIO HapyIIEHUS
dbyskuy nedeHu. [IpuMeHeHue mpernapara y MAMEHTOB C TSHKEIBIM HapyIICHUEM (QYHKIHH
MEYECHU HE U3y4ajocCh.

Jletu 1 moapocTKu OT 6 10 18 et

CDapMaKOKI/IHeTI/IKa BaJICapTaHa y Jereit u IIOAPOCTKOB B BO3PACTC OT 6 a0 18 et He oTIMYaeTcs

0T (hapMaKOKMHETHKH BajJicapTaHa y MallueHTOB cTapiie 18 neT.

6. ®PAPMAIIEBTHUYECKHWE CBOMCTBA
6.1. Ilepeuenb BcoMoOraTe/ibHbIX BellleCTB

Banscakop, 40 Mr, TaOJIETKH, ITIOKPBITHIE IUIEHOYHOM 000JI0YKOH

JlakT03B1 MOHOTHIPAT

[emnron03a MUKPOKPUCTAIIIAYECKAS
[ToBumon-K25

Kpockapmenno3za Hatpust

Kpemuus nuokcua KoJsIOUIHbIN
Marnus creapar

Obonouka nieHouHas:
I'mnpomenosa 6¢p

Turana auokcun (E171)

Kpacurens xeneza okcup xxentoiit (E172)
Maxkporon-4000

Banscakop, 80 mMr, TabJIETKH, MTOKPBITHIE TNIEHOYHON 000JI0YKON

JlakTO3BI MOHOTHIPAT
[emmrono03a MUKPOKPUCTAITHYECKAS
IMoBumou-K?25

Kpockapmenno3a Hatpust
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Kpemuust nMOKCH KOJITTOWAHBIN

Marnus creapat

Obonouka nieHouHas:

['unpomernnosa 6¢p

Turtana guokcun (E171)

Kpacurens xene3a oxcup kpacHsiil (E172)
Maxporomn-4000

Basnscakop, 160 Mr, TabaeTKH, HOKPBITHIE IJIEHOYHOW 000JI0UYKOM

JlakT03BI MOHOTHIpPAT

[{enron03a MUKPOKpUCTAIIIINYECKAST

[ToBumon-K25

Kpockapmennosa narpus

Kpemuust iMoKcuI KOJITOUAHBIN

Maruus creapar

Obonouka nienounas:

I'unpomenosa 6¢p

Turtana auokcun (E171)

Kpacurens xene3a okcun xentoiil (E172)

Kpacutens xene3a okcup kpacHblil (E172)
Maxkporon-4000

6.2. HecoBMecTHMOCTD

Henpumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

5 ner.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUH
XpaHUTh Ipu Temneparype He Boiie 25 °C, B OpUrMHAIIBHON YIIAKOBKE.
6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITpu opousBonactee Ha AO «KPKA, a.1.. HoBo Mectoy, CiioBeHust

[lo 7 wm  15Ttabmerok B  Onucrepe W3  KOMOMHUPOBAaHHOTO  Marepuana
HOJ'II/IBI/IHI/IJ'IXJ'IOpI/I)I/ TOJTUITHIIEH/ MMOJIMBUACHXJIOPUI U (1)OJ'II)1"I/I ATIOMHUHHEBOM.
[To 4 6muctepa (o 7 tabnerok) (tabnaerku 80 mr u 160 mr) wiu no 2, 4 unu 6 6nucrepos (1o
15 TtabneTok) BMecTe ¢ JIMCTKOM-BKJIAJIBIIIEM ITOMEIIAIOT B MAYKy KAPTOHHYIO.

ITpu opoussonactee Ha OO0 «KPKA-PYCy, Poccus

(tabnetku 80 mr u 160 mr)
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I[lo 7 wmm  15Ttabnetoxk B Ommcrepe W3 KOMOWMHMPOBAHHOTO  MaTepHala
HOJII/IBI/IHI/IJIXJIOpI/II[/ HOJII/I3TI/IJICH/ MOJIMBUACHXJIOPUI U (1)0JIBFI/I AIIIOMHUHUEBO.

[To 4 6muctepa (1o 7 TabeTok) wiu 1o 2, 4 wiu 6 6uctepos (1o 15 TabaeTok) BMECTE € JIMCTKOM-
BKJIQ/IBIIIIEM ITOMEIIAIOT B NMaYKy KapTOHHYIO.

He Bce pa3mepsl YIIakOBOK MOTYT OBITh IOCTYITHBI JUIsl PEeaTH3alliu.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJd€e NPHMEHEHUs
JIEKApCTBEHHOT0 Npenapara, i Ipyrue MaAaHUMYJISIHH ¢ IPenapaToM

Het ocoObix TpeOoBaHMil K YTHUIH3AIIH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMU S
CnoBenus
AO «KPKA, n.1., HoBo mectoy», lImapsenika necra 6, 8501 HoBo mecto
Ten.: +386 7 33121 11
dakc: +386 7 332 15 37
Anpec 1. moutsl: info@krka.biz
7.1. IIpeacTaBuTeIb AepKaTENs PErHCTPALMOHHOIO Y10cTOBepeHus Ha Tepputopuu Coro3a

[Iperen3un norpedUTENEH HAIPABIATE 110 aIPECY:

Poccuiickaa ®@eodepayus

000 «KPKA-PYC»

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

Ten.: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec s1. moursr: krka-rus@krka.biz

Pecnyonuxa Benapyco

[IpencraButenscTBO AkumonepHoro ooOmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka Cnosenust) B Pecriyonuke benapych

220114, r. MuHnck, yn. ®unumoHoBa, 1. 2507, oduc 315

Ten.: 8 740 740 9230

dakc: 8 740 740 9230

Anpec a11. moutsl: info.by@krka.biz

Pecnybnuxa Kasaxcman

TOO «KPKA Ka3zaxcrtan»

050040, r. Anmater, Mukpopaiton KOKTEM-1, nom 15A, oduc 601

Ten.: + 7 (727) 311 08 09
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Anpec s11. moutsl: info.kz@krka.biz

Pecnybnuxa Apmenus

[TpencraButenscTBO «Kpka, a.1., HoBo MmecTo» B PecniyOnuke ApmeHus

0001, r. EpeBan, yn. Han6anasu, a1. 106/1 («CAAT-HOBA» BUSHEC-LIEHTP), oduc 103
Ten.: +374 11 560011

Anpec 311. moutsl: info.am@krka.biz

Kuipevizckasn Pecnybnuka

[IpencraButensctBo AO «KPKA, ToBapHa 3apasui, 1.1., HoBo Mmecto» B Keipreizcrane
720040, Yyiickas obmacts, T. bumikek, OynbpBap DpKuHIUK, 1. 71, 010K A

Ten.: +996 (312) 66 22 50

Anpec s1. noutsr: info.kg@krka.biz

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHHUS
JITI-Ne(001189)-(PT-RU)

9. JATA MEPBUYHOW PETMCTPALIUU (MOATBEPKIEHUS PETUCTPALIMH,
MEPEPETUCTPALIAN)

Hata nepBoii peructpanuu: 8 ceHtsaOps 2022 r.

10. IATA IEPECMOTPA TEKCTA
2 aBrycra 2024 1.

OO0m1as xapakTepucTHKa JIEKapCTBEHHOTO MpemnapaTa Banscakop goctynHa Ha H”HGOPMAIIMOHHOM

noprtaje EBpa3HﬁCKOFO 9KOHOMHUYECCKOIo COor3a B I/IH(i)OpMaI_II/IOHHO'KOMMYHHK&HHOHHOﬁ CETU

«WutepHer» https://eec.eaeunion.org/.
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