em—

MHH3IPAB POCCHH

}77/\/075\797‘”/” 200220

COTTACOBAHO

UHCTPYKLIUA —
110 MEJIMLIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOT'O TTPEITAPATA

JJUOBAH®
PErMCTPAUMOHHBIN HOMEP: TTN013991/01
TOPIrOBOE HAMUMEHOBAHME: IIHOBaH®
MEXAYHAPOJHOE HENTATEHTOBAHHOE WIU I'PYIIIIMPOBOYHOE HAUMEHOBAHME: BajicapTaH
JIEKAPCTBEHHASI ®OPMA: TabJIeTKH, MOKPBITBIE MNICHOYHON 000/104KOH
COCTAB
1 TabneTka, MOKpbITAs MJICHOYHOH 000IOUKOM, COACPIKHT:
oeticmsyroujee seugecmeo. Bancaptan 80,00 mr, 160,00 mr;
6cnomozamenibible eujecmsa. 1e/UIK0J103a MUKPOKPUCTAJUIMYECKAs; KPOCIIOBH/IOH, MarHus creapar;
KPEMHHS TMOKCH/T KOJTOM/IHBIH;
obonouxa naenounas: nns no3upokd 80 mr: Premix 6.aeaHo-pososasi (runpomesuiosa, THTaHa
amokeua (E171), makporon 8000, sxenesa okeup xentsiit (E172), xenesa okeua kpacusiii (E172); ans
n03upoBku 160 Mr: Premix cBeTi0-kopu4yHeBasi (runpomesiosa, Tutana auokeua (E171), makporon
8000, xene3a okcun xkentolit (E172), xenesa okena kpacusiit (E172), xene3a okeup yepHsiii (E172).
OINMCAHUE
Ta6netku 80 Mr: Kpyrjble CO CKOUIEHHBIMU KpasiMH TabJIeTKH, MOKPBIThIE MIEHOYHOH 000/104KOiA,
6J1€IH0-PO30BOTrO LIBETA, C OHOM CTOPOHBI PUCKA M BbIJaBJICHHAA HaANUCh «D» u «V», ¢ Apyroi
cTopoHbl — «NVR».
Tabnetku 160 Mr: oBanbHble TaONETKH, MOKPHIThIE TJICHOUYHOW 000/104KOH, CEPO-OpaHKEBOTO
LIBE€Ta, C OJHOM CTOPOHBI pHUcKa M BbiAaBieHHas Haanuch «DX» u «DX», ¢ Apyroi CTOpoHbl —
«NVR».
DAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA
Anrunotensuna Il perentopor 6s10katop.
Koa ATX: C09CA03
DAPMAKOJIOTMYECKUE CBOMCTBA
DapmakoOuHamuKa
Bancapran -  aKTUBHBIA  crieuMuUecKuil  aHTaroHMCT  peuentopoB  aHrdorensusa I,
npe/iHA3HAYEHHBIH A npuema BHYTpb. M3GuparensHo OGnokupyer peuentopbl noaruna AT,

KOTOpble OTBETCTBEHHBbI 3a d(dekTsl anrnorensuna II. Cnenctuem Gnokamsl AT - peuentopoB




SBJISIETCS MOBBILICHUE TIA3MEHHOM KOHUEHTPALMK aHrMOTeH3uHa II, KOTOpeI MOXKET CTUMY/IMPOBAThH
He3zabokupoBanHele ATz-penentopsl. Basncapran He uMeeT CKOJIbKO-HHOYAb BBIPaKEHHOM
aroOHUCTHYECKOM akTUBHOCTH B oTHOImEeHUH AT - peuentopoB. CpoAcTBO BajcapTaHa K peLenTopam
noaruna AT npumepto B 20 000 pa3 Beiiue, 4em k peuentopam noaruna ATz, OTCYyTCTBYIOT 1aHHBIE
0 TOM, YTO BaJcapTaH B3aUMOJCHCTBYeT WM ONOKHPYET Apyrue ropMOHaJIbHBIE PELENTOPbl WM
MOHHBIE KaHajlbl, MMEIOLIME Ba)KHOE 3HA4YeHHE B peryasuuMd (QyHKUMI CcepaeYHO-COCYAUCTOM
CHCTEMBI.

Basncapran He uHrubupyer aHruorteHsuHnpeppamaiomuit gepment (AIID), Takke M3BECTHBIA Kak
kuHuHaza II, koTopwlii mpepamaer anruoteH3uH | B anruorensuH Il v BeI3bIBaeT paspylieHue
OpaavKMHKHA, YTO YMEHbLIAET BEPOATHOCTh BOSHMKHOBEHHS Kallljls NP NpUeMe npernapara Jluosau®.
B cpaBHUTE/IbHBIX KIMHHYECKHX MCCIIE0BAaHUAX BajicapTaHa ¢ MHruobutopom AIID yacrora pasBUTHs
cyxoro Kauuis Obuta JoctoBepHo Hike (p<0,05) y mamMeHTOB, mosyuyaBmMx BajcaptaH (y 2,6%
NalMeHTOB, MOJyYaBIIMX BajicapTad, U y 7,9% - nmomy4aBmux uHruourop AIID). B knuHuveckoM
MCC/IE/IOBAHMM YacTOTa Pa3BUTHs CYXOro KaulUli NpU NPUMEHEHWHM BajcapTaHa M THAa3MAHOIO
JIMypeTHKA y MAaLMEHTOB ¢ CYXUM KauuieMm Ha (oHe mnpe/iecTBytoliei Tepanuu uHruburopom ATID
cocrauna 19,5% u 19,0% COOTBETCTBEHHO MO CpaBHEHMIO ¢ 68,5% NalMEeHTOB, KOTOpPbIE MOJIy4alid
uHrudurtop AIlD (p<0,05).

IIpumenenue npu apmepuansroii 2unepmensuu y nayuenmos cmapue 18 nem

[Ipy JileyeHHUH BaJICApPTAHOM MALMEHTOB C apTEpUAIbHON TUNEPTEH3UEH OTMEYACTCs CHHXKEHHE
aprepuanbHoro jaeieHus (AJl), He CONMPOBOXKIAIOLIEECH HW3MEHCHHEM YacTOThl CEpACYHBIX
cokpawenuit (HCC).

[Tocne npUMEHEHHMs BHYTPh pa3oBOM 03kl mpenapaTa y OOJILIUMHCTBA MMALMEHTOB HAyvaso
AHTUTMNEPTEH3UBHOrO JEHCTBUA HabiiojaeTcss B TeyeHMe 2 4, a MAaKCHMaibHOe CHWkeHHe A/l
nocTuraeTcs B mpezenax 4-6 4, coxpausoieecs Gonee 24 uyacos. IIpd MOBTOPHOM MPUMEHEHHH
npenapaTa MakCMMaJibHOEe CHIKeHHe AJl, BHE 3aBUCHMOCTH OT NPHHATOMH /103bl, 0OBIYHO AOCTHIaeTCA
B TIpeenax 2-4 He/leNlb M MOJUIEPIKUBAETCS HA JOCTUTHYTOM YPOBHE B X0/ UIMTENIbHON Tepanyu. B
clly4yae OJIHOBPEMEHHOrO NMPUMEHEHHs Mpenapara ¢ FMApPOXJIOPOTHA3HAOM JI0CTHIAeTCs 10CTOBEPHOE
JIOTIOJIHUTENIbHOE CHUMXKeHue Al

Pe3skoe nmpekpaleHue NpUMEHEHHs BaJCapTaHa He CONPOBOXKIACTCA 3HAUMTEIbHBIM MOBbILIeHHEM AJ]
unu apyrumu HS1. YV naumeHTOB ¢ apTepHanbHOM THIEpTEH3MEH, caXxapHbiM auabeToM 2 THna
HedponaTHeil, NPUHUMAIOLIMX BajcapTaH B o3¢ 160-320 Mr, oTMedaeTcs 3HAUMTEIbHOE CHHKCHHE

nporeuHypuu (36-44%).



IIpumenenue nocie ocmpo2o ungapkma muokapoa y nayuenmos cmapuie 18 nem

[Ipn npuMeHeHMM Mperapara B Te4eHHe 2-X JIeT Yy MalMEHTOB, KOTOpbIC Hayajld NpUHUMATh B
neprod ot 12 4 g0 10 aHel mocie MepeHeCeHHOro OCTPOro MH¢apkTa MHOKap/aa (OCI0KHEHHOTO
JIEBOXKEITYIOYKOBOM HEJOCTATOYHOCTBIO M/WJIM CHCTOJMYECKOH AMCOYHKLMEH JIeBOro XKeya04ka),
CHIXKAIOTCS TMOKa3zaTeau o0lieif CMepTHOCTH, CepeUHO-COCY/IMCTOM CMEPTHOCTH U yBEJIMYMBACTCS
BpeMs JI0 TEpBOM TOCHUTANM3aUMK 10 MOBOJAY OOOCTPEHMs TEYEHMs XPOHUYECKOH CepeyHOM
HEJIOCTATOYHOCTH, TIOBTOPHOrO WH(ApKTa MHOKAp/ia, BHE3aMHOM OCTAaHOBKH CepAlia U MHCyabTa (6€3
neransHoro ucxoza). Ilpodusis GezomacHOCTH BajicapTaHa y MALMEHTOB C OCTPBIM HMH()ApKTOM
MHOKap/ia CXO/I€H C TAKOBBIM IMPH JPYTUX COCTOSHUSAX.

Xponuueckas cepoeunasn neoocmamounocms (XCH) y nayuenmoe cmapwe 18 nem

[Ipu npumeHeHMH BasicapTaHa (B Cpe/iHel CyTo4HOI 03¢ 254 Mr) B TeyeHHe 2-X JIET y MALMEHTOB C
XCH 1I (62%), Il (36%) u IV (2%) ¢yskumoHansHoro kiacca mno kiaaccudukammu NYHA ¢
¢dpakumneit BeiOpoca JseBoro keiaynaouka (JIDK) menee 40% M BHYTPEHHHM JIMACTOJIMYECKUM
muamerpom JIK Gonee 2,9 cM/M?, MoTydalomux CTaHAAPTHYIO TEPAIKIO, BKIoYas UHrubuTopsi AIID
(93%), nuypetuku (86%), murokcun (67%) u Gera-agpenobnokaropsl (36%), oTmevaeTcs
JIOCTOBEpPHOE CHIKeHHe (Ha 27,5%) pucka roCMTaIM3aluy o nooay obocrpenus tevyenus XCH.

V nauueHToB, He nosydaBmux HHruOuTopel AIID, oTMevaeTca 3HAUMTEILHOE CHH)KEHUE TOKa3aTels
obueit cmepTHoCTH (Ha 33%), cepeYHO-COCYIUCTOM CMEPTHOCTH M 3a00JIeBa€MOCTH, CBSI3aHHOM C
XCH (Bpemsi 10 HACTYIJICHHs [IEPBOTO CEPAEUHO-COCYAUCTOrO COOBITHA), KOTOPbIE OLIEHUBAIOTCS 110
CJIE/IYIOLIMM TOKA3aTeNsIM: CMEPTh, BHE3aIHAs CMEPTh ¢ MPOBEICHUEM peaHUMALIWH, FOCTTHUTATIH3ALHA
no moBoay oboctpenust Teuenuss XCH, BHyTpMBEHHOE BBEJCHHE HMHOTPONHBIX WM
COCYIOpacUIMPAIONIMX TpenapaTos B TedeHue 4 win Gonee yacoB Oe3 rocnuranusaunu (Ha 44%). B
rpynmne MalMeHTOB, Modyyarouux MHrubuTopsl AIID (Ge3 Gera-aapeHo6okaTopoB), Ha (oHe
JIeYEHHs BAJICApPTAHOM He HabII0JaeTCs CHIKEHUs TMoKas3aTess OOlied CMEpTHOCTH, OJHAKO
YMEHBIIAIOTCS MOKA3aTeNH CepAEeYHO-COCYAMCTOM CMepTHOCTH 1 3aboseBaemMocTH, ceasanHoi ¢ XCH
Ha 18,3%.

B uenom npumeHeHHe BajcapTaHa MPUBOJAMT K YMEHBLICHHMIO YMC/Ia FOCHHTAIM3aLMHA 10 MOBOAY
XCH, 3amennenuto nporpeccuposanus XCH, ynyumennio ¢yHkuuonansHoro knacca XCH mo
knaccudukaunu NYHA, yBennuenuto ¢pakiuu BeIGpoca JIEBOro XKely/104Ka, a TakKe yMEHbIICHUIO
BBLIPKEHHOCTH TPHU3HAKOB W CHMIITOMOB CEp/EYHON HEJOCTATOYHOCTH M YIYYLICHHIO KaueCTBa
YKM3HHM 10 CPaBHEHHIO ¢ rianedo.

Ilpumenenue y nayuenmos cmapuie 18 nem ¢ apmepuanvHoOu 2unepmeHsuei U HApyuleHuem



monepanmHoCcmu K 210K03e

[Ipu npuMeHeHUH BaJicapTaHa U U3MEHEHUM 00pa3a XKM3HH OTMEUAIOCh CTATUCTUYCCKHU IOCTOBEPHOE
CHWKEHME PHCKA pa3BUTHs caxapHoro jguabera y JaHHOW KaTeropuu mnauueHToB. Basncapran He
OKa3bIBaJl BIMAHMSA HA YacTOTY JIETAIBHBIX MCXOJ0B B Pe3YJbTaTe CEPACHHO-COCYHMCTBIX COOBITHH,
vH(papKTa MHOKap/a U UIIEMHYECKHX aTak 0e3 JIeTalbHOro MCX0/1a, Ha rOCIUTAIM3ALMH 110 PUYHHE
CepJe4YHON HEJJOCTATOYHOCTH MJIM HecTaOMIbHON CTEHOKAapUH, apTepHaIbHON peBAaCKyIApH3aLMH, Y
MalMEHTOB C HapyIIEHWEM TOJEPAaHTHOCTH K TJIIOKO3e M  apTepHallbHOM  TUIEepTEeH3HEH,
OTJIMYAKOLUXCS [0 BO3PACTY, MOy U PaCOBOM MPHUHA/UIEKHOCTBIO.

IIpumenenue y oemeii u noopocmkog om 6 0o 18 nem npu apmepuanvrot 2unepmen3uu

V nereit 1 noapocTkoB OT 6 10 18 et Bancapran oGecneynBaeT 10303aBUCHMOE, TJIABHOE CHHKEHHE
AJl. Tlpu nmpuMeHEHNH BaJicapTaHa MakCUMalbHOe CHMKeHHe AJl, BHE 3aBUCHMOCTH OT TpPUHATOH
JI03bl, OOBIYHO JIOCTUTAeTCs B TeUEHHE 2 HEAEIb U MOAAEPKHUBAETCS HA JOCTHTHYTOM YPOBHE B X0/J€
JUTMTETHHOM TEpanuH.

DapmMaKoKuHemuKka

Bcacwvisanue

[Tocnie mpuema npenapata BHyTpb MakcHMasibHas KOHUEHTpalus (Cmax) BaJicapTaHa B I1a3Me KpOBH
nocturaetcs B Teyenue 2-4 yacos. Cpeanss aGcomortHas 6uogoctynHocTh 23%. [lpu npumeHeHUH
BaJicapTaHa ¢ Muiieil Miowans noa Kpueoi “koHuentpauus-ppemsa” (AUC) ymenbliaercs Ha 48%,
XOTsl, HAYMHas MPUMEPHO ¢ 8-ro yaca rnocse npuema rnpenapara, KOHIUEHTpaLKs BajicapTaHa B IJ1a3Me
KpOBM Kak B Cilydyae MpHeMa ero HaTollak, TaK M B Cly4ae INpHeMa C MHILIeH, OJWHAKOBBIC.
Vmensienne AUC, TeM He MeHee, HE COMPOBOXKIAAECTCA KIMHMYECKM 3HAYUMBIM CHHXKEHHEM
TepaneBTH4YecKoro a¢gdexra, no3TOMy BajacapTaH MOXKHO NPUHUMATH HE3aBUCUMO OT BPEMEHH NpHemMa
MULIH.

Pacnpeoenenue

O6bem pacnpesenenuns (Vd) BaicapTaHa B MepHo/l paBHOBECHOIO COCTOSIHHS MOC/IE BHYTPUBEHHOTO
BBEJCHUS COCTaBJIAI OKOJIO 17 1, 4TO yKa3bIBaeT Ha OTCYTCTBHME BBIPQXEHHOIO pacrpeaeaeHHs
BajicapTaHa B TKaHsX. BajcapTaH B 3HaYMTENIbHOM CTENEHHU CBA3BIBAETCA ¢ Oe/IKaMu ChIBOPOTKH KPOBH
(94-97%), NpeuMy1LIECTBEHHO ¢ albOyMHHAMH.

Memabonuzm

Bancapran He nojsepraetcsi BbIpakeHHOMY Mertabonmusmy (okono 20% MNpUHATONW BHYTPh 03Bl
onpesensercs B Bujae MeTaboiuTOB). ['MAPOKCHIbHBIFA MeTabOIMT ONpe/esseTcs B MasMe KpoBH B

HU3KMX KOHLeHTpauusx (Menee yem 10% ot AUC Bancaprana). DT0T MeTabonuT hapMakoIornyecku



HEaKTHUBEH.

Buvigeoenue

Basicapran BeiBOAMTCS ABYX(a3Ho: a-Pa3a ¢ mepuogom nosyesieeaerns (T12q) Menee 1 vaca u -asa
¢ Ti2p — okosio 9 yacoB. BancapraH BBIBOAUTCSA B OCHOBHOM B HEM3MEHEHHOM BHJIE Y€pe3 KHLICYHHK
(oxono 83%) u noukamu (okosno 13%). [Tocne BHYTPUBEHHOrO BBEAECHHUS I1a3MEHHBIA KIIMPEHC
BaJicCapTaHa COCTABJSET OKOJO 2 JI/4 M ero moyeyHsiit kmmpeHc cocrapiger 0,62 n/4 (okono 30%
ob6uero knupenca). Ty, BancapTaHa cocTaBiiseT 6 4acoB.

DapmMakoKuHemuKa y 0moenbHulx 2Pynn RAYUEHMOo8

Hayuenmor ¢ XCH

V JlaHHOM KaTeropuu NalueHTOB BpeMsi AOCTHKEHUS Cmax M Ti2 CXOIHBI ¢ TAKOBBIMH Yy 3[10pPOBBIX
n06pososibLes. [Toseiuenne AUC u Cmax IPIMO TMPONOPLUMOHAJBHO YBEIMYEHUIO 03Bl Tpenapata (¢
40 mr go 160 mr 2 pasa). dakrtop Kymynsuuu coctasiseT B cpeanem 1,7. Ilpu npueme BHYTpb
KJIMPEHC BajcapTaHa coCTaBu npubansutensHo 4,5 n/yac. Bospact nauuentoB ¢ XCH He okasbiBai
BJIMSIHUSA HA KJIMPEHC BaJicapTaHa.

Iayuenmer 6 6o3pacme cmapwe 65 1em

V HeKOTOpHIX MALMEHTOB B BO3pacTe cTapiie 65 JeT CHCTeMHas OMOAOCTYIHOCTh BaJcapTaHa BhIILE
TaKOBOM Yy MallHEHTOB MOJIOJIOTO BO3pacTa, OIHAKO, HE MMEET KIIMHMYECKOTO 3HAYEHHUS.

ITayuenmeul ¢ HapyweHUAMU YHKYUU NOYEK

Koppensuus mMexay QyHKUMeH MoYeK ¥ CHCTEMHOM GHOMOCTYIHOCTBIO BajcapTaHa OTCYTCTBYET. Y
MalMEHTOB C HapyleHUAMH (QyHKUMH modyek W kampercom kpeatununa (KK) Gomee 10 mu/mun
KOPpEKLMHK /1036l TpernapaTa He Tpebyercs. B HacToslee BpeMs HE UMEETCA IAHHBIX O MPUMEHEHHH Y
NalMEeHTOB, HaXOAALMXCA HAa remoauanuse. BaicapraH MMeeT BBICOKYIO CTEMEHb CBA3bIBAHHMA C
OesikaMu 1a3Mbl KPOBHU, IOITOMY €r0 BbIBEJIEHHUE NIPH IEMO/IMAIIM3E MAJIOBEPOSTHO.

ITayuenmul ¢ HapyweHUAMU QYHKYUU NEYEeHU

V NauMeHTOB ¢ JIETKUMH M YMEPEHHBIMH HapyLIeHUAMH (QYHKLMH MEYEHH OTMEYAeTCs MOBBIICHHE
6uogoctynHocth (AUC) BasiicaptaHa B [Ba pasa MO CPAaBHEHHMIO CO 310POBBIMH JOOPOBOJIBLIAMH.
Onnako He HaOmoaaercs koppensuuu 3HayeHuid AUC BajcapraHa CO CTENEHbIO HapyLICHHs
¢ynkunn nevenu. IlpuMeHeHue Tpenapara y MAlMEHTOB C TSOKEIBIMH HapyWICHHUAMH (YHKLUHH
MEYCHH HE W3y4aJloCh.

Iayuenmor om 6 0o 18 nem

dapMakoKHHETHYECKME CBOMCTBA BajicapTaHa y JieTell W MOAPOCTKOB B Bo3pacte OT 6 10 18 siet He

OT/IMYAIOTCA OT apPMAKOKHHETHYECKUX CBOMCTB BajicapTaHa y nalueHToB crapuie 18 sier.



ITOKA3AHMSA K IPUMEHEHUIO

B3apocibie

ApTepuanbHas TUIepPTEH3U.

Xponuyeckas  cepaeuHas  HegoctatouHocTe  (II-IV dyHkuMoHanbHbI  Kjgacc 1o
knaccupukauun NYHA) y B3pocibIX MNalMEHTOB, MNOJyYalOUMX CTaHJApPTHYIO TEpanuio
OJIHUM MWJIM HECKOJBKUMHM IpernapataMd M3 CleqylomuX (papMakoTepaneBTHYECKUX TpYIIIL:
JIMYPETHKAMH, CEpICYHBIMH IJIMKO3WAaMH, a Takke uHrubutopamu AIlD wnam Gera-
aapeHoOnokaTopamu. [IpuMeHeHHe KaXA0ro M3 MEpPEeYMCIIEHHBIX MpPEernapaToB HE SBIACTCA
ob6s3arenbHbIM. OneHka coctosHus nauuenToB ¢ XCH go/mkHa BKIIOYATh OLEHKY QYHKLMH
MOYeK.

JInd NOBBILIEHUS BHDKMBAEMOCTH MALMEHTOB MOC/E MEPEHECEHHOro OCTpPoro HHGapkTa
MHOKap/ia, OCJIOKHEHHOTO JIEBOXKEJYJA0YKOBOM HEIOCTATOYHOCTBIO M/MJIM CHCTOJIMYECKOH

HHC(byHKHHCﬁ JIEBOT'O XKEIIy04Ka, NPpHU HAJTMYHH CcTaOMIBHBIX MOKa3aTeJIe reMOAMHAMHUKH.

JleTh ¥ MoJIPOCTKH

ApTepuasbHas rUrnepTeH3 s y AeTeil U MoApocTKOB oT 6 10 18 seT.

ITPOTUBOIIOKA3AHMS

[ToBbIlIEHHAS YYBCTBUTEILHOCTD K JIOOOMY M3 KOMIIOHEHTOB Ipernapara.

BepeMeHHOCTh, MEPHO/I TPYIHOTO BCKApMJIMBAHMS.

Taxkenbie HapyueHus GpyHKuuu nedenu (6onee 9 Gamios no mkane Yaina-Ilsro), GnanapHsiii
LMPPO3 U XOJIEeCTa3s.

BospacT 0 6 jieT — MO MOKa3aHHIO apTepHalbHas TMNepTeHsus, A0 18 jiet — mo Apyrum
MOKa3aHUsAM.

OHOBpEMEHHOE TPUMEHEHHE ¢ ATUCKUPEHOM M IMpenapaTamu, COACpKallUMHU ATUCKUPEH, Y
MAlMEHTOB C CaXapHbIM JMa0eTOM WM/WIM HapylleHHeM (YHKLMH MOYEK CPEAHEH U TKEI0H
crenenu (ckopocTh Kiy6oukoBoit ¢punstpaimu (CK®) <60 mn/mun/1,73 M2).

O/HOBpeMEHHOE MNPUMEHEHHE ¢ WHIMOMTOpPaMM aHTMOTEH3MHIIpeBpallaouero ¢epmeHra

(ATI®) y nauuenToB ¢ AuabeTnueckoit HedponaTuei.

C OCTOPOXHOCTBIO

Crnegyer coGmogaTh 0co0yl0 OCTOPOKHOCTb IpH TNPUMEHEHHWH TMIpernapara y MalUeHTOB C

HacCJICACTBEHHBIM AHIHOHEBPOTHYECKUM OTCKOM, 6o AHTMOHEBPOTHYECKHM OTEKOM Ha Q)OHC

TpeIecTBYIOmE Tepanvu  aHTaroHWCTaMM  peulenTopoB aHruotensuna I (APA 1) wm

uHruouropamu AIlD.



[TpuHUMATL C OCTOPOXKHOCTHIO MPH JIBYCTOPOHHEM CTEHO3€ IOYEYHBIX apTEepUil, CTEHO3€ apTepuu
€IMHCTBEHHOM MOYKH, MEPBUYHOM FMIIEPANIbJOCTEPOHU3ME, NIPU COOIIOIEHUH IMEThI C OrPaAHUYCHUEM
noTpe6IeHHs MOBAPEHHON COJIM; TPH COCTOSHUSX, COMPOBOXAAIOWMXCA Ae(PUUMTOM HATpUs B
OpraHu3Me W/WIIM CHIKeHHeM o0beMa LMPKYJINpYIolleii KpoBH (B TOM 4YHMCIE Juapes, pBOTa); y
nauuentoB ¢ KK menee 10 mi1/mMuH, y nauentos B Bospacte ot 6 10 18 et u KK menee 30 ma/mun, B
TOM YMCJIe HAXOMALIMXCA Ha TeMOjMalu3e, C JIETKUMH W YMEPEHHBIMHM HapyUIEHUAMH (YHKLMH
neyeHu GMIMApHOro ¥ HeOMIMApHOro reHesa Ge3 sBieHHit Xonecrasa (< 9 Gamios no wkane Yaina-
IIe10); y mauuentoB ¢ XCH M-IV ¢ynkunonansHoro knacca (mo NYHA), dpyHkuus nouek KOTopeix
3aBUCUT OT cocTosiiusg PAAC, MHUTpaJibHbIM WM aOpTalbHBIM CTEHO30M, THNEpTPOPUUYECKOM
00CTPYKTHBHOM KapJMOMUOIATHEH, a TAKXKE Y MALMEHTOB 10C/I€ TPAHCIIAHTALIUKU [TOYKH.

C OCTOPOKHOCTBIO OCYIIECTBIATH OHOBpeMeHHoe npumenenue APA I, Bkmouas [lnoBan®, ¢
JIPYTMMM CPEJICTBAMH, MHTMOMPYIOIIMMH PEHHH-aHTHOTeH3HH-ajbocTepoHoByI0 chctemy (PAAC),
TaKMMH Kak HHrHOuTopbl AIID unu anuckupex.

IIPUMEHEHHME INTPU BEPEMEHHOCTH U B NEPUO/A I'PYIHOI'O BCKAPMJIMUBAHUA

Bepemennocmo

Kak u ans mo6oro apyroro rpenapara, okasbiBatoliero Biausuue Ha PAAC, npumeHeHue npenapara
Jluosau® mpotuBonokasaHo npu GepeMeHHOCTH. YuuTbiBas MexaHusm jeiictBus APA I, Henb3s
MCKJIIOYUTh pUCK Juis muoga. [lpu mnuaHMpoBaHMM OEpeMEHHOCTH PEKOMEHIYETCs IMEePEeBECTH
MAlMEHTKY Ha aJbTEPHATHBHYIO TMIIOTEH3MBHYIO Tepanuio ¢ ydeToM mnpodusis 6e30macHOCTH, 3a
HCK/IIOYeHHEM ciydaeB, korja Jedenne APA 11 cuumraercs HeoOxoaumeiM. B ciydae, ecnu
GepeMEeHHOCTh JMAarHOCTUPOBAHA B MEPHOJ JICYEHHs TMPEnapaTom Jluosau®, mpenmapar caeayer
OTMEHMTH KaK MOKHO paHbLIe U, MpU HEOOXOAMMOCTH, Ha4aTh aJIbTEPHATHBHOE JICUCHHE.

UssectHo, uto nedyenue APA Il Bo II u III Tpumectpe OepeMEHHOCTH BBI3BIBAECT pa3BUTHE
derorokcudecknx 3¢dekToB (HapyuieHne (QYHKIMH MOYEK, MAJOBOJME, 3aMEJICHHE OKOCTCHEHHMS
KOCTeH uepena IUIOfa) W HEOHATalbHble TOKCHYeckHe S(QeKTsl (MoveyHas HEeIOCTaTOYHOCTS,
apTepuanbHas rMNoTeH3us, runepkaanemus). [Ipu npueme 610KaTOPOB peLenTopoB aHruoTeHsuxa Il
Bo I Tpumectpe GepeMEHHOCTH PEKOMEHIyeTCs MPOBEACHHE YIbTPa3ByKOBOro 00cC/e10BaHHs
(yHKLIUH MOYEK U COCTOSHUA KOCTEH yeperna Ijioja.

HoBOpOXKIEHHBIX, YbM MaTepu modydand Ttepanuio APA, cneayer TmartenbHo Habmoaath
OTHOCHTEJIbHO Pa3BUTHUS apTEPUaIbHON MMITIOTEH3HH.

I'pyonoe eckapmaueanue

HCWBBCCTHO, BBIZICJIACTCS JIA BaJicapTaH C rpyAHbBIM MOJIOKOM. HpHMCHCHHe npenapara B I€pruoa



KOPMJIEHUS IPY/bIO MPOTHBONOKA3aHO.

Depmunvrnocms

OTCyTCTBYIOT JaHHBIE O BJIMSHMM MpenapaTta Ha (epTwibHOCTH 4YesoBeka. Ilpu mccienoBanuu Ha
)KUBOTHBIX He Habmoaanock 2 dexToB Bo3AEHCTBHA BajicapTaHa HAa (pepTHIBHOCTS.

CnoCcos NPUMEHEHUSA U 103bI

Tabnerkn npMHUMATL BHYTpPb, HE pa3)KEeBbIBasi, BHE 3aBUCMMOCTH OT MpUEMa MULIM, 3aNMBas BOJOM.
Pucka Ha oaHo# cropone TabneTku 80 mr uau 160 Mr npeaHasHayeHa TOJIBKO JUIS pa3jiaMbIBaHUs
TabaeTKu A1 06JieryeHus NporiaTelBaHU, a HE IS Je/IeHUs TabJeTKH Ha paBHBIE J03bI.

B3apocibie

Apmepuanvnan cunepmensus

Pekomenayemas 103a npenapata Jluosan®

coctapiser 80 mr uau 160 mMr 1 pa3 B CyTKM, BHE
3aBUCHMMOCTH OT pacoBOW TNPHHAUIEKHOCTH, BO3pacTa M Moja MalMeHTa. AHTHIMIEPTEH3WBHBIN
ekt oTMeyaeTcs B MNepBbie 2 HEJAEM JIeYEHHS, MaKCUMalbHbIH 3¢dekT pa3puBaercs yepes 4
Heztenn. TeM mauueHTaM, y KOTOpbIX He yJaeTcs JOCTHYb aJIeKBATHOIO TEpareBTHYECKOro OTBETA,

®

cyTouHas j103a npenaparta Jluosan®” Moxer ObITh yBenuueHa 10 320 Mr uau MoryT ObITh 106aB/IEHBI

JUYpPETHUECKHUE CPE/ICTBA.

Jnopan®

MOXKET TaK)Ke MPUMEHATHCA C IPYTMMU AaHTUTUIIEPTEH3UBHBIMH TIperapaTaMu.
Xponuueckas cepoeunas HedoCmMamo4HoCme

PekomeH/lyeMas HavanbHas 103a npenapata Jnosan® cocrapnser 40 Mr 2 pasa B CyTku. YBenuueHHue
n03bi 10 80 Mr 1 160 Mr 2 pa3a B CyTKH JOJDKHO MPOBOAUTECS 0 MAKCHMaJIbHOM J103bl, IEPEHOCUMOM
naudeHToM. [Ipu 3TOoM MoXkeT noTpeOoBaThCA CHHIKEHHME J03bl OJHOBPEMEHHO MPHUHUMACMBIX
QMypeTHKOB. MakcuMalbHas cyTo4Has f03a coctapiseTr 320 mr B 2 npuema.

Ouenka cocrosuus nauueHToB ¢ XCH nomkHa BKIIIOYaTh OLEHKY QYHKIMH MOYEK.

I NOBbIUEHUS. BLINCUBACMOCIU NAYUEHMOB NOC/IE NEPEHECEHHO20 OCMPO20 UHGAPKMA MUOKAPOA
JleyeHue cliealyeT HauMHAThH B TedeHHe 12 4 moclie nepeHeceHHoro nHdapkra Muokapjaa. HavanbHas
no3a BancaptaHa cocraiser 20 mMr 2 pasa B CyTkW. I[loBeilieHHe J103bI TMPOBOAMTCS METOAOM
tutpoBanus (40 mr, 80 mr, 160 Mr 2 pa3a B CyTKH) B TEYEHHE HECKOJILKMX IMOC/ICAYIOIIUX HEACb, 10
JOCTH)KEHMs Lie1eBOi 103b1 160 Mr 2 pasa B CyTKH.

MaxkcumanbHas cytodHas jgo3a coctasiser 320 mr B 2 npuema. Kak npaBuiio, peKOMeHIyeTcs
yBesyeHne 103bl 10 80 Mr 2 pasa B CYTKM K KOHIly BTOpoH Hejenn nedenus. JlocTikeHue
MaKCHMAaJIbHOM LesIeBOM 103kl 10 160 Mr 2 pa3a B CyTKM PEKOMEHJYeTCs K KOHIY TPEThero Mecsua

tepanuu npenapatom Jlnopan®. YeenuueHue 1035l 3aBUCHT OT MEPEHOCHMOCTH Npenapara Jluosau® B



MepUol TUTPOBAHHUS.

B cityuae pasBUTHS apTepHaIbHON TMIOTEH3HH, COMPOBOXKIAIOUIEHCS KIMHUYECKUMHU TPOSBICHUAMY,
WM HapylIeHUH QyHKLMH T0YEK CIIeYeT pPaCCMOTPETh BOMPOC O CHUIKEHHH J103bI.

OlieHKa COCTOSIHMS TallMEHTOB B TMEPUOA MOC/E TMEePeHeCEHHOro MHpapKra MHOKapJa JI0JDKHA
BKJIIOYATH OLIEHKY (YHKLIMH MOYEK.

ge'm U NNOAPOCTKH

Apmepuanvhas cunepmensus

Macca Tena MaxkcumasbpHas
pEKOMEHJIOBaHHAs 7103a
> 18 kr <35 kr 80 mr

> 35 kr < 80 kr 160 Mr
> 80 kr < 160 kr 320 mr

Xponuueckas cepoeunas HeOOCMamouHOCmy U NepeHeCeHHbll OCMpblil UHGPAPKM MUOKAPOA

JnoBan® He pekomenyioan ais sedenus XCH M mepeHeceHHOro ocTporo MH(papKTa MUOKapaa y
nayueHToB muazawe 18 ner.

Iayuenmer 6 6o3pacme cmapuie 65 nem

V NOKUIIBIX MALMEHTOB KOPPEKLMH 03I Ipernapara He Tpebyercs.

ITayuenmul ¢ HapyweHuaMu GyHKyuu novex

V NauMeHToB ¢ HapylwleHMAMH (YHKUMM [O4YeK KOppeKLUMH H03bl mnpenapata He Tpebyercs. B
HACTOsLIEE BPEMs HET JIAHHBIX O MpUMeHeHUH npenapata y nauuenTos ¢ KK menee 10 mut/muH.
ITayuenmul ¢ HapyueHuamu GyHKyuu nevenu

ITaumeHTaM ¢ JerKMMH WM YMEPEHHBIMU HapylIeHUAMH QYHKLMH MeueHH HeOunmuapHoro renesa 6es
ABJICHUH XoOJiecTasa Mpenapar ClIeAyeT NMPUMEHATh C OCTOPOXKHOCTBIO, CYTOYHAas 103a HE J0JDKHA
npesbiiuath 80 mr.

ITOBOYHOE JIEWCTBUE

V nauveHTOB C apTepUalibHOM TMIEPTEH3UEH B KOHTPOJMPYEMBIX KIMHHYCCKHUX HCCIE0BAHUAX
4acTOTa HEeXeaTelbHBIX sABJIeHHH Oblia cpaBHUMA ¢ rutane6o. OTCYTCTBYIOT IaHHBIE O 3aBUCHMOCTH
YacTOThl KAKOro-Jiubo M3 HeXeJaTeNIbHBIX SBJICHUH OT J03bl MM IPOJOJDKMTEILHOCTH JICYCHHUs, a
TaKKe 10J1a, BO3pacTa WM pacoBoil mpuHaiexHocTH. [TIpodune 6e3onacHocTH npenapara Jluosan® y
MALMEHTOB C apTepHaNbHOM TUrepTeH3nel B Bozpacte OT 6 70 18 seT He omiMyaercs oT npoduis
6e30nacHOCTH BaJicapTaHa y B3POCIIbIX MALUEHTOB.

Hwke npuBeaeHbl HEXelaTeslbHble SBJICHUA, KOTOpble Ha0MIOfaMMCh B XOAC KJIMHMYECKHMX
UCCIIEIOBAHMI, @ TAKXKe NPU NPUMEHEHUH Mpernapara B KIMHUYECKOM MPaKTHKE.

Jl1st OLEHKH YacTOTBI HEXENaTe IbHBIX ABJICHHUH MCIIONIb30BaHbI CJIEYIOIINE KPUTEPUH: "04eHb 4acTo"
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(21/10), "sacto" (>1/100, <1/10), "Hewacto" (>1/1000, <1/100), "peako" (=1/10 000, <1/1000), "o4yeHn
peako" (<1/10 000), Bxiroyas oTAebHbIE cooOLIeHUs. B npeaenax Kax1o# rpynibl, BbIACICHHOM 10
YacTOTE BCTPEYAEMOCTH, HEXKeNaTeNbHble SBICHHA pPaclpe/ie/ieHbl B TMOPSAAKE YMEHBIICHHS HX
BaXKHOCTH.

Jlna BceX HeXeslaTeJbHbIX SBJICHHWH, BBIABICHHbIX B KJIMHUYECKOM IPAaKTUKE M TpH aHaIM3e
1abopaTOPHBIX MoKa3aTeliell (YacTOTy pa3BUTHs KOTOPBIX YCTAHOBUTH HEBO3MOXHO) MCIIOJIb30BAJIACH
rpajaLys «4acToTa HEU3BECTHAY.

IHayuenmer ¢ apmepuanvHoll cunepmen3uett

CHcTeMHO-OpraHHbIi KJaace HexenareabHasi peakuus Yacrora
Hapywenus co cmoponel kpogu | CHHXEHHE reMOorjao0MHa, reMaTOKpHTa, 4acTOTa HEM3BECTHA
u IuMghamuieckoil cucmembyl HEeUTpPONeHus, TPOMOOLIUTONEHUS
Hapywenus co cmoponwi peaKLMy MOBBILICHHOM YyBCTBUTEIBHOCTH, | HaCTOTA HEU3BECTHA
UMMYHHOU CUCmeMbl BKJIIOYasi CLIBOPOTOYHYIO 00JI€3HB
Hapywenus co cmoponsi MOBBIILIEHUE COJICPIKAHUS KalIUs B 4acToTa HEM3BECTHA
MemabonuzmMa u NUManusl CBHIBOPOTKE KPOBHU
Hapywenus co cmoponbvi BEpPTUTO HE4acTo

opeana cnyxa u rabupunma

Hapywenus co cmoponbi BaCKYJIUT 4acTOTa HEU3BECTHA
cocy0o8
Hapywenua co cmoponbi Karesb HEYacTo

ObIXameIbHOU CUCIEMbI,

0p2aH08 2pyOHOI KNemKu u

cpeoocmeHus

Kenyoouno-kuwieunvie 60J1b B )KHUBOTE HEe4acTo
Hapyuienus

Hapywenus co cmoponbi HapylieH’e QYHKLMH NEYEHHU, BKIIKOYast 4acToTa HEU3BECTHA
NeYeHU U JHCenyeBbl8O0AUUX MOBBIIIEHHE KOHLIEHTpaLWKH OuupyOrHa B

nymeti 1a3Me KpOBH

Hapywenusi co cmoponul KoJicu | aHTHOHEBPOTHYECKMiT OTEK, Oy UIe3HbINA 4acTOTa HEM3BECTHA
U NOOKOJICHBIX MKAHEl JIepPMATHUT, KOXKHas ChIllb, KOXHBIHA 3y

Hapywenus co cmoponwl MHAJITHS 4acTOTa HEM3BECTHA

MbIUEYHOU, CKeIeMmHOU U




COCOUHUMENILHOU MKAHU

Hapywenus co cmoponsl novex | HapylieHUs QYHKLHMH MTOYEK, MOBBIIIEHHE | YaCTOTa HEU3BECTHA

U MOUEBLIBOOAUUX NymeT KOHLICHTPALIMK KPEaTHHUHA B CHIBOPOTKE
KpOBH
Obwue napywienus u peakyuu 6 | NMOBbILIEHHAs yTOMJIAEMOCTh HE4acTo

Mmecme 86e0eHUs

Taxke B XoJe KIMHMYECKMX MWCCIEAOBaHMI Yy TMAlMEHTOB C apTepHallbHOW TUIepTeH3HEH
HaOJIIO/IAJIUCh  CIIEYIOIUE HEeXeNaTebHbIe SBJICHUSA, MPUUUHHO-CIIEJCTBEHHAsA CBA3b KOTOPBIX C
NPUEMOM [IpernapaTa He YCTAHOBJICHA: apTpaIrus, acTeHHs, 60/b B CIIMHE, UMapes, FOJIOBOKPYKEHHE,
GeCCOHHMIA, CHIXKEHHME TMOMI0, TOLIHOTA, Mepudepruueckue OTEKH, (DAPUHTHT, PUHMT, CHHYCHT,
MHPEKLINKM BEPXHUX JBIXATEbHBIX MyTeil, BAPYCHbIE MHDEKLIMH.

Hayuenmui, nonyvarowue npenapam Juoean® nocne nepernecenno2o ocmpo2o ungapkma muoxkapoa

w/unu npu XCH

CucreMHO-OpraHHbIi Kjaace HexenaTte/bHasi peakuus YacroTta

Hapywenus  co  cmoponst | TpOMOOLMTONEHUSA 4acToTa HEM3BECTHA
Kpoeu  u  aumpamuyecko

cucmembvl

Hapymenwz co CmMOpoOHbl | peaKLIUH MOBBILLIEHHOH YYBCTBUTECJIbHOCTH, | YaCTOTa HEU3BECTHA

UMMYHHOU CUCMEMb] BKJIIOYasi CBIBOPOTOUHYIO 00JIE3Hb

Hapywenus  co  cmopouel | TUNEpKaJMeMus HEvacTo

Memabonuzma u numanus

Hapywenus ~ co  cmopombl | rOJOBOKPYXKEHHE, MOCTYPabHOE 4acTo
HepEHOU cucmembl rOJIOBOKPYXKEHHE

06MOpoK, rosioBHas 601k HEYacTo
Hapywenus ~ co  cmopoHbl | BEPTHIO HEYacTo

opeana cnyxa u nabupunma

Hapywenuss ~ co  cmopoHsl | yCUIEHHE  CHMITOMOB  XPOHMYECKO# | HEHacTo

cepoya cep/IeuHOM HeI0CTATOYHOCTH
Hapywenuss  co  cmopousl | BeIpaxeHHOe cHukenue A/, 4acTo
cocy006 OpTOCTaTHYECKAsk TUIIOTEH3USA

BaCKYJIUT 4yacToTa HEU3BECTHA




HapyueHus

Hapywenus co  cmopoHwl | Kallelb HEYacTo
ovbIxamenvHou cucmemul,

opeanoe 2pyoHou Kiemku u

cpedocmeHus

Kenyoouno-kuweunvle TOIIHOTA, AUapes HEYacTo

Hapywenus co  cmoponwi
nevyeHu U  JCenyesvl800AUJUX

nymeti

I[NOBBILICHUE AKTUBHOCTH «IICYCHOYHBIX»

(depMeHTOR

4yacToTa HCU3BECTHA

Hapywenus  co  cmoponbl

AHTMOHEBPOTHYECKHI OTEK

HEYACTO

CBIBOPOTKE KPOBH

KOJICU U NOOKOJICHBIX MKAHel Oy/se3Hblii  1epMaTHT, KOXKHAs  Cbillb, | 4aCTOTA HEM3BECTHA
KOXHBIH 3y/1

Hapywenua  co  c¢cmopouer | MUAITUs 4acTOTa HEU3BECTHA

MblUeYHOU,  CKenemHol U

COeOUHUMENIbHOU MKAHU

Hapywenus  co  cmoponbl | HapymieHUe QyHKLHH MOYeK 4acTo

noYex U MOYe@vl800AWuUX | OCTpas  MOoYeqHas HEJOCTATOYHOCTh, | HEYACTO

nymerui MOBBILIEHHE KOHLEHTPALMU KpeaTHHHHA B

ITOBBIIICHUE COACPKAHUA a30Ta MOYCBHHBI

B I1a3M€ KpOBH

YacToTa HEU3BECTHA

Obwue Hapywenus u peakyuu

8 Mecme 86e0eHUs.

aCTE€HHUS, MOBBILICHHAA YTOMJIAEMOCThH

HEYacTo

* OTMeuaeTcs MOBBINIEHHE KOHIEHTPALMM Kajlus B CHIBOPOTKE KPOBM (YacTOTa HEU3BECTHA) MO
pe3yJibTaTaM MOCTMAPKETHHIOBBIX HCC/IE/I0BAHHIA.

Taxke B X0Jie KIMHUYECKUX HCCIIEOBaHUMN Y NAUMEHTOB I10CJI€ MEPEHECEHHOr0 OCTPOTO HH(t)apKTa

muokapaa u/unu npu XCH nHabmopanuck crieyroude HexelaTebHble ABJICHHA, TNPUYHUHHO-

C/IE/ICTBEHHAs CBA3b KOTOPHIX C IPHUEMOM Iperapara He yCTaHOBJIEHA: apTpajirus, 60/b B KHBOTE,

6oNb B CIIMHE, acTEHMA, OCCCOHHMLA, CHMXKEHME JIMOWI0, HEMTpOMeHUs, mnepudepuyeckue OTEeKH,

hapuHIrUT, PUHHUT, CHHYCHUT, HH(EKLMHE BEPXHUX JbIXaTEIbHBIX MyTeH, BUPYCHbIE HH(EKLHH.

Ecnu nobuvle us ykasauuwlx 6 uHcmpykyuu nobounvix sghgpekmoe ycyzyonsomes, unu Boi 3amemunu
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nobvle Opyaue noboyHvie 3¢hghexmpl, He YKA3aHHbIE 8 UHCMPYKYUU, CO0OUiUme 00 Imom epayy.
IIEPEJIO3UPOBKA

IIpu nepenosuporke npenapara JIuoBaH® OCHOBHBIM MPOSBIECHHEM SABJIAETCS BbIPAXKEHHOE CHIKEHHE
AJl, KOTOpOE MOXKET NPUBECTH K YTHETCHHIO CO3HAHMSA, KOJUIANCY /MM LIOKY.

JleyeHue: CMMITOMAaTHYECKOE, XapakTep KOTOPOro 3aBHUCUT OT BPEMEHH, IMPOIIEAIIEr0 ¢ MOMEHTa
nprema npenapara, ¥ 0T CTETNEeHH TSHKECTH CUMITTOMOB.

IIpu ciy4aitHO# mepeo3upOBKe ClieIyeT BbI3BaTh PBOTY (€ciM mpenapat Obll NPUHAT HENABHO) WITH
MPOBECTH NMPOMbIBAaHUE XKey/Ka. B ciryyae BO3HUKHOBEHHs BbIPAXKEHHOTrO CHIWKEHUA A/l B KayecTBe
Tepanuu HeoOXoauMo BHyTpuBeHHOe BBeaeHue 0,9% pacTBopa HaTpHs XJIOPM/A, MALMEHTA ClEIyeT
YJIOXKHUTh, TPUIIOAHAB HOTH, Ha HEOOXOAMMBIH JUIsd Teparuv NEepHoj BPEMEHH, NPUHATh AKTHBHbIE
MEpbl 10 TMOJAEPKAHUIO AEATEILHOCTH CEpACYHO-COCYAMCTONW CHUCTEMBI, BKJIIOYAss pEryJspHbIi
KOHTPOJIb AESATEIbHOCTH Cep/ilia U AbIXaTe/IbHOM cucTeMbl, o0beMa LupKyaupytoueit kposu (OLIK) u
KOJIMYECTBA BBIACIAEMON MOYH.

B3AUMOJENCTBUE C IPYT UMM JIEKAPCTBEHHBIMU CPEICTBAMMU

VCTaHOBIEHO, 4YTO TNpU MOHOTEpanMM BaJCapTaHOM OTCYTCTBYKOT KJIMHUYECKH 3HAYMMBbIe
B3aUMOJICHCTBUA CO CIICAYIOIMMH JIEKAPCTBEHHBIMH CPEJICTBAMM: LIMMETHAMHOM, BapdapvHOM,
(bypoceMuI0M, AMIOKCHHOM, aTEHOJIONIOM, MHIOMETALMHOM, T'MAPOXJOPOTHA3U/IOM, aMJIOAMIIHHOM,
rIMOEHKIIAMH/IOM.

Jleotinas  6rokaoa PAAC npu npumenenuu anmazonucmos peyenmopog awcuomensuna 11,
uneubumopoe AII® unu arnuckupena

OJHOBpEMEHHOE NPUMEHEHHEe AHTAOHMCTOB pELENTOpOB aHruoTeHsuHa II, Bkmouyas mnpemnapar
JlnoBan®, ¢ apyrumu cpeacTBamH, OKasbiBalomMMH BiusHue Ha PAAC, cBA3aHO C MOBBHIIEHHOM
YacTOTOW Pa3sBUTHs apTepHaIbHOW TMIIOTEH3UH, TMIEPKATHEMUH W MU3MEHEHHH (QYHKUMM MoYeK 10
CPaBHEHHIO C MOHOTepanueil. PekoMeHIyeTcs NpPOBOAMTL KOHTPOJb apTepUasibHOrO JaBJICHMS,
(QYHKIIMH TOYEK M CONEPKAHHsA 3NEKTPOIMTOB y MALMEHTOB, NPUHAMAlOWKX npenapaT J{HoBan®
JIPYrHe JIEKapCTBEHHbIE Cpe/ICTBA, OKa3biBatol e BausHue Ha PAAC.

V neteil M MOJAPOCTKOB apTepHalbHas MHIEPTEH3Ms YacTO CBA3aHA ¢ HAapyIIEHHEM (YHKLMH MOYEK.
PeKOMEH/I0BaHO ¢ OCTOPOXKHOCTBIO MPUMEHSAThH BaJIcCapTaH OJHOBPEMEHHO C JIPYTMMH [penapaTamu,
BJIMSIIOIIMMH HAa PEHHUH-QHTHOTEH3UH-aJIbOCTEPOHOBYIO CHUCTEMY, Y MALMEHTOB JAHHON KaTeropwH,
T.K. 3TO MOKET [PUBECTH K YBEJIMYEHUIO COJICPIKAHUS KaJlus B CHIBOPOTKE KpoBHU. Clie/lyeT NpoBOAUTh
perynspHblii KOHTPOJIb (YHKLUMM [OYEK M CONEpXKaHWs Kajusi B ChIBOPOTKE KPOBH Y MNalMEHTOB

JIaHHO# TpyIIIBI.
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Hecmepouonsie npomugosocnanumenvheie npenapamot (HIIBII)

[Ipu npumeHenuu BajcapraHa oaHoBpemeHHo c¢ HIIBIT (Bwio4as celleKTHBHbIE WHIHOMTOpBI
LMKJIOOKCUIeHa3bl-2) BO3MOJKHO YMEHBIIEHHE €ro aHTHUIMNepTeH3WBHOro jedcteus. Ilpu
NPUMEHEHWH aHTaroHWCTOB peuentopoB aHrnoteHsuHa Il oanospemenno ¢ HIIBIT Bo3moxHO
yXy/ueHne GpyHKIMHU MOYEK U YBeIMYeHHe Co/iepKaHus Kaius B niasme kposu. [Ipu neo6xoaumocTu
OJIHOBpEMEHHOTrO npuMeHeHusi Baicaptana ¥ HIIBIT no nHavana nedenus HeoOXOAMMO TMpPOBECTH
OLIEHKY (DYHKIIMH MOYEK M KOPPEKIIMIO HapyIlIeHHIt BOJHO-3JIEKTPOIIMTHOrO GasaHca.
benku-nepenocuuru

[To pesysnbTaTaM MCCIIE[OBAaHMUs in Vifro Ha KyJlbTypax IMEYeHH BaicapTaH ABJAETCA CyOCTpaToM Ui
6enkos-neperocurikoB OATPIBlI u  MRP2. OpHoBpeMeHHOE INpUMEHEHHE BajcapTaHa ¢
uHrubutopamu Genka-nepeHocunka OATPIB1 (pudamnuimy, UMKIOCTIOPUH) M ¢ MHIMOMTOPOM
6enka-nepeHocyuka MRP2 (puTOHaBHp) MOXKET YBEJIMYHUTL CHUCTEMHYIO SKCIO3ULMIO BajicapTaHa
(Cimax 1 AUC).

Ilpenapamur numus

[Ipu 0IHOBpEMEHHOM NpUMEHEHUH TpenapatoB JuTHs ¢ uHruouropamu AIID u APA II ormeyanocs
o0paTUMOe YBETMYEHHE COJCP)KAHUSA JIMTUA B CHIBOPOTKE KPOBM M YCHIICHHE, B CBS3H C ITHM,
TOKCHYECKHX TPOSBJICHUH, MO3TOMY PEKOMEHIYeTCs MPOBOJUTH KOHTPOJIb COJCPXKAHUs JIMTHA B
CBIBOPOTKE KPOBH. PUCK TOKCHYECKMX NMPOSBIICHHH, CBA3aHHBIX ¢ NPUMEHEHHEM TPENapaToB JUTHS,
MOXET JIOTIOJIHUTENIbHO YBEJTHUMBATHCS TIPH OJIHOBPEMEHHOM NMpUMEHEHHH ¢ npernapatoM Jlnosan® u
JUYpPETUKAMHU.

Jlekapcmeennvie npenapamvl, KOMopble MOZYym NPUSECMU K Y8eIUYEHUIO COOCPICAHUS KANUS 8 Naa3Me
Kpo6u

OnHOBpEMEHHOE TpUMEHEHHe KaiuiicOeperalomux JAMYpeTHKOB (B T.4. CINHPOHOJAKTOHA,
TpUaMTepeHa, aMUJIOpUja), TpernapaToB Kajus, COJIeH, cojepXKallMX Kajuid, a TakoKe Jpyrux
Ipenaparos, CrOCOOHBIX YBENHYHBATH COJAEP)KAHHE Kanus (Hanpumep, rermapuH W T.J1.), MOXeET
TNPUBECTH K YBEJMYEHHIO COJAEpXKaHWs Kajus B CHIBOPOTKE KPOBH M Y TMALMEHTOB C CEpACHHOM
HEJI0CTATOYHOCTBIO K YBEJMYEHHIO KOHLEHTpAalli¥ KpeaTWHMHA ChIBOPOTKM KpoBW. Eciam Takoe
KOMOMHHPOBAHHOE JIEYEHHE TIPU3HAHO HEOOXOUMBIM, CIIEYET COOMOAATE OCTOPOKHOCTD.

OCOBBIE YKA3AHUS

ITayuenmul ¢ Hapyuenuem yHKyuu novex

Cneayer u3beraTb OJHOBPEMEHHOrO MPUMEHEHMS AHTArOHUCTOB PELENTOPOB aHrMoTeHsuHa Il

pioouas Jluosan®, wunm uHrubGutopoB AIID ¢ alMCKMpPEHOM M MpenapaTamMu, COJACpXKalluMH
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QJIMCKUPEH, y MAlMEHTOB C CaXxapHbIM JuabeToM M HapyleHUAMH (YHKLUMM MOYEK CpeHed u
Tskenoii crenenn (CK® <60 mn/mun/1,73 M),

T'unepranuemusn

[Ipu OHOBPEMEHHOM TPUMEHEHHH ¢ GUOOrMYEeCKH aKTUBHBIMHM N00aBKaMH, COJAEPKALIMMH Kajlui,
KanuiicOeperaroluMy AMYpeTHKAMK, KaJlMHCOACp)KallMMU 3aMEHUTEIAMH COJIM MM C JPYTHMH
npenapataM, KOTOpPbIE MOTYT BbI3bIBaTh IOBBIIICHUE COJACPHKAHUA Kaaus B KpoBHM (Hampumep, ¢
renapuHoM), cieayer coONIIoAaTh OCTOPOXKHOCTh U TMPOBOAMThL PErYJIAPHBIA KOHTPOJIb COAEPKAHUS
KaJIusi B KPOBH.

Tpancnnanmayus nouku

JlaHHBIX 10 0630MacHOCTH nNpUMeHeHMs npenapata JuoBan® y nauMeHTOB, NepeHecuUInX
TPAHCIIAHTALMIO TTOYKH, HET.

Hepuyum ¢ opeanuzme nampus w/unu cnudxcenue OLK

V NalueHToB ¢ BHIPAKEHHBIM Je(PULIMTOM B OpraHu3Me HaTpus u/uian cHwkeHHeiM OLIK, Hanpumep,
MOJIy4aroIMX BBICOKHE /103bl AUYPETUKOB, B PEKUX CIydasX B Hayase JICYCHHUs MpernapaToM MOXET
pa3BMBaTLCA apTepUasibHas TMIIOTEH3HUs, COMPOBOKAAIOIIAAC KIMHUYECKMMU nposBieHuamu. [lepex
HayaaoM JieueHus npenapatoM JluoBaH® ciiesyeT MpoBeCTH KOPPEKLHIO COIEpPKAHUA B OPraHM3Me
Hatpus u/uam BocnoHuTh OLIK, B TOM uKcne, myTeM yMeHbIIEHHUS 103bl AMYPETHKA.

B ciyyae BOZHMKHOBEHHUS BBIPOKEHHOTO CHIKeHMA AJl maumeHTa cieayeT yJI0XKHUTh C NMPUIOAHATEIM
HOXHBIM KOHLIOM, TMpH HeoOXoauMmocTH mpoBecTd B/B MHQYy3uio 0,9% pacTBopa HaTpHs XJIOpHAA.
IMocne crabumzanmu AJl neyenue npenapatom Jlnosan® MoxeT GBITH MPOJOIIKEHO.

Cmeno3s noveunoi apmepuu

[IpuMeHeHHe mpenapara KOPOTKMM KYpcOM Yy MAaLMEHTOB C PEHOBACKY/APHOW TMIEpPTeH3HEH,
pa3BUBIIENCA BTOPMYHO BCIIEACTBME OJHOCTOPOHHErO CTEHO3a apTepUM €IMHCTBEHHOM MOYKH, HE
TMPUBOAMT K CKOJIBKO-HUOY/Ib CYIIECTBEHHOMY W3MEHEHMIO MOKa3aTeled MOo4YeYHON reMoJAHAMHKH,
KOHILIEHTPALIMM KpeaTMHMHA CHIBOPOTKM KPOBHM MITH a30Ta MOYEBMHBI KpOBH. OJIHAKO, y4HThIBast, 4TO
Jpyrue JieKapcTBEHHbBIe CpeicTBa, Biausiomue Ha PAAC, MOryT BBI3bIBAaTh MOBBILICHHE KOHLUCHTPALMH
MOYEBMHBI M KPEaTHHMHA B CHIBOPOTKE KPOBHM Y MALMEHTOB C JIBYCTOPOHHHUM CTCHO30M IOYEYHBIX
apTepuil WM CTEHO30M AapTepuH €JMHCTBEHHON IMOYKH, B Ka4yeCTBE Mepbl IPEIOCTOPOKHOCTH
PEKOMEHYETCSI KOHTPOJIb 3THX NOKa3aTesIeH.

ITepeuunvlii 2unepanbO0CmepoHuU3M

[Ipenapar HeaQdeKTUBEH MU JIeYeHUs] apTepHalbHON TIMINEPTEH3MH Yy MALMEHTOB C MEPBUYHBIM

rUnepaibA0CTEPOHU3MOM, IMOCKOJIBKY Y JIAaHHOM KaTeropyuyd MauueHTOB HE OTMEYACTCA aKTHBALlUA
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PAAC.

XCH/nepuoo nocne nepenecennozo ungapkma muokapoa

V nauuentoB ¢ XCH wim nocne nepeHeceHHOro MH(papKTa MHUOKapja, HAuYMHAIOUIMX JIEYEHHE
npenapatom J{oBaH®, yacTo oT™MeyaeTcs HEKOTOpoe cHiKeHHe AJl, B CBS3M C YeM PEeKOMEHIyeTCs
KOHTpoab AJ] B Havane Ttepanuu. [lpu ycnoBuM coOOMIOJEHHSA PEKOMEHJAUMH 110 pPEXUMY
JI03UpOBaHUSA OOBIYHO HE BO3HMKAeT HeOOXOAMMOCTH OTMeHbI mpenapara JlnoBau® mo npudmHe
aprepuanbHOM runoteHsuu. Ouenka cocrosHus nauveHtoB ¢ XCH nomkHa BKIHOYAaTh OLEHKY
(YHKUHH TTOYEK.

Benenereue unrubuposanns PAAC y HEKOTOPBIX MALMEHTOB BO3MOXKHBI HapylleHHs — (QyHKUMH
noyek. V nauuentos ¢ XCH II-IV ¢ynkuronansHoro kinacca no kinaccuduxauun NYHA, dynkums
MoYeK KOTOPBIX 3aBUCUT OT coctosiHusd PAAC, nedenue unruburtopamu AIID v aHTaroHUCTamu
pelienTopoB aHruoTeHsuHa Il MoxeT conpoBoX/aaThCs OJNMTYpHeEH W/WIM HapaCTaHWEM a30TEMHH W B
PEIKHX CIlydasix pa3BMUTHEM OCTPOM MOYEYHOM HEJOCTATOUHOCTH M/MIIM JIETaIbHBIM MCXOJIOM.
[To5TOMy y JaHHBIX KaTeropwii NalMeHTOB mNepej NpuMeHeHueM mpenapata JlnoBau®, a Takoke
MEPUOAMYECKH BO BPEMs JICYEHUS MPEnapaToM, He0OX0JMMO MPOBOJUThL OLEHKY (DYHKLIHM MOYEK.
Kombunuposannas mepanus npu apmepuanbHOu 2unepmen3uu

Ipu aprepuanbHOil runepTensuy npenapat JuoBaH® MOXKeT MPUMEHATECSA B MOHOTEPAIHH, @ TaKxke
COBMECTHO C IPYTMMH I'MIIOTEH3UBHBIMH CPEJCTBAMH, B YaCTHOCTH, C JINYPETHKAMH.
Kombunuposannas mepanust 6 nepuoo nocie nepeHeceHHo2o UHGapKkma Muokapoa

Bo3mMoxkHO mnpuMmeHeHue npenapara JluoBaH® B KOMOMHALMH C JIPYTHMH JIEKAPCTBEHHBIMH
npernapataMM, TPUMEHSEMBIMH  TOCIe  TMEepeHeceHHoro MHpapkTa MHOKapja, a HMEHHO
TpOMGOIMTUKAMH, ALETUIICATULMIOBON KHUC/IOTOM B KAauyeCTBE AHTHATPEraHTHOro cpejcTa, Gera-
aapenobsokaropamu M uHruburopamu I'MI'-KoA-peaykrasbl. ¥ JaHHOW KaTeropuu MalMeHTOB HE
peKoMeH/IyeTcs npuMeHaTh npenapat JuoBan® oaHoBpemenHo ¢ uHruGuropamu AIID, nockosibKy
JaHHas KOMOMHHUpPOBAHHAs Tepanus He UMeeT NMPEeUMYLLECTB MEpe]l MOHOTEpANUeH BaJicCapTaHOM HIIH
unruéuropom AIID B OTHOLIEHNH TTOKa3aTeei 00LIeif cMEpTHOCTH MO HOOO0H NpUYHHE.
Kombunuposannas mepanua npu XCH

[lpu XCH npenapar J{noBaH® MoXeT NPUMEHSATbCS KaK B MOHOTEPANMH, TaK U OJAHOBPEMEHHO €
JPYTHMH CPEICTBAMH - JIMYPETHKAMHU, CepJCYHBIMH IIMKO3H/aMH, a Takke HHrubutopamu AIID win
6era-aipeHOOIOKATOPaAMH.

V JlaHHOM KaTeropuu MalMEHTOB HE PEKOMEHAYeTCs MPUMEHEHHE TPOHHOH KOMOWHMPOBAHHOM

Tepanuy nHruGHTOpoM ATID, Geta-anpeHobnokatopom 1 npenapatom J{uosan®.
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Anzuonespomuyeckuii omex, exniodas omek Keunke

AHIMOHEBPOTHYECKHI OTEK, B TOM YHMCIE€ OTEK TOPTaHH M TOJIOCOBOH UM, MPUBOAALIMH K
0OCTPYKUMH JABIXATeJIbHBIX MyTeM, W/WIM OTeK JinLa, Ty0, IIOTKH W/WIIM OTEeK A3bIKa, BCTpevacs y
MalMEeHTOB, TMOJYYaBIUMX BajcapTaH, y HEKOTOPBIX M3 OTUX MAIMEHTOB paHee BO3HHWKaJ
AQHIMOHEBPOTHYECKUIM OTeK Ha (oHEe MpueMa APYruX MpenapaToB, B TOM uucie uHruouropon AllD.

®

[Ipuem npenapata JluoBan® B cilyyae pa3BUTHs AHTMOHEBPOTHYECKOTO OTEKa JO/KEH ObITh

HeMe/UIEHHO OTMEHEH, BO306HOBIeHH e npueMa npenapara Jlnosan® sanpereHo.

Hapywenus ¢pynxyuu nevenu

BasicaptaH BBIBOJMTCS TJIaBHBIM 00pa3oM B HEM3MEHEHHOM BHJIE Y€pe3 KMIIECYHMK C XKETYbl0, B TO
BpEMs KaK aMJIOJIMITMH MHTEHCUBHO MeTabosu3upyeTcs B neyeHu. CieayeT cobmoaaTh OCTOPOKHOCTE
npu npumeHenun npenapara Juoan® y nauuentos ¢ 3aGosieBaHMSMHM TeveHH (OCOGEHHO NpH
0OCTPYKTHBHBIX 3a00JI€BAaHUAX IKETYEBBIBOAALIMX MyTel), CONPOBOXKIAIOWIMXCS HApyLICHHSIMH
(YHKLMU NEUEHHU.

Hayuenmur ¢ obcmpykyueti BbIHOCAWE20 MPAKMa 1e6020 JUCENYOOUKA (MUMPANbHbIU CMEHO3,
aopmansHeill CMeHo3 iU 2unepmpoduyeckas 06cmpyKmusHas KapoOUoMuoOnamus)

ClieflyeT MpOSBIATE 0COBYI0 OCTOPOXKHOCTh TPH MpUMEHEHMH mnperapata JluoBan® y maiueHToB,
CTPAfalOIMX  AOPTAJbHBIM  CTEHO30M, MHTpPAJIbHBIM  CTEHO30M WM  TUNEPTPOPUYECKOM
00CTPYKTUBHON KapAUOMHOIIATHEHN.

eoitinas 6nokaoa PAAC

OJQHOBpEMEHHOE TMPHUMEHEHHE C AIMCKUPEHOM M IpenapaTamH, COJCpXKAllMMU AJMCKUPEH,
MPOTHMBOINOKA3aHO Y MALMEHTOB C CaXxapHbIM AWa0ETOM W/UiIM HapylmeHHeM (YHKLMHU M0YeK CpeIHe
M Tskenoi crerneHu (ckopocTh Kiy6oukoBoit ¢uiabtparmu (CK®) <60 mn/mun/1,73 M%) M He
PEKOMEHIYeTCs Y IPYTUX NMaLUEeHTOB.

O/IHOBPEMEHHOE MPUMEHEHHE AHTArOHMCTOB PELENTOPOB aHruoTeHsuHa II ¢ unruGuropamu AlID
MPOTHBOIOKA3aHO Yy MAaLMEHTOB ¢ JuabeTHyeckoil HedponmaTvedl W He PEKOMEHAYETCs y ApYrux
MalMEeHTOB.

JlBoiinas Gnokaga PAAC mocpecTBOM OJHOBpPEeMEHHOro npuMeHeHus unrubutopa AIID, APA 11
WIH aJMCKMpeHa He peKoMeHIoBaHa B obueil nomynsauuu. OnHako, B TOM ciy4yae, €cCid
KOMOMHMpOBaHHAs Tepanus yKa3aHHbIMU IpernapaTtamu sBjfeTcs abCcoMOTHO HEOOXOAMMOM, TaKoe
NpUMEHEHHE JOJDKHO OCYIIECTBISTBCS MO TIIATebHBIM HabII0IEHUEM Bpaya, ¢ 4acThIM KOHTPOJIEM
nokasareneit AJl, pyHKMM MoYek, a TakKe CoAepPIKaHUs SJIEKTPOJIMTOB IJ1a3Mbl KPOBH.

BJUMSAHUE HA CITIOCOBHOCTH YIIPABJIAATH TPAHCIIOPTHBIMHU CPEJICTBAMU, MEXAHU3MAMH



[Tockonbky Ha ¢oHe Tepanuu npenapaToM BO3MOMKHO pa3BUTHUE TAKUX HEXKEJATENbHBIX SBICHMH Kak
rOJIOBOKPYXKEHHME MM 0OMOPOK, MalMeHTaM, NpuHuMarolm npenapat J{nosan®, cieayer cobmoaars
OCTOPOXHOCTh TPH YNPABJICHUU TPAHCMIOPTHBIMU CPEACTBAMM W 3aHATHUM MOTEHLMAILHO OMACHBIMU
BUJIAMH JI€ATEILHOCTH.

DOPMA BBINTYCKA

Tabnerku, nokpeIThie MaeHOYHON 06010uKOi, 80 Mr 1 160 mr.

[To 14 Tabnerok B 6aucrepe w3 [IBX/TID/TIBIX u amom. donbru unu [IBX/TIBIX u anom. donbru.
[To 1, 2, 4 uau 7 6GaucTepoB BMECTE C MHCTPYKLMEH MO MEAMLIMHCKOMY NMPUMEHEHHIO B KAPTOHHYIO
navky.

YCa0BUSI XPAHEHU S

[Ipu Temneparype ne Bbitue 30°C. [IperoxpaHaTh OT BO3ACHCTBUS BJAry.

XpaHUTb B HEIOCTYITHOM JUIst IETEH MecTe.

CPOK roiHOCTH

3 roaa.

[Ipenapar He cieayer NPUMEHATH M0C/Ie UCTEUYEHHUS CPOKa MOIHOCTH.

YCJI0BUSA OTIIYCKA

OTnyckatoT 1o peuenry.

ITPOU3BOJAMNTEJb

Bcee cTaqun npon3BojacTsa

Hosapruc ®apma Illreitn AT, 1lladdxayseprpacce, 4332 Illrteiin, LlIBeiinapus / Novartis Pharma
Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland;

Hosapruc ®apmacsiotuka C.A., Ponpa jne Canra Mapus, 158, bapGepa Jlens Bannec, 08210,
Bapcenona, Ucnanusi/ Novartis Farmaceutica S.A., Ronda de Santa Maria, 158, Barbera del Valles,
08210 Barcelona, Spain.

IMOJYYUTH JONMOJHUTEJIBHYIO HWH®OPMAIIMIO O TPENAPATE, A TAKXE HAINPABUTbH
NPETEH3UU U MHOOPMAIIMIO O HEXKEJATEJBHBIX SABJEHUAX MOXHO MO CJIEAYIOUWEMY
AJIPECY B Poccum:

000 «Hogaptuc @apma»

125315, r. Mocksa, JIeHHHrpaJACKHii IPOCIIEKT, A0M 72, Kopryc 3

Tenn. (495) 967 12 70; SN
(bakc (495) 967 12 68. ' |

www.novartis.ru




