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IO MEJJUIITHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O IIPEITAPATA

Basicapran Memucopd

PerucrpaipioHHbIIT HOMep:

Toprosoe HaumeHoBanme: Basicaptan Meaucopo

MesxxyHapo/Hoe HeNIATEHTOBAHHOE WM I'PYIIIMPOBOYHOEe HAUMeHOBaHMe: BaJICapTaH
JlekapcTBeHHas popma: TaOICTKU, MOKPHITHIE IJICHOUHOH 000I0UKOHM

Cocras

1 TabreTka COJIEPIKHUT:

Jozuposka 40 MT

Heticmsyrowee eerygecmeo: Bancaptad 40,00 mr;

Benomozamenvuvie 6eugecmea: NaKTO3bl MOHOTHAPAT, MOBUA0H K-30 (IOoJMBUHUINIUPPOIUIOH ),
Kpaxmal KapTodeIbHbINH; KpOCKapMeIUIo3a HATPUST; TAIBK; MarHHsI CTeapar;

Obonouxa Opadry® IT Pozossiii (32F240016): runpomeruioza HPMC 2910, nakTo3sl MOHOTHApPAT,
TATaHa JUokcul, makporod (IID17), kpacuremns kee3a OKCHJ KPAaCHBIM, KpAacHUTENb Keje3a OKCHIL
JKEJITHIA, HHIUTOKApPMUHA ATFOMUHHUEBBIH JIAK.

Hosuposka 80 mr

Heticmsyrowee eeryyecmeso: Bancaptad 80,00 mr;

Benomozamenvuvie 6eugecmea: NaKTo3bl MOHOTHAPAT, MOBUAOH K-30 (IoJMBUHUIIUPPOIUIOH ),
Kpaxmal KapTodeabHbIN; KpocKapMesUTo3a HaTPHUs; TAJIbK, MarHHsI cTeapar;

Obonouxa Opadry® IT Pozossiii (32F240014): runpomeruioza HPMC 2910, nakTo3sl MOHOTH/pAT,
TUTaHAa JUOKcUI, Makporoi (II19I), kpacuTens Kene3a OKCH] KPacHBIN.

LlozupoBka 160 mMr

Heticmsyrouee sewygecmeo: Bancaptan 160,00 mr;

Benomozamenvuvie 6eugecmea: NaKTo3bl MOHOTHAPAT; MOBUAOH K-30 (oJMBUHUINUPPOIUIOH),
Kpaxmal KapTodeIbHbIN; KpocKapMesUlio3a HATPHUsT; TAJIbK, MarHUsI cTeapar;

Obonouxa Opadry® IT Pozossiii (32F240015): runpomeruioza HPMC 2910, nakTo3sl MOHOTH/pAT,
TaTaHa Juokcus, makporoi (IIOI), kpacurens nmyHiobid [[Ionco 4R], kpacutens XHUHOJIHMHOBBIM
JKEJITHIN.

Ormcanue:

Jna dozuposku 40 me

Kpyribie, NBOSIKOBBIMYKJIbIE TaOJMCTKH, TOKPHIThIE IUICHOUHOM 000J0UKOM Oeioro ¢ po3oBaThiM

OTTeHKOM I1BeTa. Ha IMMOIICPESYHOM pa3pe3C Apo OeJioro OBCTA.



Jna oosuposxu 80 me
Kpyribie, TBOSIKOBBITYKIIbIC TaOJICTKH, MOKPBHITHIC
Ha momnepeunom paspese siyipo 6eJoro seTa.

Mnsa oosuposxu 160 me

COOTBETCTBYET SKCNEPTHOMY OTYETY
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(Mo l:ai.-] ENOBATENBHOCTL 0001)

LIVITUTNIVYL UUUJIVTINUYL VDV LJIVU IJUO\JD\JI Vonbwvia.

Kpyriible, BOSIKOBBITYKJIbIC TaOJICTKH, IMOKPBITHIC IUICHOUHOM 000JI0uKOM po3oBoro IBera. Ha

HOTIEPEYHOM paspese sapo Oeoro 1BeTa.

dapmakoTepaneBTHYecKass rpynma: CpeacTpa, JASHCTBYIONHE HA PEHHUH-aHTMOTSH3MHOBYIO

CUCTEMY;, AaHTAaroOHUCTLI PECUCIITOPOB AaHTHOTCH3WHA 1L

Kox ATX: CO9CAO03
dapmakosioruuecKmie cCBoOICTBA

DapMakoIHHAMHAKA

BancapraHn — aKTHBHBIH CHEITU(PUUYSCKHN aHTaroHUCT penenTopor anruoteHszuHa II (APA II),

IpeHA3HAYCHHBIM U MpueMa BHYTph. M3OupatenmbHo OsokupyeT perentopsl moatuma AT,

KOTOpbIE OTBETCTBEHHBI 3a »ddexThl anrnoTenzuHa II. Cieacreuem Omokanel AT - penentopos

SABJISICTCA  IIOBBIIMICHHUC

IUTa3MEeHHO U KOHICHTpalunu

anrmoTeHszuHa II, koTopeli MoOXKeT

CTUMYJIMpOBaTh HezalOnokupoBaHHble AT,-penentopbl. BajicapTaH He HMeeT CKOJIbKO-HUOYIb

BBIPAKEHHON arOHHUCTHYECKON aKTUBHOCTH B oTHomeHuH A'Ti-penentopos. CpoJcTBo BajicapTaHa

Kk penenropam noaruna AT; mpumepno B 20 000 pa3 Beime, yeM K penentopam noaruma A'l,.

OTCyTCTBYIOT JIaHHBIE O TOM, UTO BaJicapTaH B3aUMOJCHCTBYeT WM OJOKHpYeT Jpyrue

TFOPMOHAJIBHBIC PEOCHTOPEl WJIH HOHHBIC KaHAJIbl, HMCIOIHUE BaXKHOC 3HAUYCHUC B PCryjIAlHHA

(YHKIHH CepIeTHO-COCYTUCTON CHCTEMBI.

Basncapran He HHTHOHpYET aHTHOTEH3HHIIpeBpamatomui ¢pepmeHT (AIID), TakiKe U3BECTHBIN KaK

kuHuHaza I, koropeiii mpeppamjaeT anruoTeH3uH | B anruoreHsuH Il W BhI3BIBaeT pazpylieHUe

6paﬂHKHHHHa, YTO YMCHBIIACT BEPOATHOCTL BOSHUKHOBCHHUS KallJTA TIPH MIPUCME BaJICapTaHa.

B CPAaBHHUTCIIbHBIX KIIMHHYCCKUX HCCIICAOBAHUAX BaJicapTaHa ¢© HHFHGHTOpOM AII® wyacToTa

Pa3BUTHSI CYXOTO Kanuis Oblia JocTtoBepHo HIke (p <0,05) y maiueHToB, MOJyYaBIIUX BaJiCapTaH

(y 2,6% mnaiueHToOB, NOJYYaBNIUX BajicapTaH, U y 7,9% - mosyuapmux unrudurop AIID). B

KIIMHHYCCKOM HCCIICAOBAHUHU YaCTOTa pPasBUTHA CYXOro Kallld IIpH IMPHMCHCHHHW BaJICapTaHa H

THA3UJHOTO JUYPCTHKA Yy IMAITUCHTOB € CYXHM KallJIcM Ha (1)0He npe):[meCTBy}omeﬁ TCpalluu

uaruoutopom AII® cocrapuna 19,5% wu 19,0% cooTBeTcTBeHHO MO cpaBHeHHIO ¢ 68,5%

HAIHEeHTOR, KOTOphIe oydanu uarudutop AII® (p <0,05).

Ipumenenue npu apmepuansHoti cunepmenzuu y nayuenmoes cmapuie 18 nem

IIpu ieyeHUH BajicapTAHOM MALIUEHTOB € apTepUabHOU runepreH3ue (Al') oTMeuaeTcss CHUKSHHE

apTepHaJbHOTO JaBieHHus (AJl), He COIPOBOXKIAMOIIEEC] H3MEHEHHEM 4YacTOThl CEepASYHBIX

COKpaIl[eHUH.
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AHTUTUIIEPTEH3UBHOTO JICHCTBHS HaOJIIO1aeTCs B
AJl nmocturaeTcst B mpeneiax 4-6 dacoB, coxpassitomnieecs: 6oisee 24 dwacos. Ilpu moTOpHOM
IPUMEHEHUHU TperapaTa MaKCUMaJbHOe CHM)KeHHMe AJl, BHEe 3aBUCHMOCTH OT IPHUHSTOH J103BI,
OOBIUHO TOCTUTAeTCs B Ipeiesiax 2—4 Heslelb U MOIeP/KUBASTCs Ha JOCTUTHYTOM YPOBHE B XOJe
JUIMTEJIbHOM  Tepanmuu. DB ciIy4ae  OJIHOBPEMEHHOIO  IIDHMEHEHHWs  Ipemapara ¢
THIPOXJIOPOTHA3UIOM JOCTUTAeTCs IOCTOBEPHOE JOTIOTHUTEIbHOE CHIDKeHHEe A/l

Peskoe nmpekpainenue npuMeHeHU: BajcapTaHa He CONPOBOIKAACTCS 3HAUUTEIBHBIM ITOBBINICHHEM
AJl vy IpyruMu HeKeNMaTeIbHBIMU peakiusaMu. Y naiueHToB ¢ Al', caxapusiM quabetom (CJI) 2
THNAa U HepomaTueH, MPUHUMAIONTUX BajicapTaH B jo3¢e 160-320 Mmr, oTMedaeTcsi 3HAUUTEIIHLHOS
CHIKeHHe IpoTeunypu (36-44%).

I pumenenue nocne ocmpoeo uHgapxma muoxapoa y nayuenmos cmapuie 18 nem

Ilpy nmpuMeHeHWM npenapaTa B TeUeHHMe 2-X JIET Yy IAIMEHTOB, KOTOpble Ha4alW IPUHHMAThL B
nepuosy oT 12 wacor go 10 gHel mocie MepeHeCeHHOTO OCTporo HH(papKTa MHOKap/a
(OCTIOKHEHHOTO JICBOJKEIIYIOUKOBOM HEJOCTATOUHOCTHIO HW/HIIM CHCTOJMYESCKOH JUChYHKIHEH
JIGBOTO JKeJIy/l0uYKa), CHHXKAIOTCS II0OKazaTelM oOOIeH CMEpTHOCTH, Cep/euHO-COCYAUCTON
CMEPTHOCTH U YBEJIUUMUBASTCS BpeMs JI0 MepBOH rOCHUTATIM3AIMH 110 TOBOAY 000CTPEHHS TeUSHHUS
XpOHHYECKOH cep/ieuHol HenocTaTtouHocTd (XCH), mopTopHOro MH(papkTa MHOKap/1a, BHE3AIMHON
OCTAHOBKH cep/ilia U MHCyabTa (6e3 jetanbHoro uexona). Ilpodmis Ge3onacHOCTH BajicapTaHa y
IIAIIUEHTOB ¢ OCTPBIM HH(PAPKTOM MUOKapAa CXOACH ¢ TAKOBBIM IIPU JIPYTHX COCTOSHUSIX.
Xponuueckas cepoedHas HeOOCMAamo4YHOCMb Y nayueHmoe cmapuie 18 nem

[Ipu npuMeHeHUN BajicapTaHa (B Cpe/IHeH CyTOUHOM J03¢ 254 MT) B TeueHHUE 2-X JIeT Y MallUeHTOB ¢
XCH II (62%), III (36%) u IV (2%) ¢yHKIHOHATILHOTO KJacca mo Kiaccudukanuu NYHA ¢
¢pakmnmeli BpIGopa Jeporo skemymgouka (JIDK) menee 40% u BHYTpEHHUM THACTOIUYSCKUM
quameTpoM JIDK Gomee 2,9 em/M’, HOJTYYAIOMHUX CTAHIAPTHYIO TEpaIlMIo, BKIIOYAs HHTHOUTOPHI
AII® (93%), nuypetuku (86%), murokcun (67%) u Oeta-ajipeHoOmokatopsl (36%) oTMeuaeTest
JTOCTOBEpHOE CHIKeHHUE (Ha 27,5%) prcKa TOCIIUTAIM3AINY 110 TIOBOAY oOocTpeHus TeueHust XCH.
Y manueHToB, He MOJydaBMMX HHTUOMTOphI AlID, oTMeudaeTcss 3HAYMTEIBHOS CHIDKSHHE
nokazaTesisi oOmel cMepTHOCTH (Ha 33%), cepeuHO-COCYIUCTON CMEPTHOCTH H 3a00JIeBASMOCTH,
ceszanHol ¢ XCH (BpeMsi 10 HACTYIUIGHHS MEPBOTO CepJ/IeTHO-COCYIUCTOTO COOBITHS), KOTOphIS
OLIEHUBAIOTCS. 110 CJEAYIOMUM IIOKa3aTeJIsIM: CMepTh, BHE3allHasi CMepTh € IIPOBEJCHHEM
peaHUMallH, TOCTIMTAIN3AU o MOBoY obocTpeHus: TeueHus: XCH, BHYTpHUBEHHOE BBEJCHUE
UHOTPOIIHBIX MJIM COCYJOpACIIUPSIONIUX TIpelaparoB B TedeHue 4 wium Oonee uacoB 0Oe3
rocnuTaimzanuu (Ha 44%). B rpynme maimeHToB, noJydaromux HHruoutopsl AIID (Gez Oeta-

a,Z[peH06J'IOKaT0pOB), Ha q)OHe JICUCHHUA BaJICApTAaHOM HC Ha6J'IIO,Z[aeTC$I CHHIKCHHS ITIOKa3aTCIIIL

COOTBETCTBYET SKCNEPTHOMY OTUETY
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COOTBETCTBYET SKCNEPTHOMY OTYETY

3abosteBaeMocTH, cBssanuom ¢ XCH na 18,3%.
B nenom npuMeHeHHe BajicapTaHa MPHBOJMT K YMEHBIISHHIO YHCJIA TOCIIMTAIIM3ALUHN 10 MOBOJY
XCH, szamemienuto nporpeccupoBanusi XCH, ynyumenuio ¢yHknuonadpHoro kiacca XCH mo
kiaccupukaruun NYHA, ypenwueHuiro (Qpakiud BbIOpoca JIGBOTO JKEIy/JI0UKa, a Takike
YMEHBIICHUIO BBIDAKEHHOCTH IIPH3HAKOB M CHMIITOMOB CEpJ€YHOM HEJOCTATOYHOCTH U
VIIYUIISHUIO Ka4eCTBa )KH3HHU 110 CPABHEHHIO ¢ I11a1e0o.

llpumenenue y nayuenmos cmapuie 18 nem ¢ apmepuanvHOU 2unepmensuelt u HapyuieHuem
MONEPAHMHOCTIN K STIOKO3€

[lpy npumeHeHHMH BajcapTaHa M H3MEHEHMHM oOpaza JKM3HH OTMEYAIOCh CTAaTHCTHUSCKU
JIOCTOBEpHOE CHMKeHHe pHcka passutwsia CJl y JaHHOM KaTeropHH INalMeHToB. BajcapTaH He
OKa3bIBaJI BJIMSIHUSI HA YaCTOTY JISTAJIBHBIX HCXOJIOB B Pe3YJIbTaTe Cep/IedHO-COCYIUCTBIX COOBITHH,
uH(papkTa MHOKap/la M HIIEMHUYECKHX aTak Oe3 JICTAJBHOTO HMCXO/a, HAa TOCIUTAIU3AIMU IO
IOpUYMHE CepACUHOM HeJOCTATOYHOCTH WJIM HECTaOWJIBHOM CTCHOKapAuM, apTepHATbHOU
PeBACKYJISIpU3AIlUY, Y IAIIUEHTOB ¢ HApYIIEHHWEM TOJISPAaHTHOCTH K IUI0Ko3e H Al', oTiIMuaromuxcst
110 BO3PAcCTy, NOJIy U PaCOBOM NPUHA/JISIKHOCTBIO.

Jetn ¥ moapocTku oT 6 o 18 et

Ipumenenue npu apmepuanbHoll cunepmeH3un

Y peteit W MOJAPOCTKOB OT 6 g0 18 jeT BajicapTaH oOecCIeuHBaeT JI0303aBHCHMOE, IUIABHOS
camxenue AJl. Ilpu npuMeHeHnu BajicapTaHa MaKCHMaJIbHOS CHMKeHUE AJl, BHEe 3aBUCUMOCTH OT
OPUHITON J03bl, OOBIYHO JIOCTUTASTCSI B TeUSHHUE 2 HeJIeJb, U MOJICPIKUBACTCS HA JIOCTUTHYTOM
YPOBHE B XO/I¢ JUTUTSILHOMN Tepallvu.

PapMaKOKHHETHKA

Beacvisanue

ITocne nmpuema mpenapaTa BHYTpb MaKCHMaJjlbHas KOHIEHTpanusa (Cpax) BajicapTaHa B ILIa3Me
KpPOBH JIOCTHraeTcsi B TeueHue 2—4 wyacoB. Cpennsisi abcomoTHass OuogocTynHocTs 23%. Ilpu
IIPUMEHCHUH BaJIicapTaHa ¢ IMHINEH IUIOMAJb II0JI KPUBOM «KOHIEeHTpanus-speMs» (AUC)
yMeHbIaeTcss Ha 48%, XOTs, HauMHasd INpHMepHO ¢ &8-ro waca Iocje IpHeMa IlIperaparta,
KOHIIEHTpaIUs BaIcapTaHa B IIa3Me KPOBH KakK B CJIydae ero IpHeMa HaToIllaK, TaK U B cilydae
IpueMa ¢ IHUIeH, oauHakoBble. YMeHbmieHHe AUC, TeM He MeHee, He COIPOBOXKIACTCS
KJIMHUYECKH 3HAUMMBIM CHIDKEHHEM TepaneBTHUeCKoro »ddekTa, ModTOMY BajicapTaH MOMKHO
IIPUHAMATh HE3aBUCHMO OT BPEMEHH IIpHeMa MHIIH.

Pacnpeocenenue

Ob6beMm pacnpenenenus (Vd) BajgcapTaHa B IepHOJ PaBHOBECHOTO COCTOSIHHS IIOCIHE

BHYTPUBCHHOI'O BBCACHHA COCTABJISUI OKOJIO 17 JI, UTO YKas3bIBacT Ha OTCYTCTBHUC BBIPAMKCHHOIO
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pacmpe/ie/ieHHsl BajicapTaHa B TKAHSX. BajicapThH B 3HAuHTEHAbHOH- Gretreni - cBbBIBaeTC ¢

(NOCNEACBATENBEHOCTE 0001)

OeJIkaMU ChIBOPOTKH KpoBH (94-97%), npeumyiie
Memabonusm

Basncaptan He mojiBepraeTcsi BripaxkeHHOMY MeTaboau3My (okoio 20% mpuHATON BHYTPH JO3bI
BBIBOJTUTCSL B BHJIC MeTaGOIUTOB). [ MIPOKCUIIBHBIN MeTa0OIUT OMpeeisieTes B IIa3Me KPOBH B
HU3KHX KOHIeHTpamusax (meHee duem 10% ot AUC Bpaincaprana). DTOT MeTabOJHT
(hapMaKOJIOTHUSCKH HEAKTUBCH.

Buiseoenue

Basncaptan BeiBoauTest qByX(azHo: o-paza ¢ nepuoaomM moiyebiBeeHus (T1,q) MeHee 1 daca u
B-daza ¢ Tipp — okosio 9 wacos. BajicapTaH BBIBOJHUTCS B OCHOBHOM B HEHM3MEHHOM BHJIE Uepe3
KHIeYHUK (0kosio 83%) u moukamu (okoJio 13%). [locie BHYTpUBEHHOTO BBEACHUS TUIA3MEHHBIN
KJIUPEHC BajicapTaHa COCTABJISIET OKOJIO 2 JI/U M ero MoueyHbld KimpeHc coctamisier 0,62 /4
(oxout0 30% obmero kimpeHca). Ty, BajicapTaHa COCTaBIISIET 6 YacoB.

DapMaKOKHHETHKA V 0COOBIX IPVIII HAIIHEHTOB

Hayuenmui ¢ XpOHUUYECKOU CepOeUHOU HEOOCMAMOYHOCHbIO

Y NaHHOM KaTeropuu NanueHTOB JOCTHKEHHSI Chax M Tipn CXOOHBI ¢ TAKOBBIMHM Y 30POBBIX
pob6poposbies. IloBpimenne AUC U Cpax OpIMO IPONOPIMOHATIBHO YBEJIUUYSHHUIO J103bI
npenapara (¢ 40 mr go 160 Mmr 2 paza). @akTop KyMyJBSIIUH cocTaBisieT B cpeanem 1,7. Ilpum
npueMe BHYTpb KJIMPEHC BajicapTaHa COCTaBWII MPHOIM3UTENbHO 4,5 j1/9ac. Bo3pacT manueHToB ¢
XCH ne oka3biBajl BIUSHUA Ha KJIMPESHC BaJicapTaHa.

Hayuenmer ¢ HapyuieHUIMU QYHKYUU NOYEX

Koppemsamus Mexxay QyHKIUeH oYK U CUCTEMHON OHOAOCTYITHOCTBIO BajJcapTaHa OTCYTCTBYET.
Y marueHToB ¢ HapyIIeHUsAMHA QYHKIMHA TIouek U KinpeHcoMm kpeatunuHa (KK) Gosee 10 mu/MuH
KOPpeKIIMM J103bl IpemapaTa He TpeOyeTcs. B HacTosmee BpeMs He HMeeTCsl JIaHHBIX O
IIPUMEHEHHH Y MMAallMeHTOB, HAaXO/AIUXCs Ha reMoAuaiuze. BajcapTaH UMeeT BBICOKYIO CTEIleHb
CBs3bIBAHUs ¢ OeJIkaMM IUIa3Mbl KpOBH, IIOPTOMY €r0 BBIBEJCHHE IIpU TeMOJUaIu3e
MaJIOBEPOSTHO.

Hayuenmur ¢ HapyuieHuaMu QyHKYuY neyenu

Y nanueHTOB ¢ JITKUMH M YMEPEHHBIMH HapyIICHHSMHM (YHKIUH [€YeHH OTMedaeTcs
nopbimenue GuogocrynHoctd (AUC) BasicapTaHa B J[Ba pa3a 1O CPaBHEHHIO CO 3OPOBBIMHU
noGposoisiiaMu. OyiHako He HabmogaeTesl Koppessiiuu 3HadeHud AUC BajicapTaHa ¢o CTEIICHBIO
HapyuieHus GyHKIUY neueHu. [IpuMeHeHHe npenapata y MaUeHTOB ¢ TSDKEIBIMH HApYIMICHUSAMHU
(PYHKITUH TIeUSHU HE U3YYaJIOCh.

Hayuenmor 6 603pacme cmapuie 65 nem



At 22.06.2023 M 11710
Y HeKOTOpBIX MAIMEHTOB B BO3pacTe cTapiie 63 JIeT CHCTeMHAs ‘G‘igérg{(_)'e’al HHOCTD ‘BuﬁgapTaHa

(MOCNEOCBATENBHOCTL 0001)

COOTBETCTBYET SKCNEPTHOMY OTUYETY

BBIIIIE TAKOBOH Y IAlTUCHTOB MOJIOAOTO BO3pacTa, CAHAKO; HEC-HMCCT KANHAYCCROTO-SHAYCHIA:

JeTH ¥ oapocTKH oT 6 1o 18 jeT

QapMaKOKMHETHYSCKHE CBOMCTBA BaJicapTaHa y JeTed M MOJIPOCTKOB oT 6 go 18 jer He
OTIUYAIOTCS OT (hapMaKOKHMHETHUSCKUX CBOMCTRA BaJicapTaHa y MAIHSHTOR cTapie 18 neT.
IHokazaHus K MpUMeHEeHUIO

[Ipenapar Bancapran Meaucop6 mokaszan K IpUMEHEHHIO y B3pOCIIBIX U Tl B BO3pacTe OT 6 JI0
18 ner.

Bapocibie

- apTepUalibHas TUIIEPTSH3HUSI;

- XpOHHYECKas cepaeuHasi HeTocTaToUHOCTh (II-IV QyHKIMOHANBHBIN KJIaCC MO KJIACCH(PHKAIUH
NYHA) y B3pocibIX MaIUEHTOB, NOJIYYaOMIUX CTAHJAPTHYIO TePAlHIO OJJHUM UJIU HECKOJIbLKUMU
npenapaTaMi W3 CISAYIOMUX (GapMaKoTepaleBTHUSCKUX TPYII: JAUYPETHKAMH, Cep/IeIHBIMHU
TJIMKO3UIaMu, a Takxke uHruOutopamu All® wmm Geta-aapenobmokatopamu. [Ipumenenwue
KQKIOTO M3 TEPeUUCIICHHBIX TpernaparoB He ABIgeTcsl oOsi3aTesibHBIM. OICHKAa COCTOSHHUS
naruenToB ¢ XCH nomkHa BKIIOYATh OLEHKY (PYHKITUH MTOYEK;

- JUIs TOBBIMIEHMS] BBDKMBAGMOCTH MAIMEHTOB IIOCHEe IEPEHECEHHOTO OCTporo HH(papkra
MHOKap/Ja, OCJOXKHEHHOTO JICBOXKEIYOUKOBOH HEJOCTATOYHOCTHIO W/HIIH CHUCTOJIHYECKOU
JUCYHKITHESH JICBOTO JKeITY0UKA, IPH HAJTMUUU CTAOUIIHHBIX MOKa3aTesiel reMoIHHAMUKH.

JleTn ¥ TOApOCTKH OT 6 Jio 18 jieT

- apTepUaIbHAS TUIICPTEeHRHSL.

IIporuBonokazanus

- TUIIePYYBCTBUTEILHOCTD K BAJICApTaHy WIH K JFOOOMY M3 BCIIOMOIaTeJIbHBIX BEIECTB;

- OepeMEeHHOCTh, IMepUOJ| TpYyAHOTO BckapwiMBaHusi (cM. pasgen «lIpumenenue mpu
OepeMeHHOCTH H B IEPUO/] TPYAHOTO BCKAPMIIMBAHUSY),

- TsDKeJIble HapyieHus: GyHKIMU niedeHu (Oosee 9 OamwioB mo mkaie Yaitna-11sio0), Ounuapubiii
IUPPO3 U XO0JIeCTAa3;

- BO3pacT 10 6 JIeT — IO IIOKAa3aHUIO apTepHallbHas THIEPTeH3HMd, /0 18 jeT — mo apyrum
NIOKa3aHUT;

- OJHOBpEMEHHOE NPUMEHEHHE C AJIUCKUPEHOM M IpenapaTaMH, COJASpIKaIlMMH aJTUCKUPEH, Y
HAIIMEHTOR C CaXapHbIM JMa0eTOM W/WIM HapylleHHeM (YHKIUH MOYeK CpeqHed W TshKeJIoH
CTeTIeHH (CKOPOCTh KiTyboukoBo puisTpanuu (CK®) <60 mu/mun/1,73 MZ);

- OJ/IHOBpEMEHHOe IpUMeHeHHe ¢ wuHruOuropamu AllD y mnanueHTOB ¢ AHabeTHUYeCKOH

HedponaTueit;



COOTBETCTBYET SKCNEPTHOMY OTUETY
- PEIKO BCTpEYAIOImasAcsl HAC/ECTBEHHAs] HENGPeHOCHMOCTh OF astaKTosbl- J1ed I}Ilml VmaxTasel

(MOCNEOOBATENEHOCTL 0001)

JIoTapei WM III0K030-TaJaKTO3HAasl MajibabcopOil AT FAKTO3Y):
C ocTOpOKHOCTHIO

Crnenyer cobmonath 0coOyI0 OCTOPOIKHOCTH IpH NpPUMEHEHHH I[IperapaTa y MalueHTOB ¢
HACJIC/ICTBEHHBIM AHTHOHEBPOTHUSCKUM OTEKOM, JIMOO AaHTHOHEBPOTHUECKMM OTeKOM Ha ¢oHe
npeamectpyiomei Tepanuu APA I wiu unrudutopamu AII® (cMm. pasnen «Ocolble yKazaHHS»
nojpas/jiesl KAHTHOHEBPOTHYECKUHM OTEK, BKJItoYast oTek KBUHKe»).

IIpuHUMATh ¢ OCTOPOKHOCTBIO IIPH JIBYCTOPOHHEM CTEHO3€ IIOYEUHBIX apTepHi, CTEHO3E apTepUH
¢IMHCTBEHHOW TIOUKH, IMEPBUYHOM THIEPAIbJOCTEPOHU3ME, TpH COONIOIGHUH [HeThl ¢
OTpaHWUYCHUEM MOTpeOJIeHUs TOBApeHHOM COMH; TIPHU COCTOSIHUSIX, COIPOBOIKIAIONIUXCS
JeUIIMTOM HATpUs B OpTaHU3ME W/WIM CHUXKeHHeM oObeMa 1upkynupyromei kpopu (OIIK) (B
TOM YHCIIe Juapesi, ppoTa); y nanuenToB ¢ KK menee 10 Mu/MuH, y AIIUEHTOB B BO3pacTe OT 6 J10
18 smer u KK menee 30 MI/MHH, B TOM YHCJIE HAXO/SIIHXCSI HA TeMOJHAIN3E, ¢ JETKHMH H
YMEpEeHHBIMH HapyIIEeHUSIMHU (DYHKIUU NeUSHU OUIHapHOTO U HeOUIIMapHOTO reHesa 6e3 sIBJIeHUU
xoJiecTaza (< 9 Gamwtop mo mkaje Yaina-Ilsro); y manuentop ¢ XCH III-1V ¢yHkImmonaasHoOro
kiacca (mo NYHA), QyHKIMS TOUYeK KOTOPHIX 3aBUCHT OT COCTOSIHHS pPEHHUH-aHTHOTECH3HH-
anpocTepoHoBod  cuctemsl  (PAAC), MHUTpaJlbHBIM WM aOpPTAJIbHBIM  CTEHO30M,
rUnepTpopuIecKoll  OOCTPYKTHBHOM KapJUOMHONATHEH, a TakkKe YV TAIUeHTOB TOCIE
TPAHCIUIAHTAIIAN TTOYKH.

C OCTOpPOIKHOCTBIO OCYIISCTBIISITH ogHOBpeMeHHoe npumeHeHue APA II, pximrodas Bancaptan
Meaucop6, ¢ ApyrumMu cpeacTBamMu, HHruoupyromumMa PAAC, TakumMu kKak HHTHOUTOpHI AlID
WJIU AJIACKUPEH.

IIpumeHeHe TPU GepPeMEHHOCTH U B TIEPHO/ IPYAHOT0 BCKAPMIIMBAHUS

bepeMeHHOCTD

Peszome puckos

Kak w i moGoro apyroro mpemaparta, OKaspiBaromero Biausaue Ha PAAC, mpuMeHeHHE
npenapara Bancapran Meaucop6 npoTuBomokazaHo Tpu  OepeMEHHOCTH (CM. pasfel
«IIpoTuBomnoKazanus»). YuuThiBag MexaHu3M JercTBus APA II, Helb3si UCKIIIOUUTH PUCK A
wiona. U3BecTHo, uTo mpuMeHeHne UHTHOUTOpoBR AIID (kimacc cremMUpUUHBIX JEKAPCTBEHHBIX
cpencts, nerctpyromux Ha PAAC) o I u III tpumectpe GepeMeHHOCTH MPHUBOIUT K TIOPAKEHHUIO
U rubenu 1wioga. [lo JaHHBIM PETPOCIEKTUBHOTO aHAIM3a MpUMeHeHHe MHTUOuTOpoB AlIID B I
TpUMecTpe OSpeMEHHOCTH ACCOLUUPYETCSl ¢ MOTSHIUATILHBIM PUCKOM BO3HUKHOBEHHUS MOPOKOB
paszputus wioga. lIpu HempeaHamMepeHHOM IMpHEMe BajicapTaHa NpU OSpPEeMEHHOCTH OIMCAHBI
CIIy9ad CaMOIPOU3BOJILHOTO TpephiBaHUs OepeMeHHOCTH, MAJTOBOJHS W HapyHIeHHs ¢YHKIUU

IMMOYCK Y HOBOPOIKIACHHBIX.



COOTBETCTBYET SKCNEPTHOMY OTUETY

B ciydae ecnu OepeMEeHHOCTh JMArHOCTUPOBAHd B IEPUOJ g@ﬁeﬁﬁgﬁrﬁéﬁa ‘zi"r(;v\]g?ﬂ;incqp"raﬂ
(MOCNEOQBATENEHOCTDL 0001)

Menwucop6, nmpenapar ciaeayeT OTMEHUTh KaK MOXKHO-patbie:
Knunuuecxue acnexmoi

Mamepurcruti wune SMOpUODemanbHbill PUCK, ACCOUUUPOEAHNBIIL ¢ 3aD0one6anuem

Al' npu OepeMeHHOCTH VYBEIHYMBACT PHUCK pPa3BUTHS MPEdKIAMIICHH, TecTanuoHHoro CJI,
HpeX/IeBPEMEHHBIX POJIOB, a TAKKE OCIOXKHEHUH B poJax (HampuMep, HeoOXOJUMOCTh KecapeBa
CeUCHHSI, Pa3BUTHE MOCiepoAoBoro kpoporedeHus). Ilpu AI yBenMuMBaeTCsl PUCK 3a/IepIiKKU
BHYTPUYTpOOHOTO Pa3BUTHSA IU10/1a U BHYTPHYTpOoOHOM rHbeH 110/1a.

Puck co cmoporvl nioda/HO8OPONCOEHHO20

MasnoBoue y OepeMeHHBIX, NMPUHUMAIOMMX Mpemnaparsl, paustomue Ha PAAC po II m III
TPUMECTPe, MOKET IPUBOIUTH K YXY/IMIESHUIO (PYHKIMU OYEK I1JI0/[a, YTO B pe3yJIbTaTe IPUBOJUT
K aHYpHUM M IOYSHYHOM HEJOCTATOUHOCTH, THIOIUIA3UM JIETKHMX IUIoJa, JedopMalluu CKejleTa
1U10/1a, BKJIIOYAs THIOIUIA3HIO KOCTeH depena, apTepUalbHOW IMIIOTeH3UU U IO IUI0/1a.

Ilpn HempenHaMepeHHOM mpueMe npemnapatoB APA Bo BpeMsa OepeMeHHOCTH CleAyeT
pPaccMOTpeTh BOIPOC 0 HEOOXOAUMOCTH COOTBETCTRBYIOIETO MOHUTOPUHTA COCTOSIHUSI ILJI0/A.
HoBoposkAeHHBIX, MaTepu KOTOPBIX MoJydasd Tepanuio APA, cieayeT TmareiabHO HabIogaTh
OTHOCHTEJIBHO Pa3BUTHUS apTePHAILHON IMIIOTEH3UH.

Bancapman

Ilpu wu3ydeHuu >MOpHOQETATILHOTO Pa3BUTUSL YV MBIIMIEH, KpOJMKOB M Kpblc HalIIoaIach
(PeTOTOKCHYHOCTh, KOTOpasi acCOIMHPOBAJACh ¢ MATePHHCKOH TOKCHYHOCTBHIO Y KpPBIC IpH
NPUMEHEHUH BaJiCapTaHa B CyTOUHOHM o3¢ 600 MI/Kr B CYTKH, UTO NMPUOIHU3HTEIRHO B 18 pa3
IpeBBIIIaeT MAKCUMAJIbHYIO PEKOMEHJOBAHHYIO CYTOUHYIO O3y UL YeJIOBEKA M3 pacueTa MI/KT
MAacchl TeJla (pacueT MpearosaraeT CyTouHyro 403y 320 Mr BHYTpH UL NTAlIUEHTa ¢ Maccou Teja
60 Kr), W KpOJHUKOB TMpH TNPHUMEHEHHH BajicapTaHa B cyTouHOW Jo3e 10 wmr/kr, 9TO
npubmusuTenbHo B 0,6 pas MmpeBbIMacT MaKCHMAJIBHYIO PEKOMEH/I0BAaHHYIO CYTOUHYIO JIO3Y JIJIS
YeJI0BeKa U3 pacueTa MI/KI Macchl Teja (pacueT IpeAroJiaraeT cyrodHyro 103y 320 Mr BHYTPh
JUId manueHta ¢ Macco tena 60 kr). He oTmedeHo sIBJIeHUM MaTepUHCKON TOKCHYHOCTH WJIM
(ETOTOKCUYHOCTH IpH TNPUMEHEHUM Y MbIMIeH B CYTOUYHBIX Jjo3ax jgo 600 wmr/kr, 4To
NpUOIU3UTEILHO B 9 pa3 NpeBbIIIaeT MaKCHMAJIbHYIO PEKOMEHJOBAHHYIO CYTOUHYIO JI03Y JUIA
YeIoBeKa M3 pacueTa MI/KI Macchl Tesa (pacueT MpeJroJiaraeT CyTouHyo J1o3y 320 Mr BHYTph
JUIS IAITUEHTa ¢ Maccol Tena 60 kr).

Ilepyoa rpyIHOTO BCKApMIIMBAHUS

HeHBBeCTHO, MIPOHUKACT JIK BaJICApTaH B I'pyAHOC MOJIOKO. B JOKJTHHHYCCKHUX HCCIICHOBaAHHUAX
IMOKa3aHO, YTO BajiCapTaH BBIACJEICTCHA € MOJIOKOM JIAKTHPYIOMIHUX KPBIC. HpHMeHeHHe npemnapara

BO BpeMs TPY/IHOTO BCKapMJIMBAHUSI IPOTUBOTIOKa3aHO (M. pasen «lIpoTuBonokazanus»).



COOTBETCTBYET SKCNEPTHOMY OTUETY

I1 ] A6 2023 N2 11710
AIMEHTKY ¥ TIAIMEHThI ¢ COXPAHEHHBIM PENIPOAVKTHRHBIM MoTeHTpaion <<~ = 11710
(TMTOCTTEQUBATENBHOCTL 0001)

Kak u moGoli japyro#f mpemapaT, OKa3bIBaIONHH—Hpsvoe—AeHerBHe—Ha—PAAC,—HAperapat
Bancaptan Meaucop6 He ciielyeT IPUMEHSTh V JKSHINHH, IUIAHUPYIOMHUX OepeMeHHOCTH. [Ipu
BeIOOpe JTF00OTO TIpemaparta, BozjaekcTByiomero Ha PAAC, Bpauy creayeT mpouHGOPMHUPOBATH
HAIUSHTKY ¢ COXPAHEHHBIM PENpPOJYKTUBHBIM IIOTEHIMAIOM O BO3MOJKHOM PHUCKE NPUMEHEHUS
npenapara Bo BpeMs OepeMeHHOCTH.

DepTHIILHOCTH

OTcyTCTBYIOT IaHHBIE O BJIIMSIHUU IpenapaTta Ha pepTHILHOCTh YesioBeka. [Ipu uccieoBaHUU Ha
JKUBOTHBIX He Habmoganock 3¢ ekToB BO3AeHCTBHS BajicapTaHa Ha (Dep TUIIHLHOCTS.

Crioco0 nmpuMeHeHU s U 10361

TabneTku NpUHMMATh BHYTPb, HE pa3zKeBBIBas, BHE 3aBHCHMOCTH OT IIpHeMa IMIIH, 3aIHBasI
BOJIOH.

Bapocabie

Apmepuanvnas cunepmensus

Pexomenayemasi qo3a mpemnapata Bamcapran Memgucop6 coctasmsier 80 mr wiu 160 Mr 1 pas B
CYTKH, BHE 3aBUCHMOCTH OT pacoBOM IIPHHAUICKHOCTH, BO3pacTa MU II0JIa IIaI[UCHTA.
AHTUTUNIEPTEH3UBHBIH A (PeKT OTMEUaeTCs B MIepBbIe 2 HeleNIU JISUSHHST; MaKCUMaJIbHBIN ekt
pazpuBaercs udepe3 4 Hepenu. Tem manmeHTaM, y KOTOPBIX HE YAAeTCs JOCTHYbL aJeKBAaTHOTO
TepaneBTUUSCKOTO OTBeTa, CyTOUHAsl Jo3a Mpenapara Bascapran MenucopOd MokeT ObITh
yBeanueHa J1o 320 Mr uiiu MoryT ObITh J0OABJICHBI JUYPETHUESCKUE CPE/ICTRA.

Bancapran Megucopd MOKeT TakKe TPUMEHATHCS C JIDYTHMH aHTUTHIICPTEH3UBHBIMHU
IpenapaTaMH.

XpoHuueckas cepoednas HeOOCMamouHOCHb

Pexomennyemas HauanbHas 1o3a penapaTa cocTaisieT 40 Mr 2 paza B CyTKH.

Ypenuuenue 031 J10 80 Mr 1 160 Mr 2 pa3a B CyTKH JOJDKHO MPOBOJUTHCS JO MAKCUMATHLHOU
JI03bl, IepeHOCUMOM marueHToM. 1Ipu 5ToM MoXkeT MoTpeOoBATHCSI CHUIKEHUE JJ03 OJHOBPEMEHHO
[IPUHAMAESMBIX JINYPETUKOB. MakcuMalibHas CyTOUYHas J1o3a cocTaBisieT 320 Mr B 2 npuema.
Onenka coctostHus nanueHToB ¢ XCH foJpKHA BKIIOUATh OIICHKY (PYHKIIMHU MOYEK.

JIna noeviieHus 6b12ICUEAeMOCTNY NOCTE NEPEHECEHHO20 OCMPO20 UHGPAPKIMA MUOKAPOU

Jleuenue cieayeT HauMHATH B TeueHHME 12 4acoB mocje MepeHeCeHHOro HMH(papkTa MHOKapja.
HauanbHas 1o3a Basicaptana coctasisieT 20 Mr 2 pasa B CYTKH.

[loBbimenue 0361 NpoBoaUTCs MeTofgoM TUTpoBaHud (40 mr, 80 mr, 160 mMr 2 paza B CyTKH) B
TEUEHHUE HECKOJIbKUX IOCISAYIOIHUX He/eNb, 10 JOCTHKEHHs IesieBoM o3bl 160 mr 2 paza B
CYTKH.

MakcuMainbHasg cyTo4Hast Jo3a coctapisieT 320 Mr B 2 ipuema.



COOTBETC TE3 YET SKCNEPTHOMY OTUETY

Kak npaBuiio, pekoMeHIyeTCsl yBeJInueHHue 10361 A0 80 mr 2 aza’® ién K ROHI QT%}FUﬁ HE enn

oc ’lE E-"T:J_H: OCTb 00

JICUCHUSL. HOCTI/I)I{GHI/IG MaKCHMAaJIbHOM IIeJIeBOH 110

KOHITY TpeThero MecsIla Tepaluu npenapatoM Bascaptan Meaucopl. YBeauueHUE T03bI 3aBUCUT
OT MEPEHOCUMOCTH TIpernapara B epuo ] THTPOBAHUSL.

B cnydae pasBUTHS apTepHATLHOM THIIOTSH3WH, COTPOBOMKIAIOMICHCS  KIMHHYSCKUMH
IPOSIBJICHUSIMU, WIM HApyIeHUH (PYHKIHMHM TOUYCK CISAYeT paccMOTPETh BOIPOC O CHUIKCHHH
JTO3BL

OreHKa COCTOSHUA TAIMEHTOB B MEpHOJ IMoclie MepeHeceHHOro WH(apKTa MHOKap/a JOJDKHA
BKJTFOYATH OIEHKY (PYHKITUU MTOYCK.

Ocobble I'PYIIBI HAITHCHTOB

Hayuenmsi 6 6ospacme cmapuie 65 nem

Y NOKUIIBIX TAIIUEHTOB KOPPEKITUH JTO3BI TpeniapaTa He TpeOyeTes..

Hayuenmor ¢ HapyueHuaMy QyHKYuY novex

VY maInUeHTOB ¢ HapyMICHWSIMH (YHKIMH TMOYEeK KOPPEKIUU J03bI MpemapaTa He TpeOyetcs. B
HACTOsIIee BpeMs HeT JIAHHBIX O MIpUMEHEeHHH BajicapTaHa y mamuenTos ¢ KK menee 10 vur/muH.
Hlayuenmot ¢ HapyweHuamy QyHKyuy nevenu

[TaneHTaM ¢ JIETKUMH WIIH YMEPEHHBIMHU HAPYIICHUSIMH (QYHKIIMH TICUSHH HEOWIMAPHOTO TeHe3a
Oe3 sBIICHHH XoJiecTaza TMpemapaTr CleAyeT NMPUMEHSITh ¢ OCTOPOIKHOCTBHIO, CYTOUHAsl J[03a He
JIOJDKHA TIpeBbIMaTh 80 Mr.

JleTH ¥ TOAPOCTKH

Apmepuanvnas cunepmensus

Macca Tejia MaxkcuMaIbHasi peKOMEHTOBAHHAS 1032
> 18 kr <35 kr 80 mr
> 35 kr < 80 kr 160 mr
> 80 kr < 160 kr 320 mr

Xponnueckasn cepoeunas HeOOCMAMOUYHOCHb I NePeHecenHulil OCmpulil UHQApKM MUOKAPOd
Basncapran He pexomenaoBan st JeueHusi XCH u mepeHeceHHOTO ocTporo HH(papKTa MHOKap/ia
y nanueHToB mwiaie 18 et (em. pazaen «IIpoTHBOIOKa3aHHS»).

Ilodounoe nelicTBME

VY naruentoB ¢ AI' B KOHTPOJIHPYEMbBIX KIHHHISCKAX HCCIICTOBAHMAX YACTOTA HEIKEJIATSIBHBIX
peakimii Oblia cpaBHUMA ¢ TUIae0o. OTCYTCTBYIOT JIAHHBIC O 3aBUCHMOCTH YacTOThI KaKOH-THO0
U3 HEXKEJIATSJIBHBIX PEaKIUi OT 03I WIH MPOJODKUTEILHOCTH JICUSHHS, a TAKXKE IM0JIa, BO3pacTa
WIH pacoBOM MpHHAUICKHOCTH. llpoduiap Ge30MacHOCTH BajicapTaHa Yy MAlUSHTOB C
apTepUaIbHOM rumnepTeH3uel B Bo3pacte oT 6 1o 18 et He ominyaics oT npoduiist 6e30macHOCTH

BaJICapTaHa y B3pPOCJIbIX IMAIlTUCHTOB.

10



Hike MPUBCACHBI HEKCJIATCJIbHBIC pPCAaKIIUH, K

HCCH@HOB&HHﬁ, a TAKKC IIpH IIPUMCHCHHUH BaJICapT

COOTBETCTBYET 3K

~r 32 N6 2
hTOpble HAOTIONANHEE “B

CNEPTHOMY OTYETY
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(MOCNEOCBATENEHOCTG 0001)

v}
ANAd D NJIFVITIVITIVORNUYL lll.l(«bl\.l YINw .

l[.]'[ﬂ OIICHKH YaCTOThI HCKEIIATC/IbHBIX peaKuHﬁ HCIIOJIB30BAJIUCH CIICAYIOIMHUC KPUTCPHUHU: OUCHD

gacTo (=1/10); wacto (=1/100, <1/10); Hewacto (=1/1000, <1/100); peako (=1/10000, <1/1000);

oueHb penko (<1/10000), Birowas oTHeNbHbIE cooOmeHHs. B mpemenax KakToH TpYIIIbL,

BLIZ[GHCHHOﬁ Mo 4YaCTOTC BCTPCUYACMOCTH, HCIKCIIATCIILHLIC PCaKIUHU pPAaCIpPEIACIICHBL B ITOPAIKE

YMCHBIICHHUA UX BAKHOCTH.

Z[JI?I BCCX HCIKCJIATCJIBHBIX peaKuHﬁ, BBLISBJICHHBIX B KJIMHHYSCKOM IIpAaKTHKE W IIpHU aHaJIu3¢e

nabopaTOpHBIX  TMOKa3aTesed (Y4acToTy pa3BUTHS KOTOPHIX  YCTAHOBUTH  HEBO3MOJKHO)
HCIIOJIB30BAJIACh IPAJIalUsl «4ACTOTAa HEU3BECTHAY.
ITanmeHTEI ¢ apTepHAJILHON THNIEPTEH3INEH

CHcTeMHO-0pPraHHBII KJIace HexenaresmHble peakimu YacrTora

Hapywenus co cmoponul kxpoeu
U AUMPaMUUECKoll cucmemul

CHIJKSHHUE TeMOTJIO0MHA, TeMaTOKPHTA,
HeUTpoTIeHUS, TPOMOOIUTOTICHHUS

JaCcToTa HCU3BCCTHA

Hapywenusa co cmoponul
UMMYHHOU CuCmeMul

peaKknuun MOBBINNIEHHON
YYBCTBUTCIIbHOCTH, BKJIIOYast
CBIBOPOTOYHYIO 60e3Hb

JaCToTa HCU3BCCTHA

Hapywenua co cmoponwi
MeMAbORUBMA U NUMAHUS

MMOBLIMICHUE COJACPIKAHUS KAJIUS B
CBIBOPOTKE KpOBH

JacTOoTa HCU3BCCTHA

Hapywenus co cmoporbi
Op2aHa cnyxa u adbupunma

BEPTHUTO

HCYaCTO

Hapywenus co cmopornul
cOCy 008

BaCKYyJIUT

HJaCTOoTa HCU3BCCTHA

Hapywenus co cmoponbl
ObIXAMENLHOU CUCIEMD,
OpeaHOo8 SpYOHOIU KNemKU U
cpeoocmeHus

KalicJib

HSYaCTO

AKenyoouno-xuuieuHuie
HapyuieHus

00JIb B JKHUBOTE

HSYaCcTO

Hapywenus co cmoponui
NEeYeHU U JICeNUesbl 600IUUX
nymei

HapymeHue QYHKIMU ICUSHH, BKITIOYAsT
MOBBIICHUE KOHIICHTPAIUH
OwpyOuHa B TUIa3Me KPOBH

JaCTOoTa HCU3BCCTHA

Hapyuienus co cmoponl kooicu
U NOOKOJICHBIX MKAHel

AHTHOHEBPOTUUYECCKUHN OTEeK, OYIUIC3HBIN
JEPMATHUT, KOJKHAS ChITb, KOXKHBIN 3/

HJaCToTa HCU3BCCTHA

Hapywenus co cmoponui
MbLULEUHOU, CKENEeMHON U
COCOUHUMENL HOTI IMKAHU

MHAJITHA

JaCcToTa HCU3BCCTHA

Hapywenus co cmoponul nouex
U MOUEELIEOOAUUX NymeT

HapyIIcHHA q)YHKI_[I/II/I ITOYCK,
IMOBBIIMMICHUC KOHIICHTpAIlHH
Kp€aTHHHHA B CBIBOPOTKE KPOBH

HJaCToTa HCU3BCCTHA

Obuwue HapyuieHus 1 peaKyuu 6
Mecme 66e0erUs

IMMOBBIMICHHAA YTOMJIAAICMOCTD

HESYaCTO
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COOTBETCTBY E T SKCNEPTHOMY OTUYETY

Taxke B X0J¢ KIMHHUYSCKHX HCCICTOBAHUM Y| HauCHTOB eT & T H‘aﬁbHOﬁ' }hﬂkaeHBHeH

(MOCNEOCBATENBHOCTE 0001)

HaOJI0/1aJINCh CIIAYIOIMME HEXKeNIaTe/IbHbIE peaKIlvi,HpHiiiHHo-eAeAeTheHHAd O BAShKoTophix-—©
IpUeMOM BajcapTaHa He YCTaHOBJIGHA: apTpajilus, acTeHus, Oodb B CIHHe, JHapes,
TOJIOBOKpPYKEHHUE, OSCCOHHUIA, CHUKCHHE JTUOUT0, TONTHOTA, IiepudepruIecKue 0TeKu, (DapuHTHUT,
PUHHT, CHHYCHUT, HH(PEKIIUH BEPXHUX JBIXATEIBHBIX MyTeH, BUPYCHBIC HHPESKIIUH.

ITarMeHTRI, MMOJVYAIOIINE BAJICAPTAH IOCIE MEPEHECEHHOr0 OCTPOro MHMapKTa MHOKAP/IA H/HJIH

npu XCH
CHcTeMHO-OpraHHbI HexenatembHble peakiyu YacToTa
KJIace
Hapywenus co cmoponwt TpOMOOIUTOTICHUS JacTOTA HEU3ZBECTHA

Kposu 1 TuMeamuieckol

cucmemul
Hapywienus co cmoponul PeaKIiy MOBBIMIEHHON TyBCTBUTEIBHOCTH, | 9acTOTA HEH3BECTHA
UMMYHHOU CHCHEMbL BKJTIOUASI CHIBOPOTOUHYIO OOJIe3Hb
Hapywienua co cmoponul TUTIepKATTMeMHUSI HEYacTo
MemabonuzMa u nimanus*
Hapywienus co cmoponul TOJIOBOKPYIKEHHE, TOCTYPAIIbHOE 9acTo
HEPEHOUL cucmemul TOJIOBOKPYKEHHUE
0OMOPOK, TosIoBHAas 60T HEYacTO
Hapyuienus co cmoponul BEPTUTO HEYacTo
Op2aHa cnyxa u abupunma
Hapyuienus co cmoponsi yeunenue cumntomop XCH HEYacTo
cepoya
Hapyuienus co cmoponul BBIpaKeHHOE CHIDKeHHEe AJl, 9acTo
cocyoos OpPTOCTATUUSCKASI TUTIOTSH3US
BACKYJIUT JacTOTa HEU3BECTHA
Hapywienus co cmoponul Kaliesib HEYacTo

OblXAMeNbHOU CUCTHEMD,
OpP2aHO6 cPYOHOU KNEeMmKH U

cpeoocmeHs

Kenyoouno-xuuieuruvle TOIITHOTA, AHAPEsT HEYacTo

HapyuieHus

Hapywenus co cmoponul HOBBINIEHUE AKTUBHOCTH «I1€USHOYHBIX) 9acToTa HEU3BECTHA

nevYerHu u ofceﬁqeebleoc)ﬂu;ux q)epMeHTOB

nymeii

Hapywenus co cmoponwi AaHTHOHEBPOTUUYECKHUH OTEK HEYacTo

KODICU U NOOKOJICHBIX MKaHel | GyJUIe3HBIN JepPMATHT, KOXKHAS ChIIIb, 9acTOTa HEU3BECTHA
KOJKHBIU 3y

Hapywenus co cmoponwi MUAITHS 4acTOTa HEU3BECTHA

MBIULEYUHOU, CKENEMHOU U
COCOUHUMENL HOTI MKAHU

Hapywienus co cmoponul HapyIeHus: QYHKIUU TOYeK 9acTo

no4ex u Moqeebzeoc)ﬁmux OCTpasid nmovucHuHasA HEAOCTATOUYHOCTD, HCYaCTO
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COOTBETCTBYET SKCNEPTHOMY OTUETY

nymeti IIOBBIIICHHE KOHI| aluy Kpeatansua << - A0
g Tﬂp (M 1% CNEOOBATENEHOCTE 0001)
CBIBOPOTKE KPOBH

IMMOBBIMICHUEC COACPIKAHUA a30Ta MOUCBHUHBI | 4aCTOTAa HCU3BECTHA
B IIa3MC KpOBH

Oémue HAapyueHusl u ACTCHUS, MMOBBIICHHAA YTOMIIAICMOCTD HESYaCTO
peaxkyuu 6 mecme ggeden s

* 0TMeUaeTCsl TOBBINICHUE KOHIEHTPAIMU Kajusi B CHIBOPOTKE KPOBH (4acTOTAa HEM3BECTHA) IO
pe3yibpTaTaM IOCTMAPKETUHIOBBIX HUCCIIEJOBAHUH.

Taxke B XOJe KIMHHUYECKMX MCCIIEJIOBAHUM VY MAIMEHTOB IIOCIE IIEPEHECEHHOTO0 OCTPOro
uHbpapkTa Muokapaa wuiu npu XCH HaGmonanuch cieAyiolue HeKelaTelbHbIe peakilu,
IPUYUHHO-CIICICTBEHHASI CBSI3b KOTOPBIX € IIPHEMOM BajicapTaHa He YCTaHOBJICHA: apTpaJirus,
6osib B JKMBOTe, OOJIb B CIHHE, acTeHHUsA, OCCCOHHMIIA, CHUKCHHUE JMOUAO0, HEUTPOIICHHUS,
nepudepuieckue 0Teku, GapUHTUT, pUHUT, CUHYCUT, HHPEKIIUM BEPXHUX JIbIXATC/IbHBIX MYTEH,
BUPYCHbIEC HH(DEKIIHUH.

Ilepexo3upoBka

CuMITOMBI

IIpu mepeno3upoBKe BaJicapTAHOM OCHOBHBIM IPOSIBJICHHEM SIBJISISTCSI BBIPAKEHHOE CHIIKCHHE
AJl, KoTOpoe MOKET IPHUBECTH K YTHETCHUIO CO3HAHUS, KOJUIAIICY W/WJIH IIOKY.

Jleuenue

CuMmnToMaTHuecKoe JeueHue, XapaKkTep KOTOPOTO 3aBUCUT OT BPEMEHH, IIPOIIEINIeTO ¢ MOMEHTA
IpueMa mpenaparta, ¥ OT CTEIEeHHU TSHKECTH CUMIITOMOB.

IIpu ciyyalinolt mepeIo3UpPOBKE CJIEYET BBI3BaTh PBOTY (€CJM MpenapaTr MPUHAT HEJABHO) WU
IIPOBECTH IPOMBIBAHME JKeJIyJKa. B ciydae BO3HUKHOBEHHSI BhIpakeHHOro cHkeHus AJl B
KauecTBe Tepalmuu HeoOXoquMo BHYyTpHUBeHHoe BBeAeHHe 0,9% pacTBopa HaTpusl XJIOpHUAa,
HAI[UCHTA CIEAYET YJIOXKUTh, IPUIIOTHIB HOTH, Ha HEOOXOAUMBIHN ISl Tepalluy MEepUO/T BPEMEHH,
IPUHATH AKTHBHBIE MEpHI 1O MOJJICPKAHUIO JEATEIBHOCTH CEepASUHO-COCYIUCTON CHUCTEMBI,
BKJIFOUAs PErYJISIPHBIM KOHTPOJb JSATSILHOCTH cepAlia W AbiXaTedbHOM cuctembl, OIIK u
KOJIMYECTBA BBIJISJIIEMON MOYH.

BzaumoelicTBHe ¢ IPYrUMH JIEKAPCTBEHHBIMHU CPeIcTBAMMU

YCTaHOBJIEHO, YTO MpPH MOHOTEPANUH BAJICAPTAHOM OTCYTCTBYIOT KIMHUYECKH 3HAYUMBIC
B3aMMOJICHCTBHS CO CICIYIONMMUMHU JISKAPCTBEHHBIMU CPEJICTBAMH: LIUMETHUIUHOM, BapdapuHOM,
dypocemMuIoM, JIUTOKCHHOM, aTeHOJIOJIOM, HWH/IOMETAIIUHOM, THJIPOXJIOPTHA3UIOM,
AMJIOTUITHHOM, TJIHOSHKIIAMHUJIOM.

Jlpoiinas Giiokama PAAC mnpu NpUMEeHEHHHM AaHTArOHHUCTOR PpEIeNTOpPOR aHTHOTeH3WHa Il

AHruouTopos All® MM aTucCKUpeHa

OﬂHOBpeMeHHOG MNPpUMCHCHHUC AHTAIlOHHCTOB PCEHCIITOPOB AHI'HOTCH3HWHA H, BKJIFOYasA IIpeliapar

Bancaptan Menucop0, ¢ ApyruMu cpecTBaMH, oKasbIBalomUMHU Biusinue Ha PAAC, cBs3aHo ¢
13
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COOTBETCTBYET SKCNEPTHOMY OTYETY

(YHKIIUH TOYeK [0 CPaBHEHHUIO ¢ MOHOTeparei—PekomMeHAyeTed —HPOROAHTs —KOHTPOs
apTepHAJILHOTO JIaBJICHUS, (YHKIIUH TOYEK M COJSpIKAHUS DIIEKTPOJIUTOBR Y TAIIMEHTOB,
OpUHUMAOIMUX TpenapaT Baincapran Meagucop6 u  Japyrue JeKapCTBEHHBIE CpPEJICTBA,
okaspIBaromue Biausuue Ha PAAC.

HecrepouHbie npoTUBOBOCHanuTeNbHbIe Npenaparel (HIIBIT)

[Ilpu npumenenuu BascapTana ojHoBpemenHo ¢ HIIBII (Bxirodast celeKTHBHBIE WHTUOHUTOPHI
[MUKJIIOOKCUTEHA3bI-2) BO3MOXKHO YMEHBIICHUE €ro aHTUTHIepTEeH3UBHOTO jekctBus. llpu
IIPUMEHEHUH AHTAarOHUCTOB perentopoB aHruoteHszuHa Il omgnoBpemenno ¢ HIIBII BozmozkHO
yXyanieHue (QYHKIUM TOYeK W VYBEJIMUYCHHE COJIepKAHWUA Kajus B IUlasMe kposu. llpum
HEOOXOUMOCTH OJHOBpeMeHHoro mpuMmeHenus BajicaptaHa u HIIBII go wauama sedeHus
HEOOXOUMO TIPOBECTH OICHKY (YHKIMHM TOUYeK U KOPPEKIMI0 HapyIMIEeHUH BOJIHO-
BJICKTPOJIUTHOTO OajaHca.

Belku-nepeHOCUUKH

[To pesynbTaTamM HCCIENOBAHUS i/ Vilro Ha KyJIbTypaxX MeueHH BaJicapTaH SIBJSICTCS cyOCTpaToM
s GenkoB-niepeHocunkop OATPIB1 u MRP2. OnHoBpeMeHHOS TNpPUMEHEHHME BajicapTaHa ¢
uHrubutopamu Oeska-nepeHocunka OATP1B1 (pudaMnuius, MUKIOCIIOPUH) U ¢ HHTHOUTOPOM
Oenka-neperocurka MRP2 (puTOHABHp) MOXKET YBEIHUUTH CHCTEMHYIO DKCIIO3HUITHIO BajcapTaHa
(Cmax 1 AUC).

IIpenapatel JUTHS

[Ipy ogHOBpEeMEHHOM NPHMEHEHHH TmpemnapaTo Jutus ¢ uHruOutopamu AII® u APA 1I
O0TMEYAIOCh OOpAaTHMOE YBEJIMUCHHE COACPIKAHUS JIUTUS B CBIBOPOTKE KPOBH U YCHJICHUE, B CBSI3U
C 3THM, TOKCHYECKUX INPOSIBJIICHUH, ITO3TOMY PEKOMEH/IYETCS IIPOBOJUTH KOHTPOJIb COJESPKAHUS
JIUTHSL B CBIBOPOTKE KpOBHU. PHCK TOKCHYECKUX IPOSIBICHHM, CBS3aHHBIX C IPHUMEHEHHEM
IIpenapaToB JIMTHsL, MOKET JOIIOJHUTEILHO YBEJIMUUBATLCSA IIPH OJTHOBPEMEHHOM IIPUMEHEHHUH C
BJICAPTAHOM U JIMYPETUKAMHU.

.HeKaDCTBeHHbIe Ipenaparbl, KOTOPLIC MOI'YVT IIPHBECTH K VBCJIIMYUCHHIO COACPIKAHUA KAJIHUA B

IJIa3ME KPpOBH

OnHOBpeMeHHOE IIpPUMEHEHHe KauicOeperalomux UYPeTHKOB (B T. 4. CIHMPOHOJAKTOHA,
TpUAMTepeHa, aMHJIOpH/IA), MpernapaToB Kalus, COJeH, cofepiKalMX Kallud, a Taioke JpYrux
IpenapaToB, CMOCOOHBIX YBEJIUUMUBAThH COJICpiKAHUE Kajlusl (HallpuMep, TelapHH U Jip.), MOXKET
IPUBECTH K YBEJIMUCHHUIO COJCpPIKAHUS KaJIUsl B CHIBOPOTKE KPOBH M Yy INAIUEHTOR C CepACUHOU
HEJTOCTATOYHOCTHIO K YBEJIMUCHHUIO KOHIICHTpAIlMM KpeaTHHHHA CHIBOPOTKH KpoBH. Ecim Takoe

KOMGI/IHI/IpOBaHHOG JICUCHHUC IIPHU3HAHO HGOGXOI{HMLIM, caeayeTr C06.HI-0IIaTb OCTOPONKHOCTD.

Z!GTI’I H IMOJAPOCTKH
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COOTBETCTBYET SKCNEPTHOMY OTUETY

sotinas 6noxkaoa PAAC npu npumenenuu anpmazonucmos 'peyen Wopoe. “dieilomersuna 17
& o I'IL!‘_%EJ' el Th 0001)

uneubumopos Al @ wnu anuckupena
VY neredl W MOJPOCTKOB apTepHajbHAs TUIEPTEH3USl YacTO CBSI3aHA C HapylmieHHeM (QYHKIUU
nouek. PeKoMeH/I0BaHO ¢ OCTOPOJKHOCTHIO NPUMEHSTH BajcapTaH OJHOBPEMEHHO ¢ JAPYTUMHU
npenaparamu, BiausitoniuMu Ha PAAC, y nanHeHTOB JaHHOW KaTeropHHM, T. K. DTO MOXKET
IIPHBECTH K YBEJIUYEHHIO COJIep:KAaHUA KaJHMs B ChIBOpOTKe KpoBH. CllefyeT INpOBOJHTH
PETYJISIPHBIM KOHTPOJIb (DYHKIMU MOYESK U COMCPIKAHUS KAIUS B CHIBOPOTKE KPOBH Yy HAIIMEHTOB
JTAaHHOU TPYIIIIBI.

Oco0ble yKazaHus

HaHHeHTbI C HAPYHICHHUCM d)VHKHHH IIOYCK

Craenyer u3beraTh OJJHOBPEMEHHOTO IPUMEHEHMsI aHTATOHHUCTOB PeleNTOpOB aHrHoTeH3uHa II,
BKJIIOYasgs Bancapran MegucopO, wiam unrudburopop AIIQ ¢ agucKUpeHOM M IpelapaTaMy,
COZIePIKAMMMHU AJTMCKUPEH, Y MAIMEHTOR ¢ caXapHbIM IHabeTOM U HapYIICHUSIMHU (PYHKITHH OUYEK
cpenuet u Tsoxenol crenenu (CK® <60 mu/mun/1,73 MZ) (em. pazzen «lIpoTuBonoKkazaHus).
['unepkanvemus

Ilpu onHOBpeMEHHOM IPUMEHEHHMH ¢ OHOJIOTMYECKM AaKTHBHBIMM JOOaBKaMH, COJACpKAIllUMHU
KaJauH, KaJuhcOeperalolmuMu JUYPEeTUKAMU, KaJTUHCOJepIKAIlUMH 3aMEHHUTEISIMH COJM WU C
JpYIHMH IIpenapaTaMHy, KOTOpbIeé MOTYT BBI3bIBATh IIOBBIIIEHHE COJEp’KAHHUA Kajlusd B KPOBHU
(HampuMep, ¢ TeNmapuHOM), cieyeT coOIIo1aTh OCTOPOXKHOCTh U TPOBOJUTH PETYJIIPHBIN
KOHTPOJIb COJIeP KAHUSI KaJIUsSI B KPOBH.

TpaHCILTaHTAITHS IOYKH

I[aHHBIX 1o 0e30IMacHOCTH MMPpUMCHCHHA BaJICapTaHa ¥y IMAITUCHTOB, IICPCHECITUX TPAHCIJIAHTAIlUIO
ITOYKH, HET.

Jeduut B opranuszMe Hatpus w/wid cHmxkeHue OIIK

Y MmanmMeHTOB ¢ BBIPAXKCHHBIM JISPHITUTOM B OpPraHH3Me HATpus WHWIH CHIKeHHBIM OIIK,
HATIPUMED, TONYYAIOIUX BBICOKHE JO3bI JUYPETHKOB, B PEAKHX CIydasx B Hadale JICUSHHS
IpenapaToM MOKET Pa3BUBATLCS apTepHATbHAS THIIOTCH3US, COMIPOBOIKTAIONIASCS KITHHAYSCKHMH
nposipyicHusIMA.  [lepenq HauajgoM JICUSHHS TMpemapaToM CJISAyeT TMPOBECTH KOPPEKIHIO
COJIepKaHUsI B OpraHU3Me HaTpusd W/uiak BocmoidHuTh OIIK, B Tom uucie, myTeM yMeHBINICHHS
JTO3BI TAYPETHKA.

B ciydae BO3HHMKHOBEHHS] BBIpaKEHHOTO CHIKeHHSI AJ] mamueHTa cieayer VIOKHTH C
TPUITOTHITHIM HOXKHBIM KOHITOM, TIPH HEOOXOAUMOCTH TPOBECTH BHYTpUBeHHYVIO HHDY3HI0 0,9%
pacTtBopa Hatpusi xyopuaa. llocnme crabuwmmzanuu AJl neuenue mnpemnapatom Bascaptan
Meaucop6 MokeT ObITH POAOJDKEHO.

CTeno3 moYeyHOH apTePHH
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COOTBETC TE{'*"ET 3 F“ l':' NEPTHOMY OTUYETY
IlpumeHeHHe TpenapaTa KOPOTKHM KypcoM y IAIIMEHTOB C p@ﬁéhﬂéky HOM }ﬁnéﬁ‘reﬂzﬂen

(MOCNEOOBA T:J_H:HC": 5 0001)

[V}

1DVIINVYL

paSBI/IBI_HeI\/'ICﬂ BTOPUYHO BCJICACTBUC OJHOCTOPOH

HOYKH, HEe TMPUBOJUT K CKOJIBKO-HHOYAh CYNIECTBEHHOMY H3MEHEHMIO MOKazaTeslel MOoueqHOM
IeéMO/IMHAMMKY, KOHIIGHTpAllUM KpeaTHHUHA B ChIBOPOTKE KPOBHM HWJIM a30Ta MOYEBHHBI KPOBH.
OnHako, yYHMTBIBAas, 4YTO JpYrHe JIEKapCTBEHHBbIE cpeacTBa, Bimstomue Ha PAAC, moryr
BBI3BIBATH [TOBBIIIEHUE KOHIIGHTPAI[UH MOYEBHHBI M KPEaTHHHHA B CHIBOPOTKE KPOBH Y IIAIIUEHTOB
¢ JIBYCTOPOHHHMM CTE€HO30M ITOYEUHBIX apTepUH WM CTEHO30M apTepHH €JUHCTBEHHOM IIOUYKH, B
KauecTBE MephI IIPETOCTOPOKHOCTH PEKOMEH/IyeTCsl KOHTPOJIb STUX MOKa3aTesIeH.

HCDBHIIHBII\;I THUIICPAJIBAOCTCPOHHU3M

[Ipenapar Hed(pPekTUBEH /I JICUSHUsI apTepUaIbHON TUIIEPTeH3UHU Y MALUEHTOB ¢ MEPBUYHBIM
THIIEPAJILJOCTEPOHU3MOM, IIOCKOJIBKY YV JAHHOM KaTETOpUU MALIMEHTOB HE OTMEYAaeTCsI aKTHB allus

PAAC.

XpoHHYEeCKAd cepAcUHas HEIOCTATOYHOCTL/ IEPHO OCIE IEPEHECEHHOT0 HH(apKTa MHOKapaa

VY marmenTor ¢ XCH wim mocne mepeHeceHHOTO HWH(MapKTa MHOKapAa, HAYHHAIOMIMX JIeUCHHUE
BaJICAPTAHOM, YacTO OTMEUAeTCsl HeKOoTopoe CHMKeHHe AJl, B CBI3M ¢ 4eM pPEKOMEHIYETCS
KoHTposmpoBaTh AJ] B Hauase Tepanuu. lIpu yciaoBuu coOroAeHUs peKOMEHIAUN IO PEXKUMY
JIO3UPOBaHUsI OOBIYHO HE BO3HHKAeT HEOOXOJAMMOCTH OTMEHBI BajicapTaHa [0 MPUYUHE
aprepuaibHOM runoreH3uu. OneHka cocTosiHuA nanueHToB ¢ XCH pomkHa BKIIOYATH OIEHKY
(YHKIIHH MTOYCK.

Benencteue unarubuposanus PAAC y HEKOTOPHIX MAllMEHTOB BO3MOXKHBI HapymieHUs: (pyHKIIUU
nouek. Y maruenToB ¢ XCH III-IV ¢yHknuoHanbHOTO Kiacca mo kiaccudukammu NYHA,
(YHKIHS TOYSK KOTOPBIX 3aBUCHUT OT cocTosiHus PAAC, neuenue wunrubutopamu AllD u
AHTATOHUCTAMH pELeNTOPOB aHTHOoTeH3WHa II MOKeT CONpOBOKIATHCS OJMTYpUSH W/ WK
HAapacTaHUEM a30TeMHH U B PEAKHX CIyYasiX pa3BUTHEM OCTPON MOUSYHOW HEAOCTATOYHOCTH
W/WIH JIeTATHHBIM HCX0JoM. llodToMy y JaHHBIX KaTerophi MAIUeHTOR Tepe]] NMpUMEHEHHUEM
BajJicapTaHa, a TaK¥Ke MEPUOJUUYSCKH BO BpeMsl JICUSHMS IpernapaTtoM, HEoOXOJIUMO NPOBOIUTH
OTICHKY (PYHKITUU TTOUCK.

KoMmbGuHupoBaHHAasI TEpalKsl IPH apTepHAILHON THIIEPTEH3HH

HpH apTepHaanOﬁ THINICPTCH3HUU IIpCIlapaT MOMKCT IPHMCHATHCIA B MOHOTCpAIlHH, a TaKiKe
COBMECTHO € APYIHMHU I'HIIOTCH3UBHBIMHU CPEACTBAMU, B YaCTHOCTH, ¢ JIHYPCTUKaMHU.
KOMGHHH[ZOB&HH&X Tepalivid B ICPHUO/I TTOCJIC TIEPEHECECHHOT'O I/IH(l)a[)KTa MHOKapaa

Bozmoskno IIpUMCHCHHUC IIpellapaTa B KOM6I/IHaLII/IH C JAPYIrUMH JICKAapCTBCHHLIMU IIpCIIapaTaMy,
MIPpUMCHSICMBIMHA TIOCJIC IIEPCHECCHHOTO HH(I)apKTa MHOKapJda, a HMCHHO Tp0M60.]IHTI/IKaMI/I,
aHeTHHcaﬂHHHHOBOﬁ KHCJIOTOM B Ka4yeCTBC AHTHArperaHTHOTO CpEeACTBa, OeTa-

aapeHoOnokaTopamMu U uHrHOUTOpaMu ' MI'-KoA-penykraspl. Y JaHHOH KaTerOpHUHU IMAITHCHTOB
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COOTBETCTBYET 3KCTEPTHOMY OTUETY
HES PCKOMCHAYCTCA IIpHMCHATH IIpCliapaT OJHOBPCMCHHO C HﬁFH:G';I F61 ;gﬁE'A}HEI;J_‘HIBCKOHBK
P P peTp e B ENbOCTo SR

JaHHAs KOMOMHHUPOBAHHASL Tepalus He UMeeT TPEs OHOTEPaTth
i uHrHOuTOpoM AIID B oTHOMEHHH MOKa3aTeJ e 00IeH CMEPTHOCTH 110 JIF000H IPHIHHE.

KOMGI/IHI/IDOBaHHaﬂ Tepanus IpH XPOHUUESCKOHN cepAeUHON HeJIOCTATOUHOCTH

IIpu XCH npenapat Bancapran Meaucopld MoOKeT NPUMEHSTHCA KaK B MOHOTEpAlUHU, TaK H
O/THOBPEMEHHO ¢ JPYIHMH CpEJICTBAMH — JUYPETHUKAMH, CEpJSUYHBIMU IJIMKO3HJIaMH, a TaKoKe
uaruouTopamu AlI® umm Geta-apeHOGIOKATOPAMH.

VY naHHOW KaTeropHH MAallUeHTOB HE PEeKOMEH[YeTCsl NpUMEHeHHe TpOHHOM KOMOMHHUpPOBAHHOH
Tepanuu UHruOuTopoB AlID, Geta-aipeHOOIOKATOPOM U BaJICAPTAHOM.

AHTHOHEBPOTHUYECKHH OTEK, BKJIIOYast oOTek KBUHKe

AHTHOHEBPOTUUSCKUH OTEK, B TOM YHCJIE OTeK TOPTAHH M TOJIOCOBOM MM, NMPHUBOMSAMUN K
OOCTPYKIIMHU JbIXaTeJIbHBIX ITyTeH, W/WIN OTEK JIUIA, I'y0, ITIOTKHM W/HIN OTeK SI3bIKa, BCTPeUaJICs Y
NAIIMEHTOB, MOJIYYAaBOIMX BajicapTaH, y HEKOTOPBIX M3 HSTHUX [AlMEHTOB paHee BO3HHKAJ
AHTHOHEBPOTHUSCKUH OTeK Ha (poHEe mpuema JpYrux MpernaparoB, B TOM YHUCJIe MHTHOUTOPOB
AII®. Ilpuem BajicapTaHa B CiIydae pasBUTHS AHTMOHEBPOTHUECKOTO OTeKa JOJDKEH ObITh
HEeME/JIEHHO OTMEeHEH, BO300OHOBJICHHE IIpHeMa BajicapTaHa 3alpeIeHo.

Hapyvmenus dhVHKIHHY ITIeUeHU

BascapTaH BBIBOJUTCS TJIaBHBIM 00pa3oM B HEM3MEHHOM BHJIE Uepes KUIISUHMK C JKeJIblO, B TO
BpeMsi KaK aMJIOJMIIMH HMHTEHCHBHO MeTabonuzupyetcst B mnedeHu. Ciegyer cobionath
OCTOpPOJKHOCTh TMpH TPUMECHEHHH Tmpemapata Bancaptan Meaucopd y MalnueHTOB ¢
3a00JICBAaHUSIMM  TIEUCHH (0COOEHHO TIpU OOCTPYKTHBHBIX 3a00JICBAHMSIX JKETYCBBIBOJISAIMIUX
nyTeH), CONPOBOM/IAIOMUXCS HApYIISHUAMH (PYHKIIUH TTeYCSHH.

ITarueHTEI ¢ OOCTPVKIIMEHM BLIHOCSIIETO TpaKTa JISBOTO JKEIVIOUYKa (MHUTPAJLHBIH CTEHO3,

AOPTAJILHBIN CTEHO3 WIH runepTpodrdeckast 0OCTpYKTHBHASI KAPJHOMHOIIATHSI)

CrienyerT HpOSBISITH OCOOYI0O OCTOPOJKHOCTH IIpH TPUMEHEHHH BajicapTaHa Yy MAI[MeHTOB,
CTpAJalOIMX AOPTAJbHBIM CTCHO30M, MHTPAJILHBIM CTEHO30M WM TUNEPTpopUUecKOn
O0OCTPYKTUBHOU KapHOMHUOTIATHEH.

Jpotinast 6iaoxana PAAC

OpHoBpeMEHHOE MpPUMEHEHHE ¢ aJMCKUPEHOM M IIpelapaTaMH, COJACpPKAIIUMHU AJTUCKUPEH,
TPOTHUBOMOKA3aHO V TMAIUSHTOB C CaXapHbIM JAuUabeTOM W/WINM HapylieHHeM (YHKIUH MOYeK
CpeHeH U TSDKEJIOW CTemeHH (CKOpocTh KiyboukoBoit punbTpanuu (CKO®) <60 wn/mun/1,73 Ml)
U HE peKOMEH/IYeTCs Y IPYTUX NAIUeHTOB (cM. pasjiell «lIpoTuBonokazaHus»).

OpnospemerHoe npumeHenne APA Il ¢ uaruburopamu AII® npoTHBONOKAa3aHO Y MAITHEHTOB C
nuabeTuueckod HedpomaTHeld W HE PEKOMEHJYeTCs Yy JIPYTHX MalueHTOB (CM. pasjen

«IIpoTHUBOTIOKA3aAHUS ).
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COOQOTBETCTBYET 2KCNEPTHOMY OTYETY

poiHas Oiokama PAAC mocpeJICTBOM OJHOBPEMEHHOTO II unMEfetrid UHPHOHTO QNFI(D; APA
! P P [ rﬁ] CINNEOOBATEINEH '.1_32 CTh 0001)

II wm amuckupeHa He pPEKOMEHJIOBaHa B 0oOI
KOMOWHHpOBaHHAsI Tepalus YKa3aHHBIMH TIperapaTaMH SBIISISTCS aOCOJIOTHO HEOOXOTHUMOM,
Takoe TMPUMEHEHHE JOJIKHO OCYIIECTBIISATHCS O/ TIMATEIbHBIM HAaOIIOCHHEM Bpava, ¢ YacThIM
KOHTpoJieM mokazateied AJl, pyHKIHMH MoYek, a TakKe COJCP:KAHUS DICKTPOJIHUTOB IUIA3MBbI
KpPOBH.

BcenoMorarebHbIE BEIIECTBA

Jlaxmosvi moHo2uopam

[Ipenapar Bancaptan Meaucopd coAepKUT JakTo3pl MoHoTHApar. llammeHTamMm ¢ penko
BCTPEUAIONMIMMHUCS HACTISICTBEHHBIMH 3a00IeBAHUSMH, TAKUMH KaK HEMePEHOCUMOCTD I'aJTAKTO3bI,
HETIEPEHOCHUMOCTD JIAKTO3bI BCJIACTBHE JIeUITUTA JIAKTA3hl MM CHHPOM IJIFOKO30-TaJaKTO3HOH
MasibabcopOuuu, He ciIeyeT IPUHUMATh JaHHbIN JIeKapCTBEHHbIN Mpenapar.

Kpacumenw nynyoewtii [I1onco 4R]

[Ipenapar Bancaptan Meaucopd (st mo3upoBkd 160 Mr) COASp:KHUT KpacHUTeNb ITYHI[OBBIN
[[Ionco 4R], KOTOpPBIN MOXKET BbI3BATh AJUISPTHUYESCKUE PEAKIIHH.

Hampuii

[Ipenapar Bancaptan Meaucop0O MOXKHO OTHECTH K MpenapaTaM, «He COAepIKallUM HaTpUH», TaK
Kak coJiep)KaHHWe HATpHs B HEM MeHee 1 MMoJIb (23 Mr) Ha e JUHUITY JTO3UPOBAHMUSI.

BimmsiHie Ha CMIOCOGHOCTH YIIPABIATH TPAHCIIOPTHBIMH CPeICTBAMH, MeXaHW3MaMU

[Tockonpky Ha (poHE TepalMH IIperapaTOM BO3MOXKHO pa3BUTHE TAKMX HE)KeJATEJIbHBIX peaKihi
KaK TOJIOBOKPYKEHHE WJIM 0OMOPOK, MMalueHTaM, IPUHUMAIOIUM BaJICapTaH, cIeayeT coOmoaarh
OCTOPOXKHOCTh IIPH YIPABJIEHHH TPAHCIOPTHBIMH CPEJACTBAMH H 3aHATHH IOTEHIHAIBHO

OITaCHBIMH BHUJaAMH JCATCIBHOCTH.

PdopMa BBILYCKA

TabneTku, MOKpHITHIE TWICHOUHOU 06010uK0M, 40 Mr, 80 Mr 1 160 Mr.

ITo 7, 10 wnu 14 TabreTOK B KOHTYPHYIO STUSHKOBYIO YIIAKOBKY U3 IUIEHKU MOJUBUHUIXIOPUIHOM
U (GoJIbIH ATIOMUHUCBOM MeYaTHOHN JIAKUPOBAHHOH.

ITo 30, 50, 60, 90, 100 wnu 112 TaGneTok B OAHKH MOJMMEpPHBIC /I JSKapCTBEHHBIX CPEe/CTB (B
KOMIUIEKTE ¢ KpPbIMKAaMH) U3 TOJUA3THIICHA HU3KOTO JaBJICHHS WIH MOJUNPOTWICHA WIH B GaHKU
MOJIUMEPHBIE U3 MOJUATHIICHA HU3KOTO JABJICHUS WM TOJUIIPONHIICHA ¢ BUHTOBOM TOPJIOBHHOM U
KPBIIIKOM HAaBUHYMBAEMOW M3 ITOJIMATWISCHA HUZKOTO JABJICHUS JUIsl BUTAMUHOB M JISKApCTBEHHBIX
CPEJICTB.

Kaxxmyro Oanky wim 1, 2, 3, 4, 5 wiu 6 KOHTYPHBIX STICHKOBBIX YITAKOBOK BMECTE C HHCTPYKITHEH

Mo MCAUIUHCKOMY IIPUMCHCHHUIO IIOMCIIAIOT B IMMAYKY KapTOHHYIO.
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COOTBETCTBYET SKCNEPTHOMY OTHETY
YcaoBusi XxpaneHust 0122062023 11710
[ [ll,Ex 6{:] EOOBATENEHOCTE 0001)

B 3amuinéHHoM OT cBeTa MecTe IpH TeMIIepaTy pe He-Bhite25-C:

XpaHUTh B HEJOCTYITHOM JIJIS JIETeH MecTe.

Cpok rognoctn
3ropa.

He IMPUMCHJIITE 110 UCTCUCHHUHN CPOKa I'OJIHOCTH.

YciaoBus OTIyCKa

OTnyckaroT 1o perenry.

IIpounsBoanTeb:
AxionepHoe obmmectBo «Meaucopo»
HOpunuuecknii agpec: 614042, Ilepmekunii kpaid,
r. [lepms, yi. I'ansnepuna, 1. 6
AJipec MecTa OCYIIECTBICHHS TPOU3BO/ICTRA!
[lepmckuii kpaii, 1. [lepmb,

yi. [lpuuanbhas, 31. 16

Biagesien perncTpanuoHHOro
yaocTtoBepenust/Opranuzanus, IpHHAMAOIAS

NpeTeH3HH NOTpeduTe Ieii:

AxnuonepHoe obimectBo «Menucopo»
HOpugnuecknii agpec: 614042, Ilepmcekuii kpaid,
m M EAM CO P E r. Ilepme, yi. ['anbniepuna, 1. 6
Ten/ake: (342) 259-41-41
E-mail: info@medisorb.ru

www.medisorb.ru
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