COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 21.10.2024 N= 23018

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
Juosan, 80 mr, TabneTKH, TOKPHITHIE TUICHOYHON 000I0YKOH.

Juosan, 160 mr, TaGIeTKH, TOKPBITHIE TUICHOYHOW 000JIOUKOA.

2. KAUECTBEHHBIN 1 KOJIMUECTBEHHBII COCTAB
JlelicTByrolIee BEIIECTBO: BAJICAPTaH.

Jlnosan, 80 mr, TabJIETKH, HOKPBITHIE IUIEHOYHOMH 000JIOUYKON

Kaxxnas Tabnerka, moKpbITas INIEHOYHOM 00010uKoH, coaepxkuT 80 Mr BasicapTaHa.

Jlnosan, 160 Mr, TabJIETKHU, HOKPHITHIE [IJIEHOYHONH 000JI0YKOMN

Kaxnas Tabnerka, moKpbITast IJICHOYHOW 0005109K0ii, conepxut 160 Mr BaicapraHna.
[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku, NOKPBITHIE TNIEHOYHOH 000I0YKOH.

JnoBan, 80 mr, TabJIETKH, HOKPBITHIE [UICHOYHOM 000JIOUKON

Kpyrible co CkomeHHBIMM KpasiMu TaOJIETKH, MOKPHIThIE IUIEHOYHON 0001104KO0#, OnenHo-
PO30BOrO LIBETA, C OJJHOM CTOPOHBI PUCKA U BBIAABIEHHAs HAANUCh «D» 1 «V», ¢ Ipyroi cTOpoHsI

— «NVR».

JnoBan, 160 mr, TabJIETKH, HOKPBITHIE [IEHOYHOM 000JIOUYKON

OBasnbHBIE TAOJIETKH, TOKPBITHIE TIICHOYHON OOOJIOYKOM, CEepo-OpaH)KEBOTO I[BETA, C OJHOU

CTOPOHBI pUCKa U BblAaBiIeHHas HaANMUCh «DX» n «DX», ¢ apyroi cropoHsl — « NVRYy.

4. KIMHUYECKHUE JJAHHBIE
4.1 TlokazaHusi K NpUMEHEHUI0
[Ipenapat JlnoBaH nmoka3aH K MPUMEHEHUIO Y B3pOCIbIX (cTapiie 18 ser), nereit U NoJpOCTKOB B
BO3pacte oT 6 1o 18 ner.
Bspocable:
e AprepuanbHas TUIIEPTEH3US.
e Xponuueckas cepaeuynas HepoctarouHocTs ([XCH] -1V ¢ynkunoHanbHbIN Kilacc 1o
kinaccupukanun NYHA) y B3pocibIX NallMEeHTOB, MOMTYYAIOUINX CTAaHAAPTHYIO TE€PAIUIO
OJTHUM WJIM HECKOJbKUMH IMIpernapaTtaMu M3 CIEIYIoUMX (papMakoTepaneBTHUECKUX

TpyOn: JWYpEeTUKAMH, CEepACYHbIMM TJIMKO3WAAMH, a TakkKe HWHTHOUTOpamMu
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[IpumeneHne KaXAOro M3 MEPEUYHMCICHHBIX MPENapaToB HE SABISETCA 00S3aTEIbHBIM.
Onenka cocrostuus narenToB ¢ XCH noimkHa BKIIIOYATh OLEHKY (DYHKIIMH TOYEK.

e JIns moBbIlIeHHs] BBDKMBAEMOCTH HAIlMEHTOB IOCJE MEPEHECEHHOI0 OCTPOro hHpapkra
MHOKap/1a, OCJI0KHEHHOT0 JIEBOXKEITY 10YKOBOM HETOCTATOUHOCTHIO U/WUIH CUCTOIMYECKOM
TUchYHKIMEH  JIeBOro JKemylouka, TMpU HAIWYUM  CTAOWIBHBIX  IOKa3areneit
reMOJUHAMUKHU.

JleT’ U HOAPOCTKHU:

e AprepuanbHas TUIIEPTEH3UA Yy JETEN U MOJPOCTKOB OT 6 10 18 Jer.

4.2 Pe:xuM 103MPOBaHUS U CNIOCO0 MPUMeHeHUs

Pexxum 103upoBaHus

B3pocnvie

Apmepuaﬂbnaﬂ cUnepmeH3ul

Pexomennyemas no3a Bancaprana coctanisier 80 mr nnu 160 mr 1 pa3 B cyTkH, BHE 3aBUCUMOCTHU
OT PAcoOBOM MNPHUHAJJICKHOCTH, BO3pacTa M TOJa MalUeHTa. AHTHUTUNEPTEH3UBHBIA 3PQeKT
OTMEYaeTCsl B MEPBbIC 2 HEACNU JICUCHUs; MAaKCUMAaIbHBIN 3P PeKT pa3BuBaeTcs yepes 4 HeAenu.
Tem ManuceHTaM, y KOTOPBIX HE YAACTCA OOCTUYL aJICKBATHOIO TCPAIICBTUYCCKOIO OTBCTA,
CyTOYHasl J103a BaJicapTaHa MOXET ObITh yBenuueHa 10 320 Mr uiaud MOryT ObITh 10OABJICHBI
JUYpPETUYECKHE CPENICTBA.

HpenapaT I[I/IOBaH MOZKET TAKKC MPUMCHATHCA C APYTUMU aHTUTUTICPTCH3NBHBIMU IIPCIIapaTaMu.

Xponuueckas cepdetmaﬂ He0oCmamo4HoCmb

Pexomenyemas HauanbHas 103a BajicapTaHa coctapisieT 40 Mr 2 pas3a B CyTKU. Y BEJTMUEHHUE T03bI
70 80 mr u 160 mr 2 pa3a B CyTKH JTOJIKHO IPOBOJAUTHCS 10 MAaKCUMaIbHON JJO3bI, IEPEHOCUMON
nareHToM. [Ipu 3ToM MoOXeT MoTpeOOBaThCsl CHMXKEHHUE J03bl OJJHOBPEMEHHO MPUHHUMAEMBIX
JUypEeTUKOB. MakcuMalibHast CyTO4Has 103a cocTasiseT 320 mr B 2 mpuema.

Onenka cocrosiHus naueHToB ¢ XCH nomkHa BKITIOYaTh OLUEHKY (YHKIIUH ITOYEK.

s noevlueHus.  8bIdHCUBAECMOCHIU NAYUCHINOE NOCAE NEPEHECeHHO20 0CImpPOo20 qu)amea

MUokapoa

Jleuenue cnenyer HauyMHATh B Te4yeHHWE 12 4 mocie MepeHeCeHHOro WH(papKTa MHOKapla.
Havanpnas no3a Bascaprana cocrasisier 20 Mr 2 pasa B cyTkH. [loBbIIeHHE 1036 IPOBOJUTCS
meTooM TuTpoBanus (40 mr, 80 mr, 160 mMr 2 pas3a B CyTKH) B TEUEHHE HECKOIBKUX MOCIETYOIINX
HEZENb, 10 TOCTHKEHNUS 1eseBoi 10361 160 Mr 2 pas3a B CyTKH.

MakcumanbHasi cyTouHas no3a cocrapisier 320 mr B 2 npuema. Kak npaBuio, pekoMeHayeTcs
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yBenuueHue 1036l 10 80 Mr 2 pa3a B CYTKH ¥ KOHuy'%ﬁo_ﬁEQé;gﬁnTﬁakﬁlﬁ EEb(':FJI;};'lgéHHe

MaKCUMaJIbHOM 11e51eBOM 10351 110 160 Mr 2 pa3a B CyTKU PEKOMEHIyEeTCsI K KOHILY TPEThEro Mecsa
Teparuu npenaparoM JlnoBad. Y BeIMUEHUE J03bI 3aBUCUT OT IEPEHOCUMOCTH npenapara [nosan
B [1IE€PUOJI TUTPOBAHUS.

B cayuyae pa3BuTHd apTepUaIbHOM TUIIOTEH3UH, CONPOBOXKIAIOIMICHCS KIMHUYECKUMU
MPOSIBIICHUSIMU, WU HAPYIIEHUH (QYHKIIMH TOYEK CIIETYEeT PACCMOTPETh BOMPOC O CHIKEHUU
JIO3BI.

OneHka COCTOSIHMSI MAIIMEHTOB B MEPHUOJI MOCIE NEpeHeceHHOro nHpapKTa MUOKapaa JI0JDKHA

BKJIIOUATh OLIEHKY (QYHKIUH ITOYECK.

Oco0Bble IPVIIILI TAIUEHTOB

Tayuenmor nosicunoeo eo3pacma (cmapuie 65 nem)

Y HOXMABIX NAllMEHTOB KOPPCKIMU A03bI IIpCIiapaTa HE Tpe6yeTC${.

Tayuenmoi ¢ napywenuem ¢hynkyuu novex
VY manueHToB ¢ HapymeHWsMH (YHKIUH MOYEK KOPPEKIUH J03bl mpernapara He Tpedyercs. B
HACTOsI1Iee BpeMsI HET JaHHBIX O IIPMMEHEHUH IIPerapara y alueHTOB ¢ KIMPEHCOM KpEeaTHHHHA

(KK) menee 10 miu/MuH.

Iayuenmoi ¢ HapywieHuem QYHKyuu neveHu
[TarueHTaM ¢ JETKMMH WIM YMEPEHHBIMU HapyIIEHUIMU (QYHKIIMH IEYeHN HEOMITHMApHOTO FreHe3a
0e3 sBJIEHUI XoJiecTa3za Ipernapar cieayeT MPUMEHSTh C OCTOPOKHOCTHIO, CyTOUHAs /1032 HE

JIOJIKHA MPEBBIIATh 80 MT.

eTH
Apmepuanvras cunepmensus

Jlemu u noopocmku 6 eozpacme om 6 0o 18 riem

Macca tena MakcuManbHas PECKOMCHAOBAaHHAA 103a

> 18 kr <35 kr &0 Mr
> 35 kr < 80 kT 160 mr
>80 kr<160 xkr | 320 mr

Jlemu maaowe 6 iem

be3onacHocth U 3 dexTuBHOCT mpenapata [{uoBan y nereit B Bo3zpacte oT 0 g0 6 ;e mo

IMMOKAa3aHUI0 apTC€puaibHasd TUIICPTCH3NUA HE YCTAaHOBJICHBI. I[aHHBIe OTCYTCTBYIOT.
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[Tpenapat JlnoBan He pexoMeHaoBaH ajs yedenuss XCH u nmepeHeceHHOro octporo mHgpapkra

MHOKap/ia y alueHToB Miajame 18 ner.

Cnoco0 rmpuMeHeHus

Tabnerku NpuUHUMATh BHYTPb, HE Pa3KEBbIBas, BHE 3aBUCHUMOCTH OT IpUEMa IUILM, 3aluBas
BOJIOH.
Pucka na ogHo# cropone Tabserku 80 mr wim 160 Mr mpegHazHaueHa TOIBKO IS pa3iaMbIBaHUS

Ta0JIETKU JJIA o0yeryeHus IIporjiaTelIBaHusd, a HC JJIA ACIICHUA TaOJIETKU Ha PaBHBIC JO3EI.

4.3 IlpoTuBOMOKA3AHUS

e [unmepuyyBCTBUTEIHHOCTH K BajcapTaHy WM K JIOOOMY M3 BCIIOMOTaTENbHBIX BEIIECTB,
MEepPEUYNCIICHHBIX B pazjeine 6.1.

e bepeMeHHOCTb, IEPUO TPYAHOTO BCKAPMIMBAHUSI.

o Tsxenvie HapymieHuss QyHkuuu nedenu (Oomnee 9 OamnoB mo mkane Yaina-I1sio),
OMIIMapHbBIN IUPPO3 U XOJIECTa3.

e OpaHOBpeMEHHOE MPUMEHEHUE C aUCKUPEHOM U IIpernapaTtaMi, CoJAepKalluMU
QIMCKUPEH, Y MAIMeHTOB C CaXapHbIM IuabeToM W/WIK HapylleHueM (YHKIUH MOYeK
cpeaHed W TKeNoM cremeHHW (CKOpocTh  KiyOoukoBoi  ¢uibTpanun  (CKO)
<60 mn/mun/1,73 M?).

e OpHoBpeMeHHOe NpuMeHeHue ¢ uHruouropamu AIID y manueHToB ¢ AuabeTHdecKou

He(pomnaTuei.

4.4 OcoOble yka3aHusl 1 Mepbl MPeI0CTOPOKHOCTH NPHU NPUMeHEeHUH

Crnenyer cobmofaTte 0co0yl0 OCTOPOXKHOCTh IMpPHU NPUMEHEHUH IIpernapara y MalUeHTOB C
HACJIC/ICTBEHHBIM aHTMOHEBPOTUYECKUM OTEKOM, JIMOO aHTMOHEBPOTHMYECKHMM OTEKOM Ha (oHe
MpeIUIecTBYIONIEH Tepanuu aHTaroHuctamu perentopos anruorensuHa II (APA II) wm
uHruoutopamu AIlD.

[TpHMMATB C OCTOPO’KHOCTBIO IIPHU JIBYCTOPOHHEM CTEHO3€ IIOYEYHBIX apTEPH, CTEHO3€ apTepUn
€IMHCTBEHHON TMOYKH, MEPBUYHOM THUIEPATbJIOCTEPOHU3ME, IPH COOJIOACHUU JHETHl C
OTpaHMYEHUEM TMOTpeOJIeHUs TOBAPEHHOW COJHU; TMPHU COCTOSHHUSAX, COMPOBONKAAIOIIUXCS
neuIUTOM HaTpUs B OpraHU3Me W/WIM CHIKEHHEM o0beMa LUPKYJIHpYIoleld KpoBU (B TOM
qucie quapesi, pora); y nauueHToB ¢ KK menee 10 mi/MuH, y maiueHToB B Bo3pacte oT 6 10 18
aer 1 KK menee 30 mMi/MHUH, B TOM 4YHCIE€ HaXOAALIMXCS Ha TreMoOJUalu3e, C JIETKUMH U
YMEpPEHHBIMH HApYyIICHUSIMH (PYHKITUY TICUCHU OMIIMAPHOTO M HEOMITHMApHOTO TeHe3a 0e3 SBICHUMA

xoiecrasa (< 9 6amtoB o mkaie Yaina-I1sto0); y mamuentoB ¢ XCH III-IV pyHkmmonansHOTO
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anpaocteporoBoit  cuctembl  (PAAC), MUTpaJbHBIM WM  AOPTaJbHBIM  CTCHO30M,
runeprpoduyeckoil  OOCTPYKTHBHOM KapAMOMHONATHEH, a TakkKe Yy TMalUueHTOB MOCie
TpaHCIUIAaHTALMU [TOYKH.

C OCTOpPOKHOCTBIO OCYILIECTBIJISITH OJIHOBpeMeHHOe npumeHenne APA 1I, Bkimtodas npemnapar
JuoBaH, ¢ npyrumu cpeacrtsamu, uHruOupyrommmu PAAC, Takumu kak nHrHOuTOpsl AIID nmm

AIMCKUPEH.

IlanmeHTHl ¢ HapyIIeHHEM d)VHKHI/II/I IIOYCK

Crnenyer uzberaTb OJHOBPEMEHHOI'O NPUMEHEHUSI AaHTAarOHMCTOB PELIENTOPOB aHIMOTeH3HMHa 1I,
BKJItouas npenapaT JluoBaH, unu uHrubutopoB AllD c anuckupeHoM H mpenaparamu,
COJIePKALMMH AJTUCKUPEH, Y TTAIIMEHTOB C CaXxapHBIM JHa0ETOM U HapyIICHUSIMH (QYHKIIUU ITOYEK

cpenHeii u Tsokenoit crenenn (CK® <60 mn/mun/1,73 M?).

' nnepkanueMus

[Ipy OTHOBPEMEHHOM NPUMEHEHHHU C OMOJOIMYECKH aKTUBHBIMM J00aBKaMH, COAEPKALIUMU
KaJui, KauuicOeperaloluMy JUypeTUKaMu, KaIUHCOAEPKAIIMMU 3aMEHUTENIIMUA COJIM WIN C
JpYTMMH TIpenapaTraMy, KOTOPHIE MOTYT BBI3bIBATH IOBBIIICHUE COACPXKAHMS Kajausl B KPOBU
(HampuMep, C TemapuHOM), CIeAyeT CcOONI0JIaTh OCTOPOXKHOCTh M TPOBOJAUTH PEryJIIpHBIN

KOHTPOJIb COACPIKAHUA KaJIusd B KPOBHU.

TpaHncmiagTanus HO4YKA

I[aHHBIX 1Mo 0e30IacCHOCTH MNPpUMCHCHUA TIpCriapara I[I/IOBaH Yy MNanueHTOB, IMCPCHECHINX

TPAHCINIAHTAIUIO ITOYKH, HCT.

JleduuT B Oprasn3Me HATPU W/WINA CHIKEHIE 00beMa IUPKVIIMPYIOIIEH KDOBH

Y NManucHTOB C BBIPAKCHHBIM I[e(bI/IHI/ITOM B OpraHu3Me HaTpus W/WIN CHIKEHHBIM 00BEMOM
upkyupytomieit kposu (OL[K), HanpumMep, MoTy4aromuX BEICOKUE JT03bI JUYPETHKOB, B PEIKUX
CIy4asXx B Hayalle JIEYeHHs IperapaToM MOXKET pa3BUBAThCS apTepUalIbHAs TUIIOTCH3US,
CONIPOBOXKAAOMIAACAd KIMHHUYCCKUMHA IIPOSABJICHUAMU. Hepe)I Ha4YajiOM JICUCHUSA IIpe€rapaTomM
JlnoBaH ciielyeT MPOBECTH KOPPEKIIUIO COJICPIKAHUS B OPraHW3ME HATPHUS H/HIU BOCIIOJIHHUTH
OLIK, B ToM ymcCIie, MyTeM YMEHBIIECHUS 1036l TNypETUKA.

B cinyuae BOBHMKHOBEHHS BBIPOKEHHOTO CHW)KCHHUS apTepuaibHOro namieHus (AJ]) nmammenTa
CICOYCT YJIOXHUTb C MNPUIOJHATHBIM HOXHBIM KOHIIOM, IIPHU HCO6XO)II/IMOCTI/I IMPOBECTHU B/B
unpysuto 0,9% pactBopa Hatpus xmopuaa. [locrme crabmmmzamuu AJl nedeHue mpemaparom

JlnoBaH MOXET OBITh TTPOAOIKEHO.
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IIpumeHeHne npenapara KOPOTKMM KypCOM Y IALIMEHTOB C PEHOBACKYJIIPHOW TMIIEPTEH3UEH,
pa3BUBILEHCS BTOPUUHO BCIIEICTBUE OAHOCTOPOHHETO CTEHO3a apTEPUM €AMHCTBEHHOM IOUKHU, HE
OPUBOJUT K  CKOJBKO-HMOYIb CYIIECTBEHHOMY H3MEHEHMIO TIOKa3aTelled MOuYeyHOH
reMOJIMHAMHUKH, KOHIIEHTPALMM KPEAaTUHHHA CBIBOPOTKM KPOBH WM a30Ta MOYEBUHBI KPOBH.
Onnako, y4uTBIBas, 4TO JIpyrue JIeKapCTBEHHbIE cpencTBa, Biustomue Ha PAAC, moryt
BbI3bIBAaTh [IOBBIIIEHUE KOHLIEHTPALlUY MOYEBUHBI ¥ KPEaTUHMHA B CBIBOPOTKE KPOBH Y IALIUEHTOB
C IBYCTOPOHHUM CT€HO30M IIOYEUYHBIX apTE€PU UM CTEHO30M apTepUU €IMHCTBEHHOU NOYKH, B

Ka4u€CTBC MEPBI IPEAOCTOPOKHOCTU PEKOMCHAYETCA KOHTPOJIb 3THX ImokKa3aTeJIei.

IlepBUYHEBIN THIIEPATILI0CTEPOHU3M

[Ipenapat HeapPEeKTHBEH [T JICUCHUS apTEPUATBHON TUIIEPTEH3UH Y MAIUEHTOB C IEPBUYHBIM
TUIEPaIbJA0CTEPOHU3MOM, IIOCKOJIBbKY Y IaHHOW KaTETOPUH ITALIUEHTOB HE OTMEYAETCs aKTUBALUS

PAAC.

XpoHHYECKAsA cepAcUHas HeIOCTATOYHOCTD /HCDI/IOIL 1OCJIC IEPEHCCCHHOI'O I/IHd)aDKTa MHOKapJa

V¥ nanuentoB ¢ XCH unm nocne nepeHeceHHOro MHGpapkTa MUOKap/a, HAUMHAIOUIUX JICYUEHHE
npenapaToM /[noBaH, 4acTo oTMEYaeTcs HeKoTopoe cHuxkeHne A/Jl, B CBSA3H C 4eM peKOMEHyeTCs
KoHTpoib AJl B Hauane Ttepanuu. Ilpu ycnoBum coONIOIEHHS PEKOMEHIALMNA IO PEXUMY
JIO3UPOBaHUsl OOBIYHO HE BO3HUKAET HEOOXOJUMOCTH OTMEHBI Ipernapara J[noBaH Mo mpuyuHe
aprepuasibHOl runoTeH3uu. Onenka cocrossHus nanueHToB ¢ XCH nomkHa BKIHOYATh OLIEHKY
(GYHKINU TOYEK.

Bcenencrsue unrn6uposanus PAAC y HEKOTOPBIX MAIIMEHTOB BOZMOXKHBI HAPYIIEHUsT (YHKLIUU
nouek. Y manueHtoB ¢ XCH III-IV ¢ynknumonansHoro kmacca mo kiaccudukamuu NYHA,
GyHKIMS TIOYEeK KOTOPBIX 3aBUCUT OT coctosHus PAAC, neuenue unrubutopamu AllD u
AQHTarOHUCTAMU PELENTOPOB aHrMOTeH3MHa Il MOXKeT CONmpoOBOXKAATHCS OJMUTYpPHEH W/Win
HapacTaHUEM a30TEMUU M B PEIKHUX CIIy4asX Pa3BUTHEM OCTPOM MOYEYHON HENOCTATOYHOCTHU
W/WIHM JIeTaNbHBIM UCXOAO0M. [l03TOMY y JAaHHBIX KaTeropuil mainueHTOB Nepe] MPUMEHEHHEM
npenapata J[MoBaH, a Takke MEPUOJUYECKH BO BpeMsl JIEUEHHUS MpernapaToM, HEOOXOIUMO

IPOBOJUTDH OLICHKY (PYHKIIUH ITOYEK.

KOM6I/IHI/IDOBaHHa${ Tepalus Ipy apTepraIbHON THIEPTEH3UHN

IIpn apTepuanbHON TUIIEPTEH3WH NpenapaTr /[MoBaH MOXKET NMPUMEHATHCS B MOHOTEpAaIuH, a

TAaKXE COBMECTHO C APYTUMH T'MIIOTCH3UBHBIMHA CPEACTBAMU, B HaCTHOCTHU, C TUYPECTHUKAMMU.

KOM6I/IHI/IDOBaHHa$I TCpanusia B ICpUOoa NOCJIC NCPEHECCHHOI'O I/IH(baDKTa MHUOKapJaa

Bo3moxxHO mpuMmeHeHue mnpenapara JlMoBaH B KOMOWHAIMKM C JAPYTUMH JICKApCTBECHHBIMH
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OC DB HOCTE 0002
npenaparaMy, INPUMEHSEMBIMH IIOCIIE nepeHeceHHO'Ilg- ibaprra  noRapn, - - iermo

TPOMOOJIMTUKAMH, allETHIICATMIIIIIOBON KHCIIOTOW B KAU€CTBE aHTHArPEraHTHOTO CpeICTBa, OeTa-
anpeno6mokaropamu U uaruoutopamu ['MI'-KoA-peaykraspl. Y naHHON KaTeropuu ManueHTOB
HE PEKOMEHIyeTCsl NMPUMEHATh mnpenapar [lMoBaH oAHOBpeMeHHO ¢ uHruoutopamu AllD,
IIOCKOJIBKY JJaHHasi KOMOMHUpPOBaHHAs TEpalus He MMEeT NPEUMYLIECTB Iepe] MOHOTepanuen
BajicapTaHOM MM HHTHOuTOpOM AII®D B OTHOIIEHUM TIOKa3aTenel 001eil CMEepTHOCTH 110 JTI000i

IIPUYMHE.

KOMGI/IHI/IDOBaHHaH Tepalus IpU XPOHUIECKON cepASYHON HEAOCTAaTOYHOCTH

ITpu XCH npenapat J[noBaH MOXET IPUMEHITHCS KaKk B MOHOTEpAIIMH, TAK U OJJTHOBPEMEHHO C
JPYTMMH CPEICTBAMH — INYPETUKAMHU, CEpACUHBIMU TTIMKO3UIaMHU, a Takxke nHruouropamu AIID
e 0eTa-apeHoOI0KATOPaAMH.

VY naHHOHM KaTeropuu ManueHTOB HE PEKOMEHIYETCs NPUMEHEHHUE TPOHHOW KOMOMHHPOBAHHON

tepanuu uHruoutopom AIlD, 6era-aapeHobI0KaTOPOM U Mpenaparom JroBaH.

AHTMOHEBPOTUUYECKUN OTEK, BKJIIOUas oTeKk KBUHKE

AHTMOHEBPOTUYECKUN OTEK, B TOM YUCJIE OTEK FOPTaHU M TOJOCOBOM IIENH, MPUBOIALIMN K
OOCTPYKIIMH IBIXaTeNbHBIX MyTEH, H/WIH OTEK JIMIA, I'y0, TIIOTKH H/UIIN OTEK S3bIKa, BCTPEYaJICs
y MAalMEHTOB, IOJY4YaBIIMX BaJiCapTaH, Y HEKOTOPBIX M3 JTHUX IAlMEHTOB pPaHEE BO3HUKAI
AQHTMOHEBPOTUYECKUN OTEK Ha (OHE MpHeMa JIPyTux IMpernaparoB, B TOM YHCIE WHIMOMTOPOB
AIl®. TIpuem npenapara J[MoBaH B cilydae pa3BUTUS aHTHOHEBPOTHYECKOIO OTEKA JJOJKEH OBITh

HEMEJ/IJICHHO OTMEHEH, BO30OHOBJICHHE TIpUeMa npenapaTa J[MoBaH 3ampemnieHo.

HaDVHIeHI/Ifl d)VHKHHH IICYCHHU

Bancapran BEIBOAUTCS TTaBHBIM 00pa3oM B HEM3MEHEHHOM BHJIE Uepe3 KHUILIEYHHK C KEITYBIO, B
TO BpeMsl Kak aMmJIOJWIUH WHTEHCHBHO MeTabonmsupyercss B meueHu. CremyeT coOmroaath
OCTOPOKHOCTh TPU NMPUMEHEHHH Tpernapara /[MoBaH y MalMEeHTOB C 3a00JIEBaHHSMHU IE€UEHU
(ocobeHHO TIPH OOCTPYKTHUBHBIX 3a00JI€BAHUSAX JKETUCBBIBOASIINX ITyTEH), COTTPOBOKIAIONITUXCS

HapyIEeHUsIMUA (QYHKIIUU TIEYCHH.

[TanpeHThl ¢ OGCTDVKUHCf/'I BBIHOCAIIIECTO TpaKTa JICBOI'O KCJIYJO0YKa (MHTDaHBHLIﬁ CTCHO3,

A0PTAJIBLHBIA CTEHO3 WM TuHepTpodmueckas OOCTPYKTUBHAA Kap IMOMHUOIIATHS)

CrnenyeT mposBIsATH 0COOYIO0 OCTOPOKHOCTH MPH MPUMEHEHUH IpenapaTa J(noBaH y NalleHToB,
CTPAIAIONINX AOpPTAJIBHBIM CTEHO30M, MHTPaJbHBIM CTEHO30M WM THIEpTpodudecKkoit

00CTPYKTUBHON KapJAUOMHOIIATHEH.
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OnHOBpEeMEHHOE NPHUMEHEHUE C AJIWCKUPEHOM U IpenaparaMi, COAEpXkKallMMU alluCKUPEH,
MPOTUBOMNOKA3aHO Yy TMAIMEHTOB C CaXapHBIM AWA0ETOM W/WIIM HapylIeHHEM (QYHKIIMH TOYEK
cpenneii u Tsmkenoi crenenn (CK® <60 mn/mun/1,73 M?) M He peKOMEHIyeTCs y IPYTHX
MAIUEHTOB.

OnHOBpEeMEHHOE MPHUMEHEHHE AaHTarOHUCTOB perentopoB aHruoreHsuHa Il ¢ mHruGuropamm
AII® mpoTHUBOMOKA3aHO Yy MAIMEHTOB C JUabeTUYeCKo HeppomaTHe u HE PEKOMEHIYETCS Y
JIPYTUX HaleHTOB.

HBorinas Onokaga PAAC mocpeiacTBOM OJIHOBPEMEHHOTO IpuMeHeHuss uHruoutopa AllD,
APA Il unm anuckupeHa He peKOMeH0BaHa B oOuieil nomysiuu. OHaKo, B TOM Ciy4ae, eciid
KOMOWHUpPOBAHHASL Tepanus yKa3aHHBIMH IIperapaTtaMH SBISETCS aOCOIIOTHO HEOOXOAUMOM,
Takoe MPUMEHEHHE JIOJDKHO OCYIIECTBISATHCS MO/l THIATeNbHBIM HAOII0JeHUEM Bpaya, ¢ YacThIM
KOHTposieM mokazaTtenedt AJl, GyHKIUM MOYEK, a TaKKe COAEPKAHMS DIIEKTPOJIUTOB ILIA3Mbl

KpPOBH.

4.5 B3aumoneiicTBHe ¢ JAPYrMMH JIEKAPDCTBEHHBIMH IpenapaTtaM M Jpyrue BH/bI
B3aNMOeliCTBUSA

VYcraHOBIE€HO, YTO MPU MOHOTEpAlUU BaJCAPTAHOM OTCYTCTBYIOT KIMHUYECKH 3HAUYUMBbIE
B3aMMOJIEHCTBUS CO CIEIYIOMIMMHU JIEKAPCTBEHHBIMU CPEJCTBAMH: LIUMETUANHOM, Bap(haprHOM,
dbypoceMusioM,  AUTOKCMHOM,  aT€HOJIOJIOM,  WHJOMETAIMHOM,  THAPOXJIOPOTHAZHIIOM,

aMJIOJUIIMHOM, FJ'II/I66HKJ'IaMI/II[OM.

JIsoiinag Omokaga PAAC npu OpuMEHEHHWM AaHTArOHMCTOB DPELENTOPOB aHruoreHsuHa I,

narnouropos All® wim anuckupeHa

OpnHoBpeMeHHOE MPUMEHEHNE aHTarOHUCTOB PeLenTopoB aHrnoteHsuHa II, Bkiroyas mpemnapat
JlnoBaH, ¢ IpyruMH CpelcTBaMu, oKa3blBaroluMu BiusHue Ha PAAC, cBA3aHO C MOBBILIEHHON
4acTOTOM Pa3BUTHS apTepHabHONW TMIOTEH3UH, TUIIEPKATUEMUN U U3MEHEHUH (PYHKIIUH MOYeK
II0 CPAaBHEHUIO C MOHOTepanued. PekoMmeHayeTcs MHpOBOAWTH KOHTPOJIb apPTEPHAIBHOIO
JaBjieHusl, QyHKIIUHM TOYEK U COAEP KaHUS DJIEKTPOJIUTOB y NAIIMEHTOB, IPUHUMAIOIIMX Ipenapar

JlnoBaH n ApyrHe NeKapCTBEHHBIE CPENICTBA, OKa3biBatoye BiausHue Ha PAAC.

Hectepouanbple pOTHBOBOCIAIUTEIbHEIC IPEIapaThl

[Ipy nmpuMeHeHUMH BajicapTaHa OJHOBPEMEHHO C HECTEPOMIHBIMU MPOTHBOBOCHAIUATEIHHBIMHU
npenaparamu (HIIBII; Bkitouasi celneKTHBHBIE WHTHOWTOPHI IMKIOOKCUTEHA3bI-2) BO3MOXKHO
YMEHBUIEHNE €0 aHTUTUIIEPTEH3UBHOIO AeUCTBUS. [[py mpMEHEeHMN aHTarOHUCTOB PELIENITOPOB

anruorensuHa Il onnoBpemenno ¢ HIIBII Bo3MokHO yxyameHue (pyHKIIUH ITOYEK U YBEIUYCHHE
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COJIepXaHUsl Kaus B IUia3Me KpoBH. [lpu eo6xon@5'&ﬂE%B%b%}%;ﬁ E‘Bﬁh!c'n-'é}m;{

Basnicaprana u HIIBII no navana ynedeHuss HEOOXOIUMO MPOBECTU OLEHKY (PYHKIUH MOYEK U

KOPPEKLMIO HapyILIEHUI BOAHO-3JIEKTPOIUTHOIO OajlaHca.

benku-nepeHoCYNKHU

[To pesysibraram mccienoBanus iN Vitro Ha KyJabTypax IEYeHH BalcapTaH sBISETCS CyOCTpaToM
st 6enkoB-niepeHocunkoB OATP1B1 u MRP2. OgHoBpeMeHHOE NMPUMEHEHHE BaJICapTaHa C
uHruouropamu Oenka-nepenocunka OATP1BI1 (pudaMnuiut, TMKIOCHOPHH) U C HHTHOUTOPOM
6enka-nepeHocunka MRP2 (puroHaBup) MOXKET yBEIMUUTh CUCTEMHYIO SKCIIO3UIUIO BaJlcapTaHa

(MakcuManbHast KoHIeHTpanus [Cmax] ¥ MU0 IO KPUBOH «KOHIIEHTparus-Bpems» [AUC]).

IIpenapatel IuTHA

[Ipy ogHOBpEeMEHHOM NPUMEHEHWHU IpenaparoB JuTus ¢ uHruomropamu AIID um APA 11
0TMEYaj0Cch 00paTUMOE YBEIUYEHUE COIEPKAHM JIUTUS B CIBOPOTKE KPOBH M YCUIIEHUE, B CBA3U
C 3TUM, TOKCUUYECKUX MPOSBICHUN, IOITOMY PEKOMEHYETCs] IPOBOIUTH KOHTPOJIb COACPIKaHUS
JUTHUSL B CBHIBOPOTKE KpPOBH. PHCK TOKCHUYECKHUX MpOSIBICHUN, CBA3AHHBIX C HPUMEHEHUEM
[IPENapaToB JUTHS, MOXKET JOIOIHUTEIBHO YBEIUYUBATHCSA IPU OJHOBPEMEHHOM IPUMEHEHUU C

[nperaparom I[I/IOBaH " INypECTUKAMU.

JIekapCTBEeHHBIE IpernapaThl, KOTOPhIE MOTYT NPHMBECTH K YBEIMUYCHHUIO COACPKAHMSI Kaausa B

IJj1a3sMe KpoBU

OnHOBpeMEHHOE TIPUMEHEHHE KaluhcOeperawimmux AUYPEeTUKOB (B T.4. CIMPOHOJIAKTOHA,
TpHaMTepeHa, aMUJIOpUa), MpernapaToB Kalvs, COJIeH, COIEpKalliuX Kallud, a Takke APYTUX
MpernapaToB, CIOCOOHBIX YBEIMYMUBATH COAEpKaHUE Kalus (Hampumep, remapuH U T.1.), MOXKET
MPUBECTU K YBEIMYCHHUIO COJEPIKAHMS KA B CBIBOPOTKE KPOBH, M Y MAI[UEHTOB C CEPACUHON
HEJI0OCTAaTOYHOCTHIO — K YBEITMUEHHUIO KOHIICHTPAIIUHU KPEAaTUHUHA CHIBOPOTKHU KpoBH. Ecnu Takoe

KOM6I/IHI/IpOBaHHO€ JICYHCHUEC TTPHU3HAHO HGO6XOI[I/IMI>IM, CJICOayeCT CO6J'IIOI[3TB OCTOPOIKHOCTD.

eTH
Heotinaa 6nokada PAAC npu npumenenuu ammazoHucmos peyenmopog aneuomeHzuna 11,
uneubumopos AIl® unu aruckupena
VY nereit U MOAPOCTKOB apTepuabHasi TUIIEPTEH3US YacTO CBsi3aHA C HapylIeHHeM (pyHKIUU
nouek. PEKOMEHIOBaHO € OCTOPOXHOCTHIO MPUMEHSTH BajcapTaH OJHOBPEMEHHO C JAPYTUMH
IpernapaTamy, BIMSIONIMMHM HAa PEHUH-aHTHOTEH3UMH-AJIbJOCTEPOHOBYIO CUCTEMY, Y NAIlMEHTOB
JAHHOW KaTeropuu, T.K. 3TO MOXKET MPUBECTH K YBEJIUYECHUIO COAECPKAHMUS KalHsl B CHIBOPOTKE
kpoBu. Crexyer MpOBOIUTH PEryJIApHBI KOHTPOJIb (DYHKIMM IOYEK U COJACpXAaHUSA Kalus B

CBIBOPOTKE KPOBH Y MAIIUEHTOB JaHHON TPYTIIHI.
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4.6 ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTALMS

>K€HH_[I/IHLI C ACTOPOAHBIM ITOTCHIIMAJIOM (KOHTDaL[eHI_II/ISI Y MYKYMH U )KeHIJ_[I/IH)

Kak u mo6oit apyroii npemnapar, okasbiBaromuil npsmoe neiicteue Ha PAAC, npenapar /luoBan
HE ClIeqyeT MPUMEHSTh Y MKCHIUWH, IUIAHUpYIIUX OepemeHHOCTh. llpu BbIOOpe nr0OOTO
npenapara, BozjaeicTByromniero Ha PAAC, Bpady ciemyeT npouH(GOPMHUPOBATH MAIMEHTKY C
COXPAHEHHBIM PENPOYKTUBHBIM MOTEHIMAIOM O BO3MOXXHOM PUCKE IPUMEHEHHUS Ipenapara Bo

BpeMsi OEpEMEHHOCTH.

bepemeHHOCTD

Pestome puckos

Kak u ana moboro apyroro mpemapara, okaspiBaromiero Biusiuue Ha PAAC, mpumeHeHue
npenapara /[MoBaH MPOTUBOMOKAa3aHO NpH OEPEMEHHOCTH. YUHMTHIBas MEXaHU3M JCHCTBUSA
APA 11, Henmb3s1 UCKIIFOYHMTh PHUCK IS Tuioga. MI3BecTHO, 4TO mpuMeHeHHue HHruouTOopoB AIID
(kmace crienu(UYHBIX JIeKapCTBEHHBIX cpencTs, aeiictByromux Ha PAAC) Bo II u Il Tpumectpe
OEpEeMEHHOCTH TPHUBOAUT K TOpaKeHUIO U TuOenu 1mioxa. [lo JaHHBIM PETPOCIEKTUBHOTO
aHanm3a npuMmeHeHue HUHruouTopoB AIID B I TpumecTpe OEpeMEHHOCTH aCCOLUUUPYETCS C
MOTEHIMAIBHBIM PUCKOM BO3HUKHOBEHHS MOPOKOB pa3BuTUA Iuiofa. Ilpu HenmpenHamepeHHOM
npueMe BajcapTaHa MpU OEpEeMEHHOCTH OMHCaHBl CIy4Yyal CaMOIPOW3BOJIBHOTO IMPEPHIBAaHUS
OepeMEeHHOCTH, MaJIOBOIMS ¥ HAPYIICHUS (PYHKIIMH ITOYEK Y HOBOPOXK/ICHHBIX.

B cnywae ecniu OepeMEHHOCTh JMArHOCTHpOBaHa B IEPHOJ JieueHUs mnpenaparoMm JluoBad,

npenapar CJIeayeT OTMCHUTDb KaK MOKHO PaHBIIC.

Knunuueckue acnexmui

MameDMHCKLHZ u/unu 3M6Du0d)€ma]lebllZ PUCK, aCCOZ/IZ/ll/lDOGClHHbllZ ¢ 3abonesarnuem

ApTtepuanbHas TMIIEPTEH3Usl NMPU OSPEMEHHOCTH YBEIMUYUBAET PUCK PA3BUTHUS MPEIKIAMIICHH,
TeCTAI[MIOHHOTO CaXapHOTo auadera, MPEXICBPEMEHHBIX POJIOB, a TAK)KE OCIOXHEHUH B pojax
(HampuMep, HEOOXOMMOCTh KecapeBa CEUeHHUsI, pa3BUTHE MOCIEPOIOBOTO KpoBoTeueHus ). [Ipu
apTepuanbHOI TUIIEPTEH3UN YBEIHMUUBACTCA PUCK 33JIePKKH BHYTPHYTPOOHOTO pa3BUTHS ILIO/A
U BHYTPUYTPOOHOM THOEH 1miioja.

Puck co cmoponbl n100a/H080pOHCOEHHO20

ManoBonue y OepeMeHHBIX, NMpUHUMAKOIMMX mpenaparsl, Biausiomue Ha PAAC Bo II u III
TPUMECTPE, MOKET MPUBOUTH K YXYIIICHUIO (YHKITUH TTOYEK IUI0/1a, YTO B pe3yIbTaTe MPUBOIUT
K aHypUM U MOYEYHOW HETOCTATOYHOCTH, THIOIUIA3UM JIETKHX IUI0Ma, AedopMaluu cKeleTra
TJ10/1a, BKJIFOYAsl TUTIOTIIA3MI0 KOCTEH uepena, apTepruaibHOM TUTIOTEH3UN 1 THOEIH TIJ10/1a.

[Ipu wHempennamepeHHOM mnpueMe mnpernapatoB APA Bo BpemMs OepeMEHHOCTH CleayeT

paccMoOTpECTh BOIIPOC O HGO6XOI[I/IMOCTI/I COOTBCTCTBYIOIICTO MOHUTOPHUHTA COCTOSAHUA TJIOZAA.
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OTHOCHUTEIIHO Pa3BUTHS apTEPUATBHON TUITOTCH3HH.
Hoxnunuueckue oannvle (6arcapmarn)
[lpu w3yueHnn >MOPHOPETATBLHOTO Pa3BHTHS Y MBbIIICH, KPOJIUKOB M KPBIC HAOJIOJANIACH

($eTOTOKCHYHOCTh BasicapTaHa (cM. pazzaen 5.3).

JlakTanms

HCI/I3B€CTHO, IMPOHUKACT JIK BaJICAapTaH B I'PyAHOC MOJIOKO. B JOKIIMHUYCCKUX HCCIICAOBAHUAX
IIOKa3aHO, 4YTO BajJICapTaH BBIACIIACTCS C MOJIOKOM JIAKTUPYIOIIHUX KPBIC. HpI/IMeHeHI/Ie Iperapara

BO BpEMs I'pyAHOI'O BCKapMJIMBAaHUS IIPOTHUBOIIOKA3aHO.

DdepTUabHOCTD

OTCyTCTBYIOT IJaHHBIE O BIUSHHUH IpenapaTa Ha pepTHIbHOCTh YenoBeka. [lpu uccienoBanuu Ha

YKUBOTHBIX He HabI0an0ck 3 GeKToB BO3ACHCTBUS BajicapTaHa Ha (PepTUIBHOCTD.

4.7 BinsiHMe HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeICTBAMH M PadoTaTh ¢
MeXaHu3MaMu

[Tockonbky Ha (hOHE TEeparuu MPenapaToM BO3MOKHO Pa3BUTHE TAKHX HEKETIATCIbHBIX SBICHUN
KaK TOJIOBOKPYKEHHE WJIM OOMOpPOK, MalleHTaM, MPUHUMAIOIUM mnpenapat JuoBaH, ciemyeT
coONroAaTh OCTOPOKHOCTh TMPH  YNPaBICHUH TPAHCHOPTHBIMU CPEACTBAMU M 3aHATUU

INOTCHIHUAJIBHO OIIaCHBIMHU BHJaMU ACATCIIBHOCTH.

4.8 HexesiaTeJibHBIE peaKuu

Pesrome mpoduiist 6e3onacHOCTH

VY nmanueHToB ¢ apTEpPUAIBHOM THIIEPTEH3UEN B KOHTPOIMPYEMBIX KIMHUYECKHUX HUCCIIEJOBAHUIX
4acTOTa HEXKENATeNbHBIX SBICHMHM OblLIa cpaBHMMa c Iuiane0o. OTCYyTCTBYIOT JaHHBIE O
3aBUCUMOCTM  4YacTOThl KaKOro-TMOO U3  HEXeNaTeNbHbIX SBIEHUH OT JI03bl WU

MMPOAOJIKUTCIILHOCTH JICUCHU S, a4 TAKKC I10J1a, BO3pacTa UJin paCOBOﬁ MMPUHAAJICKHOCTH.

Tabauunoe pE3IOME HEXKENATEIbHBIX PEaKIINN

Hwke npuBenensl Hexenarenbasle peakiuu (HP), koTopsie HabIIOATUCh B X0 KIMHHUECKHX
UCCIIEOBAHMIA, a TAK)KE TP IPUMEHEHHH TIpeapaTa B KIIMHUYECKOM IMPAKTHKE.

JIoist OIIEHKH YaCTOThI HEXKENIATEIbHBIX PEaKIUil HCIOIB30BaHbI CIIECAYIONINE KPUTEPUH: «OYEHb
gacto» (>1/10), «gacto» (>1/100, <1/10), «neuacto» (>1/1000, <1/100), «peaxo» (>1/10 000,
<1/1000), «ouenn peaxo» (<1/10 000), Bxirouast oTAeHbHBIE COOOIICHHS. B mpemenax Kaxaon
TPYIIIBL, BBIAEIEHHOW M0 YaCTOTE€ BCTPEYAEMOCTH, HEXKENIATENbHBIE PEAKIMK pacIpeaeeHbl B
HOPSIIKE YMEHBIICHHS UX BAKHOCTH.

I[JISI BCCX HECXKCIATCIbHBIX peaKL[I/II\/'I, BBISIBJICHHBIX B KJIMHUYECKOM MPAKTUKC WU TIPpHU aHAJIU3C
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nabopaToOpHBIX MOKasaTenell  (4acToTy pa3BHTHsS kOTopRx - et oBitn - HEBOIMOHHO),

HCIIOJIB30BAJIACh I'paJjalivusd «4aCTOTAa HCU3BCCTHAY.

Tlayuenmui ¢ apmepuanvholi cunepmensueu

CucTeMHO-OpraHHbII

KJacc

HesxkenarenbHasi peakuusi

Yacrora

Hapywenus co cmoponvi

CHIDKEHHE TeMOTI00MHa,

qacToTa HCM3BCCTHA

Kposu u Jaumgpamuyeckoll | TeMaTOKpUTa, HEUTPOIIECHUS,

cucmemol TPOMOOLIUTOICHUS

Hapywenuss co cmoponwl | peakuuu MOBBIIICHHON | YacTOTa HEM3BECTHA
UMMYHHOU cCucmembl YyBCTBUTEJIBHOCTH, BKJTFOYAsT

ChIBOPOTOYHYIO 00JIe3HD

Hapywenus memabonuzma u

MOBBIICHUEC COACPKAHUA KaluAd B

qacToTa HCM3BCCTHA

numManus CBIBOPOTKE KPOBH
Hapywenus co cmopomusi | BEpTUTO HEYacTo

opeama cuyxa u 1abupuHma

Hapywenus co cmopomwsl | BACKYITUT 94acTOTa HEU3BECTHA
€ocy008

Hapywenus co cmoponwl | Kalienb HEeYacTo
ObIXamenbHOU cucmembl,

0peanoe epyoOHOU KIemKu U

cpedocmenust

Kenyoouno-kuweynuvle 00J1b B )KUBOTE HEYacTo

HapyuweHus

Hapywenuss co cmoponwi
neueHu U Hcenuesvbl8o0AUUX

nymet

HapylICHHE byHKIUN

IICYCHH,
BKJIFOYAsl TOBBILICHUE KOHILIEHTPALUU

OounpyOuHa B I1a3Me KPOBU

qaCcToTa HEM3BCCTHA

Hapywenuss co cmoponsi

KOJCU U NOOKONCHBIX MKAHEl

AHTMOHEBPOTUYECKHUN OTeK,
OyJUIe3HbIN JepMaTUT, KOXKHas CHIMb,

KOKHBIN 3y[Q

qacToTa HEM3BCCTHA

Hapywenus co cmopoHvl | MUAITHUS 4acTOTa HEM3BECTHA
MbIUEYHOU, CKeIemHolu U

COCOUHUMEIbHOL MKAHU

Hapywenus co cmopoHwvl | HApyIICHUS byHKIIUN MOYEeK, | YacToTa HEM3BECTHA

12
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(S SR FTEHOC TE 0002]

NnoYeK U  MO4ebloO0sAUUX | TIOBBILIICHUE
nymet KpeaTMHHHA B CBIBOPOTKE KPOBU
Obwue Hapyuienus U | MOBBIIIEHHAs! YTOMJISIEMOCTb HEYacTo

peakuyuu 6 mecme 66e0eHUs

Tayuenmeui,

nojgydyarwwue npenapam ﬂuOGClH nocine neperHeceHrHoco

MUOKAPOA u/unu NPU XPOHUUECKOU CepOeyHOU HeOOCMAamouYHOCmu

ocmpozo ungapkma

CucTeMHO-OpraHHbII HesxkenarenbHasi peakuusi Yacrora
KJ1ace
Hapywenuss co cmoponsl | TpoOMOOIUTOIIEHUS 4acTOTa HEU3BECTHA
Kposu U JIumghamuueckoul
cucmemausl
Hapywenuss co cmoponul | peakuuu MOBBIIICHHON | YacTOTa HEM3BECTHA
UMMYHHOU cCucmembl YYBCTBUTEJIBHOCTH, BKJTFOYAs

ChIBOPOTOYHYIO 00JIe3HD

Hapywenua memabonusma u | TUIIEpKaTUEMUS HEYacTo
numarnus*
Hapywenuss co cmoponsl | TOJIOBOKPYXEHUE, 4acTo
HEepBHOU cucmeMmbl IIOCTYPAJILHOE F'OJIOBOKPY>KEHHE
00MOpOK, ToJIOBHAs 60JTh HEYacTo
Hapywenuss co cmoponwvl | BEpTUTO HEYacTo
opeaHa cuyxa u 1aoupuHma
Hapywenuss co cmoponwl | ycuaeHHe CHUMITOMOB XPOHUYECKOW | HEYacTo
cepoya CEpJEYHON HEOCTATOYHOCTH
Hapywenuss co cmopoHbl | BBIPaXKEHHOE CHIKEHHE AJl, | yacto
cocy008 opTocTaTuyecKasi THIOTEH3US
BaCKYJIHUT 4acTOTa HEU3BECTHA
Hapywenus co cmopoHul | Kalenb HEYacTo
obIXamenbHoU cucmembl,
0p2aHo8 2pyOHOU KIemKu U
cpedocmenust
Kenyoouno-kuweynvle TOILLIHOTA, Auapes HEYacTo
HapyuleHus
Hapywenuss co cmoponwvl | IOBBILIEHUE AKTHUBHOCTH | 4YaCTOTa HEU3BECTHA
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neyernu u Ofceﬂll€8b160()ﬂu4ux

nymetl

«IIEYEHOUYHEBIXD) d)epMe"l!IJI‘IOIB"'

NEOOUBATENTEHOCTE 0002)

Hapywenus co cmoponsl

KOOJICU U NOOKONCHBIX MKAHEL

aHFI/IOHCBPOTI/ILIeCKI/Iﬁ OTCK

HEYacTo

6YJ'IJ'I€3HBII71 JACpMATUT, KOKHAA CbIIIb,

KO>KHBIN 3y[Q

qyacToTa HEM3BCCTHA

Hapywenus co cmoponwl

MbIUEYHOU, CKelemHou U

COCOUHUMENbHOU MKAHU

MHaJIrus

qyacToTa HEM3BCCTHA

Hapywenua co cmoponel | HapylieHue QyHKIUH TOYEK 4acTo

NnoYeK U  MOYeBblBOOAWUX | OCTPass IOYEYHAs HEI0CTATOUHOCTh, | HEYACTO

nymeii MTOBBIIICHUE KOHLEHTpAluu
KpEeaTUHHHA B CBIBOPOTKE KPOBU
MOBBILIICHHE coJiep>KaHus a30Ta | 4acTOTa HEM3BECTHA
MOYEBHHHI B IJIa3M€ KPOBU

Obwue HapyuweHus u | acTeHus, MOBBIIICHHAS YTOMIISIEMOCTh | HEYACTO

peakyuu 6 mecme 66e0eH s

* OTMeuaeTcs TOBBIIICHUE KOHIEHTPALMU KalHs B CHIBOPOTKE KPOBU (YaCTOTa HEU3BECTHA) IO
pe3yJibTaTaM MOCTMapKETHUHTOBBIX UCCIICIOBAHUM.

Onucanyre OTACIbHBIX HeXKENaTSAbHBIX PEaKIIUN

llayuenmul ¢ apmepuanvrou cunepmensuetl

B xone kmuHUYeCKUX UCCIEA0BaHUH Y MAIIMEHTOB C apTePUATBbHON TUIepTEeH3NEN HabII01aTuCh
CIIENYIONINE HEXeJaTeNIbHbIC SBJICHUS, MPUYUHHO-CIICICTBEHHAS CBSI3b KOTOPBIX C MPUEMOM
mpernapaTa HE YCTAaHOBIIGHA: apTpalrus, acTeHHs, OOlb B CIIMHE, AHUAapes,, TOJOBOKPYKEHHE,
OeccoHHUIIa, CHIKEHHE TUOU 0, TOIHOTA, Iepudepudeckre oTeKu, GapuHrUT, PUHUT, CUHYCHUT,

MH(EKINY BEPXHUX JIbIXaTENIbHbBIX MTyTeH, BUPYCHbIE NH(EKITHH.

Iayuenmsl, nonyyarowue npenapam Juoean nocie nepeHecenHHo20 0Cmpo2o UHGApKma
MUOKAPOA U/ U NPU XPOHUUECKOU CepOeyHOU HeOOCMamouyHOCmu

B xone KJIMHUYECKUX HCCIICAOBAaHUI y TMAlMEHTOB TOCIE MEPEHECEHHOTO OCTPOro MH(papKTa
Muokapaa w/unu npu XCH HaOmroganuch Clienyronye HeXelaTelbHbIC SBICHUS, MTPUINHHO-
CJIEZICTBEHHAS CBSA3b KOTOPBIX C IPUEMOM Iperapara He yCTaHOBIICHA: apTpajrus, 00JIb B )KUBOTE,
00J1b B CIIHE, aCTEHUSI, 0ECCOHHUIIA, CHIDKEHUE JTMOUI0, HEUTpOTIeHus, epudepruuecKie OTeKH,

(bapuHTUT, pUHUT, CHHYCUT, UH()EKLIUU BEPXHUX IbIXaTEIbHBIX MyTeH, BUPYCHbIC HH(EKLINH.
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- (NMOCNEOOBATENEHOCTE 0002)

[Tpodwmie OezomacHocTH mpenapara /[MoBaH y MalMEHTOB C apTepUATbHOW THUIEpPTEH3HEW B
BO3pacTe oT 6 10 18 meT He oTaMYaeTcst oT MpoQuis 0E30MaCHOCTH BajJCapTaHa Y B3POCIBIX

ITalfMCHTOB.

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOJ03PEBACMBIX HEXKEIATENBHBIX PEAKIUAX IOCIIe PETUCTPAlluU
JICKapCTBEHHOTO TIperapara ¢ Meiblo 00eCredeHns] HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeIuIMHCKUM pabOTHUKAM pEeKOMEHAYeTCs
coo0IIaTh O JIIOOBIX MOJI03PEBACMbIX HEXKENATEIbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipemnapara
YCpe3 HALIMOHAJIBHBIC CUCTCMBI COO6HIGHI/I$I 0 HCXKCJIATCIIbHBIX PCAKIUAX IOCYyAapCTB — YJICHOB
EBpa3niickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickasa ®@eoepayus

OenepanibHas ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHeHUs

Anpec: 109012, r. Mocksa, CriaBsiHCKast IIIoIiaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYHHUKAITTOHHOM CeTH «HTepHeT:!

https://www.roszdravnadzor.gov.ru

Pecnyonuxa Apmenus

I'HKO «LlenTp 3KcniepTU3bl IEKAPCTB U MEAULIMHCKUX TEXHOJIOTHID
Anpec: 0051, r. EpeBan, np. Komuraca 49/5

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

OnektponHas modra: info@ampra.am, vigilance@pharm.am

CaiiT: www.pharm.am

Pecnyonuxa Kazaxcman

PI'TI na IIXB «HauvoHanpHBIA HEHTP 3KCHEPTHU3bI JICKAPCTBEHHBIX CPEACTB M MEAUIMHCKHUX
u3nenuity Komwurera MeaMuumHCKOro u  ¢apMaleBTUYECKOro KOHTpoJis MuHHCTepcTBa
3npaBooxpanenus Pecnyonmku Kazaxcran

Anpec: 010000, r. Actana, yi. A.Mmanoga, 13, 4 stax

Tenedon: +7 7172 235 135

OnextponHas noura: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

Caitr: www.ndda.kz

15



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 21.10.2024 e 23018
4.9 Tepenosuposka (MOCNEOOBATENBLHOCTL 0002)

CUMOTOMBI
[Ipu nepenoszupoBke mpenapara [[uoBaH OCHOBHBIM MPOSIBICHUEM SIBJISETCS BBIPAXKEHHOE

CHHIXCHHC A]_I, KOTOPOC MOKET IIPUBECTU K YTHETCHUIO CO3HAHU A, KOJIJIAIICY H/Un IIOKY.

Jleuenue

Jleyenne — CHMITOMATUYECKOE, XapakTep KOTOPOTO 3aBUCUT OT BPEMEHH, MPOLICAIIETO C
MOMEHTA IIpreMa Mpernapara, ¥ OT CTENEHU TAKECTU CUMIITOMOB.

[Ipu cnyuaiiHol nepeo3upPOBKE CIIEAYET BbI3BaTh PBOTY (€Cu mpernapaT ObUT MPUHAT HEAABHO)
WM MIPOBECTH MPOMBIBAHUE KeNyAKa. B ciayyae BOSHUKHOBEHUS BbIpaXeHHOTO cHIKeHUs AJl B
KauyecTBe Tepamuu HeoOXoauMo BHyTpuBeHHOe BBeneHue 0,9 % pacTBopa HaTpus XJIOpHUAA,
MAlMEHTA CIAEAYET yJIOKUTh, IPUIIOIHSB HOTH, HA HEOOXOIMMBIH U1 Tepanuu NeproJl BpEMEHH,
MPUHATH AKTHUBHBIE MEPHI 10 TMOJACPKAHUIO JCSITEIBHOCTU CEPACUHO-COCYUCTON CHUCTEMBI,
BKIIIOUasi PETYJSPHBIA KOHTPOJb ACSITENBHOCTU CEpAla M JbIXaTeNbHOM CHCTEMbI, 0O0beMa

I_II/IpKy.]'H/Ip}/'IOHIeﬁ KpOBH 1 KOJIUYCCTBA BLIHGHHGMOﬁ MOYH.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1 dapmakoauHaMHuYecKHe CBOIiCTBA

®dapmakoTepaneBTUUYeCKas TIpyIa: CpeAcTBa, JACHCTBYIOIIME HA PEHUH-aHTHOTEH3MHOBYIO
CUCTEMY; aHTarOHUCTHI PELENITOPOB aHTHOTeH3UHA 1.

Kox ATX: CO9CA03

Mexauusm nerctus U hapMakogruHaMudeckue YOO EKThI

Bancapran — axkTUBHBIM = crneuu@UuUecKWi aHTAarOHUCT PELENTOpOB aHruoteHsuHa II,
npelHa3HauYeHHbIH A7 npuema BHYTpb. M30uparensHo Onokupyer peuentopsl nmoaruna AT,
KOTOpbIe OTBETCTBEHHBI 3a 3(dextsr anrnotensuna Il. Cnencreuem 6mokaasl ATi-penentopos
ABJISICTCSL IOBBIIICHWE IUIA3MEHHOM KOHILICHTpAallMM aHruoreHsuHa II, KOTOpelii  MOKeT
CTUMYJUpOBaTh He3abnokupoBaHHble AT2-penientopsl. Bancapran He nMeeT CKOJIBKO-HUOYIb
BBIPOKEHHOW aroHUCTHYECKOW aKTMBHOCTH B oTHomeHun ATi-penentopoB. CponactBo
BajicapTaHa Kk peuentopam noaruna ATi nmpumepro B 20 000 pa3 BbllIe, yeM K peLenTopam
noatuna ATz, OTCYTCTBYIOT AaHHBIE O TOM, YTO BajJCapTaH B3aMMOJEHCTBYET WJIM OJIOKHPYET
Jpyrue TOPMOHAJbHBIE PELENTOPhl WIM HOHHBIC KaHalbl, MMEIOIIME BAKHOE 3HAYCHHE B
perynsaiuu QyHKIUI cepedHO-COCYTUCTON CUCTEMBI.

Bancapran nHe unrubupyer AIID, Taxke m3BecTHBIM Kak KuHHMHA3a II, KoTopwlii mpeBpalaer
anruotreH3uH | B anruorensuH Il M BBI3BIBaeT paspyllieHHe OpaJUKUHHMHA, YTO YMEHBIIAET

BEpPOATHOCTh BO3HMKHOBEHUS KalUlsl Npu HOpueMe mpemnapara JluoBaH. B cpaBHUTETBHBIX
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KIIMHUYECKUX HCCIICOBAHUAX BajicapTaHa C '1HFH6HT%'<;'1\:/;-%: Efi‘épr:tﬂgﬁ)'aﬁis;fhﬁ 'é';)"(oro

Kanuist Obuta moctoBepHo Hmke (p <0,05) y mammeHTtoB, monyudaBmux Bancaptran (y 2,6%
NAIMEeHTOB, TIOJyY4aBIIMX BaicapraH, u y 7,9% — mnomywyaBmmx wunruourop AllD). B
KJIMHUYECKOM HCCJIEOBAHUU YaCTOTA PAa3BUTHUS CyXOro Kalllls MpU MPUMEHEHUH BajicapTaHa U
TUA3UJIHOTO JIMYPETUKa y MAllMeHTOB C CyXHM KaluieM Ha (oHEe MpeAlecTBYIOIIEH Teparuu
uaruouTopom AIID cocraBuna 19,5% u 19,0% cooTBeTCTBEHHO MO CpaBHEHHIO ¢ 68,5%

NalMEeHTOB, KOTOpbIe noiy4anu naruoutop AIID (p <0,05).

Kinnanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

Ilpumenenue npu apmepuanvHou cunepmensuu y nayueHmos cmapuie 18 rem

[Ipu nedyeHun BajgcapTaHOM MALMEHTOB C APTEPUAIBHOW T'MIEPTEH3UEH OTMEYAETCS] CHUYKEHUE
AJl, HE conpoBOXKIAIOIIEECS H3MEHEHHEM YacTOThI cepaeuHbix cokpamenuit (UCC).

[Toce mpuMeHEHHsI BHYTPh Pa3oBOM 03B IMpemnapara y OOJBIIMHCTBA TAIMCHTOB HAYAJIO
AHTUTUIIEPTEH3UBHOTO JICHCTBUS HAOIIOaeTca B TeUeHHE 2 4, a MaKCUMaJbHOE CHUXeHue AJ[
JocTUraeTcs B mpenenax 4-6 4, coxpanstoneecs 0onee 24 yacos. [Ipu moBTOpHOM MPUMEHEHUN
npenapara MakCcUMajgbHOE CHUXeHue AJl, BHE 3aBUCUMOCTH OT HPHUHATON 03bI, OOBIYHO
JNIOCTUTaeTCs B mpeenax 2-4 HeAelnb W TMOANCPKUBACTCA Ha JOCTUTHYTOM YpPOBHE B XOJI€
JUIMTENIbHOW — Tepanuud. B ciydyae  OJHOBPEMEHHOrO  INPUMEHEHHWs  IIpernapara ¢
TUAPOXJIIOPOTUAZUAOM JIOCTUTAETCS IOCTOBEPHOE JOMOJHUTEIbHOE CHIKEeHHE A/l

Pe3koe mpekpaiieHne TPUMEHEHUs BajcapTaHa HE COMNPOBOXKIACTCA  3HAYUTEIIbHBIM
noBbllIeHHEM A/l WM IpYyrUMHU HEXKENIATeIIbHBIMU SIBJECHUSMU. Y TAUEHTOB C apTepHAIbHOMN
TUIEpTEeH3HEN, caxapHbIM 1uabeToM 2 Tumna U Hedponatue, IpUHUMAIOIINX BaJiCapTaH B J103€

160-320 mr, oTMeuaeTcst 3HAUMTENIbHOES CHIKEHHE poTeuHypuu (36-44%).

Ipumenenue nocie ocmpoeo unghapkma muoxapoa y nayueHmos cmapuie 18 nem

HpI/I MMPUMCHCHHUHU IIpEriapaTa B TCUCHUC 2-X JeT Y NanucHTOB, KOTOPLIC HAYAJIM MIPUHUMATL B
nepuoa oT 12 1 1o 10 mHEl mocie mepeHeceHHOro OCTPOro HH(papKTa MUOKapaa (OCI0OKHEHHOTO
JICBOKETYJJOYKOBOM  HEIOCTATOYHOCTHIO W/WUIM  CHCTOJIMYECKON JIuUChYHKIMEH JIeBOTrO
KEITYyA0UKa), CHUKAIOTCS MOKa3aTeln O0IIe CMEPTHOCTH, CEPICYHO-COCYANUCTON CMEPTHOCTH U
YBCIUYMUBACTCA BpEMS 10 nepBoﬁ rocrrTaaIn3aiuuy 1o moBoay O6OCTpeHI/I$I TCUCHUA XpOHI/I‘ICCKOI)’I
Cep/IEYHOM HEIOCTATOYHOCTH, IOBTOPHOTO MH(papKTa MUOKap/Ia, BHE3AITHON OCTAHOBKH CEp/Ia U
uHCYIbTa (0e3 netanpbHoro ucxonaa). [lpoduns 6e30macHOCTH BajicapTaHa y MAIMEHTOB C OCTPBIM

I/IH(I)apKTOM MHOKapaa CXOACH C TAKOBLIM IIPU APYTUX COCTOSAHUAX.

Ilpumenenue npu XporHuueckou cepoeyrol HedOCMamoYHOCmu y nayueHmos cmapuie 18 iem

[Ipu mpumeneHun BasicapTaHa (B CpeIHEW CyTOuHOH no3e 254 Mr) B TeYeHHE 2-X JIET Y

17



COOTBETCTBYET 3KCMEPTHOMY OTYETY
0121102024 N=23018
narmentos ¢ XCH 1T (62%), TII (36%) 1 IV (2%) byrkiHoHantmorokitaced fo ®iracerukarm

NYHA c¢ dopakmueit Beiopoca neBoro xkemygouka (JDK) menee 40% W BHYTpPEHHHM
nuactomuueckum auamerpom JDK Gomee 2,9 cm/M% modydaromux CTaHIApTHYIO TEPAIuIio,
Biitouass  uHruouropsl AllD (93%), mmyperuxku (86%), nurokcun (67%) u Oera-
aapenoOnokaropsl  (36%), oOTMedaercs JOCTOBEPHOE cHumkenue (Ha 27,5%) pucka
TOCHUTATIM3AIMK 110 TOBOAY obocTpenus Teuenust XCH.

Y mnamueHTOB, HE TMOJydaBmUX HMHTUOUTOPHl AIID, oTMedaeTcs 3HAYUTENBHOE CHIDKCHUE
nokazarenst oOmeil cmeptHoctn (Ha  33%), CepAEYHO-COCYAMCTON CMEPTHOCTH U
3aboneBaeMoctH, cBsizaHHOM ¢ XCH (BpeMs 10 HAcTyIIIEHUs MEPBOTO CEPlIEYHO-COCYTUCTOrO
COOBITHSI), KOTOPBIC OIEHUBAIOTCS IO CJICAYIOIIUM ITOKa3aTeIsiM: CMEPTh, BHE3aIHAsI CMEPTh C
MPOBEJCHUEM pEaHWMAIlMH, TOCHHUTAIU3alus 10 ToBoxy oboctpeHusi TteueHuss XCH,
BHYTPUBEHHOE BBEJICHNE MHOTPOITHBIX UM COCYAOPACIIUPSIONINX MPEnapaToB B TeUeHUE 4 WU
Oonee yacoB 0e3 rocrnutanuzanuu (Ha 44%). B rpymnmne nanueHToB, MOTyYarolIuX HHIHOUTOPHI
AII® (6e3 6era-anpeHOOIOKATOPOB), HA (POHE JICUCHHSI BaJICAPTAHOM HE HAOJFO1ACTCS CHIDKCHUS
nokasaresisi oOIIeld CMEpPTHOCTH, OJHAKO YMEHBUIAIOTCSl IOKa3aTelld CeplieYHO-COCYIUCTON
CMEPTHOCTH M 3a00jeBaeMocTH, cBsa3anHoi ¢ XCH Ha 18,3%.

B nenomM npuMmeHeHue BajicapTaHa NPUBOANUT K YMEHBIICHUIO YUCIIa TOCIUTAIM3AININA 110 TIOBOAY
XCH, 3amennenuto nporpeccupoanusi XCH, ynydmenuro ¢pyakuuonaipHoro kiaacca XCH mo
kinaccuukanmu NYHA, yBenuueHuto (Qpaxkiuyd BbIOpOCa JIEBOTO JKENMyJA04YKa, a TakkKe
YMEHBIIICHUIO BBIPAXEHHOCTH TMPU3HAKOB U CHUMIITOMOB CEPJICYHONH HEIOCTaTOYHOCTH U

YIYHYIICHUIO Ka4YCCTBA JXU3HU 110 CPABHCHUIO C l'IJ'IaI_IC60.

Ilpumenenue y nayuenmog cmapuie 18 nem ¢ apmepuanvHou cunepmeH3uel U Hapyulenuem
MONIEPAHMHOCMU K 2TIIOKO3€

[Ipy npumMeHEeHHHM BaJicapTaHa W HW3MEHEHHH 00pa3a XKU3HH OTMEYAIOCh CTAaTHUCTUYECKU
JIOCTOBEPHOE CHIKEHHE PHCKA Pa3BUTHS CaxapHOro auabera y JaHHOW KaTeropuu MaIMeHTOB.
Bancapran He OKa3pIBajl BIUSHHUS Ha YaCTOTY JICTAIbHBIX HCXOJOB B PE3yJIbTAaTe CEPJCYHO-
COCYJIMCTBIX COOBITHI, HH(pAPKTa MUOKap/la U UIIEMUYECKUX aTak 0e3 JeTalhbHOro MCX0ja, Ha
TOCTIUTATHM3AINH 10 MPUYUHE CEpACUHON HEJOCTATOYHOCTH WM HECTaOWIHHOW CTEHOKAPAWH,
apTepHallbHON pPEeBACKYJSIPU3AlMY, Y TAIMEHTOB ¢ HapyIICHHEM TOJEPAaHTHOCTU K TIIOKO3E U
apTepUaIbHOHN TUIepTEH3NEH, OTIIMYAIOIIMXCS 110 BO3PACTY, TIOIY U PACOBOM MPUHA/IIICKHOCTBIO.

eTH
Ipumenenue y demeti u noopocmkog om 6 0o 18 nem npu apmepuanvrol cunepmeH3uu
VY nereit u moapoctkoB oT 6 mo 18 meT BancapraH obOecreynBaeT J0303aBHCHMOE, IIaBHOE

camwkenue AJl. Ilpu npuMeHeHnn BajicapTaHa MaKCUMaJbHOE CHIbKeHUE AJl, BHE 3aBUCUMOCTH
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OT IPHUHSTOM 103bI, 0OBIYHO JOCTUTACTCS B TCUCHHE 2 Hd{&%ﬂ?l%ﬂﬁéﬁ%l@gm%!? E(;t’llJPIII'}-TB)TOM

YPOBHE B XOJI€ JUIMTEIBHON TE€PAITUH.

5.2 ®apmakokuHeTHYeCKHE CBOIiCTBA

AOGcopOuus

[Tocne mpuema mpenapata BHYTPb Cmax BajicapTaHa B IJIa3M€ KPOBH JOCTHIaeTCsl B TEUCHUE
2-4 gacos. Cpennsisi abconroTHast 6nogocTymHocTh 23%. [Ipu npuMeHeHnuu BajicapTana ¢ MUIIeH
AUC ymenbpmaetcst Ha 48%, XOTs, HauMHAs IPUMEPHO C 8-TO yaca Mocje MpueMa Impernapara,
KOHIIEHTpalusl BaJicapTaHa B IUIa3Me KPOBH KakK B Cllydae IpueMa ero HaTolllaK, TaK U B ciIyyae
npueMa C NUIeld, oauHakoBble. YMeHblieHne AUC, TemM He MeHee, HE COIMPOBOXKIACTCA
KIIMHUYECKH 3HAYMMBIM CHW)KCHHEM TepareBTUYCCKOro 3¢ (deKra, modTOMY BaJICApTaH MOKHO

MNPUHHUMATh HC3aBUCHUMO OT BPCMCHU ITPUCMaA IMUIIH.

Pacupenenenue

O6bem pacnpenenenus (Vd) Baicaptana B IepHOJ PABHOBECHOTO COCTOSHUSL IOCIIE
BHYTPUBEHHOT'O BBEJICHMSI COCTABJISLI OKOJIO 17 JI, 4TO yKa3bIBAa€T Ha OTCYTCTBUE BBIPAXKEHHOTO
pacripesiesieHusi BajicapTaHa B TKaHAX. BancapTaH B 3HAUYMTENbHOM CTENEHU CBS3BIBACTCS C

OenkamMu CHIBOPOTKH KpoBU (94-97%), mpenMyIeCTBEHHO C abOyMHUHAMHU.

BI/IOTDaHC(bODMaHI/IH

Basncapran He moaBepraercs BblpakK€HHOMY MeTaboiau3My (okosio 20% mpHUHSTON BHYTPb 03B
ompeeNnsieTcs: B BUJAE METab0IUTOB). [ MAPOKCUIBHBIN METa0OIHUT ONpeIesieTCs B T1a3Me KPOBU
B HU3KUX KoHIeHTpauusx (menee yem 10% ot AUC BaicapraHa). OTOT MeTabOIUT

(I)apMaKOJ'IOFI/I‘IeCKI/I HCAaKTHUBCH.

DIMMUHALIUA

Basncapran BeiBogutTcs 1ByxdazHo: a-¢asza c nepuoaom nonyseiBeneHus (T12q.) menee 1 vaca u -
¢aza ¢ Ti2p — oxoso 9 yacoB. Bancapran BHIBOJUTCS B OCHOBHOM B HEM3MEHEHHOM BH/JIE Yepe3
kuiedHuK (oxoio 83%) u moukamu (okoso 13%). Ilocne BHyTpUBEHHOTO BBEACHUS TUTA3MEHHBIN
KIIMPEHC BaJicapTaHa COCTaBJISeT OKOJIO 2 JI/4 W ero MmouyeyHblid KiupeHc coctasisger 0,62 /4

(oxomo 30% obmero knupenca). Ty, BasicapTaHa cocTaBisieT 6 4acos.

XpoHHYECKas cepAcuHas HeJ0CTaTOUYHOCTh

VY 1aHHOH KaTeropuu NanuueHTOB BpeMs HOCTUKEHUSA Cmax U T1/2 CXOJHBI C TAKOBBIMU Y 310POBBIX
noopoBosbiieB. lloBbimenne AUC U Cpax HOpSIMO MPOMOPIHOHATIBHO YBEJIMYEHHUIO O3Bl
npenapara (¢ 40 mr go 160 mr 2 paza). @akTop KymyJasuuu coctaBisieT B cpennem 1,7. [lpu
npreMe BHYTPb KIIMPEHC BajcapTaHa COCTAaBUI MPUOIN3UTENbHO 4,5 j1/yac. Bo3pacT maueHToB ¢

XCH He oka3bIBal BIUSHUS Ha KIMPEHC BAJICAPTAHA.
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JIMia moKMIoro Bo3pacTa (NOCNEOOBATENEHOCTE 0002)

VY HEeKOTOpBIX NMAalMEHTOB B BO3pACTE CTaplue 65 JIeT cucTeMHas OMOMOCTYIHOCTh BalcapTaHa

BBIIIIEC TAKOBOM Y NanueHTOB MOJIOAOI'0 BO3pacTa, OAHAKO, HC HMECT KIIMHUYCCKOI'O 3HAUCHU .

IloyeyHas HEJOCTATOYHOCTh

Koppemsus mexxay GyHKunei moyek 1 CHCTeMHON OMOIOCTYITHOCTBIO BajicapTaHa OTCYTCTBYET.
VY manuentoB ¢ HapymeHusmu ¢yHkiun noyek u KK OGomee 10 mMi/MUH KOppeKUIMH J103bI
npemnapara He TpeOyeTcs. B HacTosIee BpeMst He MMEeTCs TaHHBIX O IPUMEHEHUH Y allueHTOB,
HaXOJSIIIUXCSl HA reMojauanu3e. BaicapTan MMeeT BBICOKYIO CTEIIEHb CBSA3BIBaHUS ¢ OelKaMu

IJ1a3MbI KPOBH, ITIO3TOMY €I'0 BBIBEACHUC ITPU I'EMOJUATIN3C MAJIOBEPOATHO.

IIeueHOoUHAs HEAOCTATOYHOCTD

Y nanMeHTOB C JIETKUMH W YMEPEHHBIMH HapymeHHSAMH (QYHKIMHA TI€UYEHH OTMEYaeTcs
nossimieHne o6uogoctynuoctu (AUC) BancapTana B JBa pa3a MO CPaBHEHHUIO CO 3J0POBBIMHU
nobpoBonbiiamu. O1HaKo He HabmoaaeTcs koppensiuu 3HaueHnit AUC BasicapTana co CTENeHbIo
HapymeHus GyHKIHU nedenu. [Ipumenenne npenapaTa y NalieHTOB C TSDKEIBIMHA HapyIICHUSIMA

(GYHKIUM IEYEHU HE N3Y4aJIoCh.

CTHu
CDapMaI(OKI/IHeTI/I‘leCKI/Ie CBOMCTBaA BaJICapTaHa y JeTen u IMOAPOCTKOB B BO3pACTC OT 6 0 18 ner

HE OTJIMYAIOTCS OT (hapMaKOKMHETHYECKUX CBOMCTB BajicapTaHa y MaIlMeHTOB cTapiie 18 jeT.

5.3 /lanHble TOKJIHMHUYECKOH 0€30MaCHOCTH

[Tpu wm3yueHun >MOpHOGETATBLHOIO Pa3BUTUS Yy MbIIIEH, KPOJUMKOB M KpbIC HaOJII0]Aach
(EeTOTOKCUYHOCTb, KOTOpasi acCOLMUPOBANACH C MAaTEPUHCKON TOKCHMYHOCTBIO Y KpBIC NpHU
NPUMEHEHUHU BajicapTaHa B cyTOYHOU J103e¢ 600 MI/KI B CYyTKH, YTO MpUOIM3UTENLHO B 18 pa3
IPEBBIIIAET MAKCUMAJIbHYIO0 PEKOMEHIOBAaHHYIO CYTOUHYIO /103y ISl YeJIOBEKa U3 pacdyera MI/KT
Macchl Tefa (pacyer mpeanojaraeT CyTouHyto 103y 320 Mr BHYTph AJIs AllMEHTa C Maccoi Tena
60 Kr), u KpOJMKOB NpH TNPUMEHEHUH BajcapTaHa B CyTouyHoiW mgo3e 10 wmr/kr, 4TO
npuban3uTenbHo B 0,6 pa3 MpeBbIIaeT MAKCUMAJIbHYIO PEKOMEH/I0BaHHYIO CYTOUHYIO 103y AJIs
YyeJloBeKa M3 pacueTa MI/KI Macchl Tesa (pacdeT MpeanoiaraeT cyTouHyo 103y 320 Mr BHYTpb
JUlsd TanueHTa ¢ maccoil Tena 60 kr). He ormeueHo siBIeHUI MaTepUHCKONW TOKCHYHOCTH WU
(ETOTOKCHUYHOCTH MpH NPUMEHEHMHM Yy MbIIeil B CyTOYHbIX jgo3ax 1o 600 mr/kr, d4ro
NpUOIU3UTENBHO B 9 pa3 MpeBHIIAET MAKCUMAIbHYIO PEKOMEH/I0BAaHHYIO CYTOUHYIO 03y IS
YyeJloBeKa M3 pacueTa MI/KI Macchl Tesa (pacdeT MpeanoiaraeT cyTouHyo 103y 320 Mr BHYTpb

IS TIaITeHTa ¢ Maccou Tena 60 kr).
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6. DPAPMALIEBTUYECKHUE CBOIICTBA (NOCNEOOBATENEHOCTE 0002)

6.1 Hepeqenb BCIIOMOraTeJbHbIX BEIIECTB

Jlnosan, 80 mr, TabJIETKH, HOKPLITHIE IUIEHOYHOM 000JIOUYKON

AHopo mabaemku

IeJUTI0I03a MUKPOKPHCTAIUTNIECKAsT

KPOCIIOBH/JIOH

MarHusi creapar

KPEMHHUSI TMOKCH/T KOJUTOUTHBIN

Obonouka nieHoyHas

Premix GiieHO-po3oBas (runpomeriosa, Tutana auokeua (E171), makporon 8000, xenesa okeua

xenteiil (E172), xxene3a okcua kpacHslii (E172).

Jlnosan, 160 Mr, TabJIETKHU, HOKPHITHIE [IJIEHOYHONH 000JI0YKOMI

AHopo mabaemku

EJUTION03a MUKPOKPUCTALITMICCKAS

KPOCIIOBUIOH

MarHusi creapat

KPEMHUS TUOKCU] KOJUTOUTHBIN

Obonouka nieHouHast

Premix cBetmyio-kopuuHeBast (runpomesuiosa, Tutada auokcua (E171), makporon 8000, skernesa

okxcu xkentoiil (E172), xxene3a oxcua kpacuslii (E172), sxenesa okcun uepHsiii (E172).

6.2 HecoBMecTUMOCTH

He npumennmo.

6.3 Cpok rogHoOCTH (CPOK XpaHEeHHUs1)

3 rona.

6.4 Oco0ble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH

ITpu Temneparype He Beie 30 °C. [IpegoxpaHsaTe OT BO3ACHCTBUS BJIary.

6.5 XapakTep u coaepkaHne NEPBUYHON YIIAKOBKHU
[To 14 tabnetok B 6mucrepe u3 [IBX/IIBAX u amom. ¢oasru. Ilo 1 umm 2 Gnucrepa BmMecTe ¢

JIMCTKOM-BKJIAJIBIIIIEM B KAPTOHHYIO ITA4UKY.

6.6 Ocobble Mepbl NPETOCTOPOKHOCTH TPH  YHHYTOKEHHH  WCHOJbH30BAHHOIO
JIEKAPCTBEHHOr0  TpenapaTra WJH  OTXO0JA0B, MOJYYEHHBIX I0CJie NPUMEHEHHUs

JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUMYJISINUH ¢ IPenapaTom
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(NOCNEQCBATENEHOCTE 0002)

7. IEP)KATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHMUSA

IBeitnapus / Switzerland

Hosaptuc ®apma AI' / Novartis Pharma AG

JluxTmrpacce 35, 4056 bazens / Lichtstrasse 35, 4056 Basel

7.1 IlpeacTaBuTENb AEPKATE/IS] PETHCTPALMOHHOIO YA10CTOBEPEeHUs!

[Iperen3un norpedbuTene HAIPABIATE 10 aAPECY:

Poccuiickaa ®@eoepayus

00O «HoBaptuc ®@apmar

Anpec: 125315, r. MockBsa, Jlenunrpaackuii npocnekr, 1. 70

Tenedon: +7 (495) 967 12 70
daxc: +7 (495) 967 12 68

Onekrponnas moura: drug.safety russia@novartis.com

Pecnybnuxa Apmenus

000 «ACTEPUA»

Anpec: 0051, r. EpeBan, yn. Haupu 3apsu, 72/3
Tenedon: +374 115 190 70

DnexTponnas moyra: drugsafety.cis@novartis.com

Pecnybnruxa Kasaxcman

Owmman Komnanuu «Hoaptuc @apma Cepucaz Al B PecniyOnnke Kazaxcran

Anpec: 050022, r. Anmartsl, yi. Kypmanraser, 95
Tenedon: +7 727 258 24 47

OnextponHas noyra: drugsafety.cis@novartis.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. IATA TEPBUYHOMN PEIMCTPAIIMM (IIOJATBEPXJIEHHSI PETHMCTPAIIAH,

HEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 21.10.2024 N= 23018

(MOCNEODBATENBEHOCTE 0002)

10. JATA IEPECMOTPA TEKCTA

OO0mast XxapakTepuCTHKa JIEKApCTBEHHOro npemnaparta /[MoBaH nocTynHa Ha MHPOPMALMOHHOM
noptaie EBpazniickoro 3KOHOMHYECKOTO COI03a B MH()OPMAIIMOHHO-KOMMYHHUKAIIHOHHON CETH

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