COOTEBETCTEBYET 3KCNEPTHOMY OTUETY

ot 01.06.2026 N= 10817

OBIIASI XAPAKTEPHCTHKA JEKAPCTBEHHOTO TIPEHAPATA""

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

JluoBaH, 80 Mr, TaGJIETKH, TOKPHITHIE TUICHOYHON 000JIOYKOA.
JluoBaH, 160 mr, TaOJIETKH, MOKPHITHIC INICHOYHOW 000I0YKOM.

2. KAUECTBEHHbBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTByrolllee BEMIECTBO: BaJICapPTaH.

JuoBaH, 80 mr, TabJeTKH, HOKPHITHIE MJIEHOYHON 000JI0YKOM

Kaxxnas Tabnerka, HOKpbITas MJICHOYHOM 0005104KOH, conepkut 80 Mr BajicapTaHa.
JuoBaH, 160 Mr, TaGIEeTKH, NOKPHIThIE IICHOYHON 000JI0YKON

Kaxxnas Tabnerka, HOKpbITas MJICHOYHOM 000510uK0ii, conepxut 160 Mr BajcapTaHa.

[TonHbIi TepeyeHb BCIIOMOTaTEIbHBIX BELIECTB MPUBENICH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTKu, MOKPHITHIC INIEHOYHOU 000TOUKOM.

JuoBan, 80 mr, TabJIETKU, OKPHITHIE TNIEHOYHON 000JI0YKOM
Kpyribie co ckomeHHbIMU KpasMH TaOJIETKH, MOKPBITHIE MJIEHOYHOU 0007104YKO0H, 0J1€THO-PO30BOTO
LIBETA, C OJIHOM CTOPOHBI PUCKA U BbIAABIECHHAS HaANuUCh «D» u «Vy», ¢ npyroi ctoponsl — «NVRy.

JuogaH, 160 Mr, TaGJIETKH, MOKPHITHIC TNICHOYHOW 000JI0YKON
OBanbHbBIE TA0JIETKH, MOKPBITHIE TUICHOYHON 000I09YKO0#, CEpO-OpaHKEBOTO 1IBETA, C OAHON CTOPOHBI
pucka 1 BbiiaBieHHas Haanmuch «DX» u «DX», ¢ apyroi ctopoHsl — «NVRYy.

4. KINMHUYECKUE JAHHBIE
4.1. IToxa3zaHusi K NPUMEHEHUIO

[Ipenapat /[MoBaH moka3aH K NPUMEHEHHUIO Y B3pocibIX (crapiue 18 jer), aerell u moapOCTKOB B
Bo3pacte oT 6 1o 18 ner.
Bspocasle:

e AprepuanbHasi THIEPTEH3HSL.

e Xponuueckas cepaeuynas HenoctaToyHocTh ([XCH] II-IV ¢yHKunMOHanmBHBIN Kiacc o
kinaccuukanuu NYHA) y B3poCibIX MalMEHTOB, MOJYYalOIIUX CTAaHJAPTHYIO TEparuio
OJTHUM WJIM HECKOJBKUMH IpernapaTaMu U3 CIeAyIomuX (papMakoTepaneBTHYECKUX TPYIIIL:
Ty pETUKaMH, CepACUHBIMU IJIMKO3U/1aMH, a TaKxKe UHTUOUTOpaMu
aHruoreHsuHNpespamaromero  ¢epmenta  (AIlID) wimm  Oera-anpeHOOIOKATOPAMH.
IIpuMeHeHMe Kax10ro n3 NepeYuCICHHBIX NIPENapaToB HE SABIETCS 00s3aTeabHbIM. OLeHKa
coctosHus nmauneHToB ¢ XCH nomkHa BKIIOYATh OIIEHKY (DYHKIMHU TTOYEK.

e Jlns TOBBIIIEHUS BBDKMBAEMOCTH MAIMEHTOB IIOCJIE IMEPEHECEHHOTO OCTPOro HHpapkra
MHOKap/a, OCI0KHEHHOTO JIEBOXKETYJOYKOBON HEJOCTATOYHOCTBIO W/WIIM CHCTOIUYECKOM
TUCHYHKIMEN JIEBOTO JKEIyJ0UKa, IPU HAJTMUNU CTAOUIIbHBIX ITOKa3aTesel reMOAMHAMUKH.

JleTu ¥ OJIPOCTKHU:
e AprepuanbpHas TUIEPTEH3Us y I€TeH U MOAPOCTKOB OT 6 110 18 ner.
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4.2. PesxuM 103MpPOBaHus U cOCO0 MPUMEHEHHUs!

Pexum no3upoBanus

Bspocnvie

Apmepuanvuas cunepmensusi

Pexomennyemas no3a Bancaprana coctasiseT 80 mr niau 160 mr 1 pa3 B cyTku, BHE 3aBUCUMOCTH OT
pacoBoi MPUHAAJIEKHOCTH, BO3pacTa  1oJia NalueHTa. AHTUTHIIEPTEH3UBHBIN 3 (EeKT oTMeuaeTcs
B IIEPBBIC 2 HE/IETH JICUCHNUS; MAaKCUMANbHBIN 3¢ ekt pazBuBaercs uepes 4 Henenu. Tem naueHTam,
y KOTOPBIX HE YAAETCs TOCTUYb aJI€KBATHOIO TEPANIeBTUUECKOr0 OTBETA, CyTOYHAs /1032 BaJicapTaHa
MOJKET OBITh yBenrueHa 0 320 Mr Win MOTYT ObITh JJ0OaBIIEHBI AUYPETHUECKUE CPE/ICTBA.
IIpenapar JInoBaH MOKeT TakKe MPUMEHATHCS C APYTUMHU aHTUTUIIEPTECH3UBHBIMY NIpeTapaTaMu.

Xponuueckas cepoeunas HedoCmMAamoyHoCmy

Pexomennyemast HayanbHas q03a BajicapTaHa coctapisgeT 40 Mr 2 pa3za B CyTKH. Y BEJIMYECHUE 03I
10 80 Mr u 160 mr 2 pa3a B CyTKH JOJDKHO IIPOBOAMTHCA O MAaKCUMAJIBHOM J103bl, IEPEHOCUMOM
nanueHToM. [Ipu 3TOM MOXXeT moTpebGoBaThCs CHHXKEHHE J03bl OJHOBPEMEHHO MPUHHUMAEMBbIX
IUypeTUKOB. MakcuMalnpHas CyTouHas fo3a coctasiger 320 mMr B 2 mpuema.

Ornenka cocrosinus manueHToB ¢ XCH gomkHa BKIIIOYATh ONEHKY (DYHKITUU TIOYEK.

s nogvluenus gulocusaemMocmu NAYUEeHmos nocie NePeHeceHno20 0Cmpo20 UHDApKmMa MuoKkapoa
JleyeHue crieayeT HaYMHATH B TeUeHHE 12 4 mociie mepeHeceHHoro nadapkra Mmuokapaa. Hauanpaas
no3a BajcapraHa coctaBisieT 20 Mr 2 pasza B cyTku. [loBbllieHHe 1036l IPOBOAMTCA METOJOM
tutpoBanus (40 mr, 80 mr, 160 Mr 2 pa3a B CyTKH) B TE€YECHUE HECKOJIBKUX MOCIICAYIONUX HEEb,
710 TOCTHKEHMSI 11eTeBoi 1036l 160 Mr 2 pa3a B CyTKH.

MakcumanbsHag cyTouHas no3a cocrtabisieT 320 mr B 2 mpuema. Kak mpaBmiio, peKOMEHIyeTcs
yBenuueHue 103bl 10 80 mMr 2 pasa B CyTKM K KOHIy BTOpOM Heznenu seueHus. JlocTumxeHue
MaKCHUMaJIbHOH 11eJIeBOM 103kl 110 160 Mr 2 pa3a B CyTKH PEKOMEHAYETCS K KOHILY TPEThEro Mecsia
Tepanuu npenapatoM /[MoBaH. YBenuueHue 1036l 3aBUCUT OT IEPEHOCUMOCTH penapara /[uoBaH B
MepHOJ TUTPOBAHUS.

B cmywae pa3BuTusi apTepuaIbHONW  TUIOTEH3UH, COMPOBOXKIAIOMICHCS  KIMHUYECKHUMH
MPOSIBJIICHUSIMU, WM HApYIIEHUH (QYHKIIMH MOYEK CIEAYET PACCMOTPETH BOPOC O CHIKEHUH JI03HI.
OneHka COCTOSHUSI TAIMEHTOB B MEPHOJ TOcie MepeHeceHHOro HH(papkTa MUOKapia AOHKHA
BKJIIOUATh OLIEHKY (DYHKILIUHU TOYEK.

Oco0ble rpynmnbl NAIMEHTOB
Jluya noowcunoco 6o3pacma (cmapuwie 65 nem)
Y NOXKUJBIX MalMEHTOB KOPPEKIINH TO3BI MIpernapaTa He TpeOyeTcs.

Tayuenmoi ¢ noyeyHol HedoCMamoyHOCmMvio

Y manuMeHToB ¢ HapylleHHAMH (YHKIUH MMOYEeK KOPPEKIMH J03bl Mpemnapara He TpeOyercs. B
HACTOSIIEe BPeMs HET JIAHHBIX O MPUMECHECHHH IperapaTa y MalleHTOB C KIMPESHCOM KpeaTHHHHA
(KK) menee 10 mn/muH.

Tayuenmoi ¢ neueHOuHOU HEOOCMAMOYHOCbIO

[TaneHTam ¢ JETKUMU WM YMEPEHHBIMU HAapyLIeHUAMHU (YHKLIMHU MEeUeHH HeOMJIMapHOro reHesa
0e3 sIBJIEHUH X0JlecTasa penapar clieyeT IPUMEHATh C OCTOPOKHOCTBIO, CYTOYHAs 1034 HE JOJDKHA
npeBbIaTh 80 Mr.

€T’
Apmepuanvnas cunepmen3us
Jlemu u noopocmxu 6 so3pacme om 6 0o 18 rem
Macca tena MakcumanbHasi peKOMEH0BaHHas 103a
> 18 xr <35 kr 80 mr
> 35 kr < 80 kr 160 mr
>80xkr<160kr | 320 wmr
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be3onacHocTh u 3 dexTrBHOCTD Npenapara J{nosan y nereii B Bo3pacte ot 0 10 6 JIeT 1Mo MoKa3aHuo
apTcepHraibHad rUICPTCH3UA HC YCTAHOBJICHBI. I[aHHI:Ie OTCYTCTBYIOT.

Xponuueckas cepoeunas HedoCmamouyHOCMb U NePEeHeCeH bl OCMPblll UHGAPKIM MUOKAPOA
[Ipenapar /IuoBan He pexkoMeHmoBaH mis JyiedeHus XCH um mepeHeceHHOTO ocTporo HHQapkTa
MHOKap/a y NaueHToB Miaame 18 ner.

Croco0 nprMEHEHHS

TabneTku NpUHUMATH BHYTpPb, HE Pa3KeBbIBasi, BHE 3aBUCUMOCTHU OT IPHUEMa MUILH, 3a11iBasi BOJOM.
Pucka Ha omgHOM cTopone Tabnetku 80 mr wim 160 Mr nmpeaHa3HadYeHA TOJIBKO VISl pa3iaMbIBaHUS
TaGHCTKI/I JUIA OGHGF‘-IGHI/ISI HpOI‘JIaTI:IBaHI/ISI, a HC JIA OCJIICHUA TaGHeTKI/I Ha paBHBIe JO35bI.

4.3. [IporuBonoka3zanusi

e [ 'UnepuyyBCTBUTENBHOCTh K BaJICapTaHy WIM K JIIOOOMY M3 BCIIOMOTaTelIbHBIX BEIIECTB,
IIEPEUNCIIEHHBIX B pa3zeine 6.1.

e bepeMeHHOCTD, IEPUOA TPYAHOIO BCKapMIMBaHUs (CM. paszzuen 4.6.).

e Tspkenple HapymieHus (yHkOuM mnedeHu (Oomee 9 OammoB mo mkane Yaitna-Ilsio),
OuIMapHBIN UPPO3 U XOJIECTas.

e OpHOBpeMEHHOE NPUMEHEHHUE C ATUCKUPEHOM M IpenapaTamMu, COACP KaMMU aTUCKUPEH, Y
MAIMEHTOB C CaXapHBIM TUa0eTOM W/WIM HapylmieHHeM (QyHKIIMU MOYEeK CPEAHEN U TKEIIOH
CTETICHH (ckopocThb KITyOOUKOBOM ¢bunbTpanuu (CKD)
<60 ma/mun/1,73 M?).

e OpHOBpeMeHHOe mpuMeHeHue ¢ uHruoOuTopamu AllID y manmeHTOB ¢ AMabeTHYEeCKO
Hedpomnatuei.

4.4. OcoOble yka3aHusl M MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Crnenyer coOmogaTb 0COOYI0 OCTOPOKHOCTh HpU HPHUMEHEHMH Hpenapara y NalueHTOB C
HACJIE/ICTBEHHbIM AHTMOHEBPOTHYECKUM OTEKOM, JHMOO aHIMOHEBPOTHYECKUM OTEKOM Ha (oHE
MpPEeNIIECTBYIOMIEH Tepanuu aHTaroHucTaMu penentopoB anruotensuHa Il (APA 1I) wunwm
uHrnOuTOpamu AllD.

[IpyHMMAaTh ¢ OCTOPOKHOCTBIO IIPU JBYCTOPOHHEM CTEHO3€ IOYEYHBIX apTEpUl, CTEHO3€ apTEPUH
€AMHCTBEHHON TIOYKH, MEPBUYHOM THMIEPAIbIOCTEPOHU3ME, TMpU COOIIOACHUM JIUETHl C
OTpaHUYEHUEM NOTPEOICHUS TOBAPEHHOM COJU; TP COCTOSHUSX, COMPOBOXKIAIOIINXCS AePUIUTOM
HATpUsl B OpraHW3ME W/WIM CHW)KEHHEM 00beMa LUPKYJIHPYIOUIEH KpoBH (B TOM YHCIE IHapes,
pBoTa); y marueHToB ¢ KK menee 10 mu/muH, y nanueHToB B Bo3pacte oT 6 10 18 net u KK menee
30 mMJ1/MUH, B TOM YHCIIe HAXOIAIIMXCS Ha TEMOIMANIN3E, C ISTKUMU W YMEPEHHBIMH HapyIICHUSIMA
GyHKIIMU TeYyeHn OWIMapHOrOo W HeOWIMapHOro reHe3a Oe3 sBieHUi xonecrasa (< 9 OamioB mo
mkane Yaina-I1e10); y marmentoB ¢ XCH -1V ¢pynkmuonansHoro kinacca (mo NYHA), dyskums
MOYEK KOTOPBIX 3aBHCUT OT COCTOSIHMS PEHMH-aHTMOTEH3UH-abaocTepoHoBOl cucteMbl (PAAC),
MUTPAITBHBIM WM a0PTAEHBIM CTEHO30M, TUNIEPTPOPUIECKO OOCTPYKTHBHOM KapIMOMHOTIATHEH,
a TaKKe y MALMEHTOB M10CJIE€ TPAHCIIAHTALIMH [TOYKH.

C 0OCTOpOXHOCTBIO OCYIIECTBIISTh OAHOBpeMeHHOe npumeHenue APA 1I, Bkimouas npenapar
JlvoBaH, ¢ ApyruMu cpexactBamu, uHruoupyromumu PAAC, takumu kak uHruoutopsl AII® wnn
QJINCKUPEH.

IanueHTsl ¢ HapylIeHneM (YHKIUU M0YeK

Cnenyer u3beraTb OJHOBPEMEHHOIO NPUMEHEHHsS] aHTArOHHWCTOB PELENTOPOB aHruoreH3uHa I,
BKIIO4as mpenapaT JluoBaH, uiaum uHruburopoB AIID ¢ anuckupeHOM M mpenapaTamu,
COJIepKAIUMH AIMCKUPEH, Y MAIUEHTOB C CaXapHbIM JAUA0ETOM W HAPYIICHUSMHU (DYHKIIMH TOYEK
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I'unepranmueMus

[Tpu oTHOBPEMEHHOM MPUMEHEHUH ¢ OUOJIOTHYECKU aKTUBHBIMHE JOOABKAMH, COJICPIKAIIIMMHU KaJIHii,
KaJMiicOeperaronmmMy THyPEeTUKAMH, KaJUHCOACPKAIIMMU 3aMEHUTEISIMUA COJU WU C JAPYTHMHU
IpenapaTamMy, KOTOPbIE MOTYT BBI3BIBAaTh IOBBIIIEHUE COAEPIKAHMS Kajusl B KPOBH (HAIpUMED, C
TrenapuHOM), CIEAYET COOII0AaTh OCTOPOKHOCTh U MTPOBOJIUTH PETYJISIPHBIN KOHTPOJIb COJEP KaHMS
KaJIisl B KPOBH.

TpadcIulaHTaMs HOYKH
JaHHpIXx 1O Oe30macHOCTHM TNpPUMEHEHUs mpemnapara J[MoBaH y MAIMEHTOB, MEPEHECIINX
TpPaHCIUTAHTAITUIO TTOYKH, HET.

JeduuuT B opranu3Me HATPUs U/ UM CHIDKEHUE 00beMa HUPKYIUPYIONEH KPOBH

VY nauueHToB C BBIPAXEHHBIM JEQULUUTOM B OpPraHU3ME HATPHs W/WIM CHHKEHHBIM 00BEMOM
uupkyaupyromei kposu (OLIK), HanpuMep, MOoTy4yaromMX BBICOKHE J03bl JUYPETHKOB, B PEAKUX
cillydasx B Hayajle JIEYeHHs IMIpPernaparoM MOXKET pa3BUBATbCSA apTepuanbHas TMIIOTEH3HS,
COIPOBOXKAAIOIIASACS KIMHUYECKUMHU NposiBiIeHUsIMU. [lepen Hayanom neuenus npenaparom Jluosax
clIeZlyeT NMPOBECTH KOPPEKLUIO COAEp KaHUs B opraHu3me HaTpus u/uian BocnonHuts OLIK, B ToM
4HClle, IyTEM YMEHBIIEHUS 103bl INyPETUKA.

B ciydyae BO3HMKHOBEHUS BBIPDAKEHHOI'O CHMKEHMs apTepuanbHoro aaeieHus (AJ]) manumenra
CJIEZYeT YJOKHTD C MPHUIIOAHATHIM HOKHBIM KOHIIOM, IIPU HEOOXOAUMOCTH IIPOBECTH B/B MH(DY3HUIO
0,9% pactBopa HaTpus xinopuna. [locne crabunuzauuu AJl neuenue npenapatoM JIMoBaH MOXET
OBITH MPOOKEHO.

CreHo3 I0Ye4yHOH apTepuu

[IpuMeHeHne mpenapara KOPOTKMM KypCOM Yy MAalMEHTOB C PEHOBACKYJISIPHOW TMIIEPTEH3UEH,
Pa3BUBILEHCS BTOPUYHO BCIEACTBHE OJHOCTOPOHHETO CTEHO3a apTEPUM €IMHCTBEHHOW ITIOYKH, HE
MPUBOAUT K CKOJIbKO-HUOYb CYIIECTBEHHOMY M3MEHEHUIO TIOKa3aTeneld MoYeuyHOl TeMOIMHAMHKH,
KOHLEHTPALMU KPEaTHHNHA CHIBOPOTKU KPOBHU MJIM a30Ta MOYEBUHBI KpoBH. OTHAKO, YUUTHIBAS, UTO
JIpyrue JIeKapCTBEHHble cpencTBa, Baustomue Ha PAAC, Moryr BbI3BIBaTh IOBBILICHHE
KOHILICHTPAallUH MOYEBHMHBI M KPEaTMHWHA B CBIBOPOTKE KPOBU y IIALIMEHTOB C JABYCTOPOHHHUM
CTCHO30M IIOYEUYHBIX apTepUil WM CTEHO30M apTepUU €OUHCTBEHHOM IIOYKH, B KAaueCTBE MEpbI
MIPEAOCTOPOKHOCTH PEKOMEHAYETCS KOHTPOJIb OTUX MIOKA3aTEIIEH.

[lepBUYHBIN TUNEPATBAOCTEPOHU3M

[Ipenapat HeapPeKTUBEH IS JICUCHUS apTEPUATHHOW THIIEPTCH3WH Y TAIUCHTOB C TMICPBHYHBIM
TUIIEPAIIbIOCTEPOHU3MOM, ITOCKOJIBKY Y TaHHOM KAaTerOpUU IMALMEHTOB HE OTMEYAECTCS aKTUBALUs
PAAC.

XpoHHYeCKas cepieyHas HeI0OCTaTOYHOCTh /IIEPHOJ MTOCIIe IEPEHECEHHOT0 UH(papKTa MUOKapa

VY mamumentoB ¢ XCH wmimu mocie nepeHeceHHOro wH(}apKTa MHOKap/aa, HAYMHAIOMIMX JICYCHHE
npenapatoM J[MOBaH, 4aCTO OTMEYaeTcs HEKOTOpoe cHWKeHue AJl, B CBS3M C 4YEM PEKOMEHIYETCs
KoHTposib AJ] B Hauane Ttepanuu. [lpu ycnoBum cOOMIOACHUS PEKOMEHIAIMNA IO PEKUMY
JI03UPOBAaHUSI OOBIYHO HE BO3HMKAEeT HEOOXOJMMOCTH OTMEHBI Ipenapara /[MoBaH Mo mpuUYHHE
aprepuanbHOil runoreH3uu. OneHka coctossHud nanueHToB ¢ XCH noikHa BKIIOYATh OLIGHKY
(GyHKIIUU TIOYEK.

Bcenencrsue nnrun6upoBanusi PAAC y HEKOTOpPBIX MalMEHTOB BO3MOKHBI HapyIIEHUs  (PYHKIMH
nouek. ¥ nanueHtoB ¢ XCH III-IV ¢pyHkunonansHoro kiacca no kinaccupukamun NYHA, dyHkuums
MOYEK KOTOpBIX 3aBUCUT OT coctosinus PAAC, neyenue mnrubutopamu AIID u aHTaroHuctamu
penenTopoB aHruoTeH3nHa Il MoxkeT conpoBOXKAaTHCS OTUTYpPUEH H/UIIN HApaCTaHUEM a30TEMHUH U
B PEIOKUX CIy4asx pa3BUTHEM OCTPOW MOYEYHOW HEIOCTATOYHOCTH W/WIIM JICTAIBHBIM HCXOJIIOM.
[loaToMy y HaHHBIX KaTeropuil NMalMEeHTOB Iepel NPUMEHEHHEM IpenapaTta /[uoBaH, a Takxke
MEPUOTNIECKH BO BpEMsI JICUCHUS MPETapaToM, HE00X0AUMO MTPOBOIUTH OIICHKY (DYHKIIUHU TTOYEK.
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KoMOunupoBanHas Tepanus IpU apTepHaIbHON THIEPTEH3NU (MOCNEAOBATENEHOCTS 0010)

[Ipu aprepuanbHOil TUNIEpTeH3UN IpenapaT J(noBaH MOXKET MPUMEHATHCS B MOHOTEPAIHH, a TAKXKe
COBMECTHO C IPYTUMH TUTIOTEH3UBHBIMU CPEJICTBAMH, B YACTHOCTH, C TUYPETHKAMHU.

KomOunmnpoBanHas Tepanus B Iepuo/l MocJie NepeHeceHHoro nHdapkTa MUokapaa

Bo3MoxxHO mnpuMmeHeHue mnpemnapara J(MoBaH B KOMOMHALMKM C JAPYTUMH JIEKAPCTBEHHBIMU
npernapaTamMy, MpPUMEHSIEMbIMU IIOCJIE€ IE€peHEeceHHOro uH(papKTa MHOKapAa, a HMEHHO
TPOMOOJINTUKAMH, aETHJICATUIIMIOBON KHUCIOTON B KaueCTBE aHTHArperaHTHOTO CpPEACTBa, Oera-
anapenoOnokatopamu ¥ uaruouTopamu I'MI'-KoA-penykraspl. Y gaHHOW KaTeropuu MaIlMeHTOB HE
peKOMEeHAyeTCs MPUMEHATH npenapat J(noBan ogHOBpeMeHHO ¢ uHruouropamu AIlD, mockoiabKy
JaHHask KOMOMHUpPOBaHHAs Tepamnus HEe MMEeT NPEeUMYIIECTB Iepe] MOHOTepamnueil BajicapTaHOM
i uarnoutropom AlID B oTHOLIEHUH MMOKa3aTeneit 00IIel CMEPTHOCTH T10 JIF000# MpUIHHE.

KomOuHupoBaHHas Tepanusi Ipy XpOHUYECKON CepAeYHON HEJOCTATOYHOCTH

IIpu XCH npenapat JlnoBaH MOXET NPUMEHSTHCS KaK B MOHOTEpalMH, TaK U OJHOBPEMEHHO C
JIPYTUMH CPEJICTBAMH — AMYPETUKAMH, CEpJCUHBIMU TIMKO3HUIAMH, a Takke HHruoutopamu AllD
niH 0eTa-aIpeHo0I0KaTOpaMHu.

VY naHHOM KaTeropuu NAlUEHTOB HE PEKOMEHJIYETCs NPUMEHEHHE TPOMHON KOMOMHUPOBAHHOM
Tepanuu uHruouropom AIl®, 6era-aapeHobI0KaTOpOM U npenapaToM JnoBaH.

AHTHMOHEBPOTHUECKHI OTEK, BKIIOUas 0TeK KBuHKE

AHTMOHEBPOTHUYECKUN OTEK, B TOM YHCIIE OTE€K T'OPTAaHU WU TOJOCOBOM WIENH, MPUBOIALIMNA K
OOCTPYKIIMH JBIXaTeIbHBIX MyTEH, H/WIN OTEK JIUIA, TYO, TIIOTKU /WU OTEK SI3bIKa, BCTpEUAJICS Y
MalMEHTOB, IMOJYYaBIIMX BajcapTaH, y HEKOTOPbIX M3 ASTUX NAIUEHTOB paHee BO3HMKAJ
AHTHOHEBPOTUYECKHUI OTEK Ha (hOHE MpreMa APYTUX MpenaparoB, B TOM duciie HHruOuTopos AIID.
[Ipuem mnpemapata [luoBan B ciy4ae pa3BUTHS AHTHOHEBPOTHYECKOTO OTEKa JOJDKEH OBITh
HEMEIJICHHO OTMEHEH, BO30OHOBJICHUE TpreMa mpernapata JInoBaH 3amperieHo.

AHTHOHEBPOTUYECKUHN OTEK KUIICYHUKA

brum MMOJTY4YCHBI COO6HI€HI/I$I O Pa3BUTHHU AHTHMOHCBPOTHUYCCKOI'O OTCKAa KHIICYHHKA Yy IMAllUCHTOB,
MPUHUMAIOIINUX OJIOKaTOphl pelenTtopoB aHruoreHsuHa lI, Bkmouas Banmcaptan (cM. pasnen 4.8
«HexenarenpHble peakiumny). Y 3TUX MalUEHTOB HAOII0JaKUCh 00N B )KUBOTE, TOITHOTA, PBOTA U
nuapes. CUMIITOMBI pa3peniagnch MOCiae OTMEHBI AHTarOHKCTOB perienTopoB anrnoteHsuna 1. Eciu
AUAarHoCTUpOBaH aHFI/IOHeBPOTI/I‘-IGCKI/Iﬁ OTCK KHUIICYHHKA, CJICAYCT IMPCKpPATUTL MNPUMCHCHUC
BajicapTaHa U HayaTh COOTBETCTBYIOLIEE HAOIIOAEHHE IO MTOJIHOTO HCUE3HOBEHUSI CUMITOMOB.

Hapyienus QyHKIMY e4eHu

Bancapran BeIBOAMTCS TJIaBHBIM 00pa30M B HEM3MEHEHHOM BHUJE Yepe3 KUIIEYHUK C JKET4blo, B TO
BpeMsi KaK aMJIOJMIIMH MHTEHCHBHO MeTabonusupyercs B mnedeHn. Crenyer cobmonath
OCTOPO’XHOCTh TpHU TMpPUMEHEHUH IMpenapata /[uoBaH y mHaiueHToOB c 3a00JIeBaHUAMU II€UYEHU
(ocoOeHHO TpH OOCTPYKTHUBHBIX 3a00JIEBAaHHSX >KEIUYEBBIBOASALIMX ITyTEH), COMPOBOXKIAAIOIIUXCS
HapyUIeHUSIMU (PYHKIIUY EYECHH.

ITanmenTsl ¢ OOCTPYKIIMER BBIHOCSIIETO TpaKTa JEBOTO JKEIymodka (MHUTpaJbHBIA CTEHO3,
A0PTAJBHEIN CTEHO3 MJIM TUIIEpTpodrueckass 00CTpYKTUBHASA KapAHUOMHUOIIATHA )

CrnenyeT mposiBIATH 0COOYIO OCTOPOXKHOCTh NPHU MPUMEHEHUU Tpernapara J[MoBaH y MAIMEHTOB,
CTPAalOIIMX AOPTAJBbHBIM  CTEHO30M, MHUTPAJBHBIM CTEHO30M WJIH TUNEPTpOodHIecKoi
O0OCTPYKTUBHOM KapAUOMHOIIATHEH.

JIBoiiHas G0Ka1a pEeHUH-aHTHOTEH3UH-aJIb0CTEPOHOBON CUCTEMBbI

OnHOBpeMEHHOE MPUMEHEHHE C QJIUCKUPEHOM U IMpenaparamu, COACpPKAlUMU aJIHCKUPEH,
MIPOTUBOIOKA3aHO Y MalMEHTOB C CaXapHbIM JUa0ETOM U/WIIH HapyleHueM (QyHKIIUHU TOYEK CpeaHe
u Tsixenoit crenenu (CK® <60 mn/mun/1,73 M?) 1 He peKOMEHyeTCs Y APYrUX HallUeHTOB.
OnHOBpEeMEHHOE NMPUMEHEHUE aHTAarOHUCTOB perienTopoB anruoteH3uHa Il ¢ marnburopamu AIlD
MPOTUBOTIOKA3aHO Y MAIMEHTOB ¢ auabeTndyeckoil HedpomaTtueir U He PEKOMEHIYETCS y JIPYTUX
MalMEHTOB.
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APA 1l nnm anuckupeHa He peKOMEHJI0BaHa B oOmiel momyisinud. OMHAKO, B TOM CiIy4ae, eCiu
KOMOWHUpPOBaHHAs TEPAIus yKa3aHHBIMH MpenapaTaMy SBIseTcs aOCOIIOTHO HEOOXOIMMOM, TaKoe
MPUMEHEHHE JOJDKHO OCYILIECTBIATHCS TMOJ TIIATENbHBIM HaONIOJIGHHEM Bpaya, C YacThIM
KOHTpoOJIeM rokasareneit AJl, pyHKIIH MoYeK, a TAaKKE COACPIKAHUS IEKTPOIUTOB IIa3Mbl KPOBH.

4.5. B3auMmojgeiicTBHe ¢ JAPYIMMH JIEKAPCTBEHHbBIMH IMpenaparaMu M Jpyrue BHJbI
B3aMMOJeHCTBHS

YCTaHOBIIEHO, YTO TIPH MOHOTEPAIMM BAJICAPTAHOM OTCYTCTBYIOT KIIMHUYCCKH 3HAYMMBIC
B3aMMOJICHCTBUS CO CIEAYIOIUMHU JIEKAPCTBEHHBIMU CPEJCTBAMU: IHUMETUIUHOM, Bap(apuHOM,
(bypoceMuIoM, TUTOKCHHOM, aTEHOJIOJIOM, HHIOMETAI[MHOM, THAPOXJIOPOTHAZHIOM, aMJIOTUITHHOM,
TIUOEHKIIAMHUIOM.

JBoiinas Onokaga PAAC 1npu nOpuMEHEHHMH aHTAarOHMCTOB PELENTOpOB aHrmoreHsuHa I,
uHruouropos AIID man anuckupeHa

OnHOBpeMEHHOE TMPUMEHEHHWE AHTArOHHCTOB PENENnTOpoB aHrumoTeH3wHa II, Bkitowas mpemnapar
JluoBaH, C APYrMMH CpeICTBaMH, OKa3biBaromuMH BiusHuEe Ha PAAC, cBA3aHO C MOBBILIEHHOMN
YaCTOTOW Pa3BUTHUS apTepUATbLHON THIIOTCH3UHU, TUTICPKATMEMUN U U3MEHEHUH (QYHKIIUU TIOYEK IO
CpPaBHEHHIO C MOHOTepanued. PekoMeHayeTcsi MPOBOJIUTH KOHTPOJIb apTEPUATBHOTO JaBJICHHUS,
(yHKIMHM TIOYEK M COJEpKaHUs AJICKTPOJIUTOB y MAIMEHTOB, MPUHUMAIOINX Tpenapar J(uoBaH u
JpyTrue JeKapCTBEHHbIE CPE/ICTBA, OKa3biBatouue Biausinue Ha PAAC.

Hecrepouanble NpoTUBOBOCHANUTEIbHBIEC TPETIAPAThHI

[Ipu npumeHeHuM BajcapTaHa OJHOBPEMEHHO C HECTEPOMJIHBIMU MPOTUBOBOCHIAIUTEILHBIMU
npenapatamu (HIIBII; Bxirowass cenexkTHBHBIE WHTHOUTOPHI ITUKIOOKCUTEHA3bl-2) BO3MOXKHO
YMEHBILIEHNUE €r0 aHTUTMIEPTEH3UBHOIO JAeicTBUA. [Ipy MpUMEHEHMH aHTarOHHWCTOB PELIEITOPOB
anruorensuHa Il omnoBpemenno ¢ HIIBII Bo3MoxHO yxyamieHne QyHKIUU MOYEK M YBEITHUCHHE
CoJepXaHUs Kalusl B IUIa3Me KpoBU. llpm HEoOXOAMMOCTH OJHOBPEMEHHOTO NpPUMEHEHHUS
BancapraHa u HIIBII no nauana neyeHuss HEOOXOJUMO MPOBECTH OLEHKY (YHKLIMU IMOYEK U
KOPPEKIHIO HAPYIIEHUI BOIHO-3IEKTPOJIUTHOTO OanaHca.

benku-nepeHocurku

[To pesynbratam uccienoBaHusl in vifro Ha KyJIbTypax MEYeHH BaJicapTaH SBISETCS CyOCTpaTOM ISt
oenkoB-nepeHocunkos OATP1B1 u MRP2. OpHoBpemeHHOE MpUMEHEHHE BajcapTaHa C
uHruouropamu Oenka-neperocunka OATPIB1 (pudamnuuuH, MUKIOCIOPUH) U C MHTUOUTOPOM
oenka-nepeHocunka MRP2 (putoHaBHp) MOXET YBETUYUTh CUCTEMHYIO SKCIO3HUIMIO BajcapTaHa
(MakcumanbHas KoHIEeHTpauus [Cmax] U TUIOMIAAb MO KPpUBOH «koHIeHTpanusa-Bpems» [AUC]).

[IpenapaTsl auTHA

[Ipu onHOBpEeMEHHOM NMPUMEHEHHH TipenapatoB TuTus ¢ uaruouropamu AII® u APA I otmeuanoch
o0paTuMoe yBEIMYEHHUE COJEP)KaHUSl JUTHUS B CHIBOPOTKE KPOBH M YCHUJICHHE, B CBS3H C 3THUM,
TOKCUYECKUX NPOSBICHUH, T0O3TOMY PEKOMEHIYETCS MPOBOAUTH KOHTPOJb COACPKAHMS JIUTHS B
CBIBOPOTKE KpPOBU. PHCK TOKCUYECKUX MPOSABICHUN, CBA3aHHBIX C IPUMEHEHUEM IIPENAPATOB JIUTHS,
MO>KET JOIOJHUTENBHO YBEINYUBATHCS IIPH OJHOBPEMEHHOM ITPUMEHEHUH C NpenaparoM JnosaH u
JINypPETUKAMU.

JlekapcTBEHHBIE MPENapaThl, KOTOPhIE MOTYT MPUBECTH K YBEIWYCHUIO COJICP)KaHMsI KNS B TIIa3Me
KpPOBH

OnHOBpeMEHHOE MpPHUMEHEHHE KaluicOeperaromux AUYpPEeTUKOB (B T.4. CHUPOHOJIAKTOHA,
TpUaMTepeHa, aMHUJIOPH[A), TPETapaToB Kajus, COJEH, COIEp)KallWX Kaliuid, a TakkKe IPyTrux
IpenaparoB, CIOCOOHBIX YBEIMYUBATH COJCp)KaHHE Kaidus (HampuMep, TemapuH W T.J.), MOXKET
MPHUBECTH K YBEIMYCHUIO COACPIKAHUS KallMsl B CHIBOPOTKE KPOBH, M Y TALMEHTOB C CEPICUHOU
HEJIOCTaTOYHOCTHIO — K YBEIMUYCHHIO KOHIIEHTPAIIMH KPEaTHHWHA CHIBOPOTKH KpoBU. Ecnmu Takoe
KOMOWHUPOBaHHOE JICUEHUE MTPU3HAHO HEOOXOAMMBIM, CIIEIYET COOII0AATh OCTOPOKHOCTD.
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lleotinasa 6noxaca PAAC npu npumeneHuu anmazoHucmos peyenmopos auveuomensuna II,
uneubumopog AII® unu anuckupena

VY nerteii ¥ MOAPOCTKOB apTepuaIbHasi TUIIEPTEH3MS YacTO CBSI3aHa C HapyIlIeHHEeM (PyHKIHUU MOYeK.
PexomeH0BaHO € OCTOPOKHOCTBIO MPUMEHSThH BajcCapTaH OJHOBPEMEHHO C IPYTUMH IpenapaTamu,
BIUSIIOLUIUMH Ha PEHUH-aHMOTEH3UH-aJIb/IOCTEPOHOBYIO CUCTEMY, Y NAIIUEHTOB JaHHON KaTeropHH,
T.K. 3TO MOXET MPUBECTU K YBEIMYCHHUIO COJEpKaHUS Kajausi B ChHIBOPOTKE KpoBH. Ciemyer
MIPOBOAUTH PETYJIAPHBIA KOHTPOJIb (DYHKIUU MOYEK M COAEP)KAHUSA Kajusl B CHIBOPOTKE KPOBU Y
MalUEeHTOB JAHHOU TPYyMIIbL.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

JKEHIIMHBI C ICTOPOIHBIM MTOTEHIIMAIOM (KOHTPAISTIIHS Y MY>KUYUH U KCHIITUH)

Kaxk u nro6oii npyroi npenapat, okaspiBaromuii mpsmoe Aeiicteue Ha PAAC, npenapar J[noBan He
ClielyeT MPUMEHSTh y JKEHIIVH, IIaHUPYIONX OepeMeHHOCTh. [Ipu BbIOOpE M00oro mpemnapara,
BozneicTByromero Ha PAAC, Bpady crnemyeT nmponH()OPMUPOBATh MAIMEHTKY C COXpPaHEHHBIM
pPENpONYKTUBHBIM TOTEHI[MAJIOM O BO3MOXHOM pPHUCKE NPUMEHEHUs IpernapaTta BO Bpems
OCpEeMEHHOCTH.

bepeMeHHOCTD
Pestome puckos

Kak u quig mo6oro npyroro npenapara, okasbiparoniero sinusiaue Ha PAAC, npuMeHeHue npenapara
JluoBaH  MPOTHBOMOKA3aHO MNpU  OEPEeMEHHOCTH.  YUUThIBas  MEXaHM3M  JICUCTBHS
APA 11, Henb3s1 HCKITIOUUTH PUCK 11 Tutoaa. M3BecTHo, uyTo npuMeHneHne nHruoutopos AIID (kmace
crien(UYHBIX JIeKapCTBEHHBIX cpeacts, nerctByrommx Ha PAAC) Bo II m III Tpumectpe
OEepeMEHHOCTH MPUBOAUT K MOPaKEHHUIO U rubenu mioga. [1o maHHBIM peTpOCIEKTUBHOTO aHalu3a
npuMeHenne uHruouTopoB AIID B I TpumecTpe GepeMEHHOCTH aCCOMUPYETCS C MOTEHITUATBLHBIM
PUCKOM BO3HMKHOBEHUS IOPOKOB pa3BUTHUSA I1oja. IIpu HenmpenHaMepeHHOM IpUeEMeE BajicapTaHa
1pu OEpEMEHHOCTH OIMCAHBI CIy4Yau CaMOIIPOU3BOJIBHOTO NMPEPHIBAHUS OEPEMEHHOCTH, MATIOBOAUS
Y HapylIeHus (QyHKIHUU OYEK Y HOBOPOXKICHHBIX.

B cnyuae ecnu OepeMEHHOCTh IMarHOCTUPOBaHa B IEPUO/ JIeueHus penapaToM J[MoBaH, npenapar
clelyeT OTMEHHUTh KaK MOYKHO pPaHbIIIe.

Knunuueckue acnexmol

Mamepunckuii u/unu 5mMopuodemanvHulil pUCK, acCOUUUPOBANHDBILL C 3a001e6aHUEM

AptrepuanbHas TUNEPTEH3Us MpU OEPEMEHHOCTH YBEJIWYMBAET PHUCK Pa3BUTHS NPEIKIAMIICUH,
TeCTAI[MOHHOTO CaxapHOro auabera, MPEeXIECBPEMEHHBIX POJIOB, a TAKKe OCIOXHEHUH B pojax
(HarmpuMep, HEOOXOIUMOCTh KecapeBa CEUYEHHs, pa3BUTHE IOCIEpPOAOBOro KpoBoreueHus). [lpu
apTepUaNTBbHON THIIEPTEH3UN YBEIHMUMUBACTCS PHUCK 33aJEPKKH BHYTPUYTPOOHOTO Pa3BUTHS IUIOJA U
BHYTPUYTPOOHOI rubenu mioaa.

Puck co cmoponul nnoda/nosoposicoenozo

MaoBoaue y 6epeMeHHbIX, TPUHUMAaIOmKX npenapatsl, Biaustomue Ha PAAC Bo II u Il Tpumectpe,
MOJKET PUBOJUTH K YXYAIICHUIO (YHKIIMU MTOYEK IUI0/A, YTO B PE3yJIbTaTe MPUBOAUT K aHYPHUU U
MOYEYHOM HEeI0CTaTOYHOCTH, TMIOIUIA3UM JIETKUX IUIoja, AedopManuu ckeiera Ijoja, BKIYas
THITOTIA3UI0 KOCTEH ueperna, apTeprualbHON THIIOTEH3WH U THOENH TUTO/1A.

[Ipu HenpeaHamepeHHOM ITpueMe npenapaToB APA Bo Bpemsi 0epeMeHHOCTH ClelyeT pacCMOTPETh
BOTIPOC O HEOOXOAMMOCTH COOTBETCTBYIOLIETO MOHUTOPUHTA COCTOSHUS TIJI0/IA.

HoBopokieHHBIX, MaTepyu KOTOpBIX Moiyyanu Tepamuio APA, cienyer TmiatenbHO HaOMOAATh
OTHOCHTEIIFHO Pa3BUTHS apTEPUATHHON THIIOTCH3HH.

Joxnunuueckue danmnvle (gaicapmat)

[Mpu w3ydeHnn HMOpHOGETATBFHOTO pPAa3BUTHA Y MBIIICH, KPOJUKOB M KpbIC HabIromatach
(heToTOKCHYHOCTh BajicapTaHa (cM. paszen 5.3).
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HeunsBecTHO, MpOHMKAEeT JM BajJcapTaH B IPYJHOE MOJOKO. B JOKIMHHMYECKMX MCCIIEJOBAaHUSAX
II0OKa3aHO, YTO BaJICapTaH BBIIEISETCS C MOJIOKOM JIAKTUPYIOIUX KpbIc. [IppumeHeHune npenapara Bo
BpEMsI IPyIHOTO BCKapMJIMBaHMsI TPOTHBOIIOKA3aHO.

DepTUIBHOCTD
OTCyTCTBYIOT JaHHbBIE O BIUSHUU Mperapara Ha GepTHIbHOCTH ueioBeka. [Ipu uccrnenoBanuu Ha
KUBOTHBIX HE HaOI0Ja10Ch 3P PEKTOB BO3ACHCTBUS BajcapTaHa Ha PepTUIBHOCTb.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCIMOPTHBIMH CpeACTBAMH H PadoTaTth C
MeXaHU3MaMu

JlexapcTBeHHBIN NpenapaT J[MOBaH He OKa3bIBA€T WJIM OKAa3bIBAET HECYIIECTBEHHOE BIIMSHUE Ha
CHOCOOHOCTh YHPABJIATh TPAHCHOPTHBIMHM CPEACTBAMU M paboOTaTh ¢ MEXaHM3MaMU IO NPUYHHE
BO3MO’KHOT'O BOBHUKHOBEHUS TAKUX HEXKENATeIbHBIX peakluii, Kak FOJIOBOKPY>KEHHE UIH 0OMOPOK.
Crnenyer coOmoJaTh OCTOPOKHOCTh NPH YIPABICHUU TPAHCIIOPTHBIMH CPEICTBAMH U 3aHATHU
MOTEHIMAJIBHO OMACHBIMU BUJIAMHU JI€ATEIbHOCTH.

4.8. HexenaTenbHbIE peakuuu

Pesrome npoduasa 0e30macHOCTH

VY IanuMeHToB ¢ apTepUAILHON T'MIIEPTEH3UEH B KOHTPOJIHMPYEMBIX KIMHMUUYECKUX HCCIECIOBAHUAX
4acTOTa HeXKeJIaTeIbHBIX peaKInii OblTa cpaBHUMA C II1are00. OTCYTCTBYIOT JaHHBIC O 3aBUCHUMOCTH
HacCTOThI KaKOﬁ-HHGO N3 HCXKEJIATCIIBbHBIX peaKHI/Iﬁ OT O03bI UIIN HpOI[OJ'DKI/ITCJIBHOCTI/I JICUCHHA, a
TaKKe T0J1a, BO3pacTa WM PacOBOM MPUHAIIC)KHOCTH.

TabauvHOE pe3roMe HeKeNaTeIbHBIX PeaKIIHi

Huxe npusenensl HexxenatenbHble peakuuu (HP), xoTopsie Habmoganuchk B Xo0Je KIMHUYECKUX
WCCIIeIOBAHUM, a TaKXKe MPU IMPUMEHEHUH Mpenapara B KIMHIYECKOH MPaKTHKeE.

J1J14 OLIEHKH YacTOThI HEKENATeJIbHBIX PeaKIMi NCIIOIB30BaHbI CIEIYIONINE KPUTEPUN: OUYEHb YaCTO
(=21/10), (gacto (=1/100, HO <1/10); Hewacto (=1/1 000, Ho <1/100); peaxo (=1/10 000, ro <1/1 000),
oueHb penko (<1/10 000), wacrora Hew3BecTHA (HAa OCHOBAHWW HMMCIOIIMXCS JAHHBIX OIICHHUTH
HEBO3MOXXHO). B mpemenax Kaxaod Tpynmbl, BBACIEHHOW IO 4YacTOT€ BCTPEYAEMOCTH,
HEXeJIaTeIbHBIC PEAKIINH TIEPSUNCIICHBI B IIOPSIIKE YOBIBAHUS UX CEPHE3HOCTH.

Ilayuenmul c apmepuanvrou cunepmensueu

CucTeMHO-OpPraHHbIi Yacrora HesxkenaTenbHasi peakuust
KJ1ace BCTPEe4aeMOCTH
Hapymenus CO | 4aCTOTa HEU3BECTHA CHI)KEHHE TeMOIJIO0MHA, TEMaTOKPUTA,
CTOPOHBI ~ KpOBH U HEUTpOIeHusI, TPOMOOIIUTOTIEHUS
muMdaTrHIecKou
CUCTEMBI
Hapymenns CO | 4aCTOTa HEU3BECTHA peaKky MOBBIIIEHHOW YYyBCTBUTEIBHOCTH,
CTOPOHBI ~ HWMMYHHOM BKJTI0Yasi CBIBOPOTOYHYIO O0JI€3Hb
CUCTEMBI
Hapymenus 4acTOTa HEU3BECTHA NOBBILICHUE  COAEpX aHUS  Kalaus B
MeTaboau3ma u CBIBOPOTKE KPOBH
MUTAHUS
Hapymienns CO | HEYacTo BEpPTUTO
CTOPOHBI OpraHa ciiyxa
1 JaOMpUHTA
Hapymenus CO | YaCTOTa HEM3BECTHA BaCKYJIUT
CTOPOHBI COCY/IOB
Hapymenust CO | HEYacTo Kalleyb
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CTOPOHBI JIBIXaTEIbHOM
CUCTEMBI, OpraHoB

(ROCAEAOBATERSHOCT 0018)

ITPYJHOM  KJIETKH H

CPEIOCTECHHUS

Hapymenns CO | HEYacTo 00J1b B )KUBOTE

CTOPOHBI  KEJIyAO0YHO-

KMILIEYHOIO TPaKTa

Hapymenus CO | 4aCTOTa HEM3BECTHA HapylmeHrue (QYHKIMM TIeYeHH, BKIIOYas
CTOPOHBI  IIEYEHH U MOBBIIICHNE KOHIICGHTPAIMK OWIupyOuHa B
HKEITUEBBIBOJALINX IU1a3Me KpOBU

yTen

Hapymenus CO | 4aCTOTa HEM3BECTHA AQHTMOHEBPOTUYECKUN  OTEeK, OyJUIe3HBIH
CTOPOHBI  KOXHM M JIEpMaTUT, KOKHAsI ChIIb, KOYKHBIN 3y 1
ITOJIKOYKHBIX TKaHEN

Hapymenns CO | 4aCTOTa HEU3BECTHA MHAITHUSA

CTOPOHBI  MBIIIEYHOM,

KOCTHOM 51

COEJIMHUTENIHOM TKaHU

Hapymenus CO | 4aCTOTa HEU3BECTHA HapyleHus: (yHKIUM IOYeK, IOBBIIICHHUE
CTOPOHBI ~ IIOYEK U KOHLICHTpAllUl KpEaTMHUHA B CBIBOPOTKE

MOYEBBIBOJISIIIINUX MyTEH

KpOBH

OOme HapyuieHuss u
peakum B MecTe
BBCJICHUS

HCYaCTO

MOBBIIIICHHAA YTOMIISICMOCTD

Tayuenmuwi, nonyuarowue npenapam /[uoean nocie nepeHecenHo20 ocmpo20 UH@GapKma Muokapoa

U/Unu npu XPOHU4eCKOU cepOedHoll HedoCMamoyHOCmu

CucTeMHO-OpPraHHbII Yacrora HesxkenaTenbHasi peakuusi

KJIace BCTPEYaeMOCTH
Hapymenus CO | YaCTOTa HEM3BECTHA TPOMOOLIUTOTICHUS
CTOPOHBI ~ KpOBH W
nuMaTuIecKon
CUCTEMBI
Hapymenus CO | YaCTOTa HEU3BECTHA pEeaKkiuu MOBBIIICHHOW YyBCTBUTEIBbHOCTH,
CTOPOHBI ~ MMMYHHOM BKJTIOYast CBIBOPOTOYHYIO O0JIe3HB
CUCTEMBI
Hapymenwust HEYacTo TUTICPKATAEMUS
MeTaboau3mMa u
MMATaHUS*
Hapymenus CO | 4acTo TOJIOBOKPYKCHHE,
CTOPOHBI HEPBHOMU MOCTYPaJIbHOE FOJIOBOKPYKEHHE
CUCTEMBI

HEYacTo 00MOpOK, TOI0BHas 00JTb

Hapymenus CO | HEYacTo BEPTHUTO
CTOPOHBI OpraHa ciryxa
1 JaOMpUHTA
Hapymenus CO | HEeYacTo yCHIICHUE CUMIITOMOB XPOHUYECKOH
CTOPOHBI cepAlla CepJIeYHON HETOCTATOYHOCTH
Hapymenus CO | 9acTo BBIPAXKEHHOE CHU)XEHHE All,

CTOPOHBI COCYIOB

OPTOCTATHYCCKAA THITOTCH3 U

qacToTa HCU3BCCTHA

BaCKYJIHUT

1y OTUETY
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Hapymenus CO | HEYacTo KaIlenb

CTOPOHBI JBIXATEIIbHOMN

CUCTEMBI, OpraHoB

TPYIHOW  KIETKH H

CPENOCTEHUs

Hapymienns CO | HEeYacTo TOIIHOTA, AUapest

CTOPOHBI  JKEIIyIOYHO- | OYCHB PEIKO AHTMOHEBPOTHUYECKUN OTEK KHILIEUHUKA
KMILIEYHOI'O TPaKTa

Hapymenns CO | 4acTOTa HEU3BECTHA MOBBIICHHE AKTUBHOCTH  «IIECYEHOYHBIX)»
CTOPOHBl TMEYEHH U bepMeHTOB

YKEITYEBBIBOIAIINX

myTeun

Hapymenus CO | HEHYacTo AHTMOHEBPOTHUYECKUN OTEK

CTOPOHBI KOXH u

. JacTOTa HEU3BECTHA OyJiIe3HBIl  JepMATHT, KOXHAs  ChIIb,
MOJKOKHBIX TKaHEU

KOKHBIN 3y 1

Hapymenus CO | yacToTa HEeU3BECTHA MUAJITHS

CTOPOHBI ~ MBILIEYHOM,

KOCTHOM u

COCIMHUTEILHOM TKaH!

Hapymenns co | yacto HapylieHne QyHKINU TOYeK

CTOPOHBI ~ TOYEK H

MOUEBBIBOIAILIX HEYacTo ocTpas Imo4eyHas HEJI0CTaTOYHOCTb,

myTeii MOBBILICHHE KOHIEHTpPALlMM KpEaTHHHHA B
CBIBOPOTKE KPOBU

YacToTa HEU3BECTHA MOBBILLICHUE COJNECP/KAHUS a30Ta MOYEBUHBI B

J1a3Me KpOBU

OOmue HapymieHUusT ¥ | HEYACTO aCTEHMS, TOBBIIEHHAS] YTOMIISIEMOCTD

peakuuu B MecTe

BBEJCHUS

* OTME4YaeTcsl MOBBINICHUE KOHIICHTPAIIMM Kajlus B CHIBOPOTKE KPOBU (YacTOTa HEM3BECTHA) IO
pe3ynbTataM NOCTMAapKETUHTOBBIX UCCIIEJOBAHUIA.

OnucaHue OTAEIbHBIX HEKEAATEIBHBIX PEAKIINN

Tlayuenmul c apmepuanvHol cunepmen3suet

B xone KIMHMYECKUX HCCIEeOBAaHUN y MAIMEHTOB C apTEpUabHOM THIepTeH3ueil Halironanuch
CIEeyIOIINe HeKeNaTelbHbIe peakluu, MPUUYUHHO-CIEJCTBEHHAs CBS3b KOTOPBIX C MPHEMOM
mpenapara He YCTaHOBJIGHA: apTpajirusi, acTeHus, OOjJb B CIHMHE, JAUApes, TOJOBOKpPY>KEHHE,
OCCCOHHMIIA, CHIKEHUE JIMOUI0, TOIIHOTA, nepudepudeckue oTeku, GapuHTUT, PUHUT, CUHYCHT,
WH(DEKINH BEPXHUX JBIXaTeIbHBIX IyTeH, BUPYCHBIC HHPECKITUH.

Tayuenmoi, nonyuarowue npenapam /luosan nocie nepeHecenHo2o 0Cmpo2o UH@PApPKmMa Muokapoa
U/ U npu XpOHUUECKOU cepOey Ol HeOOCmamo4HOCmu

B Xoxe KIMHMYECKHX HCCIEIOBAaHMWN y TAIMEHTOB IIOCJIE IMEPEHECEHHOTO OCTPOro HH(ApKTa
muokapaa w/unu npu XCH HaOmoganuch cleayromue HeXelaTelbHble Peakluu, MPUYHHHO-
CIIC/ICTBEHHAsI CBSI3b KOTOPBIX C IPUEMOM IIpernapara He YCTaHOBJICHA: apTpajrus, O0JIb B KHBOTE,
00J1b B CIIMHE, acTeHUs, OECCOHHUIIA, CHIDKEHUE JIMOUI0, HEUTpOIeHus, epudepudeckue OTeKH,
(bapuHTUT, pUHNT, CHHYCHT, HHPEKIIMN BEPXHHUX JIBIXaTEIBbHBIX MyTeH, BUPYCHBIC HHEKIINN.
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COOTEBETCTEBYET 3KCNEPTHOMY OTUETY
ot 01.06.2026 N= 10817

€T’ (MOCNEQOBATENEHOCTE 0010)

[Tpoduns 6e3omacHocT npemnapaTa J[noBaH y MareHTOB C apTePUAIBHON TUIIEPTEH3UEH B BO3pacTe
ot 6 10 18 net He oTiMyaercs oT npoduist 6€30MacCHOCTH BajicapTaHa y B3POCIBIX MMAlUEHTOB.

CooO011eHre 0 Moa03peBaeMbIX HEKeJIaTeIbHbBIX PeaKIUsIX

BaxHo coo0marh O TOJ03pEBAaEMbIX HEKENATENbHBIX pEaKkIHUsX IOCIe PEerucTpaiuu
JIEKapCTBEHHOI'0 Ipernapara C Lelblo 00ecleueHus HENPEPHIBHOTO MOHUTOPHHIA COOTHOIICHUS
«moNb3a — PHUCK» JIGKAPCTBEHHOTO TMpermapaTa. MEIUIMHCKUM pa0OTHUKAM pPEKOMEHIYeTCs
CO00IIaTh O JIOOBIX MOI03PEBAEMBIX HEXKEJIaTeNbHBIX PEeaKIMIX JIEKApCTBEHHOIO Mpernapara uepes
HAIlMOHAJIbHBIE CHUCTEMBI COOOIIEHUS O HEXKEeJIaTelIbHbIX pPEAKIUAX TOCYAApCTB — UJICHOB
EBpa3zuniickoro 3KOHOMHUYECKOTO COI03a.

Poccuiickas ®@edepayus

®denepanbHas ciyx0a 1Mo Haa30py B cdepe 3paBOOXpaHEHUS

Anpec: 109012, r. Mocksa, CnaBstHCKasl Iiiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noura: npr@roszdravnadzor.gov.ru win pharm@roszdravnadzor.gov.ru

Caitr B HH()OPMAITMOHHO-TEJICKOMMYHHUKAITMOHHON ceTu «HTEepHET:
https://www.roszdravnadzor.gov.ru

Pecnybnuxa Apmenus

I'HKO «lleHTp 3KCnIepTU3BI JEKAPCTB U MEAUIIUHCKUX TEXHOJIOTHUI»
Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexTpoHHas noura: vigilance@pharm.am

Wutepuer-caiT: https://pharm.am

Pecnyonuxa Kazaxcman

PI'TI nma I[IXB «HauuoHa/ibHBIM LEHTP SKCHEPTU3bI JIEKAPCTBEHHBIX CPEICTB U MEIULIMHCKUX
maenuii»  Komurera MemuuuHCKOro W ¢apMaieBTUYECKOro KOHTpoJsi ~ MUHUCTEPCTBA
3npaBooxpaneHus PecnyOmuku Kazaxcran

Anpec: 010000, r. Actana, yn. A.lMmanoBa, 13, 4 stax

Tenedon: +7 7172 235 135

OnektpoHHas nmoura: farm@dari.kz

Caiit: www.ndda.kz

4.9. Ilepeno3upoBka

CHUMIITOMBI
[Ipu nepeno3upoBke mpenapara JlnoBaH OCHOBHBIM MPOSIBICHUEM SIBJISICTCS BEIPAXKCHHOE CHUKCHUE
AJl, KOTOpOE MOXKET MPUBECTH K YTHETCHUIO CO3HAHUS, KOJIJIATICY W/WIIH IIOKY.

JleueHne

JleyeHne — CUMNTOMAaTUYECKOE, XapaKTep KOTOPOTO 3aBUCHUT OT BPEMEHH, MPOIISANICTO C MOMEHTA
an/IeMa npenapaTa, 1 OT CTCIICHU TSIXKECTHU CUMIITOMOB.

[Ipu cayyaitHOM nepe03upPOBKE CIeAyET BBI3BATh PBOTY (€chu mpenapat ObUT IPUHAT HEIaBHO) WK
MPOBECTH NPOMBIBAHHE >KEIylaka. B ciydae BO3HMKHOBEHHUS BBIPAXKEHHOrO cHWkeHUs AJl B
KauecTBe Tepanuu HeoOxoaumo BHyTpuBeHHOe BBenenue 0,9 % pacTBopa HaTpus XJopuia,
IIalfuCHTAa cnez[yeT YJ'IO)KI/ITI), HpI/IHOZ[HﬂB HOT'H, Ha HCO6XOI[I/IMBII>1 JUJIA TepaHI/II/I nepnozl BpeMeHI/I,
MPUHITh AKTUBHBIE MEphl MO TMOAJAEPKAHUIO NEATEIBHOCTH CEpACYHO-COCYIUCTON CHCTEMBI,
BKJIIOYAsl PEryJSIpHBI KOHTPOJIb JESTEIbHOCTH CepAla W JbIXaTeJIbHONM CHUCTEMBI, 00beMa
LHUPKYIUPYIOLIEH KPOBU U KOJIMYECTBA BBIJCIIEMON MOYH.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
or 01.06.2026 Ne 10817
5. PAPMAKOJIOTMYECKHUE CBOMCTBA (MOCNEAOBATENEHOCTS 0010)

5.1. ®apmakoguHAMUYECKHE CBOMCTBA

dapmakoTepaneBTUUYECKas IpyIa: CpeJCTBa, IeUCTBYIOIINE HA PEHUH-AaHTHOTEH3UHOBYIO CHCTEMY;
AQHTArOHUCTHI PEUENTOPOB aHrnoTeH3uHa II.
Kong ATX: CO9CAO03

MexaHu3m ielcTBUs U hapMakoinHaMuyeckue 3 HeKTrl

Basncapran — akTuBHBIA crHenu(UUECKH aHTAarOHWCT PELUEeNnTOpoB  aHTHoTeH3uHa I,
MpeHa3HAauYeHHBIA U1 mpuema BHYTpb. M3OuparenbHo OnokupyeT peuentopbl noxruna AT,
KOTOpbIE OTBETCTBEHHBI 3a 3(dexrhl anrnorensuna II. CnencrBuem Onokansl ATi-penentopos
SIBJISIETCSL  NOBBIIICHWE IUIA3MEHHOM KOHLEHTpauuu aHruoreHsuHa II, koropelii  MoOXkeT
CTUMYJIUpOBaTh He3alnokupoBaHHble AT2-penentopsl. Bancapran He uMMeeT CKOJIbKO-HUOYIb
BBIPQXXCHHOM arOHMCTHYECKOW aKTUBHOCTH B oTHoueHuu ATi-penentopoB. CpoACTBO BajicapTaHa
k penenropam noaruna ATi mpumepHo B 20 000 pa3 Bbimie, 4yem K peuentopam noaruna ATa.
OTCYTCTBYIOT JaHHbIE O TOM, 4YTO BajcapTaH B3aUMOJCHCTBYET WM OJOKUpYET Apyrue
TOPMOHAJIBHBIE DPELENTOPbl WM HOHHBIE KaHAjbl, MMEIOIIME BAKHOE 3HAUEHUE B PETYILMH
(GYHKIHH cepAeYHO-COCYTUCTON CUCTEMBI.

Bancapran He unrubupyer AII®D, Takxke u3BecTHbIM Kak kuHUHa3a II, koTopelii mpeBparmiaer
anruotreH3uH | B anrmorensuH Il um BBI3BIBaeT paspylieHue OpaJuKWHUHA, YTO YMEHBIIAET
BEPOATHOCTh BO3HMKHOBEHMsI Kalllsid IpU Ipueme mnpenapara JluoBaH. B cpaBHUTEIBHBIX
KIIMHAYECKUX MCCIIEIOBAHUAX BasicapTaHa ¢ HHruOuTopoM AII®D yactoTa pa3BUTHS CyXOTO Kamuis
6buta noctoBepHo Hmxke (p <0,05) y manumeHToB, MOdy4aBIIMX BajcapTad (y 2,6% NalnueHTOB,
MOJyyaBIIUX BajcapTaH, U y 7,9% — mnonywaBmux wuHruoburop AllD). B kiauHMueckoM
HCCIIEIOBAaHUM 4YacTOTa Pa3BUTHs CYXOro Kalllil NPU IPHMEHEHUW BajcapTaHa W TUA3UJHOTO
JMypeTUKa y MallMeHTOB ¢ CyXHM KalllieM Ha (poHe mpe/iecTByomei Tepanuu nHruonropom AIlD
coctaBuna 19,5% u 19,0% cooTBeTCTBEHHO MO cpaBHEHHUIO C 68,5% MaMEHTOB, KOTOPBIE MOyl
unrubutop AIID (p <0,05).

Knunnueckas 3¢ hekTuBHOCTE M 6€301aCHOCTh

IIpumenenue npu apmepuanvbHol cunepmeH3uu y nayuenmos cmapuie 18 1em

[Ipu nedyenuun BajicapTaHOM MAIMEHTOB C apTEPUATILHON THUIIEPTEH3UEH OTMeUaeTcsl CHkeHne AJl,
HE COMPOBOXKarolIeecs H3MEHEHUEM YacTOThI cepieuHbIx cokpamenuit (UCC).

[locne mpuMeHeHHsT BHYTpb pPa30oBOM J03bl Ipemnapata y OONBIIMHCTBA MAalMEHTOB Haydajo
aHTUTUIIEPTEH3UBHOIO JIEHCTBUs HaONIOJaeTcs B TE€YEHUE 2 4, a MaKCUMalbHOE CHUXeHue AJ|
nocturaercs B npezaenax 4-6 4, coxpasstomieecs 6onee 24 yacos. [Ipu mOBTOpHOM NpUMEHEHHUH
mpernapara MaKCHUMalibHOe CHIDKeHHe AJl, BHe 3aBUCHUMOCTH OT MPHUHATOM 103bl, OOBIYHO
JOCTUTaeTcs B IIpesienax 2-4 HeJelb U MOJIEPKUBAETCS Ha JOCTUTHYTOM YPOBHE B X0/1€ ITUTENbHOM
Tepanuu. B ciayyae 0HOBpEMEHHOr0 MPUMEHEHMS Mpenapara ¢ TMApOXJIOPOTHA3UIOM JOCTUTACTCS
JIOCTOBEPHOE JIONOJHUTENIbHOE CHIKeHUE A/l

Pe3koe npekpailieHne NpUMEHEHHUs BajicapTaHa HE COMPOBOKIACTCS 3HAYUTEIbHBIM IOBBILICHUEM
A/l nnm apyrumMu HeXenaTeNbHBIMU SIBICHUSAMHU. Y ITAlIMEHTOB C apTepUaJIbHOM TMIIEPTEH3HUEH,
caxapHbiM auaberoMm 2 THma U HedpomaTuel, MpUHUMAIOMMX BajicapTaH B no3e 160-320 wr,
OTMEYaeTCs 3HAYUTEIBHOE CHIDKEHUE NpoTeuHypuu (36-44%).

Ilpumenenue nocie ocmpoeo ungapkma muokapoa y nayueHmos cmapuie 18 nem

[Ipy mpuMeHeHuu mnpemnapaTa B TEYEHHME 2-X JIET y MAlMEHTOB, KOTOpbIE Hadald MPUHUMATh
npenapar B mepuoj ot 12 4 mo 10 gHEW mociie MEpEeHECEHHOro OCTPOro MH(apkTa MHUOKapiaa
(OCIIO)KHEHHOTO  JICBOXKEITYI0YKOBOW HEIOCTATOYHOCTHIO W/WIIM CHCTOJIMYECKON AuChYHKIHEH
JICBOTO JKENIy/I0UKa), CHIDKAIOTCS IOKa3aTeau oOIIel CMEPTHOCTH, CEpIeYHO-COCYAMCTOU
CMCPTHOCTHU U YBCIUYMUBACTCA BPpEMA N0 HepBOI\/'I rocuvTajaM3aliuy 1mo nmoBoay O60CTp€HI/I$I TCUCHU S
XPOHUYECKOH CEpIICYHON HEIOCTaTOYHOCTH, TOBTOPHOTO HH(MApPKTa MHOKap/aa, BHE3aIHOU
OCTaHOBKHU cep/illa U WHCYyIbTa (6e3 jeranpbHoro ucxonaa). [Ipoduns O6e3omacHOCTH BajcapTaHa y
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MAIUEHTOB C OCTPHIM HH(PAPKTOM MHOKapAa CXOJCH O TaKOBHMH']I%V-‘PﬁEE&EJJMHB% Tb 0010)

Tlpumenernue npu Xponuueckot cepoeuHol HedOCMamoYHOCMU Y nayueHmos cmapuie 18 iem

[Ipu npumeHenun BasicapTaHa (B CpelHEN CyTOUHOH 03¢ 254 Mr) B TeueHue 2-X JIeT y NalUEHTOB
¢ XCH 1II (62%), III (36%) u IV (2%) ¢pynkumnonanbHoro kiacca no kiaccudukanuu NYHA c
¢pakuueit BbiOpoca neBoro sxemynouka (JDK) menee 40% W BHYTpEHHMM JIUACTOIMYECKUM
nuametpom JIK Gomee 2,9 cm/M?, MOMydaromuX CTaHAAPTHYIO TEPAMHMIO, BKIIOUAs HHTHOUTOPHI
AIID (93%), muypetuxu (86%), murokcu (67%) u Oera-aapeHoOmokaropsl (36%), orMedaercs
JIOCTOBEpHOE CHUXkeHHe (Ha 27,5%) pucka rocnuTanu3aiuy mno noBoay odocrpenus redenust XCH.
Y mnanuweHtoB, He TmoNydaBmuX UHTHOUTOpH AIID, oTMedaeTcs 3HAYUTENHLHOE CHUKCHHE
nokasarens obmel cmeptHocTd (Ha 33%), cepeuHO-COCYyIUCTOM CMEPTHOCTH U 3a00JIEBa€MOCTH,
cBs3anHON ¢ XCH (Bpemsi 10 HACTYIJICHHUS TIEPBOTO CEPIIEYHO-COCYAUCTOTO COOBITHS), KOTOPBIS
OLICHMBAIOTCSI TIO0 CIEAYIOIIUM [OKa3aTelsiM: CMEpThb, BHE3alHash CMEPTh C MPOBEACHUEM
peaHuMaIyy, TOCHUTaIN3aus 1Mo MmoBoxy obocTpeHust tedenus XCH, BHyTpHBEHHOE BBelEHHE
WHOTPOIHBIX WJIH COCYJIOPAaCUIMPSAIONIMX TIpernapaToB B TeueHue 4 wuiaum Oojee 4vacoB 0e3
rocnutanu3anuu (Ha 44%). B rpynme namnueHTtoB, monyvaromux HHruOutopsl AIID (6e3 Oera-
aZpeHO0I0KAaTOPOR), HA (POHE JICUCHUS BaJICApTAaHOM HE HAaOJII0IaeTCsl CHIYKCHUS ITOKa3aTes 00IIeH
CMEpPTHOCTH, OJHAKO YMEHBIIAIOTCS TIIOKA3aTeNd  CEepACYHO-COCYTUCTOM CMEPTHOCTH U
3a0osreBaeMocTH, cBsizanHoli ¢ XCH Ha 18,3%.

B nenom npuMeHeHue BajcapTaHa MPUBOJUT K YMEHBIICHUIO YMCIA TOCTIMTAIU3AIUN IO TIOBOIY
XCH, 3amemienuto nporpeccupoBanus XCH, ymyumenuto ¢ynkmuonansHoro kiacca XCH mo
knaccudukanmu NYHA, yBenndenuto ppakiuy BEIOpoca JIEBOT0 JKEITyA0UKa, a TAK)KE YMEHBIICHUIO
BBIPKEHHOCTH MPU3HAKOB M CHUMIITOMOB CEPACYHONW HEJOCTATOYHOCTU U YJIYUYIICHHIO KauecTBa
KHU3HH 10 CPABHEHUIO C I1a1eoo.

Ilpumenenue y nayuenmos cmapwie 18 nem c apmepuanvHou eunepmeH3ueu U HapyuieHuem
MONEPAHMHOCU K 2II0KO3€
[Ipu npumeHeHun BajcapTaHa MW W3MEHEHHWH o00pa3a >KU3HHU OTMEUaJOoCh CTATUCTHYECKHU
JIOCTOBEPHOE CHIKEHHE PHCKa Pa3BUTHUSl CaxapHOTro auadeTra y JaHHON KaTeropuu MalieHTOB.
Bancapran He oka3blBajd BIUSHHUS Ha YacTOTY JIETAJbHBIX MCXOJIOB B pe3yJbTaTe CEpIECUHO-
COCYAMCTBIX COOBITUH, MH(papKTa MHUOKapAa M UIIEMHYECKHUX aTak Oe3 JeTaJbHOro HCXO0Ja, Ha
TOCTIUTAIM3AIMU TI0 TPUYUHE CEPACYHOM HEIOCTATOYHOCTH WJIM HECTAaOWIHLHOM CTEHOKApIWH,
apTepHallbHON peBacKyspHU3alliK, Y MAlUEHTOB C HapyLICHHEM TOJEPAaHTHOCTH K TIIOKO3e U
apTepHalIbHOM rUNepTEeH3UEN, OTINYAIOIINXCS 110 BO3PAcTy, MOy U pacoBOW MPUHAJIEKHOCTHIO.
eTH
Ilpumenenue y demeti u noopocmkog om 6 0o 18 1em npu apmepuanroHol 2unepmeH3un
VY neteit v moAPOCTKOB OT 6 10 18 seT BasicapTaH o0ecneunBaeT 10303aBUCUMOE, TUIABHOE CHUKEHHE
AJl. IIpyn npuMeHeHUN BaJicapTaHa MakKCUMalbHOE CHUKEHUE AJl, BHE 3aBUCHUMOCTH OT MPUHATOU
J103bI, OOBIYHO JJOCTUTAETCA B TEUCHUE 2 HEACNb U MOAIEPKUBACTCS Ha IOCTUTHYTOM YPOBHE B XOJI€
JUIUTEIILHON TEPAITUH.

5.2. dapmakoKMHeTHYECKHE CBOHCTBA

AbGcopOuus
[Tocne mpuema mpemnapara BHYTpb Cmax BajicapTaHa B IUTa3Me€ KPOBH JOCTHTAeTCSi B TEUYCHHE

2-4 gacoB. Cpenusisi abcomotHass ouomoctymHoctsh 23%. [Ipu mpuMeHeHun BajicapTaHa ¢ MHUIICH
AUC ymenbpmaercs Ha 48%, XOTs, HauMHAasl NPUMEPHO ¢ §-TO Yaca IOCiE Mpuema Ipernapara,
KOHIIEHTpallKsl BaJicapTaHa B IIa3Me€ KPOBU KaK B Cllydae MpUeMa €ro HaTollaK, TaK U B CiIydae
nprema ¢ nuien, oguHakosbsle. Y MeHbiieHne AUC, TeM HE MeHee, HE COMPOBOKAAECTCS KIMHUYECKH
3HAYMMBIM CHIKCHHEM TEpareBTUYECKOro 3(QeKTa, MOITOMY BaJcapTaH MOXHO NPUHUMATH
HE3aBUCUMO OT BPEMEHH ITpHeMa MHIIH.

Pacnopenenenne
O6beMm pacnpenenenus (Vd) Baiacaprana B epro]i paBHOBECHOTO COCTOSHUS TIOCJI€ BHYTPUBEHHOTO
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BBEACHUS COCTaBJsI OKOJIO 17 1, 4TO yKa3bIBaeT Ha OTCVTéMél%%EE%EBQE%ﬁé&Hh

BaJicapTaHa B TKaHAX. BayicapTaH B 3HAUNTENbHOM CTENECHM CBSA3BIBACTCS C OCIKAMH CHIBOPOTKH
KkpoBH (94-97%), MpeuMyIIECTBEHHO C aIbOYMUHAMH.

buotpanchopmarus

Bancapran He mojBepraercsi BeIpakeHHOMY MeTabonu3My (okoio 20% npuHATOW BHYTPH J103BI
olpeieNnsercs: B Buie MeTabosnToB). ' MAPOKCUIIBHBIN META0OIUT ONpeAeseTcs B IIa3Me KPOBU B
HU3KUX KoHIeHTpanusx (menee uem 10% or AUC Bancaprana). DTOT MeTaboOmHT
(bapMaKoIOrn4ecky HEaKTHBEH.

DJIMMUHAIMS
Basncapran BeiBoguTcs nByxdasHo: o-dpasza ¢ neprogom noiayssiBeaeHus (T124) Menee 1 gaca u 3-

¢daza ¢ Ti2p — okono 9 yacoB. Bancapran BBIBOJUTCS B OCHOBHOM B HEM3MEHEHHOM BHJIE 4epe3
kumeyHuk (okoso 83%) u nmoukamu (okosio 13%). [lociie BHyTpUBEHHOTO BBEACHMS MJIa3MEHHBIH
KIIMPEHC BaJicapTaHa COCTABIIAET OKOJIO 2 JI/9 U ero MoYeqHbId KiupeHc coctasisier 0,62 11/4 (0koJ0
30% oOmiero knupeHca). Ty BajgcapTaHa cOCTaBiseT 6 4acoB.

Oco0ble rpyIInbl MalUEeHTOB

XpoHuueckas cepOeunas HeOOCMAamoyHOCMb

VY 1aHHOW KaTeropuu NauueHTOB BpeMsl JOCTUKEHUS! Cmax U T1/2 CXOIHBI ¢ TAKOBBIMU Y 30POBBIX
no6pososnblieB. [losbimenre AUC 1 Cmax IPSAMO IPOMOPHUOHATBEHO YBEJIMYSHHIO O3Bl Mpernapara
(c 40 mr o 160 mr 2 pasa). @akTop KyMyJsLUM cOCTaBiIAET B cpeaHeM 1,7. Ilpu npueme BHYTph
KJIMPEHC BajicapTaHa COCTaBWII MPUOIM3UTENBHO 4,5 11/gac. Bo3pacT manmentoB ¢ XCH He oka3biBan
BJIMSHMS HA KJIMPEHC BaJICApTaHa.

Jluya noosicunozo eéozpacma
Y HEKOTOPBIX MAIIMEHTOB B BO3pPACTe CTapuie 65 IeT cucTeMHasi OMOIOCTYITHOCTD BajicapTaHa BhIIIE
TAKOBOM y MAallMEHTOB MOJIOOTO BO3PACTa, OJHAKO, HE UMEET KIIMHUYECKOTO 3HAYCHUS.

Ioueunasa Heoocmamoynocme

Koppemnsius Mexay QyHKIUEH MoYeK U CHCTEMHON OMOIOCTYITHOCTBIO BaJcapTaHa OTCYTCTBYET. Y
NaIMEeHTOB ¢ HapyieHusMu ¢pyHkuuu nodek U KK 6osee 10 mir/MuH KOppeKLuH 10361 ITpenapara He
Tpe6yeTcs1. B HAaCTOAIICC BPEMA HEC UMCCTCA JaHHBIX O IPUMCHCHHUH Y MMAlTUCHTOB, HAXOAAIINXCA HAa
remMoauaiuse. Baicapran nuMeeT BBICOKYIO CTETIEHb CBA3BIBAHMS C OeJIKaMU I1J1a3Mbl KPOBH, TIOATOMY
€ro BBIBEJICHHE ITPU T€MOINATIN3€E MAJIOBEPOSTHO.

Tlevenounas neoocmamounocms

vy ManueHTOB C JICTKUMU U YMCPCHHBIMU HAPYHICHUAMU (bYHKHI/II/I II€YCHN OTMEYACTCs ITOBBIIICHUC
6uonocrynsocty (AUC) BajcapTaHa B /Ba pasa 10 CPaBHEHHUIO CO 3A0POBBIMU JOOPOBOJIBIIAMHU.
Onnako He HaOmromaercst koppensiiuu 3HadeHwid AUC BascapraHa CO CTENCHBIO HAPYUICHHUS
¢ynkiyn nedeHu. [IpumeHeHHne mpemapara y HMAalMEHTOB C TSDKEJBIMH HapYIICHHSAMH (QYHKIHH
MEYCHU HE U3yYJaIoCh.

eTH
dapMaKOKMHETHUECKUE CBOMCTBA BajicapTaHa y JIeTel U MOJIPOCTKOB B Bo3pacTe oT 6 110 18 net He
OTJIIMYAIOTCS OT (PAPMAKOKMHETHUYECKUX CBOWCTB BaJICapTaHa y MallMeHTOB cTapiie 18 jer.

5.3. laHHble TOKJIHUHUYECKOH 0e30MacHOCTH

[Ipu wu3ydyeHum H5MOpHOGETATBPHOIO pPa3BUTHA Y MBIIIEH, KpPOJUKOB M KpbIC HaOIromanzach
(ETOTOKCHYHOCTh, KOTOpasi acCCOIMHPOBAJACh C MATEPUHCKOM TOKCHYHOCTBIO Y KpBIC TIpH
MPUMEHEHUH BaJicapTaHa B CyTOouHOM m03e 600 MI/KT B CyTKH, 4TO MPHOIM3UTENBHO B 18 pas
MPEBHIIIAET MAKCUMAIBHYIO PEKOMEHIOBAHHYIO CYTOYHYIO J03Y JJIs YEIOBEKa U3 pacyeTa MI/KB.M.
Macchl Tefa (pacyer IMpeArnoaraeT CyTouHyo 103y 320 Mr BHYTpb AJIS MMaLMEHTa ¢ MacCou Tena

60 XT), ¥ KPOJIHMKOB IPH MPUMEHEHUH BaJicapTaHa B CyTOYHOH g03¢ 10 MI/KT, 94TO IPUOITU3UTETHEHO
B 0,6 pa3 npeBbIIIaeT MAKCUMAaJIbHYIO0 PEKOMEHIOBAHHYIO CYyTOUHYIO 103y Ui 4EJIOBEKa U3 pacyera
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MI/KI Macchl Tena (pacdueT OpearoiaracT CyTOYHYIO [H03VY 326%%&%% EﬁI WEQT&NE&%I&
(p p YTO4YHY

tena 60 kr). He oTrMeueHO SIBICHMI MaTEpUHCKOW TOKCHUYHOCTH WM (DETOTOKCHYHOCTH TIPH
MPUMEHEHHUH Y MBIIIEH B CYTOYHBIX /103aX 10 600 MI/KT, 4TO NMPHOIM3UTENBHO B 9 pa3 MpeBbIIIaeT
MaKCHUMaJIbHYI0 PEKOMEHI0BaHHYIO CyTOUHYIO 103y [UId YeJlOBeKa U3 pacuyeTa MI/KB.M. Macchl Tela
(pacuer mpeamnosnaraeT CyToyHyo 103y 320 Mr BHYTpb JUIs NalMeHTa ¢ Maccoil tena 60 Kr).

6. PAPMAILIEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BcIOMOraTe/IbHbIX BelIECTB

JuoBaH, 80 mr, TabJETKH, HOKPHITHIE MJIEHOYHON 000JI0YKOI

Aopo mabnemxu

HEJITI0JI032 MUKPOKPUCTAIUTHYECKAST

KPOCTIOBUIOH

MarHus creapar

KpEeMHUS TUOKCU]] KOJIOUTHBIN

Obonouka nienounas

Premix OnemHo-po3oBast (runpomeniosa, Turana auokcun (E171), makporon 8000, >xene3a oxcun
xenteiid (E172), xxenesa okeun kpacHbiit (E172).

JuoBaH, 160 Mr, TaOIEeTKH, MOKPHITHIC TUICHOYHON 000JI0UKON

Aopo mabremku

EJUTI0NI03a MUKPOKPUCTAILITNYECKAsT

KPOCITOBHIOH

Mar”us creapat

KPEMHHS JHOKCHU/T KOJIJIOWTHBIH

Obonouka nienounas

Premix cBetno-kopuuHeBas (Tunpomerniosa, Tutana guokcu (E171), makporon 8000, sxene3a okcug
xenteiii (E172), xxene3a okcun kpacHsiii (E172), sxene3a okcun uepHsiii (E172).

6.2. HecoBmecTUMOCTD

He npumenunmo.

6.3. Cpok rogHocTH (CPOK XpaHeHusl)

3 roxa.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHUH

ITpu temnepatype He Bbimie 30°C B OpUrHHAJIBHOM ynakoBKe (OiucTep B Mayke) JUIsl 3aIUThl OT
BJIATH.

6.5. Xapakrep u coaep:kaHue YNIaKOBKH

ITo 14 Tabnerok B Osmctepe u3 [IBX/TIB/AX u amtomuneBoi ¢osbru. [1o 1 wim 2 Gimcrepa BMecTe
C JINCTKOM-BKJIQ/IBIIIEM B KAPTOHHYIO MAUKYy.

6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIU3AUMHU UCTIOIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WJjiH OTXOA0B, MOJYYeHHBIX MOcje NMPUMEHEHHs JIEKAPCTBEHHOr0 Mpemnapara u
Apyrue MaHUMYJISIUU € PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. IEPYKATEJb PETUCTPAIIMOHHOTO YIOCTOBEPE s~ 5 TENEHOCTE 0010)

[Beitnapus / Switzerland
Hosaptuc ®@apma AI" / Novartis Pharma AG
Jluxtmtpacce 35, 4056 bazens / Lichtstrasse 35, 4056 Basel

7.1. IlpeacTaBUTENb AEPKATEsI PETHCTPANMOHHOIO YI0CTOBEPEeHHUS

[Iperens3un norpeduTesield HaOPaBJIATh HO aIPECY:
Poccuiickas ®@edepayus

000 «HoBaptuc ®apmay

Anpec: 125315, r. MockBa, Jlenunrpaackuii npocnekr, 1. 70
Tenedon: +7 495 967 12 70

®axkc: +7 495 967 12 68

OnektponHas moura: drug.safety russia@novartis.com

Pecnyonuxa Apmernus

000 «ACTEPUA»

Anpec: 0051, . Epesan, yn. Haupu 3apsn, 72/3
Tenedon: +374 115 190 70

OnektponHas moura: drugsafety.cis@novartis.com

Pecnyonuxa Kazaxcman

TOO «Hosaptuc Kazaxcran»

Anpec: 050022, r. Anmatsl, yi. Kypmanrassl, 95
Tenedon: +7 727 258 24 47

DnektponHas moura: drugsafety.cis@novartis.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOT'O YIOCTOBEPEHMSI
JITI-Ne(007355)-(PT-RU)
JITI-Ne007355-TTI-KZ

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O IIPEITAPATA

JlexapCTBEHHBIH MpenapaT OTHOCUTCS K KAaTErOpHU OTITyCKa IO PEeLenTy.

OOmasi XapakTepuCTHKa JICKAPCTBEHHOTO TpermapaTa J[noBaH mocTynmHa B €IMHOM  peecTpe
3aperuCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3uiickoro SKOHOMHYECKOTO COK03a M Ha
ounmansHOM caire YIOJIJHOMOYEHHOTO opraHa (3KkcriepTHOM
opranmzanui) (https:/lIk.regmed.ru/Register/EAEU_SmPC).
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