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OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHIOL S TPEHA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITIAPATA
Bans, 40 mr, TabneTKu, TOKPHITHIE TUIEHOYHON 000JI0YKOH.
Bais, 80 mr, TabneTKH, TOKPHITHIE TNICHOYHOW 000JIOUKOM.

Bais, 160 mr, TabiieTKu, MOKPHITHIC INIEHOYHOW 000JI0UKOM.

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTBy1OIIIME BEUIECTBA: BAJICAPTaH

Baus, 40 mr, Ta0JIeTKN, TOKPBITHIE IIEHOYHOU 000JI0UYKOM

Kaxnas Tabnerka cogepxut 40 Mr BasicapraHa.
BcmiomorarensHbIE BCIICCTBA, HAJIWYMUC KOTOPBLIX HAAO0 YYHUTHIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: JJakTo3bl MOHOTHIpAT (cM. pa3zaen 4.4).

Baus, 80 mr, TabieTKH, TOKPBITHIE IIEHOYHOU 000JI0UYKOM

Kaxxnas rabnerka compepxut 80 Mr BajicapTaHa.
BcnomorarenbHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAA0 YUYHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npernapara: JJakTo3bl MOHOTHIpAT (cM. pasaen 4.4).

Baus, 160 mr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JIOYKOH

Kaxxnas tabnerka conepxut 160 mr BasicapTaHa.
BcromorarenbHble  BelIeCTBa, HAIWYHE KOTOPBIX HAJO YYHUTHIBATH B COCTaBe JICKAPCTBEHHOTO
npernapara: JJakTo3bl MOHOTHApaT (cM. pazaen 4.4).

ITonHbIit MEpCUCHb BCIIOMOTAaTCIIbHBIX BCIICCTB IPUBCACH B pa3JiCiic 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Tabnerku, MOKPBITHIE MIICHOYHOM 000JI0UKOIA.

Baus, 40 mr, Ta0JIeTKA, TOKPBITHIE IIEHOYHOU 000JI0UYKOM

OBanbHBIE [JBOSKOBBIMYKJIbIE TAaOJETKH MKEJITOrO LBETA, IMOKPBITHIE IUJIEHOYHOM 000JI0UKOH, ¢
MapKUPOBKOU «V» ¢ OJJTHOW CTOPOHBI, PUCKOI C IPYroil CTOPOHBI U OOKOBBIMU PUCKAMH.
TabneTky MOXXHO pa3feuTh Ha paBHbBIE JIO3BI.

Baus, 80 mr, TabieTKH, TOKPBITHIE INIEHOYHOU 000JI0UYKOM

Kpyribie 1BOSIKOBBINYKJIbIE TAOJIETKH PO30BOTO IIBETA, MOKPHITHIE MIIEHOUYHON 000JI0UKOMH, C PUCKOH ¢
JIBYX CTOPOH, OOKOBBIMHM PUCKaMU U MapKHPOBKOI « V) ¢ 0JIHOI CTOPOHBI.
TabneTky MOXXHO pa3feuTh Ha paBHbBIE JIO3BI.

Baus, 160 mr, TabJIeTKH, IIOKPBITHIE INIEHOYHON 000JIOYKON
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OJIHOM CTOPOHBI, OOKOBBIMHM PUCKaMU U MapKUPOBKOH «V» ¢ Ipyroil CTOPOHBI.
TabneTky MOXXHO pa3AeauTh Ha PaBHBIE JO3bI.

4. KIMHHUYECKUE JAHHBIE

4.1. Iloxa3aHusl K NPUMEHEHUIO

Bspocnvie

e AprepuanbHasi TMIEPTEH3HSL.

e XponHuueckas cepaeunas HegoctarouHocts (1I-1V gyHKImonanbHbI Ki1ace mo kiaccupuranuu
NYHA) y nanueHroB, Noly4aroIlMX CTAaHAAPTHYHO TEpanuio OJAHMM WJIH HECKOJbKUMHU
npernapatamM U3 clenyrmux (papMakoTeparneBTUYECKUX TPYIIL: AUYPETHKAMHU, CEepACUYHBIMU
IJIMKO3uAaMu, a Takke uHruoutopamu AllD unu Gera-agpeHoOnokatopamu. [Ipumenenue
KaX/I0T0 U3 NEPEYMCICHHBIX IpernapaTroB He sBiseTcss o0sa3arenbHbIM. OLEHKa COCTOSHUS
nanueHToB ¢ XCH nomxHa BKIIIOYATh OLIEHKY (QYHKLUU TOYEK.

e Jlns TOBBIMICHUS BBDKUBAEMOCTH TIALMEHTOB IIOCIE MEPEHECEHHOTO OCTPOro HWHQapKTa
MHOKap/a, OCIOKHEHHOTO JIEBOXKETYIOYKOBOH HEAOCTATOUYHOCTHIO W/WIM CHCTOIHMYECKOU
mrcyHKITUEH JeBOTo JKeIyA04Ka, TP HATMYAN CTa0MIIBHBIX MTOKa3aTeNeil reMOAMHAMUKHY.

Jlemu u noopocmxu
. AprepuanbHas TUIIEPTEH3US y JIeTel U OJAPOCTKOB OT 6 A0 18 mer.
4.2. Pe:xuM 103UPOBAHHUSA U CIIOCO0 NPUMEHEHUSA

PexxuM 1o3upoBaHus

Apmepuanvras cunepmen3us

Pexomennyemas nosa npenapara Bans cocrasiser 80 mr ninu 160 mr 1 pa3 B CyTKkH, BHE 3aBUCUMOCTH
OT PacoBOIl MPUHAJIEKHOCTH, BO3pACTa U 10J1a MalueHTa. AHTUTUIIEPTEH3UBHBIN 3 PekT oTMeuaeTcs
B IIEpBBIE 2 HEJIENIN JIeUEHUS; MaKCUMaNbHbIN 3QQeKT pa3BuBaeTcs uyepes3 4 Heaenu. Tem nanueHTam, y
KOTOPBIX HE yJaeTcsa JOCTUYb aJIEKBaTHOI'O TEPANIEBTUYECKOIO OTBETA, CyTOYHAsl 103a npenapara Bans
MoKeT ObITh yBenuueHa 70 320 mr. Kpome Toro, Bpad MOKeT Ha3Ha4MTh Npenapat Ban3 B komOuHanuu
C IpYyTUM MpenapaTroM, Harpumep, AMYPETUKOM WM IPYTUM TMIIOTEH3UBHBIM IIPETIapaToM.
Xponuueckas cepoeunas He0oCmamouHoCmy

PexomennyemMas HauanbpHas 103a npenapara Bans cocraBnser 40 Mr 2 pas3a B CyTKH. Y BETUUEHUE 10351
1o 80 mr u 160 Mr 2 pa3a B CyTKH JOJDKHO NPOBOJUTHCS 10 MAKCUMAJIBHOM N103bI, IEPEHOCUMON
nagueHToM. Ilpu 3ToM MOXeT moTpeOoBaThCsl CHHMKEHHE J03bl OJHOBPEMEHHO MPHUMEHSEMBIX
JUypEeTUKOB. MakcuManbpHas cyTouHas 1o3a cocrasisieT 320 mr B 2 npuema.

Onenka cocrostHus nanueHToB ¢ XCH nomkHa BKITIOYATh OLEHKY COCTOSHUS (PYHKIIUHU MOYEK.

ﬂ]l}l Nno6blULEHUA 8blofcUBAEMOCIU NAYUEHMOE Nocile NEPEHECEHH020 qubamea Muompda
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Jleyenue ciemyer HauMHATH B TedeHHe 12 4 mocie epeneceltiofo Vdapita MuSkapma. Haqdtbuas

no3a Bancaptana cocrasiset 20 mr (1/2 Tabnerku 40 mr) 2 pasa B cyTku. [1oBblIIeHHE H03bI TPOBOIUTCS
MeTosioM tuTpoBanus (40 mr, 80 mr, 160 mMr 2 pa3a B CyTKH) B T€UEHUE HECKOJBKHMX IOCIEAYIOLINX
HeJlelb, 10 JOCTHKEHUS 11eJ1eBO 103b1 160 Mr 2 pasza B CyTKH.

MakcumanbHasg cytouyHas ao3a coctabiseT 320 mr B 2 mpuema. Kak mpaBuiio, peKOMEHIyeTcCs
yBeaudeHue 103bl 10 80 Mr 2 paza B CyTKM K KOHI[y BTOpPOW Henenu JedeHus. JlocTmxeHue
MaKCUMaJIbHOM 11es1eBOM 10361 10 160 Mr 2 paza B CyTKHM PEKOMEHYETCsl K KOHILy TPEThEro Mecsia
Tepanuu npenaparom Bans. YBennueHue 1036l 3aBUCUT OT IEPEHOCUMOCTH Tnpenapara Ban3 B nepuon
TUTPOBAHUS.

B ciydae pa3zButus apTepHalibHOM TMIIOTEH3UH, COIPOBOXKAAIOIIEHCA KIMHUUECKUMHU MPOSIBICHUSMH,
VI HapyImeHUH (yHKIIMKA TOYEK CIeIyeT PACCMOTPETh BOMIPOC O CHIKEHUH JI036I.

OrneHka cOCTOSIHUS MAlMEHTOB B IEPHUOJ] TIOCTIE IEPEHEeCEHHOro HH(papKTa MHOKap/a J0JKHA BKIIIOYATh
OLICHKY (DYHKIIMU TIOYEK.

QOco0ble rpynisl MalueHTOB

Tayuenmul noscunoeo 6ospacma (cmapuie 65 1em)
Koppekuuu 10361 y NalneHToB MOXKUIOT0 BO3pacTa He TpeOyeTcs.
Tayuenmol ¢ Hapyuwenusmu QyHKyuu novex
VY manueHToB ¢ HapylieHneM (QyHKIIMH OYeK KOPPEKIUH 036l Ipenapara He Tpedyercs. B Hacrosimee
BpeMsl HeT JaHHBIX O MPUMEHEHHWU I[IpernapaTa y mauueHToB co ckopocthio KK menee
10 mu/mMuH.
THayuenmwl ¢ HapyweHusMU YHKYUU NeyeHU
[TanmeHnTam ¢ JErKUMH U YMEPEHHBIMU HapyLIEHUSMU (YHKIMHM ME€YeHW HeOUIMapHOro reHesa 0e3
SIBJIGHUN XoOJIecTa3a IMpenapar cleAyeT NMPUMEHSTh C OCTOPOKHOCTBIO, CyTOYHAasl J03a HE JOJKHA
npesbimath 80 Mr.

eTH
bezonacnocts u a3 pextuBHOCTH Tpeniapara Ban3 y nereii B Bo3pacte ot 0 10 18 et Ha 1aHHBI MOMEHT
HE YCTaHOBJIEHBI. /laHHBIE OTCYTCTBYIOT.
Apmepuanvrasn cunepmen3us
Pexomennyemast HauanbpHas 103a npenapara Bans y nereit u noapoctkoB oT 6 1o 18 et cocrtasnser 40
Mmr 1 pa3 B neHb npu Macce Tena pedenka meHee 35 kr u 80 mr 1 pa3 B ieHb Npu Macce Tena pedeHka
6onee 35 kr. Jl03y peKOMEHI0BaHO KOPPEKTHPOBATH C ydeToM cHUKeHus AJl.
MaxkcumasnbHble peKOMEHI0BaHHbIE CYTOUHBIE J103bl OTpaXKeHbl B Tabnuie Huwke. [Ipumenenue dosee

BBICOKHUX 03 HC PCKOMCHAOBAHO.
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Macca Tesa MaKcumansias pecomeriosanman - | o]0 000)
CyTOYHAsA 1032
> 18 kr <35 kr 80 mr
> 35 kr < 80 xr 160 mr
>80 kr < 160 xr 320 mr

Xponuueckas cepoeunas He0oCmamoyHOCmy U NEPEeHEeCeHHbL OCMPbILL UHDAPKM Muokapoa
[Ipenapar Bams ne pexomenngoBan ans jeuenuss XCH u mocie mepeHEeceHHOro ocTporo MHQapkra
MHOKap/ia y nalueHToB miaaue 18 ner.

IIpenapar Ban3 npoTtuBonokasan y nerei B Bo3pacte oT 0 1o 6 JIeT 10 MOKa3aHUIO «apTepualibHas
TMIIEPTEH3UsA», Y AeTel U MOAPOCTKOB B Bo3pacTe 10 18 jeT — no ApyruM nokasanusm (cM. paszaen 4.3).

Ocobvie Z2Ppynnsvl nayueHmoe

Iayuenmoi ¢ napyuieHuem GyHKyuy novex

VY namuentoB oT 6 g0 18 mer ¢ Hapymenuem ¢ynkiun nodek mpu KK < 30 mu/muH, a Takxke y
MAIMEHTOB, HaXOASIIMXCS HAa T'€MOAMANIN3E, NPUMEHEHUE Ipenapara HE H3y4dalloCh, MO3TOMY €ro
MIPUMEHEHUE Y IaHHOM IpyMNIibl MALMEHTOB HE pekoMeHayeTcs. Y nauuentoB oT 6 1o 18 net mpu KK
6omee 30 mMi/MUH KOppeKIMH A03bI He TpeOyercs. Bo Bpemsi mpuema mpemapara Ban3 criemyer
TIIATEIbHO KOHTPOJIUPOBATh (DYHKIMIO TOYEK U COIEPIKaHUE KUl B CBIBOPOTKE KPOBH.

Iayuenmvi ¢ napywenuem hyHKyuu neyeHu

Kak u a5 B3pocnbIX ManueHToB MpUMeHeHue npemnapara Bans npoTuBonokazaHo Ajs MalueHToB OT 6
70 18 5eT ¢ TaxeNnbIMU HapyleHUusIMU (QYHKUIMU [I€YeHH, OMIIMapHBIM LUPPO30M U XosecTa3oM. OnbIT
IIPUMEHEHMsI BaJicapTaHa y MAalMeHTOB C JISTKUMU M YMEPEHHBIMU HapyIIEHUSMH (YHKLIHU MEeYeHU
orpannueH. He cnenyer npespimaTts 103y 80 Mr y JaHHOMW I'pyMIIbI NAllMEHTOB.

Cnoco0 nmpuMeHeHus

TabneTky creayeT NpPHHUMATh BHYTPb, HE pa3KeBbIBas, 3aluBas CTakaHOM BoJbL [Ipemapar
HE0OXO0IUMO MPUHUMATH PETYJIIPHO B OJHO U TOXE BpEMs CYTOK, HE3aBUCHMO OT IpHeMa TTHIIIH.
Pucka na tabnerke 40 mr, 80 mMr unu 160 Mr mpenHa3HaueHa [ IeIeHUs TaOJIETKU Ha JIBE PaBHBIC
JIO3BI.
4.3. IIporuBomokazanus

e [unepuyyBCTBUTENHHOCTh K BaJICAPTaHy MIU K JIOOOMY W3 BCIIOMOTATENIbHBIX BEIIECTB,

MepEYMCIICEHHbIX B pazjene 6.1;
e bepeMeHHOCTD, IEpHO TPYAHOTO BCKapMIMBaHUS (cM. pazaen 4.6);
e Tspxenbie HapyieHust GyHKIUHU TiedeHu (Oonee 9 G6amnoB no mkane Yaiina-I1er0), OunmapHeiii

UPPO3 U XOJIECTa3;
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e Bo3spact 10 6 jeT — mo MOKa3aHUIO apTepUAIbHAs %QHEM'&EE&EH&'I 10 "')IIIII)'I\}FI/IM

MOKa3aHUSM;

e OJHOBPEMEHHOE NPUMEHEHHUE C ATMCKUPEHOM U IIpernapaTamu, COAEpKalIUMHU aJIUCKUPEH, Y
MAlMEHTOB C CaXxapHbIM IUabeTOM W/WIM HapylleHHeM (PYHKIMU MOYEK CpeaHEH U TSkKeIon
cTenenu (CkopocTh Kiy6oukoBoit (uisrpamuu (CK®) menee 60 mu/mun/1,73 M2 muomanu
MMOBEPXHOCTH TeJa);

e OpHoBpeMeHHOE mTpuMeHeHHEe ¢ wuHruoOurtopamu AllD y nanmueHTOB ¢ AHMAOETHYECKOM
Hedponaruei;

e HemnepenocumocTh 7aKkTO3bl, JEGUIUT JIAKTa3bl, TJIIOKO30-TaJaKTO3HAs MallbabcopOouus
(mpemnapat COEPKUT JIAKTO3bl MOHOTHJIPAT).

4.4. Oco0ble yka3aHusl 1 MepbI NIPEJOCTOPOKHOCTH NPH NIPUMEHEHNH

C 0CTOPOKHOCTBIO

Crnenyer coOnronaTh OCOOYI0 OCTOPOXKHOCTh IpU NPUMEHEHMM I[Ipernapara y MalMeHTOB C
HACJIe/ICTBEHHBIM aHTHOHEBPOTHUECKUM OTEKOM, MO0 aHIMOHEBPOTHUYECKMM OTEKOM Ha (QoHe
IIpeILIECTBYIOIEH Tepalluy aHTaroHucTaMu perentopos anruorensusa Il (APA II) niau uaruburopon
AII®. IIpuHMMaTh ¢ OCTOPOKHOCTBIO IIPU JBYCTOPOHHEM CTE€HO3€ IIOYEYHBIX apTEepUil; CTEHO3E
apTepuu EIUHCTBEHHOW IIOYKH; TIEPBUYHOM THIIEPAJbJIOCTEPOHU3ME, NPU COOJIOACHUU THETHI C
OrpaHUYEHHBIM NOTPEOJIEHUEM NTOBAPEHHON COJIM; IPH COCTOSTHUSX, COIPOBOXKAAIOLINXCS 1e(PUIIUTOM
HaTpUs B OpraHu3Me W/WiK CHIKeHHeM o0bema upkynupytomiei kposu (OLIK) (B Tom uncne, nuapes
u pBota); y nanueHToB ¢ KK menee 10 mi/mun, y nauuentoB B Bo3pacte oT 6 10 18 ner u KK menee
30 Mi1/MHUH, B TOM YHUCJI€ HaXOJAUIMXCA HAa F€MOJUANN3€E; C JETKUMU U YMEPEHHBIMH HapyIIEHUSIMU
(GyHKIMU NIeYeHN OMIMapHOro U HeOMIMapHOro reHesa 0e3 sBIeHUH xosecrasa (< 9 6amioB Mo mkane
Yaiina-ITe10), y mammentoB ¢ XCH III-IV dynkmmonansHoro knacca (mo NYHA), dynkuus mouek
KOTOPBIX 3aBUCUT OT cocTosiHUS PAAC, MUTpanbHBIM UM aOPTAJIbHBIM CTEHO30M, TUIIEPTPOPUIECKON
OOCTPYKTHBHOM KapAHMOMHUONATHEH, a TakXe Yy MalUeHTOB I0cie TpaHCIUIaHTauu mnodyku. C
OCTOPO>KHOCTBIO OCYILECTBIISITH OJHOBpeMeHHOoe npuMmeHeHue APA II, Bximouas Bans, ¢ apyrumun
cpeactBamu, onokupyromumMu PAAC, takumu kak MHTHOUTOpH! AIID 1iu anuckupes.

Oco0ble YKa3aHusg

Tayuenmoi ¢ napywenuem yHKkyuu nouex

Crnenyer wuszberatb OJHOBPEMEHHOI'O NPUMEHEHHUS AHTarOHUCTOB pELENTOPOB aHruoTeHsuHa Il
BKJtovast Ban3, uimu uaruéutopoB AIID ¢ anuckupeHOM U MpenapaTaMu, CoIepKallliMH aTUCKUPEH, Y
MAIMEHTOB C CaXapHbIM A1a0eTOM 1 HapyIIeHUsIMU (PyHKINHU ToYek cpeaHel u Tskenoit crenenu (CKO
<60 ma/mun/1,73 M?).

Tunepranuemus
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KaJuiicOeperalonMu  AUYPEeTHKAMH, KaTUACOJICPKAIUMH 3aMEHUTEISIMH COJIM, WIH C JIPYTUMH
IpernapaTamMy, KOTOpPbIE MOTYT BbI3bIBAaTh IOBBIIIEHHUE COJAEPKAHUS Kalusl B KpOBU (Hampumep, ¢
rerapuHOM), CIEAYyeT COOMI0AAaTh OCTOPOXKHOCTh U MPOBOJAUTH PETYISPHBIA KOHTPOIb COJEpKaHUs
KaJusi B KPOBH.

Tpancnnanmayus nouxku

JlaHHBIX 0 6€30MaCHOCTH MPUMEHEHHS Ipenapara Bais y manneHToB, NepeHeCcInX TPaHCIUIAHTAIINIO
MOYKH, HET.

Jeguyum 6 opeanuzme nampus u/unu cnudxcerue OL[K

VY ManueHToB ¢ BBHIPAKEHHBIM Je(UIIMTOM B OpraHuzMe HaTpus u/nin cHwkeHHbIM OLIK, Hanpumep,
IIOJIyYaOLUX BBICOKHE J103bl TUYPETUKOB, B PEIKUX CIydyasX B Hayayle JEUEHUs IPErnapaToM MOKET
pa3BUBAThCS apTepUAIbHAS THIIOTEH3US, COMPOBOXKAAIOMIASACA KIMHUYECKUMHU TposBieHusMu. [lepen
HaYaJioM JIeYeHHUs mpenapatoM Bans cienyer mpoBecT KOPPEKIHIO COAEPKAHUS B OpraHU3Me HaTpus
n/umm BoctionHUTh OLIK, B TOM 4mcrie, myTeM yMEHBIIEHUS 03Bl INYPETHKA.

B ciyyae BO3HUKHOBEHUS BBIPAKEHHOTO CHMKEHMsI AJl maleHTa cieayeT YIOKHUTb C MPUIOTHATHIM
HOKHBIM KOHIIOM, IPU HEOOXOAUMOCTH MpoBecTH B/B HHPY3Hio 0,9 % pacTBopa HaTpus XJIopuia.
[Tocne crabunuzanuu A/l neuenue npenaparom Ban3 MoxkeT ObITh MPOIOIKEHO.

Cmenos noueunou apmepuu

[IpumeHeHne mnpemnapara KOPOTKMM KypCOM Yy NAIMEHTOB C PEHOBACKYJSAPHOM THMIEPTEH3UEH,
pa3BUBILEHCSA BTOPUYHO BCIEACTBHE OJHOCTOPOHHEIO CTEHO3a apTEPUM €JUHCTBEHHOW IIOYKH, HE
MPUBOANUT K CKOJBKO-HUOY/b CYIIECTBEHHOMY M3MEHEHMIO IMoKa3aTejed MOYeyHOW reMOJUHAMUKH,
KOHIEHTPAllMK KpeaTMHWHA ChIBOPOTKHM KPOBU WM a30Ta MOYEBHHBI KpoBU. OHAKO, yUUTHIBAsI, YTO
JpyTue JeKapCcTBEHHbIE cpecTBa, Baustonme Ha PAAC, MoryT BbI3bIBaTh NOBBIIIEHUE KOHLEHTPALIUU
MOYEBHMHBI U KPEaTMHHHA B CBIBOPOTKE KPOBH Y MAIlMEHTOB C JBYCTOPOHHUM CTEHO30M IIOYEUHBIX
apTepuil WIM CTEHO30M apTepUU EIUHCTBEHHOW IIOYKH, B KadeCTBE MEPHI IPEIOCTOPONKHOCTU
PEKOMEHIyeTCsI KOHTPOJIb 3THUX MOKa3aTeneH.

Tlepsuunbiii cunepanbO0ocmepoHU3M

[Ipemapat HeapdeKTUBEH s JEUEHUS apTepUANbHON THIEPTEH3WH Y TAIMEHTOB C MEPBUYHBIM
TUIEPaIbJI0CTEPOHU3MOM, TOCKOJIBbKY y JAaHHOW KaTErOpUM NAIMEHTOB HE OTMEYaeTcs aKTHUBALUs
PAAC.

XCH/nepuoo nocne nepenecenno2o uHgphapkma muoxkapoa

VY mnamumentoB ¢ XCH wunu mocne nepeHeCeHHOTO MH(papKTa MHOKap/Aa, HAYMHAIOUIMX JIEYEHUE
npenapatoM Bans, wacto ormedaercs HekoTopoe cHMkeHHE AJl, B CBSI3UM C 4YEM PEKOMEHIyeTCs

KoHTposb A/l B Hauane Tepanuu. [Ipu ycnoBuu coOmroeHNns peKOMEH AU M0 PeKUMY T03UPOBaHUS
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runoten3uu. Ouenka coctosiHus nmauueHToB ¢ XCH momkHa BKIIIOYATh OIIEHKY (DYHKIIMU TTOYEK.
Bcenencreue narn6uposanus PAAC y HEKOTOPBIX TAIMEHTOB BO3MOXHBI HAPYIICHUS! (PYHKLIUH ITOYEK.
VY nmanmentoB ¢ XCH II-IV ¢ynkunonansHoro Kiacca mo kinaccudukanuu NYHA, dyHKOus modek
KOTOPBIX 3aBUCHUT OT coctossHus PAAC, nedyenne nuaruouropamu AIID u aHTaroHUCTaAaMU PEIENTOPOB
anruoreHsuHa Il MOXeT cOmpoBOXKIATHCS OJNUTYpUEH W/WIM HApacTaHWEM a30TEMHHM U B PEIKHUX
CllydasixX pa3BUTHEM OCTPOI MOYEYHOW HEAOCTATOYHOCTH W/WIIM JIETaJbHBIM HcxonoM. [loatomy y
JaHHBIX KaTerOpHil NalMEHTOB IIepe]l IPUMEHEHUEM IpenapaTa Bans, a Taxke nepuoaudecKky BO BpeMs
JIeueHUs IIpernapaToM, He00X0AUMO IPOBOIUTH OLIEHKY (QYHKIIUHU MOYEK.

Kombunuposannas mepanus npu apmepuanbHoli 2unepmeH3uu

[Ipn aprepranpHON TWIEPTEH3UHM Ipenapar Bai3 MOKET NPUMEHATHCS B MOHOTEpAlUH, a TaKkKe
COBMECTHO C JPYI'MMH I'MIIOTEH3UBHBIMU CPEJICTBAMH, B YACTHOCTH, C JUYPETUKAMHU.
Kombunuposannas mepanus 6 nepuoo nocie nepenecenno2o uH@GapKma mMuokapoa

Bo3moxHO npuMeHeHue npenapara Ban3 B KoMOMHAIMK € APYTUMU JIEKAPCTBEHHBIMU IperiapaTaMu,
NPUMEHSEMBIMH  TIOCJTIE TIepEeHECeHHOro WH(apKTa MHOKapAa, a MMEHHO TPOMOOIMTHKAMH,
alleTWICATMIIUIIOBOM KHUCIOTON B KayecTBE aHTUArperaHTHOTO CPeJICTBa, OeTa-aJpeHo0I0KaTOpaMu U
uHruouropamu I MI'-KoA-penykrassl. Y qaHHOM KaTeropuH MaLMEHTOB HE PEKOMEH/1yeTCsl IPUMEHSATh
npemnapat Bans oqHoBpemenHo ¢ naruouropamu AII®, mockosnbKy naHHass KOMOMHUPOBAHHAS TEPATIUS
HE UMEET MPEUMYILECTB Mepe]l MOHOTepanuen BajacapTaHoM win uHruouropom AIID B oTHomEeHUH
nokasaresei oOuiel CMepTHOCTH 1O Jr000H MpUUYHNHE.

Kombunuposannas mepanus npu XCH

[Tpn XCH npenapat Ban3 MoxeT npuMeHAThCS Kak B MOHOTEpANHH, TaK U OJJHOBPEMEHHO C APYyTUMU
CPEICTBAaMH - TUYpPETUKaMH, CEpACUHBIMM IIIMKO3UAAMHU, a Takxke uHruouropamu AIl® wim Gera-
a/ipeHO0JI0KaTOpaMH.

VY naHHOW KaTeropuu NalMEHTOB HE PEKOMEHIYeTCsl NPUMEHEHUE TPOWHOM KOMOMHMPOBAHHON
tepanuu uaruouTopom AllD, Gera-agpeHoOI0kaTOpoM U Ipemnaparom Bans.

Aneuonespomuueckuti omex, xnroyas omexk Keunke

AHTMOHEBPOTHUYECKUH OTEK, B TOM YHCJIE€ OTEK TOPTaHU M TOJIOCOBOM IIENH, NPUBOASIIMN K
OOCTPYKIIMM JIbIXaTEIbHBIX MyTeH, W/MIM OTEK JIMla, T'y0, TIOTKM W/WIM OTEK A3bIKa, BCTpEyalcs y
MMAMEHTOB, TOJYYaBIIMX BajJCcapTaH, Yy HEKOTOPBIX W3 JTUX [AHEHTOB pPAaHEE BO3HHUKAJ
AHTMOHEBPOTUYECKHI OTEeK Ha (OHE MpHema JIPYrux MpenaparoB, B TOM uucie HHruoutopor AIID.
[Ipuem npenapara Ban3 B ciaydae pa3BUTHS aHTHOHEBPOTHYECKOTO OTEKa JOJKEH OBITh HEMEJIEHHO
OTMEHEH, BO300HOBJIEHHE TpueMa npemnaparta Bans 3ampenieHo.

Hapywenus ¢pynkyuu nevenu
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BpeMs KaK aMJIOAMIIMH HHTEHCHUBHO MeTabonu3upyercs B neueHu. Cienyer coOoaTb OCTOPOKHOCTh
IpU TPUMEHEHUHM Tpenapata Bam3 y mnanueHToB ¢ 3a0oiieBaHUSIMH T€YeHH (OCOOCHHO TIpHU
OOCTPYKTHUBHBIX 3a00JI€BaHUSIX >KETUYEBBIBOJAALIUX IIyTEH), COMPOBOXKIAIOIIUXCS HApPyIICHUIMU
(YHKIMM TICYCHH.

Iayuenmor ¢ obcmpyKyuell 6bIHOCAWE20 MPAKMA J1e8020 MHCeNYOOUKAd (MUMPATbHLIUL CMEHO3,
AOpMANbHLIU CIMEH03 UNU 2UNepmpopuyeckas 06CmpyKmueHas KapouoMuonamus)

Crnenyer mposiBIATH OCOOYIO OCTOPOKHOCTh IpPH TNPUMEHEHMM Ipernapara Ban3 y mnaiueHros,
CTpaJaroINX a0PTAIbHBIM CTEHO30M, MUTPAJIbHBIM CTEHO30M WJIM THIEPTPOUYECKOil 00CTPYKTUBHOU
KapIUOMHUOIIaTUEM.

Jleotinas onokaoa PAAC

OnHOBpeMEHHOE TNPUMEHEHHE C QJIUCKUPEHOM M IpenapaTaMy, COJEpXKalluMH aJIMCKUPEH,
MIPOTUBOMNOKA3aHO y MAIUEHTOB C CaXapHbIM TUa0EeTOM U/UIK HapylIeHueM (PyHKIIMU TIOYEK CpeHel u
TSOKENOW cTerneHu (ckopocTh kiryboukoBoit Quibrpammu (CK®) <60 mn/muu/1,73 M2) u He
PEKOMEHIYEeTCsl Y APYTUX MMAllUEHTOB.

OnHOBpeMEHHOE NMPUMEHEHUE aHTAarOHUCTOB PELEnTopoB aHruoreHsuHa Il ¢ maruburopamm AIID
MIPOTUBOMNOKA3aHO Yy MAIMEHTOB C IUa0eTUYECKOW HedpomaTHell M HE PEKOMEHIYETCs Yy IPYTrHX
MAIMEHTOB.

JBoiinas 6nokana PAAC nocpenctBom ogHoBpeMeHHOro npumeHeHust uuruouropa AII®, APA II nnmn
aJIMCKUPEHAa He peKOMEH10BaHa B o0uiei momyssanuu. OHaKo, B TOM cilydae, eciii KOMOMHUPOBaHHAs
Tepamnusi yKa3aHHBIMHU IIpenapaTamMy sIBJISETCs aOCOMIOTHO HEOOX0IMMOH, TaKoe MPUMEHEHHE JJOTKHO
OCYIIECTBIATHCS IO/ TIIATEIbHBIM HAONIOJIEHHEM Bpada, C 4acTbIM KOHTpoJeM mokazarteneid All,
(GYHKIIUH MOYEK, a TAK)KE COJEPKaHUS JIEKTPOJIUTOB JIa3Mbl KPOBH.

4.5. B3aumopeiicTBHMe ¢ [PYTHMH JIEeKAPCTBEHHbIMHM IIpenapataMd M Jpyrue BHABI
B3aMMOAEHCTBUA

VYcTaHOBIEHO, YTO TMpPU MOHOTEpANMM BaJICApTAHOM OTCYTCTBYIOT KIHMHHUYECKHM 3HAYUMbIE
B3aUMOJICHCTBUS CO CIIEAYIOIIMMHU JIEKAPCTBEHHBIMH CPEACTBAMHU: LUMETHAMHOM, BappapuHOM,
¢bypoceMu1oM, TUTOKCUHOM, aT€HOJIOJIOM, MHAOMETAIMHOM, TUIAPOXIOPOTHA3HIOM, aMJIOJAUIIMHOM,
IITMOCHKIAMHJIOM

sotinas onokaoa PAAC npu npumenenuu anmaconucmos peyenmopos aneuomensuna I, uneubumopos
AIlD unu anuckupena

OnHOBpEMEHHOE MPUMEHEHNE aHTarOHUCTOB PELIENTOPOB aHrnotreH3uHa I, Bkimtouas npenapar Bans, ¢
IPYTMMH CpENCTBaMH, OKasbiBaromMMHU BiHsgHHEe Ha PAAC, cBA3aHO C MOBBIILIEHHOW YacTOTOM
pa3BUTHS apTepUATbHON TUIIOTEH3UH, TUIIEPKAIIMEMUU U U3MEHEHHUI (YHKIIMH [TOYEK 110 CPAaBHEHHUIO C

MOHOTepanuel. PexkoMeHyeTcs IpoBOAUTh KOHTPOJb apTepUaibHOrO JaBieHUs, QYHKUUU MOYEK U
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cpencTBa, okaspiBatoiue Binusaue Ha PAAC.

VY nereil M MOAPOCTKOB apTepuanbHas THIIEPTEH3MU YacTO CBs3aHa C HAapyLICHHWEM (YHKIMU MOYEK.
PexomeH0BaHO C OCTOPOKHOCTHIO MPUMEHSTh BAJICAPTAH OJHOBPEMEHHO C JPYTMMU IIperapaTamu,
BJIMAIOIIMMU HAa PEHUH-aHMOTEH3UH-AJIbIOCTEPOHOBYIO CUCTEMY, Y MALIMEHTOB JAHHOW KaTE€rOpuu, T.K.
3TO MOJKET NPUBECTU K YBEIMYEHHUIO COJEP)KaHUs Kajusl B ChIBOPOTKE KpoBu. ClelyeT IpOBOAMTH
PEryJIsipHBIA KOHTPOJIb (YYHKIMH TIOYEK U COJEPKAHMSI KalHs B CBIBOPOTKE KPOBH y AIIMEHTOB TaHHOU
TPYIIIIBIL.

Hecmepouonwvie npomusosocnanumenvuvie npenapamol (HIIBII)

IIpu npumenenun BancaptaHa oaHoBpemeHHOo ¢ HIIBII (Bxkirouass ceneKkTUBHBIE HHTHOUTOPBI
LUKJIOOKCUT€Ha3bI-2) BO3MOKHO YMEHBIIECHUE €0 aHTUTMIepTeH3UBHOrO AeicTBus. [Ipu npumenennu
aHTaroHUCTOB peuentopoB anrnotensuHa Il oqnoBpemenno ¢ HIIBIT Bo3MoxkHO yxynmienue GpyHKIuu
MOYEK U TOBBIIICHUE COACpKAHMS Kaliusg B IUIa3Me KpoBH. [Ipu HE0OXOIMMOCTH COBMECTHOTO
npuMeHeHus Bajicaptana u HIIBII 1o Hauana gedeHus HE0OXO0AMMO TIPOBECTH OICHKY (DYHKIIMU TIOYCK
1 KOPPEKLNIO HapYLUIEHUH BOJHO-3JIEKTPOJIIUTHOTO OanaHca.

benxu-nepenocuuxu

[To pe3ynbpTataM ucciaenoBaHUS in Vitro Ha KyIbTypax MEUYEHH BaJCapTaH SIBISIETCA CyOCTpaToM Juis
oenxo-riepenocunikoB OATP1B1 u MRP2. Ilpu omHOBpeMEHHOM TNPUMEHEHUH BajcapTaHa C
uHruouropamu 6enka-nepeHocurika OATP1B1 (pudamnuumH, IUKIOCIOPUH) U C MHTUOUTOPOM OeJka-
nepeHocurka MRP2 (puToHaBup) MOKET yBEITMUMBATHCS CUCTeMHast sKkcno3unus BajacapTaHa (Cmax U
AUC).

IIpenapamuol rumus

[Ipn onHOBpEeMEHHOM NpUMEHEHUH NpenapaToB aUTHs ¢ uHruouropamu AIl® u APA Il ormeuanock
o0paTuMoe yBETUYEHHUE COJEp)KaHUS JMTUS B CHIBOPOTKE KPOBM M YCHJIEHHE, B CBS3M C 3TUM,
TOKCUYECKUX IPOSBICHUM, MO3TOMY PEKOMEHIYETCS INPOBOAUTH KOHTPOJIb COJIEpXKAHUA JIUTUA B
CBIBOPOTKE KPOBH. PHUCK TOKCHYECKHX IMPOSIBICHUH, CBA3AHHBIX C MPUMEHEHUEM IIPENapaTroB JINTHS,
MOXET JOMNOJHUTEIBHO YBEIWYMBATHCA IIPU OJHOBPEMEHHOM IPUMEHEHHH C IpernapaTtom Ban3 u
TUYpPETUKAMMU.

Jlexapcmeennvie npenapamul, KOmopbvie MO2YM NPUEECMU K YEENUYEHUIO COOEPHCAHUS KANUs 8 NAA3Me
Kpoeu

OpHOBpeMEHHOE TpHUMEHEHHE KanuiicOeperaroumx AUYpPeTHUKOB (B T.4. CHHPOHOJAKTOHA,
TpUAMTEpPEHA, aMWIOPHJAA), NPENnaparoB Kajus, COJEH, COAepKAIUX KaJIuh, a TaKXkKe Ipyrux
MPEerapaToB, CMOCOOHBIX YBEIUYMBATH COJAEP)KAHUE Kaiusl (Hampumep, remapuH U T.J.), MOXKET
IIPUBECTH K YBEIMYECHUIO COACPKAHUSA Kalusl B CBHIBOPOTKE KPOBH M Yy IALIMEHTOB C CEPIECYHOMN

HCAOCTATOYHOCTHIO K YBCIWMYCHHIO KOHICHTpAalWH KpC€aTHHHWHA CBIBOPOTKHW KpPOBH. Ecmu Takoe
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4.6. @epTUIBHOCTDH, 0€PEMEHHOCTH M JAKTAIUA

bepemeHHOCTD

Pestome puckos

Kak u mst mroboro gpyroro mpemnapara, okassiBaroniero Biausiaue Ha PAAC, npuMmenenue mpenapara
Baiz mporuBomnokazano mnpu OepeMEHHOCTH. YuuTbiBasg MexaHu3Mm peiictBus APA I, Henw3s
UCKITIOYUTh PUCK I miiona. M3BecTtHO, 4TO mpuMeHeHne HHruoutopoB AII® (kiiacc crnenupuuHbIx
JIEKapCTBEHHBIX cpeAcTB, naeicTByromux Ha PAAC) Bo Il u Il TpumecTpe 6epeMEeHHOCTH TPUBOJIUT K
MOpakeHUI0 M rudenu miofa. [1o TaHHBIM PETPOCIEKTUBHOTO aHAIM3a NMPUMEHEHHE MHTHOUTOPOB
AIl® B I Tpumectpe OepeMEHHOCTH AacCOLMUPYETCS C TMOTCHIHATbHBIM PUCKOM BO3HUKHOBEHHS
MOPOKOB pa3BuTHs MwioAa. [Ipu HenmpeqHaMepeHHOM MpueMe BajicapTaHa Ipu OEpeMEHHOCTH OMUCaHbI
CJIy4aud CaMOIIPOU3BOJILHOTO MPEPbIBaHUs OEPEMEHHOCTH, MAJIOBOIUS U HAPYIIEHUS (YHKIIUH ITOYEK Y
HOBOPO’KJICHHBIX.

B cnyuae, eciin GepeMEHHOCTh AMArHOCTHPOBAHA B MEpPUOJ JICUEHHUs IpenapaTtoM Bams, mpemnapar
clielyeT OTMEHUTh KaK MOKHO PaHBbIIIE.

Knunuuecxue acnexmeot

MamepuHCKuL? u/unu 3M6pu0d)emaﬂbelﬁ PUCK, ClCCOMMMDOBdHHblﬁ ¢ 3a001e6anuem

AprepuanbHas TUNEPTEH3US TpU OCPEMEHHOCTH YBEJIWYHBAECT PHCK PAa3BUTH IMPEIKIAMIICHH,
reCTallMOHHOIO caxapHOro aualeTa, NpeXIeBPEeMEHHBIX pOJOB, a TaKKe OCIOXHEHHH B pojax
(HammpuMep, HEOOXOIMMOCTb KecapeBa CEUYEHMsI, pa3BUTHE IOCIEPOAOBOro KpoBoTedeHus). llpu
apTepUANbHON TUTIEPTEH3UN YBEIMUMUBACTCS PUCK 3aJI€PKKHM BHYTPUYTPOOHOTO PAa3BUTHS TUIONA U
BHYTpUYTPOOHOH rudenu mioaa.

Puck co cmoporbl n100a/H080DOHCOEHHO20

ManoBojue y 6epeMeHHbIX, IpUHUMAatOKX npenapatsl, Biaustomue Ha PAAC Bo II u III Tpumectpe,
MOKET NMPUBOAUTH K YXYAIIECHUIO (QYHKIUHU MOYEK IUIOAA, YTO B pe3ysbTaTe NMPUBOAUT K aHYpUH U
MMOYE€YHOH HEJOCTATOYHOCTH, TUIOIJIA3UU JIETKUX IJ10Ja, AeQopMaliy CKeleTa IJI0Ja, BKItouas
TUIIOIIA3UI0 KOCTEH uepena, apTepuaabHOM TMIOTEeH3UH U THOeNH MiI0/a.

IIpu HempenHamepeHHOM npueme npenapatoB APA Bo BpeMsi OEpeMEHHOCTH CIIEAYEeT PacCMOTPETh
BOIIPOC O HEOOXOJUMOCTH COOTBETCTBYIOIIET0 MOHUTOPHHIA COCTOSIHUS ILJ10/1a.

HoBopoxxneHHbIX, MaTepu KOTOpBIX Moiydanu Tepanuio APA, cineayer TiarenbHO HaOnr0AaTh
OTHOCHUTEIIBHO PAa3BUTHS apTEPUAIBHON TMIIOTEH3UU.

Bancapman

[Ipn wu3yueHun ->MOpuUOGETAILHOIO pa3BUTHS Yy MbIIIEH, KPOJMKOB U KpbIC Habonazach
(heTOTOKCHYHOCTh, KOTOpasi aCCOIIMMPOBAIACH C MATEPUHCKON TOKCUYHOCTBIO Y KPBIC ITPH TPUMEHEHUN

BajicapTaHa B CyTouHOW no3e 600 MKI/KI B CyTKH, YTO NpHUONM3UTENBbHO B 18 pa3 mpeBblaeT
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(pacuet npenmnonaraet CyToUHyo 103y 320 Mr BHYTpb JJIs NTALlMEeHTa ¢ Maccoi Tena 60 Kr), 1 KpOJIMKOB
[IpU IPUMEHEHUH BajicapTaHa B cyTo4HOH 703e 10 mr/kr, yro npubmusurensho B 0,6 pa3 mpeBbIaeT
MaKCUMaJbHYI0 PEKOMEHJIOBAaHHYIO CYTOUHYIO 103y Ul YeJOBEKa U3 pacyeTa MI/KI Macchl Tena
(pacuer mpenamosiaraeT CyTo4Hyr 103y 320 Mr BHYTpb JJIa HanueHta ¢ Maccoit tema 60 kr). He
OTMEUYEHO SIBJICHHI MAaTEPUHCKOW TOKCHYHOCTU WM (PETOTOKCUYHOCTH MPH MPUMEHEHHH y MBIIICH B
CYTOYHBIX Jn03ax g0 600 Mr/kr, 4to TpHOIU3UTENHPHO B 9 pa3 NpPEBHIIAET MAaKCUMAIBHYIO
PEKOMEH/I0BaHHYIO CYTOYHYIO 103y JUIS YeJIOBEKa U3 pacyeTa MI/KI Macchl Teia (pacyeT MpeanonaractT
CyTOYHYIO0 103y 320 MIr BHYTpb JIJIsl AIMEHTa ¢ Maccoi Temna 60 Kr).

JlakTanus

HeusBecTHo, mpoHMKaeT JM BajcapTaH B TPYJHOE MOJOKO. B JOKIMHMYECKHX HCCIIET0BaHUIX
MOKAa3aHOo, YTO BaJICAPTaH BBIAEISETCA C MOJIOKOM JIAKTUPYIOLMX Kpbic. [I[puMeHeHune mpemnapara Bo
BpEMSI TPYTHOTO BCKApPMJIMBAHUS MTPOTHUBOIIOKA3aHO.

Tayuenmxu u nayuenmuol ¢ COXpaHeHHbIM PenpoOYKMUSHLIM NOMEHYUATOM

Kak u nr060i gpyroit npenapar, okassiBaroiiuii npsimoe nefictsue Ha PAAC, npenapar Bais He ciienyer
Ha3HayaTh >SKEHIIMHAM, IUIAHUpYIOIKUM OepemeHHOcTh. Ilpu BbeIOOpe mroboro mpemapara,
BozfeicTByomero Ha PAAC, Bpauy cienyer npouH(GOPMUPOBATH MALMEHTKY C COXpPaHEHHBIM
PENpPOAYKTUBHBIM IIOTEHIHMAJIOM O BO3MOXXHOM pHUCKE IPUMEHEHHMs Ipenapara BO BpeMs
OEpEeMEHHOCTH.

DepTHabHOCTD

OTCyTCTBYIOT JaHHBIE O BIMSHHUM Tperapara Ha (epTUIBLHOCTh uenoBeka. [Ipu ucciemoBaHUM Ha
YKUBOTHBIX HE Ha0moaa10ch 3(h(PeKToB BO3IEHCTBHS BajicapTaHa Ha (PepTUITEHOCTD.

4.7. Buusinde Ha CHOCOOHOCTH YINPABJIATHL TPAHCHOPTHBLIMM CpeICTBAMHM U pPadoTath C
MeXaHU3MaMH

[Tockonbky Ha QoHE Tepanmuu MpenaparoM BO3MOXKHO Pa3BUTHE TAKUX HEXeNaTEeNbHBIX PeakIuil Kak
TOJIOBOKPYKEHHE WM OOMOpPOK, MalMeHTaM, MPUHUMAIOIUM mpernapaT Bans, crnemayer coOmroaaTh
OCTOPOKXHOCTE MpPHU YIPABICHUU TPAHCIOPTHBIMHU CPECACTBAMH W 3aHATUH JAPYTHMMHU IMOTCHIUAJIBHO
OMacCHBIMU BUIAMH JI€ATEIbHOCTH.

4.8. HexxennaTesbHbIE peakuu

Pesrome nmpodung 0e30macHoCTH

VY manueHToB ¢ apTepuarIbHOW TUIEPTEH3UEH B KOHTPOJIMPYEMBIX KIMHMUYECKHX MCCIIET0BAHUAX
yactota HexenaTenbHblx peakuuid (HP) Opima cpaBHuma ¢ mmane6o. OTCYTCTBYIOT JaHHBIE O
3aBHCUMOCTH 4aCTOTHI Kakoi-1160 u3 HP oT 1036l MM MpoJoDKUTENIEHOCTH JICYEHUS, a TaKXKe 10Ja,

BO3pacTa WM pacoBO¥ mpuHaIexkHoCTH. [Ipoduns 6e3onacHocTH mpenapata Ban3 y manueHToB ¢
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BaJICApTaHa Y B3POCIbIX MAIUEHTOB.

Hwxe npuBenenst HP, xoTopbie Habmoganuch B XO0[€ KIMHHUYECKUX HCCIEIOBAHUN, a TaKXKe MPHU

IIPpUMEHCHUM IIp€iapaTta B KIMHAYECKOMN ITPAKTHUKE.

HJ’ISI OLICHKH YaCTOTbI HCXKECIIATCIIbHBIX peaKHI/IfI HCIIOJIB30BAaHbI CICAYIOINIUME KPUTCPUU: OYCHB 4acCcTO

(>1/10); wacto (>1/100, <1/10); mewgacro (>1/1000, <1/100); peako (>1/10000, <1/1000); oueHsb penko

(<1/10000), BrIItOUast OTACIBHBIE COOOMIEHUS. B Tipenenax Kaxk10il Tpynibl, BEICIEHHOW TI0 9acTOTe

BCTPEYACMOCTH, HP pacipeaciiCHbl B IOPAAKE YMEHBIICHHUSA UX BAXKHOCTH.

,HJ'I?I BCEX HP, BBIBJICHHBIX B KIMHHYECKOM IMPAKTHUKE W IIPpU aHAJIU3C J'Ia60paT0pHBIX IoKa3aTejeu

(4acToTy pa3BUTHS KOTOPBIX YCTAaHOBUTH HEBO3MOKHO) MCHOJB30BAJIaCh Tpajalus «4acToTa

HCHU3BCCTHA).

Ilayuenmul ¢ apmepuanvrou eunepmensueu

CuCcTeMHO-OpraHHbIil KJIacce

He:xesareabHasi peakmus

YacrToTa

CBIBOPOTOUHYIO 00JIE3HB

Hapywenus co cmoponuvl kpou | CHUXKEHHE reMOrjao0MHa, | 4acTOTa HEU3BECTHA
U IuMpamuieckou cucmemol reMaTokpuTa,  HEUTpOINeHus,

TPOMOOLIMTONECHUS
Hapywenus co cmoponul peaxkuuu HOBBILIEHHON | YacTOTa HEU3BECTHA
UMMYHHOU CUCTEMbl YyBCTBUTEIBHOCTH,  BKIIIOYAs

Hapymeﬂuﬂ Memabonusma U
numarusl

IIOBBIIICHUE CONCPKAHUS KaIusl
B CBIBOPOTKE KPOBH

4aCTOoTa HCU3BCCTHA

Hapywenuss  co  cmoponwi
op2aHa cyxa u 1abupunma

BEPTUTO

HCYaCTO

Hapywenuss  co  cmoponuvl
€0cy008

BaCKYJIUT

4aCTOTa HCM3BCCTHA

Hapywenus co cmoponul
ObIXAMENbHOU CUCMEMblL,
0p2ano06 epyOHOU KIemKu U
cpedocmenust

Kalaciib

HCYaCTO

JKenyoouno-kuweunvie
Hapyulenus

00JIb B )KUBOTE

HCYaCTO

Hapywenus co cmoponvl
neyeHU U JHcendesblo0AUIUX
nymeu

HapyluleHue (PyHKIHUU TEYEeHH,
BKJIIOYAsI MIOBBILLICHHE
KOHILEHTpaluu OumupyOnHa B
1a3Me KpoBH

qacToTa HEM3BCCTHA

Hapywenus co cmoponul kosrcu
U NOOKOJICHBIX MKAHell

AHTMOHEBPOTUYECKHAN OTeK,
OyJJIe3HBIH JAepMaTUT, KOXKHAs
ChIllb, KOKHBIN 3]

qacToTa HEM3BCCTHA

Hapywenus co CMOpPOHbL
MbIULEYHOT, cKenemHou u
COCOUHUMENbHOU MKAHU

MHUuajJarums

qaCcTOTa HCM3BCCTHA

HapymeHu}z CO CMOPOHbL NOYEK

HapyuieHus: (QYHKIMHA TOYeK,

U MOY€eBbIBOOAUUX nymell MOBBILLIEHUE KOHIIEHTPAIIH
KpeaTUHMHa B CBIBOPOTKE
KpOBH
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EAEETENBHOC TS 0000)

e
061/1/;146 Hapyuterus u peakyuu 6 | IOBbIILICHHAA YTON [JISIGMOC'HSI -

mecme 86e0eHUs

Taxxke B X07e KIMHUYECKUX MCCIIEAOBAHNUN Y TTAIIMCHTOB C apTePUAIbHON rUINepTeH3uel HabI0Janch
CJIeIyIOIME HEXKEaTeIbHbIE PEaKLIUU, IPUUYNHHO-CIIEICTBEHHAs CBSI3b KOTOPBIX C IPUEMOM IIpernapara
HE yCTaHOBJICHA: apTPaJITHsl, aCTeHUs, 00JIb B CIIMHE, IUapesi, TOJIOBOKPYKEeHHE, 0CCOHHULIA, CHUKEHUE
nuOuao, TOUIHOTA, mepudepuyecKkrue OTeKH, (apUHTUT, PUHHUT, CHUHYCUT, HH(EKIHH BEPXHUX
JIBIXaTENbHBIX MMyTeH, BUPYCHBIC HH(EKLINH.

layuenmui, nonyuarowue npenapam Banz nocne nepenecenno2o ocmpozo ungapkxma muoxapoa u/uiu

npu XCH

CucreMHO-OpraHHblii Kjace

HexenaTenbHasi peakuus

YacrTora

Hapywenus co cmoporwl kposu | TPOMOOIIUTOTICHUS 4acTOTa HEM3BECTHA
U IUMPamuueckou cucmemol
Hapywenus co cmoponut peakuuu MTOBBIIIIEHHON | YacTOTa HEU3BECTHA
UMMYHHOU cucmembl YYBCTBHTEIBHOCTH,  BKIJIIOYAs
CBIBOPOTOUYHYIO 00JI€3Hb
Hapywenus memabonrusma u | TUTIEPKATHCMHUS HEYACTO
numanusn*
Hapywenus  co  cmopomnwl | BEpTUTO HEYacTo
opeana cuyxa u 1adupunma
Hapywenuss  co  cmoponwl | ycuieHnue CHMIITOMOB | HEYACTO
cepoya XPOHUYECKOU CepIeYHON
HEJI0CTATOYHOCTH
Hapywenus  co  cmoponwl | BeIpakeHHOe cHmkeHue A]ll, | gacro
cocy0o8 OpTOCTaTUYeCKasi THIIOTEH3HS

HapyuieHus

BaCKYJIUT 94acTOTa HEM3BECTHA
Hapywenus co cmoponul Kariemnb HEYacTo
ObIXAMENbHOU CUCTEMbL,

0p2ano06 epyOHOU KIemKu U

cpedocmenust

Kenyoouno-kuweunvie TOIIIHOTA, AHapes HEYacTo

Hapywenus co cmoponul
neveHu U Hcenuesbl8o0AUUX
nymeu

MIOBBIIICHUE AKTUBHOCTH
«TIEYEHOYHBIX» (pEepMEHTOB

4aCTOTa HCHM3BCCTHA

Hapywenus co cmoponul kosrcu
U NOOKOJICHBIX MKAHell

AHTMOHEBPOTUYECKHM OTEK

HEYaCcTO

OyJUIe3HbIN JepMaTHUT, KOXKHAs
ChIITb, KOXKHBIHN 3y

JacToTa HEM3BCCTHA

U MOYeBbl8OOAWUX nymell

HEJIOCTATOYHOCTb, IOBBIIICHUE
KOHILICHTpAallUh KpEaTHHHHA B
CBIBOPOTKE KPOBH

Hapywenus  co  cmoponvt | MUQITHS yacToTa HEM3BECTHA
MbIUEYHOU,  CKelemHou U

COCOUHUMENILHOU MKAHU

Hapywenus co cmoponwvl nouex | octpas Io4vevHas | He4acTo

TIOBBINICHUEC COACPIKAHUSA a30Ta
MOUYCBHUHEI B IJIa3MC KPOBH

JaCcTOTa HCM3BCCTHA
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Obwue napywenusi u peakyuu 6 | aCTCHUS, ioBbIeH s | Hredacto | — BT TE Tl

COOTBETCTBYET SKCNEPTHOMY OTYETY

Mecme 66e0eHUs YTOMIISIEMOCTD
*ommeuaemcsi nogviuleHue KOHYeHmpayuu Kajiusd 6 CbleOpomkKe Kpoeu (’{CZCWZOWZCZ H€M36€CI11HCZ) no
pesyvibmamam noCmmapKenuunH2o6sblx UCcne008anull.

Taxxe B X0J1€ KIMHUYECKUX UCCIIEIOBaHUM BajcapTaHa y MAallMEHTOB I0CJE NIEPEHECEHHOT0 OCTPOIo
nHpapkTa muokapaa w/wm npu XCH nabmonamuce crnenyrone HP, mpuarHHO-CIIeICTBEHHAS CBS3b
KOTOpBIX C €ro MpPHEeMOM HE YCTaHOBJICHA: apTpajirus, O00Ju B KUBOTe, OONb B CIUHE, acTCHUS,
OeccoHHUIIa, CHIDKEHHE TUOU0, HEHTporeHus, nepudepudeckre oTeku, GapuHruT, pUHUT, CHHYCUT,
WH(EKIMH BEPXHUX JIBIXaTEIbHBIX ITyTEeH, BUPYCHbIC HHPECKITUH.

Ecnu nro0ble u3 ykazaHHBIX B MHCTPYKIIUHU HEXENATEIbHBIX peaklnil ycyryOustoTes, wiu Bel 3amMetninu
mo0bIe ApyTHe HeKeNaTeNIbHbIE peakllii, He YKa3aHHbIE B MHCTPYKIIMH, COOOIIUTE 00 3TOM Bpauy.

Coo011enune 0 Moa03pEBAEMBIX HEXKETATEIbHBIX PEAKIINIAX

Baxxno coobmarh 0 mogo3peBaeMbIX HEXENATEIbHBIX PEAKIMIX MOCIIEe PETUCTPAIIMHU JIEKAPCTBEHHOTO
mpenapara ¢ ILejdblo 00ecreueHrss HENPEPhIBHOIO MOHHMTOPHHIA COOTHOIICHHS «IIOJIb3a — PHUCK»
JIEKapCTBEHHOT0 Mpemnapara. MeAUIMHCKUM paOOTHHKAM PEKOMEHIyeTcs coo0lmaTh O JH0ObIX
MOJ03PEBAEMBIX HEXKEIATEIbHBIX PEAKIMIX JIEKAPCTBEHHOTO IIpernapara uepe3 HallMOHAbHBIE CUCTEMBbI
COOOIIEHUS O HEXKENATEIBHBIX PEAKIUAX TOCYAAPCTB — WICHOB EBPa3HiicKOro 9KOHOMHYECKOTO COI03a.
Poccuiickas @enepanust

109012, r. MockBa, CnaBsiHcKast muionaib, 1. 4, ctp. 1

®denepanpHas cayx0a o Haa3opy B chepe 3apaBooxpaneHus (PoczapaBuanzop)

Tenedon: +7 800 550 99 03

On.noura: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.7. TIlepeno3dupoBka

CuMIToOMBI

[Ipu nepeno3upoBke npenapara Ban3z 0CHOBHBIM MPOSIBJIEHUEM SIBIIIETCS BIPAKEHHOE CHUXeHue AJl,
YTO MOKET MPUBECTU K YTHETCHUIO CO3HAHMSI, KOJUIATICY W/WJIH IIOKY.

Jleuenue

CumnToMaTHdeckoe, XapakTep KOTOPOTO 3aBHUCHUT OT BPEMEHH, MPOIIEAIIET0 C MOMEHTa IpHeMa
npenapara, U OT CTENEHH TSHKECTH CUMIITOMOB.

[Ipu ciyuaiiHOW Tepeno3upOBKe CIEeIyeT BBI3BATh PBOTY (€CiH MpemnapaT ObUT IPUHST HEAABHO) HIIU
MIPOBECTH MPOMBIBAaHUE KETyAKa. B ciydae BO3HUKHOBEHUS BRIPAXKEHHOTO CHIDKCHHS A/l B kauecTBe
Tepanuu HeoOxoauMo BHyTpuBeHHOE BBeneHue 0,9 % pacTBopa HaTpus XJIOpHUAQ, MAMEHTA CIAEAYeT
YII0KUTb, TPUTIOAHSIB HOTH, HA HEOOXOAMMBIH JJIsl Tepalluy NePUOo/I BpEMEHH, IPUHSB aKTUBHBIE MEPHI

o NoAACPKaHHUKO ACATCIBHOCTU CCp,Z[C‘-IHO-COC}’,Z[HCTOfI CHUCTCMBI, BKJIFOYas1 peI‘y.TIinHBIﬁ KOHTPOJIb
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JeSATEILHOCTH CEP/IIa U IbIXaTeIbHON CHCTEMBI, 00BbeMa LII/I]DK%M% ﬁ‘b‘ﬁmbﬁf{&ﬂ_ RofdetTBa

BBIJICIIIEMOM MOYH.

5. ®APMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapmakoTepaneBTUUYECKas rpymna: anrnotrenzuna Il penentopos aHTaroHUCT
Ko ATX: CO9CAO03

Mexanusm aeiicteus U hapMakoauHaMmuieckue 3O GEKThI

Basicaptan — akTHBHBIN crieliM(pUISCKUN aHTAarOHUCT PEIeNTOPOB aHTHoTeH3uHa [I, mpegHa3HaueHHbII
U1 ipreMa BHYTpb. M30upatensHo O1okupyeT penentopsl noaruna ATy, KOTOpble OTBETCTBEHHBI 32
s¢dextrl anrnotensuna Il Cnencreuem 6okansr AT -penenTopoB sBISETCS MOBBIIIEHUE TIa3MEHHON
KOHLEHTpauuu aHruoteHsuHa II, koTopelii MokeT cTUMyNIMpoBaTh He3abaokupoBaHHble AT-
peuenTtopsl. Bancapran He uMeeT CKOJIbKO-HUOYAb BBIPAXEHHOM aroHUCTHUYECKOW AaKTHBHOCTU B
otHoweHun ATi-penentopoB. CpoacTBo BasicapTaHa K peuentopam noaruna AT npumepso B 20 000
pa3 Belle, yeM K peuentopam noaruna AT;. OTCyTCTBYIOT JAaHHBIE O TOM, 4YTO BajcapTaH
B3aUMOJICHCTBYET WM OJIOKUPYET Jpyre rOPMOHAIbHBIE PELIETITOPHI MIIM MOHHbBIE KaHAJIbI, UMEIOILNE
BaXHOE 3HAYCHHE B PEryJsIIUU GYHKUIUN CepAeYHO-COCYJUCTON CUCTEMBI.

Bancapran He uHruOupyer anruoreHszuHnpenpauaromuil gpepment (AIID), Taxke M3BECTHBIA Kak
kuHUHa3a I, kotopelii mpeBpamaer aHruoreH3uH [ B aHruoreHsuH Il u BbI3BIBaE€T paspylieHue
OpaJlKWHUHA, YTO YMEHBIIAET BEPOSITHOCTh BO3HUKHOBEHMSI Kallllsl MpU Mpueme npenapara Bansz. B
CPAaBHUTENbHBIX KIMHUYECKUX HCCIEIOBaHMAX BancapTaHa ¢ mHruouropom AIID yacrora pa3zBuTHs
Cyxoro kamuist Obuta goctoBepHo Hmxke (p<0,05) y mamueHToB, moiydyaBmiux BancaptaH (y 2,6%
MalUEeHTOB, MOJy4YaBUINX BajicapTaH, U y 7,9% - momywaBmux uHruourop AII®). B knuHuyeckom
HCCIIEIOBAaHUM 4YacTOTa pa3BUTHUS CYXOro KalUlsl NpU TNPUMEHEHHM BajcapTaHa WU THA3UIHOIO
JIMYypeTUKa y MallMeHTOB C CyXUM KaluleM Ha (oHe mpenmiecTByomeil repanuu nHruouropom AlldD
cocraBuina 19,5% u 19,0% cooTBeTcTBEHHO 1O cpaBHEHUIO ¢ 68,5% MannueHTOB, KOTOPHIE MOTyYaln
uaruouTop AIlD (p<0,05).

IIpumenenue npu apmepuanbHol cunepmeH3uu y nayuenmos cmapuie 18 nem

IIpn neueHum BajlcapTaHOM IALMEHTOB C apTEPUAIbHON TUIIEPTEH3UEH OTMEUAETCS] CHUKEHHE
aprepuanbHOoro gasineHus (AJl), He CONPOBOXKIAIOLIEECS] HN3MEHEHUEM YacTOThl CEPAECUYHBIX
cokpamennii (UCC).

[locne mnpumeHeHHs] BHYTPb pa3oBOMl J03bl IpermapaTa y OOJNBIIMHCTBA MAlMEHTOB Haydajo
AHTUTUIIEPTEH3UBHOTO JEHCTBHs HaONIO/MaeTcsl B TeUEHHE 2 4acoB, a MaKCUMalbHOE CHMKeHHE AJ]
JocTuraercs B mpenenax 4-6 4, coxpausiomieecs Oonee 24 yacoB. [Ipy MOBTOpHOM NpUMEHEHUH
npernapaTa MaKCUMalbHOEe CHIKeHHE A /], BHE 3aBUCUMOCTH OT MPUHATON J103bl, 0OBIYHO JOCTUTAETCS

B npenenax 2-4 Helenb U MOAACPKUBACTCS HA JOCTUTHYTOM YPOBHE B XOJ€ JIUTEIIBHOW Tepanuu. B
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clly4ae OJIHOBPEMEHHOTO MPUMEHEHUSs Mpernapara C mz{poxnélab:'r:ﬁ% I 'ﬁJ&ﬁ&"a’é‘x‘%}r ESC'%E%BH%

COOTBETCTBYET ZKCNEPTHOMY OTUYETY

JIOTIOJTHUTEIbHOE CHIDKeHUE A/l

Pe3koe npekpaiienre NpUMEHEHNs BaJicapTaHa HE CONPOBOXKAAETCSA 3HAUUTEIbHBIM MTOBBIIIEHUEM A /]
WU APYrUMH HexenateabHbIMU peakuusmu (HP). ¥V manmeHToB ¢ apTepualbHOW THUNEPTEH3UEH,
caxapHbIM auabeToM 2 THma W HedpomaTHed, NMpUHMMAIONUX BajcapTaH B go03e 160-320 wr,
OTMEYaeTCs 3HAUUTENIbHOE CHUKEHUE MTpoTennypuu (36-44%).

IIpumenenue nocie ocmpozo uHghapkma muokapoa y nayueHmog cmapuie 18 nem

[Ipn mpuMeHeHUHU BajicapTaHa B T€YEHHUE 2-X JIET y MalUEHTOB, KOTOPbIE Ha4yajdd MPUHUMATh €ro B
nepuoa ot 12 4 go 10 gHElH mocie MepeHeceHHOro ocTporo MHpapkTa MHOKapnaa (OCIOKHEHHOTO
JICBOXKEYTOYKOBOW HEJOCTATOYHOCTBIO W/WIIM CHUCTOJIMYECKOW AUC(HYHKIMEH JIEBOTO JKENyJI0uKa),
CHIDKAIOTCS TIOKa3aTeny OOmIeld CMEPTHOCTH, CEPACYHO-COCYIMCTOM CMEPTHOCTH U YBEINYHBACTCS
BpeMs 10 TEpBOM TOCMUTANIM3AIMH 1O TOBOAY OOOCTpEHHUs TEYEHHs] XPOHHUYECKOH CcepIeyHOn
HegocratouyHocty (XCH), moBTopHOT0 MH(apKTa MUOKap/1a, BHE3AITHOW OCTAHOBKH CEP/LIa U HHCYIIbTa
(6e3 nmeranpHOTO Mcxoaa). Ilpoduns Ge3omacHOCTH BajicapTaHa y MAalMEHTOB C OCTPBIM HH(APKTOM
MHOKap/ia CXO/IEH C TAKOBBIM IIPU JPYIHX COCTOSTHUSX.

XpoHnuueckas cepoeunas neoocmamoyrnocms (XCH) y nayuenmos cmapute 18 nem

[Ipu npumeHenuu BajcapTaHa (B cpeaHell cyTouHOU no3e 254 Mr) B Te4eHHe 2-X JIeT Y MalMeHTOB C
XCH II (62%), 11T (36%) u IV (2%) dbyakumnoHansHOTO Kitacca 1o kiaccudukanuun NYHA ¢ ¢pakiueit
BbIOpOca sieBoro xenyaouka (JIDK) menee 40 % u BHyTpeHHUM quacTtoiandeckum auamerpoM JIK Gonee
2,9 cM/M?, HOJTydYarOIMX CTaHIAPTHYIO TEpamuio, BKiIodas MHTHOMTOpHl AIID (93%), aumyperuku
(86%), murokcun (67%) u Oera-agpeHobmokatopsl (36%), oTMedaeTcs TOCTOBEPHOE CHUKEHHE
nokazatenst oomel cmeptHocTu (Ha 33%), CepleyHO-COCYAUCTOM CMEPTHOCTH W 3a00JI€Ba€MOCTH,
cBsa3aHHOM ¢ XCH (BpeMst 10 HacTymJIeHUs MEPBOrO CEPJIEYHO-COCYAUCTOrO COOBITHSI), KOTOpHIE
OLICHUBAIOTCSI 110 CJIETYIOIIUM [T0Ka3aTelsiM: CMEPTh, BHE3AIHAs CMEPTh C MIPOBEIECHUEM PEAHUMALINH,
rocuuTaiu3anus 1no nooay odocrpenus teueHuss XCH, BHyTpuBEHHOE BBEJEHHE WHOTPOIHBIX HMIIU
COCYJIOpaCUIUPSIONINX TIPenapaToB B TeueHue 4 uiau Oojiee yacoB 6e3 rocrnuranuzanuu (Ha 44%). B
rpynie naueHToB, noayyatomux HHruoutopsl AIID (6e3 6eTa-aapeHo610KkaTOpoB), HA (POHE JICUEHUS
BaJicCapTaHOM He HaOJI0/IaeTcs CHIDKEHMs MOoKa3arens OOIed CMEpTHOCTH, OJHAKO YMEHBIIAIOTCS
MOKa3aTeJ CeplIeYHO-COCYAUCTON CMEPTHOCTH U 3abosieBaeMocTH, cBsizanHoM ¢ XCH Ha 18,3%.

B nenom nprmMeHneHue BajicapTaHa IPUBOJINT K YMEHBIIECHUIO YHCIIa TOCIATanu3anuii mo nosoxy XCH,
3amemiieHno  mporpeccupoBanust XCH, ynyumenuto ¢yHknuoHanpHoro kiacca XCH 1o
knaccupukanuu NYHA, yBenuueHuto ¢pakiuu BeIOpoca JIEBOTO KelyJ0uKa, a TAKKe YMEHbIICHUIO
BBIPAKEHHOCTH MPU3HAKOB U CUMIITOMOB CEPAEUYHOM HEJOCTATOYHOCTHU U YJTyUIIEHUIO KaueCTBA JKU3HU

10 CpaBHEHUIO ¢ TIIaIeoo0.

ctp. 16 u3 21



COOTBETCTEYET 3KCNEPTHOMY OTYETY
o7 04.12.2023 N= 25486
Ilpumenenue y nayuenmos cmapwe 18 nem c ipmepubibrion Panhepmeinbn 1= hapiienuen

MONIEPAHMHOCIU K 2TIIOKO3€
[Tpu nmpumMeHeHnH BajicapTaHa U U3MEHEHUH 00pa3a >KM3HU OTMEUYAIOCh CTATUCTHYECKH JJOCTOBEPHOE
CHIDKEHHE PHCKa Pa3BUTHSl caxapHOro auabeTa y JaHHOW KaTeropuu NalueHToB. Bancapran He
OKa3bIBaJI BIMSHHS HA YAaCTOTY JIETAJBHBIX MCXOJIOB B PE3yJIbTaTe CEPACUHO-COCYIUCTBIX COOBITHIA,
nH(papKTa MUOKapJa U WIIEMUYECKUX aTak 0e3 JeTaJbHOro MCX0/a, Ha TOCIUTAIM3AIUH TI0 TIPUYNHE
CEpJCYHON HEIOCTATOYHOCTH WJIM HECTAOWJIBHON CTEHOKAapIuH, apTepUaIbHOU peBacKyJIspU3aluu, y
MAMEHTOB C HAPYIIEHHUEM TOJIEPAHTHOCTH K TIIIOKO3€ U apTepHalibHOM rUnepTeH3uel, OTIMYaIOIXCs
10 BO3PacCTy, MOJIy U PAcCOBOI MPUHAATIEKHOCTBIO.

Ipumenenue y oemetl u noopocmxos om 6 0o 18 nem npu apmepuanrbHol cunepmensuu

VY nereii u noapocTkoB OoT 6 10 18 seT BajicapTan o0ecreynuBaeT J10303aBUCUMOE, IJIABHOE CHIKCHHUE
AJl. Tlpu npuMeHeHUU BalicapTaHa MaKCHUMalbHOE CHUXeHHe AJl, BHE 3aBUCUMOCTH OT MPHUHSITON
7103bl, OOBIYHO JIOCTUTAETCsl B TEUCHUE 2 HEJeNb, U MOAJIEPKUBAETCS HA JOCTUTHYTOM YPOBHE B XOJ€
JUIMTEJIBHON TEpaIruH.

5.2. @apmakoknHeTHYECKHE CBOIICTBA

AbGcopbuus

[Tocne mpuema npenaparta BHyTpbh MakcuMalibHasi KOHIEHTpaIHs (Cmax) BaJICApTaHa B TUIA3ME KPOBU
nocturaercs B TedeHue 2-4 wacoB. CpemHee 3HaueHHWe aOCOMOTHOW OWMOIOCTYNHOCTH —
23%. Ilpu mpueme BajcapTaHa C THUINEH IUIOMIAAb TOJA KPUBOM «KoHIEHTpalus-spems» (AUC)
yMeHbInaercs Ha 48%, X0Ts1, HaYMHas MPUMEPHO ¢ §-T0 Yaca Moclie mprueMa mpernapara, KOHIICHTPaI|H
BajicapTaHa B IJla3Me KPOBHU KaK B CiIy4ae MpHeMa ero HaTOIaK, Tak M B ClIy4ae MmpuemMa ¢ MUIIeH,
omuHakoBble. Ymenpmenne AUC, TeM He MeHee, HE COINPOBOXKIACTCS KIMHUYECKH 3HAYMMBIM
CHIDKEHHEM TeparneBTudeckoro s¢ddekra, mosromy BajicapTaH MOKHO MPUHHUMATh HE3aBUCHUMO OT
BpEMEHH MpreMa MHIIH.

Pacnpenenenue

O6bem pacrnpenenenus (Vg4) BajcapTaHa B NEPHOJ PABHOBECHOTO COCTOSHUS TOCJI€ BHYTPUBEHHOTO
BBEJICHHUS COCTaBISUI OKOJIO 17 JI, 4TO yKa3blBaeT Ha OTCYTCTBHE BBIPAKEHHOTO pacIpeesIeHUs
BajicapTaHa B TKaHAX. BaicapTan B 3HAUMTEIHHON CTENIEHH CBA3BIBACTCS C O€IKaMH CHIBOPOTKH KPOBHU
(94-97%), npenMyIIeCTBEHHO € allb,OYMUHAMHU.

Bbuorpauncdopmaris

Bancapran He mnonBepraercsi BblpakeHHOMY MeTaOonu3Mmy (okosno 20% NpHUHSATOW BHYTPb JO3bI
orpeJeNaeTcsl B BUIE MeTaO0IUTOB). [ MAPOKCUIBHBIA MeTabOIUT ONpenensercss B Ijia3Me KpOBU B
HU3KUX KoHIeHTpamusx (MeHee ueM 10% ot AUC Bancaprana). 3ToT MeTaboIuT (hapMaKoIOTHYECKU

HCAKTUBCH.

OnuMUHaALNS
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Bancapran BBogmTCS BYXDazHo: ambda-haza ¢ nepuonom MUAyBimeertts (T 135) Mehee T Hata u

6era-daza ¢ Tip - okosto 9 yacoB. Bascapran BBIBOIUTCS B OCHOBHOM B HEM3MEHEHHOM BHJIE Yepes3
kuieyHuk (okoio 83%) u moukamu (okono 13%). Ilocne BHYTpHBEHHOIO BBEIEHUS ILIa3MEHHBIN
KJIMPEHC BajicapTaHa COCTaBIIET OKOJIO 2 JI/4, U €ro Mmo4yeuyHsli kinupenc cocraniser 0,62 1/4 (okoio
30% oOuiero knupenca). [lepuoa monyseiBeaenus (T1/2) BajgcapTaHa cocTaBisieT 6 4acoB.
dapMaKOKMHETHKA Y OCOOBIX TPy MAIMEHTOB

Hayuenmvr ¢ XCH

VY naHHOH KaTeropuu NanueHTOB BpeMsl NOCTHKEHUS Cmax U T12 CXOIHBI ¢ TAKOBBIMU Y 3JI0POBBIX
no6posouibiieB. [ToBeimerne AUC u Cpax IPSAMO MPOTIOPIMOHATBHO YBEIMYCHHIO JI03bI Ipenaparta (¢
40 mr 1o 160 mr 2 paza). ®akTop KyMyJIsuu cocTaBiseT B cpeanem 1,7. [Ipu npueme BHYTpb KIIUPEHC
BaJicapTaHa COCTAaBHJI MPUOIU3UTENBHO 4,5 11/4. Bo3pact manuentoB ¢ XCH He oka3bIBaJI BIUSHHS HA
KJIMPEHC BaJICapTaHa.

Iayuenmui 6 6o3pacme cmapuie 65 nem

VY HEeKOTOpBIX MAlMEHTOB B BO3pacTe crapiie 65 JieT cucTeMHas OMOIOCTYIIHOCTh BajicapTaHa BIILIE
TAKOBOW y MAIIMEHTOB MOJIOJIOTO BO3PAcTa, OAHAKO HE OBUIO BBISBIEHO, YTO 3TO MMEET KaKoe-Tr0o
KJIMHUYECKOE 3HaUEHHE.

Iayuenmsi ¢ napywenuem yHKyuu nouex

Koppemnsiius mexay QyHKIUEH Mo4YeK M CHCTEMHON OMOAOCTYMHOCTBIO BajcapTaHa OTCYTCTBYET. Y
MAlUMEHTOB C HapyuleHueM ¢QyHKIuu nodek u kiupeHcoM kpeatnHuHa (KK) 6Gonee 10 mu/mun
KOPPEKIUH J103bI IIpernapaTta He TpeOyercs. B HacTosIee BpeMsi He UMEeTCsl JAHHBIX O IPUMEHEHHH Y
MAIMEHTOB, HAXOMALIMXCA Ha remMojauanu3e. BancapraH HMMeeT BBICOKYIO CTENEHb CBS3BIBAHUS C
OenKaMH I1a3Mbl KPOBH, IOATOMY €T0 BBIBEJECHHE MPU IT'EMOINATIN3E MaJIOBEPOSTHO.

Ilayuenmul ¢ Hapywenuem Qynkyuu nevenu

VY nanueHToB C JIETKUMH M YMEPEHHBIMU HapyIHIEHUSMH (YHKIMU MEYEHU OTMEYAeTCs MOBBIIICHUE
o6uonocrynoctu (AUC) BajicapTaHa B JiBa pa3a IO CPaBHEHHMIO CO 3[OPOBBIMH J0OpPOBOJIBLIAMHU.
Opnnaxo He HabmogaeTcst koppensauuu 3HaueHnii AUC BancapTaHa co CTENEHbI0 HapylIeHUs (pyHKIUN
nevyeHu. IIpuMeHeHne mnpenapara y HAlMEHTOB C TKEIBIMU HAapyIIEHUSMU (QYHKIUHM TE€YEHH He
N3y4aoch.

Jletr ¥ moApOCTKU OT 6 1o 18 mer

dapMaKOKMHETUYECKUE CBOMCTBA BajicapTaHa y JIETe U MOJPOCTKOB OT 6 110 18 JieT He oTiImvaroTcst ot
(hapMaKOKMHETHUECKUX CBOWMCTB BajicapTaHa y MalMeHTOB cTapiue 18 ner.

6. ®APMAIIEBTUUYECKHE CBOVCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Baus, 40 mr, Ta0JIeTKH, TOKPBITHIE IUIEHOYHOU 000JI0UYKOM

JIakTO3BI MOHOTUApPAT
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Kpockapmennosza Harpust
[ToBunon K29-32

Tanbk

Maruus creapat

KpemHus nuokcu1 KOJIIOUAHBIN
Obonouxa Onaodpaii 11 85G32407 JKeamvuii:
[TonuBUHUIOBBIN CIUPT

Tanbk

Turana TMOKCU]

Makxkporoin-3350

Kpacurenp xene3a OKCU AKEAThII
JletuTun

Baus, 80 mr, TabieTKU, IOKPHITHIE IUIEHOYHOU 000JI0UKOM

JlakT03BI MOHOTHPAT

Hennrono3a MUKpOKpUCTAIIINYECKAs
Kpockapmennosa Hatpust

[ToBumon K29-32

Tanpk

Marnus creapar

Kpemuus auokcua KoJImouaHbINA
Obonouxa Onaodpaii Il 85G34643 Po3osuviii:
[TonMBUHUIOBBIN CIUPT

Tanpk

Turana TMOKCUI

Makxporon-3350

Kpacurenp xeneza OKCUI AKENThII
Kpacutens xene3a okcu KpacHbIN
JleunTun

Bais, 160 mMr, TabJIeTKH, HOKPHITHIE INIEHOYHOU 000JI0UYKOMN

JlakT03BI MOHOTHPAT

[enmron03a MUKPOKPUCTAIIIIMYECKAS
Kpockapmemnosa HaTpus

IToBugon K29-32

Tanbk
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(NOCNEONCBATENBEHOCTL 0000)

Maruus creapat

KpemHuust nMokcu1 KOJTIOMAHBII

Obonouxa Onaodpaii 11 85G32408 )Kenmvui:

[TonuBUHUIOBBIN CIUPT

Tanbk

Turana TMOKCU]

Makxporoin-3350

Kpacurens xene3a okCu xKenThblid

Kpacurenp xene3a oOKCUl KpacHBIN

Jleuntrn

6.2. HecoBmecTumMoOCTH

He nmpumennmo.

6.3. Cpoxk roaHocTH (CPOK XpaHEHH)

3 roga.

6.4. OcoOble Mepbl NPEJOCTOPOKHOCTH NPH XPAHEHUHU

Xpanuth npu Temneparype He oime 30 °C.

6.5. Xapakrep u coaep:kaHUe NEPBUYHOH YIIAKOBKH

TabneTku, MOKpHITHIC IIICHOYHOU 00051049K0# 40 Mr, 80 Mr, 160 mr. TTo 7, 10 wim 14 Tabnetok B 6imcTep
w3 TIBX/TID/MTIBAX/AmomunneBas donbra. [lo 2 wim 4 6nucrepa mo 7 tabnerox; mo 1, 2, umm 3
o6mucrepa mo 10 Tabnerok, mo 4 wiau 7 OnucrepoB mo 14 TabieTok BMeCTe ¢ MHCTPYKLHUEH Mo
MIPUMEHEHHUIO B TaYKe KAPTOHHOU C KOHTPOJIEM MIEPBOTO BCKPBITHS.

6.6. Oco0Oble Mepbl NPEIOCTOPOKHOCTHU MPU YHHUYTOKEHUH HCIIOJIH30BAHHOIO JIEKAPCTBEHHOI0
npenapara wji 0TX010B, NOJYYeHHBIX MOcJe MIPUMeHEeHUs] JIeKAPCTBEHHOT0 Npenapara u qpyrue
MAHMIYJISIIUH € NPenapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUA
Ucnanmus

Axrasuc 'pynn IITC exd.,

Hanpmpays 1, 220 Xadbuapdheepayp

7.1. IlpencraBureib AepsKaTessi peruHCTPALHOHHOIO YAOCTOBEPEHUS

IIperen3un HOTDC6I/IT6HCI>'I CICAYET HAIIPaBJIATh 11O aApECy:

Poccniickas @enepanns
00O «TeBay»
115054, Mockaa, yi. Banosas, 35,
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COOTBETCTBYET SKCMEPTHOMY OTYETY
ot 04.12 2023 Ne 25486
Ten. +7 (495) 644 22 34, (MOCNELOBATENLHOCTL 0000)

®axkc +7 (495) 644 22 35
info@teva.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUA

9. TATA TIEPBUYHOM PETUCTPAIIMM (OATBEPXKJIEHHUSA PEIMCTPALIUN,
HEPEPET'UCTPAIIN)

JlaTa repBoii perucTpanmm:

10. JATA IEPECMOTPA TEKCTA

OOmiast XxapakTepHCTUKa JIEKApCTBEHHOTO TpenapaTta Bams3 moctynmHa Ha WH()OPMAIMOHHOM IMOpTalie

EBpa3uiickoro SKOHOMHYECKOTO CO03a B HMH()OPMAIIMOHHO-KOMMYHHKAIIMOHHON cetn «MHTepHeT»

https://eec.eacunion.org/
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