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10 MEJIULIMHCKOMY TIPUMEHEHUIO JIEKAPETBEHRONE TPPETAPATAZ]

AHI'MAKAH/

Perucrpanmonnblii HoMep:

ToproBoe HanMeHOBaHUe: AHTHAKAH]T

Me:kayHapoaHoe HeMAaTeHTOBAHHOE HAMMEHOBAHUe: KaHeCapTaH
JlekapcTBeHHasi popma: TabJICTKH

Cocras

1 TabieTKa 8§ MI COIEPKHUT:

delicmsylowee geuyecmego:. KauaecapTana nuiexcet 8,0 mr;

8CcnomozamenvHble Gewjecmea: KpaxMmaldl KyKypy3HbId HpexenaTUHU3UpoBaHHbI 20,3 M,
KpoCKapMmesuio3a Hatpust 3,5 MI, J1akTo3bl MOHOruiapar 64,5 mr, marHus creapar 0,7 wr,
nosugoH K-30 3,0 mr.

1 Tabaerka 16 Mr COIEPKUT:

Oelicmsyrowee geujecmao:. KanaecapTana uuiaexcetun 16,0 mr;

8CcnomozamenvbHble Gewjecmea: KpaxMmaldl KyKYpy3HbIM MNpeKeIaTUHU3UPOBAaHHBIM 23,8 wMr,
Kpockapmesuioza Hatpust 5,0 mr, makto3sl MoHoruapat 90,0 mr, marnus creapar 1,0 wr,
nosugoH K-30 4,2 mr.

1 TabiaeTka 32 Mr COIEDIKUT:

Oelicmsyrowee geujecmao:. KauaecapTana nuunexcetn 32,0 mr;

6CnoMocamenvbHble Geujecmed:; KpaxMal KyKypY3HBIH TNpeKeTaTHHU3UPOBAHHBIA 27,5 wMT,
Kpockapmesuioza Harpusi 7,0 mr, Jiakto3el MoHoruapar 126,0 mr, maraus creapar 1,5 wr,
nosugoH K-30 6,0 mr.

Onucanue: TabIETKU KPYTIIbIE IBOSKOBBIMYKIIbIE O€JI0T0 UM MOYTH OENOoTo IBETA.
dapmakoTepaneBTHYeCKasi IPYNNA. CPEJICTBA, JICUCTBYIONINEC HAa PEHUH-aHTHOTCH3WHOBYIO
CHUCTEMY; aHTarOHHUCTHI PELIENTOPOB aHTHOTeH3uHa 11

Kox ATX: CO9CAO06.

DAPMAKOJIOTHYECKUE CBOMCTBA

Dapmaxoounamuka

AmnrunorensuH Il - ocHOBHOI TOPMOH pEHHMH-AaHTHOTEH3UH-AJIb/IOCTEPOHOBOI CUCTEMBI, KOTOPBI
UIPAET BAXKHYIO POJIb B IATOTE€HE3€ ApTEPUAIIBHON TMIIEPTEH3NH, CEPAEUYHON HEAOCTATOYHOCTH U
JPYTUX CepAEYHO-COCYTUCThIX 3abosieBaHUi. OCHOBHBIMH (DU3HOIOTHYECKUMHU 3 deKTamMu
aHrnoteHsuHa Il ABIAIOTCS BA30KOHCTPUKLMA, CTUMYJALUSA MPOIYKLUUH aJIbJIOCTEPOHA,

peryidanunuda BOAHO-3JICKTPOJIHUTHOIO roMeocCtrada M CTUMYJALNUSA KICTOYHOI'O poOCTa. Bce st



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

>QQeKTel  OmocpesoBaHbl  B3aMMOJEHCTBUEM  aHrHoTeH3uHaz: He o€ 7 jaHrnoreBsuHOBEIMU

(MOCNEOOBATENEHOCTE 0002)

penentopamu | tuma (AT1-penenTopsi).

Kangecapran - CeleKTHBHBIM aHTarOHUCT pelenTtopoB anruoTenswHa Il 1 Tuma (ATi-
pernentopoB). KanmecapraH He WHTHOMpYeT aHTHOTCH3WHNpeBpamammuid ¢gepmeHT (AIID),
KOTOpBIM OCYILECTBISCT NpEBpalleHHEe aHruoTeHsuHa | B anrumoreHsuH Il wu paspymaer
OpanukunuH; He BiuseT Ha AIID u He NPUBOIUT K HAKOIUICHUIO OpaJIMKMHUHA WM CYOCTaHLIUU
P. Ilpu cpaBHeHuu kaHmecapTaHa ¢ uHruouTopamu AlID pazBuTHe Kaluis peke BCTPEUAIOCh Y
NAIMEHTOB, IIOJIy4aBIIUMX KaHAecapTaHa uLuiekceTw . KaHgecapraH He CBS3BIBAaeTCS C
peLenTopaMu APYruxX TOPMOHOB U HE OJIOKMPYET MOHHBIE KaHAJIbl, YIaCTBYIOIIUE B PETYIISAILNH
GYHKIMA CepaeYHO-COCYIMCTON cucTteMbl. B pesymbrate OnmokupoBanus ATi-penentopos
aHruoTeH3uHa Il mpoucxoauT 10303aBUCUMOE MOBBIIIEHUE AKTUBHOCTU PEHHHA, KOHLIEHTPALUU
aHruoreHsuHa I, anrnorensuna Il 1 CHUKEHNE KOHLIEHTPALMU aJlbIOCTEPOHA B IIA3ME KPOBHU.
Apmepuanvnasn cunepmensus

[Ipu aprepuanbHOl TUIEPTEH3UM KaHAECAPTAH BbI3BIBAECT J0303aBHUCHUMOE JUIMTEIIBHOE
CHW)KeHHe aprepuasnibHoro naeneHust (AJ[). AdturunepreH3uBHbIM 3¢hdexkT mnpenapara
00yCJIOBJICH CHIDKEHHEM O0IIero nepudepruueckoro COMpoOTHBIECHUS COCYIOB, 0€3 M3MEHEHHUS
yacToThl cepaeunbix cokpamienuil (UCC). He otmeuanoch citydaeB BbIpaKEHHON apTepuaibHON
TUINOTEH3UU TOCie MpuéMa MepBOM J03bI IpermapaTa, a TakkKe CHHAPOMa OTMEHBI (CHHIPOM
«PUKOIIETay) MOCIe MPEKPALICHHS TePaITHH.

Havano aHTUrMnepTeH3WBHOrO JEWCTBUA IIOCIAE€ IpHUeMa NEpBOHM J03bl KaHAEecapTaHa
[UJIeKCeTHsIa OOBIYHO pa3BUBAETCs B TeueHue 2-x yacoB. Ha ¢one mpoaomxkaromieiics Tepanun
npenapaToM B (UKCHUPOBAHHOM J03e MakcUMajibHOE cHUXeHue AJl oObluHO AocTHraercs B
TeueHue 4 Helenb W COXPaHSAETCs Ha MNpPOTSHKEHUU JedeHus. KanpecapraHa UiIeKceTus,
Ha3Ha4YaeMbld OJMH pa3 B CyTKH, obOecreunBaeT 3(PpeKkTuBHOE U TIaBHOE CHIDKeHHEe AJ[ B
Te4eHHe 24 4yacoB C HE3HAUUTENbHBIMU KojieOaHusMu AJl B MHTepBaiax MeEXIy HpUeMaMu
ouepeHOM [03bl mpemapaTta. [IpumMeHeHMe KaHJecapTaHa IIWJIEKCETUIAa COBMECTHO C
THJIPOXJIOPOTUA3UAOM TPUBOJIUT K YCWJICHUIO aHTUTUIEepTeH3UBHOro sddexrta. CoBMECTHOE
NPUMEHEHHE KaHAecapTaHa I[WJIEKCETHUJIa W TUAPOXJIOpOTHa3HAa (MM aMJIOAUIIMHA) XOPOIIO
MIEPEHOCUTCSL.

O¢ddexTuBHOCTH MpenapaTa HE 3aBUCUT OT BO3pacTa U I0Jia NAIl[UeHTOB.

Kannecaprana nuiaekceTus yBeIMUMBAET MOYEUHBI KPOBOTOK U HE U3MEHSIET UJIM e TOBBIILIAET
CKOpPOCTh KJIYOOYKOBOH (HUIBTpAlMM, TOTr/Aa KaK IMOYEYHOE COCYIMCTOE CONpPOTHBICHHE U
dbunsTpanmonnas (pakmus cHwkarTcs. [Ipuem kaHaecapTana IuiIeKceTuaa B o3¢ 8-16 mr B
TedeHue 12 HeJenb HE OKa3blBA€T HEraTHBHOIO BIUSHUS Ha KOHIEHTPALUIO TIJIIOKO3BI U
JUNUAHBIN TpodUiIb y MAIMEHTOB C apTepHalbHOM THUIEPTeH3UEH W caxapHbIM guaberom 2

tuna. Kinamyeckoe JelcTBHe KaHACCapTaHa NHJIICKCCTHUIIa Ha II0Ka3aTCjib CEpACYHO-



COOTBETCTBYET SKCNEFTHOMY OTYETY
COCYIMCTOM 3a00JIEBAEMOCTH U CMEPTHOCTHU NpH npuéMe B 193e -8 16 mn (gpeansas me3a 12 mr)

OJIMH pa3 B CYTKH MCCIICIOBAJIOCH B XOJI€ PaH/I( MHSHDOﬁ%BMﬁW‘;&E%ﬁ 'ﬁ&l&e;i%%‘&ﬁha C

yuactueM 4937 noxuibix nanueHToB (Bozpact ot 70 go 89 ner, 21% nanuenToB B Bo3pacte 80
JeT W CcTapuie) C apTepHaIbHOW THUIEPTEH3MEW MSITKOW U YMEPEHHOW CTENEeHH TSIKECTH,
MOJIyYaIOLMX TEPaNUI0 KaHJecapTaHa LMJIEKCETWIOM B CpEeIHEM B TeueHue 3,7 JieT
(uccnemoanne SCOPE - wuccienoBaHne KOTHUTHUBHBIX (DYHKIMA W TPOTHO3a Y TOXKUIIBIX
nanueHToB). [lanmueHtsl monmyyanu —KaHAecapTaHa IMJIEKCETWI WiIM  1anebo, mpu
HEOOXOMMOCTH, B KOMOMHAIMKM C JAPYIMMH THIOTEH3MBHBIMH cpeacTtBamu. O6a pexunma
Tepanuy MoKa3aan 3QPEeKTUBHOE CHUKEHHE CUCTONIMYECKOro U auacronudeckoro AJl (c 166/90
no 145/80 MM pT.cT. B TpymHmne MamWeHTOB, IOJYy4YaBIIMX KaHaecaptaH, u ¢ 167/90 no
149/82 MM pT.CT. B KOHTPOJBHOH Tpymme) Ha (GoHe xopormiel nmepeHocuMocTH. KorHuTtuBHas
(GyHKIMS W KayecTBO KM3HHM COXPAHSINCH HAa XOPOIIEM YPOBHE B O0CHMX IpyIIax MalueHTOB.
Mexay STUMH JBYMS TpyHIamMH MalMEHTOB HE HAOJFOMaIoCh CTATHUCTUYCCKH 3HAYMMBIX
pa3iauurMii 4acTOThl Pa3BUTHUSL CEPIEYHO-COCYAMCTHIX OCJIOXHEHHMH IO TEePBUYHOM KOHEYHOU
TOUYKE, BKJIIOYAIONIEH CEepJCYHO-COCYIUCTYI0 CMEpPTh, pPa3BUTHE HECMEPTEIHLHOTO HH(papKTa
MHOKapJla M HECMEepTeNbHOro HuHCyJabTa. OJHAKO B TpYyIIE MalMeHTOB, MOJIYy4YaBIIUX
KaHJlecapTaH, PHUCK pa3BUTHSI HECMEPTEIBHOTO WHCyabTa Obul Ha 28% HUXKE, 4YeM B
KOHTPOJIbHOUM rpymme (OTHOCUTENbHbIN puck = 0,72, 95% noseputenbublii untepsan 0,53-0,99,
p=0,04).

XpoHuueckas cepoeynas HeOOCMamoyHOCmy

CormacHo pesynbraraM NmporpaMMmbl knuHudecknx uccienoBannii CHARM (Kanpecapran npu
XPOHUYECKON cepleyHor HenoctaToyHocTH - OueHka CHuxenuss YpoBHs CMepTHOCTH U
3aboneBaemMocTr) ¢ ywyactueM 7599 mnalnMeHTOB MNpPUMEHEHHME KaHAecapTaHa LMJIEKCEeTHIIa
(cpemusis nmo3za cocraBmiia 24 MI/CyTKH) TPUBOAWIO K CHIDKCHHMIO YacTOTHI CMEPTEIIbHBIX
UCXOJI0OB M HEOOXOJAMMOCTH B TOCHHUTAIU3alMU IO TOBOAY XPOHUYECKOH CeplIedHON
HEJOCTATOYHOCTH M K YJIYYIICHHIO CHCTOJMYECKOW (PYHKIIMU JIEBOTO Kelyaodyka. MenuaHa
JUTUTETTLHOCTU HaOI0eHUs cocTaBisiia 37,7 MecsIes.

B wuccnenoanuu CHARM-Alternative (n=2028) y nanumeHTOB CO CHIDKEHHOW (pakimeit
BbIOpoca neBoro kenynouka (®BJDK) < 40%, ne mnonywaBmmx wunruourop AllD wuz-3a
HENEPEHOCUMOCTH (B OCHOBHOM M3-3a Kanuig - 72%), KOMOMHMpOBAHHBIA KpUTEPHil,
BKIIIOUABIINI CMEPTH OT CEPICYHO-COCYIAUCTHIX 3a00JIEBAaHUN WIIH TIEPBYIO TOCITUTAIU3ALIUIO TIO
MOBOJY XPOHHUYECKOM CEepJeYHOW HEJOCTaTOYHOCTH, OBUI 3HAUUTENBHO HIKE B TpYIIe
MAIMEHTOB, IOJIy4aBIIMX KaHJEecapTaH, IO CPaBHEHHIO C TPyMIoil mianedo (COOTHOIIEHHE
puckoB = 0,77, 95% noseputenwpHBIN uHTepBan 0,67-0,89, p<0,001). CHmwxeHue
OTHOCHUTEJIBHOTO pucka cocTaBmwiio 23%. Ilpu 3ToM OBIJIO OTMEYEHO MOJIOKUTEIHHOE BIUSHHE

KaHAacCapTaHa MW Ha KaXIAYHO U3 COCTaBJIIOINHUX 3TOIO KOM6I/IHI/IpOBaHHOFO KpuUTCpus.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
IIpumenenye KanjaecapTaHa HUIEKCETHIIa IPUBDIUIIO K yTydHEHI0 XD yHKHHOHATIBHEIO Kacca

XPOHHYECKOH CepIedHOi HEeJ0CTaTOYHOCTH T10 maccnd)HE'aj}i;rﬂW'}_@—%Fdﬂg)c Tb 0002)

B wuccnemoBanun CHARM-Added (n=2548) y manuentoB co cHmxenHon DPBJDK < 40%,
noiay4aBmux HMHrHOUTOpHl AII®D, KOMOMHHMPOBAaHHBIA KPUTEPHH, BKIIOYABIIUN CMEpPTh OT
CepACYHO-COCYTUCTHIX 3a00JICBaHUN WJIM MEPBYIO0 TOCHHUTAIM3AIMIO MO MOBOLY XPOHHYECKOU
CepAeYHON HEJOCTaTOYHOCTH, ObUI 3HAUUTEIBHO HUXKE B IpYIIE MAlUEHTOB, MOJy4aBIIUX
KaHJecapTaH, MO CpaBHEHHIO C rpymnmoil mianebo (cootHomenue puckoB = 0,85, 95%
noBeputenbHbld  uHTEpBan  0,75-0,96, p=0,011), YTO COOTBETCTBOBAJIO CHUXKEHUIO
OTHOCUTENIbHOTO pucka Ha 15%. IlpuMeHeHue kaHzaecapTaHa LMWJIEKCETHIA HPUBOIWIO K
yAY4IIEHUIO0 (YHKIMOHAJIBHOIO KJlacca XPOHUYECKOM CepAeYHOM HEeIO0CTaTOYHOCTH 10
knaccudukanmu NYHA (p=0,020).

B uccinenoBanun CHARM-Preserved (n=3023) y namueHTOB ¢ COXPAaHEHHON CHCTOJIUYECKOM
¢yukaueit (OBJDK > 40%) He ObUIO BBISIBICHO CTAaTUCTUYECKH JIOCTOBEPHBIX DPA3IUYUI
3HA4YEeHUs1 KOMOMHMPOBAHHOTO KpUTEpHs 3()h(HEKTUBHOCTH, KOTOPBIM BKJIIOYANl B Ce€0sl 4acTOTY
CMEpTENbHBIX HCXOJ0B OT CEpACYHO-COCYIUCTBIX 3a00JE€BaHUN WM 4YacTOTy IEepBOM
FOCIMUTAIM3AIMK [0 TIOBOJY XPOHUYECKOW CEpIeYHONM HEJOCTaTOYHOCTH, B TIpymmax
KaHJecapTaHa W 1ianedo (coorHomenne puckoB = 0,89, 95% moBepHTENbHBI WHTEPBAI
0,77-1,03, p=0,118). IIpu >ToM OBLIO OTMEYCHO IOJIOKHUTEIHHOE BIUSHUE KaHJecapTaHa Ha
OJHY M3 COCTaBJSIOUIMX JAaHHOINO KOMOMHHMPOBAHHOIO KPUTEPHUs - CHHXKEHHE YaCTOTHI
TOCIHUTAIU3ALMM 110 TOBOAY XPOHUUECKOH CepeUuHO HETOCTATOUHOCTH.

B o0wenmHeHHOM aHanmm3e Bcex 3-x mcciemoBanuii nmporpamMmbl CHARM He Obi1o momrydeHo
JIOCTOBEPHBIX pa3IU4YMid 4YacTOThl CMEPTEIBHBIX HCXOJOB OT BCEX MPUYMH B TIpymnmax
KaHjecapTaHa M Iuiane6o (cootHomeHnue puckoB = 0,91, 95% noBepuTenbHBI HHTEpBA
0,83-1,00, p=0,055).

CHM)XKEHHE 4YacTOThl CMEPTENbHBIX HCXOJOB WM 4YacTOThl TOCHUTANIM3AMI 10 TMOBOAY
XPOHMYECKON CepJIeuHON HEAOCTATOUYHOCTH Ha (pOHE TepamuM KaHJeCapTaHOM HE 3aBHCEJIO OT
BO3pacTa, Moja MW comyTcTByromed tepanuu. Kangecapran takxke ObUT I(QQPEKTHBEH Y
NAMEHTOB, MPUHUMABIINX OeTa-aJpeHo0I0KaTOpsl B coueTaHuu ¢ uHruonropamu AllD, npu
3ToM 3¢ (}EeKTUBHOCTh KaHJecapTaHa HE 3aBUcela OT TOro, MNPUHUMAET JM [alUueHT
ONTUMAJIbHYIO 103y uHruouTropa AIl® wnum Her.

VY nanMeHToB C XpOHMYECKON CEpACUYHOM HEJOCTATOYHOCTBIO U CHMKEHHOM CHUCTOJIMYECKON
¢ynkuueit nesoro kemynouka (OBJDK < 40%), npuém kanaecapTaHa crnocoOCTBOBa
CHI)KEHMIO 0011ero neprudepuieckoro coCyIMcTOro COMPOTUBIECHHUS U KaMUJUISIPHOTO AaBJICHUS
B JIETKUX, MOBBIIIEHUIO aKTUBHOCTU PEHUHA M KOHIEHTpaluu aHruoteH3uHa Il B miazme kposw,

a TaK)KC CHUKCHUIO YPOBHS aJIbJOCTCPOHA.



COOTBETCTBYET 3KCMEPTHOMY OTUETY
Dapmaroxunemuxa ot 23.05.2024 N2 10105

(MOCNEOOBATENEHOCTE 0002)

Bcacwvisanue u pacnpeoenenue

Kannecaprana nuiexkceTusn ABISETCS TMPOJIEKApPCTBOM JUIsl  NpUeMa BHYTPb. bBbIcTpo
IpEeBpalaeTCs B aKTHBHOE BEUIECTBO - KaHAECAapTaH MOCPEACTBOM 3(UPHOTO THAPOJIHM3A IMPH
BCAaChIBAaHMHM M3 MHUIIEBAPUTEIBHOTO TpPaKTa, MPOYHO CBs3bIBaeTcs ¢ ATi-penentopamu u
MEIJIEHHO JHMCCOIIMUPYET, HE HMEET CBOWCTB aroHucra. AOCOIIOTHas OMOJOCTYNIOCTh
KaHJiecapTaHa IocJie IpueMa BHYTPb pacTBOpa KaHecapTaHa I[MJIEKCETHUJIa COCTABISET OKOJIO
40%. OrtHocuTenbHas OMOJOCTYIHOCTh TaOJIETUPOBAHHOTO IIperapara IO CPaBHEHUIO C
pacTBOpPOM IS IpUeMa BHYTPh COCTABIISICT MpuOmm3uTenbHo 34%. Takum oOpazoMm, pacdeTHas
abcomtoTHass OWOAOCTYNMHOCTH TaljeTupoBaHHOM ¢GopMbl mpenapara cocrtapisieT 14%.
MaxkcumanbHasi KOHIEHTpanusi B ChIBOPOTKE KPOBH (Cmax) AocTUraercs uepe3 3-4 yaca moclie
npuema TabaeTupoBaHHOK (Gopmbl npenapata. [lpu yBenndyeHnn n03bl Mpenapara B mpeaenax
PEKOMEHAYEMBIX KOHIIEHTpAIMs KaHaecapTaHa MOBBIIAECTCs JUHEHHO. DapMaKOKHHETHYECKHE
napaMeTpbl KaHJecapTaHa HE 3aBUCAT OT mona mnanueHTta. [Ipuém mnwumum He oKas3biBaeT
3HAQUUMOTO BJIMSAHHMS Ha IUTOMIagh IIOJ KpPUBOW «KoHIeHTpamus - Bpems» (AUC), T.e.
OJTHOBPEMEHHBI TPUEM NHINM CYIIECTBEHHO HE BIHMsIET Ha OWOIOCTYIHOCTH IIpernapara.
Kanzgecapran akTHBHO CBsi3bIBaeTCs ¢ Oenkamu ria3mbel KpoBu (> 99 %). O0beM pacnpeneneHus
kanjaecaprana cocrasiset 0,1 J/kr.

Memabonusm u evlgederue u3 opeanusma

Kanpgecapran, B OCHOBHOM, BBIBOJUTCS W3 OPraHW3Ma MOYKAMHU M JKEIYbI0 B HEM3MEHEHHOM
BUJC W JIMIIb B HE3HAUYMTENBHOW CTETNeHW MeTabonm3upyercss B TedeHd. llepmon
MOJIYBBIBEJICHUS KaHJecapTaHa COCTaBIsIeT NPUOIM3UTENbHO 9 yacoB. Kymynsius B opranusme
He Habmogaercs. OOLIMi KIMpeHe KaHecapTaHa cocTaBisieT okono 0,37 MII/MUH/KT. TIpU 3TOM
MOYeUHbI kiaupeHc - okoio 0,19 wma/mun/kr. [lodyeunas »SKCKpemus KaHecapTaHa
OCYIIECTBIISIETCSA MyTEM KIyOOUYKOBOM (PMIBTpAllMM W aKTHUBHOM KaHAIbIEBOUW cekpenuu. [Ipu
npuéMe BHYTpPb PaJUOAKTHBHO-MEUEHHOIO KaHjAecapTaHa IMJIeKceTusIa okojlo 26% ot
BBEJICHHOI'0 KOJINYECTBA BBIBOJUTCS MOYKAaMH B BUjE KaHjaecapTaHa U 7% B BHUJE HEAKTUBHOTO
MeTabosiMTa, TOTa Kak B Kaje oOHapyxkuBaercs 56% OT BBEIEHHOTO KOJMYECTBA B BHJIC
kaHgecapraHa 1 10% B Bue HEaKTUBHOI'O MeTaboINTA.

VY nmoxxuibix nanueHToB (crapmie 65 net) Cmax 1 AUC karnecaprana yBenmnuuBarotes Ha 50% u
80%, COOTBETCTBEHHO, MO CPABHEHHUIO C MOJOABIMH mManueHTamMu. OIHAKO THUMOTEH3UBHBIN
3peKT M yacToTa BO3HUKHOBEHHUS MOOOYHBIX A(PQPEKTOB MPHU MPUMEHEHMH KaHJecapTaHa He
3aBHCSAT OT BO3pacTa MalrueHTOB.

VY nanueHToB ¢ JETKUM U YMEpeHHBIM HapymerneM (GyHKiun modek Cmax 1 AUC kaHzecaprana
yBenuuuBairch Ha 50% u 70% cOOTBETCTBEHHO, TOTAa KaK MEepHO MOTYBBIBECHUS Mpenapara

HC U3MCHJCTCA MO CPABHCHHUIO C MAIUCHTAMU C HOpM&J’IBHOfI (pYHKHHCﬁ MOYEK. Y IMAlMEHTOB C
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TSOKENIBIM HapymenueM QyHKIuM 1nodek Cmax ¥ AUC kannecapTana yBemmpmsaics-Ha 50% u

110% COOTBETCTBEHHO, a MEPHOJ IMOJYBBIBEICHUS rfﬂlﬁ'aﬁp}ﬁ:‘]%ﬂ%'éﬁgcg Qj];'a—'s-"a' N4

MAIMEHTOB, HAXOASIIMXCSl Ha TeMOAuaan3e, ObUIH BBISIBICHBI Takue ke (apMaKOKMHETHYECKUE
napaMeTpbl KaHJecapTaHa, KaK y MalueHTOB C TSHKEIBIM HapylieHueM (DYHKIIHH MOYeK.

B 1nByx wucciienoBaHUsX C y4aCTHEM NAIMEHTOB C JIETKUM WM YMEPEHHBIM HapylIeHUEM
(GyHKIIMY TeYeHHn OTMEYalloch MoBbIIeHHe cpennero 3HaueHuss AUC kangecapTaHa mpuMepHO
Ha 20% B onHOoM uccienoBanuu U Ha 80% - B apyrom (cM. paznen «Croco0 mpumMeHeHHs U
n03b1»). ONBIT TPUMEHEHUS Yy TAIMCHTOB C TSOKEJIBIM HapylmieHHeM (QYHKIUUA TIeUYeHU

OTCYTCTBYET.

ITOKA3AHWA K MIPUMEHEHHIO

ApTtepuanabHas THIIEPTCH3HUS.

XpoHHYecKasi cepaeyHas HEJIOCTAaTOYHOCTh M HAPYIICHHE CHCTOJIMYECKON (YHKIIUU JIEBOTO
xemynodka (camkenue ®BJDK < 40%) B kadecTBe JOMOJHHUTEIHHONW TEpAMKM K HHTHOUTOpaM
aHruoTeH3uHNpeBpamaroiero ¢gepmenra (AIID) win npu HENEepPeHOCUMOCTH HHTHOUTOPOB

ATID (cMm. paznen «PapmMakogHAMUKAY).

ITPOTUBOMOKA3AHUSA

— [IloBbimieHHasT YyBCTBUTENBHOCTh K KaHJIECApTaHAa I[HMJICKCETWIY WIH JPYTUM
KOMITOHEHTaM, BXOJISIIIMM B COCTaB Iperapara.

— bepemenHoCcTh M TIEpHON TPYAHOTO BCKapmimBaHus (cM. pazpen «llpuvenenwe mpu
OEepeMEHHOCTH | B MIEPUOJT TPYAHOTO BCKAPMITUBAHUSY).

— Tsoxensie HapymeHUs QYHKIMH IEYEHU W/HITH XO0JIECTas3.

— Bo3spacr 1o 18 et (3¢ hexkTUBHOCTD U 6€30MACHOCTH HE YCTAHOBJICHBI).

— HenepenocuMocTh NaKTO3bI, AEPUIUT JaKTa3bl W CHHIPOM TIIFOKO30-TAJAKTO3HOM
ManbabCcopOIuu.

— OpnHOBpEeMEHHOE TPHUMEHEHHE C AIMCKHUPEHOM W TpenapaTamy, COAEp KalluMu
QIMCKUPEH, y TAIMEHTOB C CaXxapHbIM TUa0eTOM W/WIIM YMEPEHHBIMU WIN TSKEITBIMH
HapyILIeHUAMHU (QYHKIHU MoYeK (CKopocTh KiyboukoBol ¢uibTpanuu (CK®) menee 60
Mi/muE/ 1,73 M2 TIIOIma M TTIOBEPXHOCTH TeNa).

— OpnHoBpeMeHHOe NpuMeHeHne ¢ uHruouropamu AIID y nanmeHToB ¢ auabeTHYECKOU

HedponaTuei.

C OCTOPOKHOCTBIO

VY manmueHToB C TSDKEIOW TOYEeYHOW HEAOCTATOYHOCThIO (KIMpeHC KpeaTuHHHa MeHee 30
MJI/MUH), TIByXCTOPOHHUM CT€HO30M MOYEUYHBIX apTePU WIJIM CTEHO30M apTEPHUH €IUHCTBEHHON
MOYKH, C TEMOAMHAMUYECKHA 3HAYUMBIM CTEHO30M a0PTaJIbHOTO U MUTPAJIBHOTO KjarnaHa, mociie

nepeCcaak IIOYKH B aHAMHE3C, Yy MAlUCHTOB C LICpC6pOBaCI(YJ'I$IpHLIMI/I 3a00JIeBaHUSIMU U



COOTBETCTBYET 3KCNEPTHOMY OTYETY
umemudeckoi 6onesnsto cepaua (MBC), rufiepkanueMueiy, y JTaineHTOB: Q)| CHAKECHHBIM

00BEMOM LMPKYIHUPYIOIIEH KpPOBU, C MEPBHUHBIM ﬁ@r_é];a}lgtp&%é'ﬁ];%QCa-ﬁ%g;éyeT

JIOCTaTOYHOE KOJIMYECTBO HaHHBIX M0 KIMHUYECKHM HCCIEIOBaHUAM), TUNEPTpOoPUIecKon

0OCTPYKTUBHOU KapIMOMHUOTIATHEH.

ITPUMEHEHHWE ITPU BEPEMEHHOCTH U B IEPUO/ TPYJTHOI'O BCKAPMJINBAHUS
bepemennocms

[Ipumenenue mpemnapata AHruakaHJ BO BpeMsi OEpeMEHHOCTH MPOTHUBOIOKA3aHO (CM. pa3jen
«[IporuBomnokazanusi»). IlanueHTKH, NPUHUMAIOIIME Npernapar AHTHAKaHA, JOJDKHBI OBITh
MPEIyNpexRaACHbB 00 3TOM [0 IUIAHUPOBaHUS OEPEeMEHHOCTH, YTOOBI OHHM MOIJIM OOCYIUTH
albTepHATUBHBIC BAPHAHTHI TEPAIK CO CBOUM JICUAIIMM BPAayOM.

B ciywyae nuarHoctupoBaHus OepeMEHHOCTH Tepanus npenaparoM AHTHAKaH] JAOKHA OBITh
HEMEJUICHHO MpeKpallieHa U, Ipyu HeOOXOMMOCTH, Ha3HAUEHO alIbTEPHATHBHOE JICUCHHE.
[IpemapaTsl, OKa3bpIBAIOIIHME MPSMOE JCHCTBHE HA PEHUH-aHTHOTCH3WH-AIbI0CTEPOHOBYIO
CUCTEMY, MOTYT BBI3bIBATh HAPYILIEHUS Pa3BUTHUS IUJI0JA WM OKAa3bIBaTh HETAaTUBHOE JIEHCTBUE
Ha HOBOPOXJIEHHOTO, BIUIOTH JI0 JIETAJILHOTO MCXOJa, MPU MPUMEHEHUH Ipenapara BO BpeMms
OepemenHocTH. M3BecTHO, YTO Tepalnvs aHTarOHUCTAMH PEIeNTOPOB aHTHOTeH3nHa Il mMoxer
BBI3BIBATh HAPYIICHUS pa3BUTHS Iulofa (HapymeHue (QYHKIMM IMOYEK, OJIMTOTHAPAMHHUOH,
3aMeJUIeHne OCCU(UKALUKA KOCTeH Yeperna) W Pa3BUTHE OCIOKHEHHH y HOBOPOXKIECHHOTO
(movyeyHasi HEIOCTATOYHOCTh, ApTEepHUATbHAS TUIIOTSH3US, TUTIEPKAIUEMUS ).

Ilepuoo epyonoco eckapmausanus

B Hacrosimee Bpemsi HEM3BECTHO, NPOHHMKAET I KaHJEcapTaH B TIpyaHoe Mosoko. OnmHako,
KaHJecapTaH BBIACNSIETCS B MOJOKO JAKTHPYIOINIMX Kpbic. B CBS3M C BO3MOXKHBIM
HE)KeNaTeNIbHBIM JCMCTBUEM Ha TPYAHBIX JeTed, AHTMaKkaH[ He CJelyeT MPUMEHSTh B MEePUOJ

IPYAHOTO BCKAPMJIMBAHMSL.

CrnnocOobs NIPUMEHEHUS U A03bI
AHFI/IaKaH)I CJICAYCT IPUHUMATh OAUH pa3 B CYTKU BHE 3aBUCHUMOCTHU OT IIpUEMa IMUIIH.

ADmeDMaJZbHCl}Z cunepmen3us

Pexomenyemas HavanbHas W HOJAEpXKUBAIOLIas /1032 Mpenapata AHTHaKaH]l COCTaBIseT 8 MI
onvH pa3 B cyrku. [lanmenrtam, KoTOopbIM TpeOyeTcst JnanbHelmee cHukeHue All,
PEKOMEHIYEeTCS yBEIWYUTh J03y J0 16 Mr oaMH pa3 B CyTKH. MakcumanbHbIN
AQHTUTUIEPTEH3UBHBIHN 3 (EeKT TocTUTaeTCs B Te€UeHUE 4 HelleNb OT Hayaa JIeYeHHUs.

B cnyuae, ecim Tepamus npenapatoM AHTMakaHJ HE NPUBOAMT K CHKEeHHO AJl 1o
ONTUMAJIBHOTO YPOBHS, PEKOMEHYeTCs 100aBUTh K Tepaliuu THA3UIHbIN THypETHK.

Iayuenmul nodrcuno2o 6o3pacma

YV NauueHTOB MHOXKUIIOTO BO3pacTa HCT HCO6XO,[[I/IMOCTI/I KOPPCKTHUPOBATH HAYAJIbHYIO D03y



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
Ipenapara. ot 23.05.2024 N= 10105

(MOCNEOOBATENEHOCTE 0002)

Ilayuenmul ¢ Hapywenuem yHKyuu novex

VY manueHTOB € JIETKUM WJIM YMEPEHHBIM HapylleHHeM (pYHKUIHU MOoYeK (KIMPEHC KpeaTMHHWHA
30-80 wmu/MMH), BKJIIOYAs MAIMEHTOB, HAXOMSIIMXCS HA TEMOJUAIM3E, HavalbHas 1032
KaHJiecapTaHa cocTasiieT 4 mr. J{o3y ciieqyer TUTpoBaTh B 3aBUCUMOCTH OT TEPAIEBTUYECKOIO
s dexra mpenapara.

Knunuueckuil onpIT mpyUMeHEHHUs IpenapaTa y MalleHToB ¢ TSHKEIbIMUA HapyIIeHUIMU (QyHKIUN
MOYEK WM TEPMHUHAIIBHOM CTaJMel MOYEYHON HEJOCTATOYHOCTH (KJIMPEHC KpeaTMHHHA MEHEe
15 mur/muH) orpannyeH (cM. pazaen «OcoOble yKa3zaHus).

Tayuenmoi ¢ Hapywenuem ynKyuu neveHu

Y mnanuMeHToB € HapylleHueM (YHKUIMM TI€UeHU JIeTKOW M CpelHEeH CTENeHU TSHKEeCTH
PEKOMEHIyeTCsl HauMHaTh JICYEHWE C CYTOYHOM J03bl KaHjaecapTaHa 4 MI OJUH pa3 B CYTKH.
Bo3MoxHO yBenmuueHue 1036l P HEOOXOIUMOCTH. AHTHAKaH]] MPOTHUBOIIOKA3aH MAIUEHTaM C
TSOKENBIMU ~ HapylmleHussMH  (QYHKIUU  T[E€YeHH  W/WIM  XojlecTtazoM  (CM.  paszfen
«[IpoTHUBOIIOKa3aHUS).

Conymcemesyrowas mepanus

[Ipumenenue npenapata AHTMakaHJl COBMECTHO C JUYPETHMKAaMHU THA3UIHOIO TUIA (Hampumep,
TUAPOXJIOPOTHA3H]T) MOTYT YCHUJIMTh THIIOTEH3UBHBIN 2 (deKT mpemnapata AHTHAKaH].
XpoHnuueckas cepOeunas HeOOCMamoyHOCMb

PexoMenyemas HayanpHas J03a KaHAecapTaHa cOCTaBisAeT 4 M OJIuH pa3 B cyTku. [loBbliieHne
J103bI 10 32 MI' OJJUH pa3 B CYTKH WJIM 0 MAKCUMAaJIbHO NEPEHOCUMOM J03bI IPOBOAUTCS ITyTEM
e€ y/ZIBOCHMsI C MHTEepBaJlaMH He MeHee 2 HeJenb (cM. paznen «Ocolble yKazaHUs»).

Ocobvie epynnsl nayuenmos

[TaruenTamM MOXWIIOTO BO3pacTa W MAalMEHTaM C HapylleHHeM (YHKLIHU IOYeK, MEeYEeHU WU
TUIIOBOJIEMHUH HE TpeOyeTcs M3MEHEHNE HaualbHOU 035l IIpernapara.

Ilpumenenue y oemetl u n0OpOCmMKo8

bezonacHocTh 1 3(hPeKTUBHOCTH MPUMEHEHHSI KaHJecapTaHa y JeTeil 1 MOJpOCTKOB (B BO3pacTe
1o 18 5iet) He yCTaHOBIIEHBI.

Conymcemsyrowas mepanus

AHTHaKaHj] MOXHO Ha3HA4YaThb COBMECTHO C JPYTUMH CPEJACTBAMH, NPUMEHSIEMBIMUA TIPH
Tepanuu XpPOHUYECKOW CepJeYHON HEIOCTaTOYHOCTH, Hampumep, uHruoutopamu AllID, Gera-
aapeHoOJIoKaTOpaMu, AUYPETUKAMH U CepAeYHBIMU Triuko3uaamu (cMm. paszzmen «OcoObie

yKazaHus», «@apmMakoJUHAMUKAY).

IOBOYHOE JEIICTBUE

Apmepuanvnasn cunepmen3us



COOTBETCTBYET IKCNEFPTHOMY OTYETY
ITo6ounbIe >)DEKTE B X0A€ KIMHUYECKUX MCAIEN0BAHUN HQGHIM YMEPEHHBI {1 TIPSX O

it e i H i — nnean
XapakTep M OBUIM COMOCTAaBUMBI 1O YacTOTe C '-pdy'fim-l%‘]'ﬂgl?iﬂ%ﬁbwaﬁ Yactora

BO3HMKHOBEHHUsI MOOOYHBIX 3(pdekToB Ha PoHe mpuéma mpenapara KaHjecapTaHa He 3aBUCEa OT
JI03bI TIpenapara, oja 1 Bo3pacTa namuenrta. Jacrora ciryuaeB MpeKpaiieHus TEParuu B CBSI3U C
no0oYHBIMH 3P dexTamMu ObUIa CXOAHON MpPU UCTONBb30BaHWMHU KaHaecapraHa (3,1%) u mnamne6o
(3,2%).

B Xxome 0OBEOTMHEHHOrO aHalW3a JAHHBIX NPOBEICHHBIX HCCICAOBAaHUA COOOIIAIOCh O
crenyrmux 1To0ouHBIX dddekrax, gactro (>1/100) BcrpeuaBmuxcs Ha (oHe mnpuéma
KaHzjecapTaHa muiekcermia. Onucannsie modounsie 3h(ekTs HabII0AaMNCh C YaCTOTONW XOTS
6561 Ha 1% Oosbie, yeM B rpynmne mianebo. [1o atomy onpenenenuto Haubosee 4acTo OTMEYaIN
TOJIOBOKPY)KEHUE/BEPTHUTO, TOJIOBHYIO 00JIb M PECITUPATOPHBIC HH(EKIIHH.

B rtabmume HWwKe mpeAcTaBiIeHbl NOO0OYHBIE A(PQEKTH, OTMEYEHHBIE B KIMHHUYECKUX
MCCIICIOBAaHMSX M ITPH MOCTMAPKETHUHTOBOM IIPUMEHEHUH.

YacToTa BOBHUKHOBEHHS MOOOYHBIX PEaKIMid B TAOJIMIIAX pa3jieia MpeACTaBICHa B CICAYIONICH
rpaganum: oueHb yacto (> 1/10), gacto (> 1/100, < 1/10), Hewacto (> 1/1000, < 1/100), penko (>
1/10000, < 1/1000) u ouens peaxo (< 1/10000).

Kaacc cucremnbl opraHos Yacrora HexenareapHas peakuus
WNudexnmnonnsie 51 napasurapssle | Hacto Pecnimparophsie nHpEKINH
3a0071€eBaHUsA

Hapymienus co croponsl kpoBu U |Ouenb peaxo |JleiikoneHus, HEUTponeHUs U
TUM(aTHIECKON CHCTEMBI arpayJIOLIUTO3

Hapymenuss co crtoponsl  oOmeHa | OueHb penko | [umepkanuemus, THIOHATPHEMUS
BEIIECTB U MUTAHUS

Hapymenuss co cropoHsl HepBHOI | YacTo I"os10BOKpYKEHUE/BEPTHUTO, TOJIOBHAS
CHCTEMBI 0016

Hapymenns co cropoHsl Ouens penko | Kamens

JBIXaTeIbHON CUCTEMB, OpraHoB

TPYAHOM KJIETKH U CPEIOCTEHHS
Hapymenns co cropoHsl Ouens penko | TomHoTa

JKCJIIYJOYHO-KUIIICYHOT' O TPaKTa

Hapymenns co croponst mnedenn u|Ouens peako |lloBblmieHne akTHBHOCTH
JKETUYEBBIBOJAIINX MyTEH «IEYEHOYHBIX» (PEPMEHTOB, HAPYIICHUE
(YHKIUY [IEYEeHH WIH TeraTuT

Hapymenuss co crtoponsl koxu U |OdYeHb peKo | AHTHOHEBPOTHUYECKUN OTEK, KOJKHAS CHITIb,

MOAKOXKHBIX TKaHEeH KpaIluBHUIIA, KOXKHBIN 3y
Hapymenus co cTopoHBl cKeneTHo- | Hacto Boub B crinbe
MBIIIEYHON U COEUHUTENbHON TKaHU OueHs penko | ApTpanrus, MAAITHS

Hapymenuss co croponbl modek u|OueHb penko |Hapynienue GyHKIMM modek, BKIIOYAs
MOYEBBIBOJISAIINX TyTEH MOYEYHYIO HEJIOCTATOYHOCTD Y
MPEIPACIIOIOKEHHBIX IMAlMEHTOB (CM.
paznen «OcoOble yKa3aHus»)

OO01ue paccTpoicTBa U HAPYIIICHHS YacTto CmabocTh
B MECTE BBEJICHUS




COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
Jlabopamopnvie noxazamenu. B LIEJIOM, NIPU NPHUMEHEHHH K3HIECAPTAHA HE: QBIN0FO0TMEUEHO

KIIMHUYECKH 3HAYUMBIX W3MEHEHUW CTaHIapTHBIX naé%?oﬁg Eh"(')};%glfé-llf;% TRai% ';lrj :Il'I‘pI/I

NPUMEHEHUU JPYIHX CPEACTB, BIUSIOMUX WIA JEHCTBYIOIIUX HAa PEHUH-AaHTHOTEH3MH-
QITBJIOCTCPOHOBYIO CHCTEMY, MOXKET HAOIIOAaThcsl HEOOJBIIOE CHUKCHHE TeMOTIoOuHa.
Habmioganock yBennueHne KOHIIGHTPAUU KpEeaTUHUHA U MOYEBHHBI, YBEITHMUEHHE COJCPKAHUS
Kanust u YMEHbILICHUE coJiep>KaHus HaATpHUSL. [ToBbiIcHNE AKTUBHOCTH
ananuHaMmuHoTpancgepaspl (AJIT) ObUIO OTMEYEHO HECKOJIBKO dYalle Mpu MNPUMEHEHHUU
KaHJecapTaHa B cpaBHeHuu ¢ 1mianedo (1,3% nportus 0,5%). [Ipu npuMeHeHUn KaHecapTaHa
OOBIYHO HE TpedyeTcs pEerysIpHOTO KOHTPOJs JabopaTOpHbIX mokazartened. OmHako y
NAIMEHTOB C HapylIeHHeM (YHKIMH MOYEK PEKOMEHIYeTCS NEepUOAMYECKH KOHTPOJIUPOBATH
coJiepyKaHue Kaausl U KOHIEHTPALMIO KpeaTHHIHA B CBIBOPOTKE KPOBHU.

Xponuueckas cepoeunas HedOCMAamoyHOCmb

[ToGounbie 3¢ ¢eKTr, BBISBICHHbIE Ha (OHE NPUMEHEHHS KaHIECapTaHa Y MaIeHTOB C
XPOHUYECKOW  CEepJIeYHON  HENOCTaTOYHOCTHbIO, COOTBETCTBOBAIM  (PapMaKOIOTHUYECKUM
CBOIICTBaM mpemnapara U 3aBUCEIH OT COCTOSHUS MalleHTa. B Xxoe KIMHUYECKUX HCCleA0BaHUN
CHARM mnpoBoamioch cpaBHeHHE KaHiecapTaHa B jgo3ax g0 32 mr (n=3803) c¢ mrane6o
(n=3796), 21% mnanueHTOB W3 TPYIIbl KaHJIecapTaHa HuiIekceTwnaa, u 16,1% MalnueHToB u3
rpynnsl wianedo MpeKpaTuiiu JICYeHHe W3-3a BO3HUKHOBEHHS MOOOYHBIX peakuuid. Hambonee
YacTO BCTpEYABIIMMHUCA MOOOYHBIMU d(pdexTtamu ObUIM TUMEPKATHEMHs, BbIPAXKECHHOE
camwkenne A/l u Hapymenne QyHKIUH MTOYeK. DTU SBICHHUS ObLIN O0Jiee YaCTHIMHU y MAIlUCHTOB
crapme 70 JeT, MaMEHTOB C CaxapHbIM IUA0ETOM WM TOJYYalOIIUX JPYTHe Mperaparsl,
BJIMSIONIME HA PEHUH-aHMOTEH3HH-AJIbJOCTEPOHOBYIO CHCTEMY, B YaCTHOCTH, MHTHOUTOp AIlD
W/WIIN CIIMPOHOJIAKTOH.

B Tabnune Huxe npenacrtaBieHbl NoOOYHbIE A(P(EKTbl, OTMEUYEHHbIE B KIMHUYECKHX

HCCIICOOBAHUAX U MTPHU MOCTMAPKETUHIOBOM IMMPUMCHCHUU.

Kuaacce cucreMbl opranos Yacrora HexenarenpbHasi peakumst
Hapymenns co cTOpoHBI KpOBU U Ouenb penko | JlelkoneHus, HEUTPONIEHUS U
nuM(aTHIECKON CHCTEMBI arpaHyJoLInuTO3
Hapymenus co ctoponst oOmMeHa Yacro I'mnepkanuemust
BEIIECTB U MUTAHUS Ouenb penko | ['umonarpuemus
Hapymienust co cTOpOHBI HEPBHOM Ouenb penko | [onoBoKpykeHHE, roJIOBHAs 0OJIb
CUCTEMBI
Hapyuienust co cTopoHsI cOCy10B Yacro BripaxxenHoe camxenue A/l

Hapymenns co cropons! npixatensHoit | Ouens peako | Kamens
CUCTEMBI, OPTaHOB I'PYTHOM KJIETKU U
CPEIOCTEHUS

Hapyuenus co cTopoHbl Ouens penko | TomHOTa
JKEIIYJOYHO-KUIIEYHOI O TPAKTA
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COOTEBETCTEYET JIKCOEPTHOMY OTYETY
Hapyienust co cTOpoHbI eYeHU U Ouenb peaxo | [ToBbIIgHIS ] GRTABHOCTEH | GHCHSHOUHBIX)
JKEITYEBBIBOAIIMX IIyTeH OEAMERTHB | KRyl e e, My AR TeUeHun

YT TCIHATAT

Hapymienust co CTOpOHBI KOXKHU U OueHb peko | AHTMOHEBPOTHUECKUI OTEK, KOKHAsl CHIIb,
HOJIKOKHBIX TKaHEH KpaIiBHUIA, KOXKHBIN 3y
Hapymienust co cTOpoHbI CKENETHO- Ouens penko | bonb B crivHe, apTpairusi, MAaITUs
MBIIICYHON 1 COSTMHUTEIBHON TKaH!
Hapymenust co cTopoHsl IOYEK U Yacto Hapymienne ¢QyHKIuuM Tmouek, BKIIOYas
MOYEBBIBOJSLIUX ITyTEH MOYEYHYI0 HEAOCTATOYHOCTb Y

NPEApacIoNOKEHHBIX — MAalMeHTOB  (CM.
pazzaen «Ocolble yKa3aHusD»)
Oo6mue paccTpoiicTBa U HAPYIICHUS B Ouens penko | Crabocthb

MECTC BBCACHUA

Jlabopamophvle uzmenenus: NOBBIIIEHNE KOHIIEHTPALUN KPeaTHHUHA U MOUYEBUHBI, IIOBBIILICHHUE
comepxkaHus Kanus. PeKOMEHIyeTcss KOHTPOJMpOBaTh KOHILICHTPALMIO KpEaTUHUHA U

COJIep’KaHue Kalus B CBIBOPOTKE KPOBH.

IIEPETO3UPOBKA

Cumnmonmbi

Ananm3 (papMaKoJOTHUECKHX CBOWMCTB Mperapara MO3BOJISIET MPEoiararb, 4YTO OCHOBHBIM
NPOSIBIICHUEM TIEPEIO3UPOBKM MOXKET OBITh KIMHUYECKH BBIpaXeHHOE CcHWkeHne AJl u
rOJIOBOKPY)KE€HHUE. BblUM omucaHbl OTHENbHBIE Clyyau MEepeJo3UpOBKH mpemnapara (10 672 mr
KaHJecapTaHa LMJIEKCeTUsa), 3aKOHUYMBIIMECS BBI3JIOPOBIEHUEM MAIMEHTOB 0€3 TSHKEJbIX
IIOCJIEICTBHM.

Jleuenue

[Ipy pa3BUTUM KIMHUYECKH BBIPAKEHHOTO CHIXeHHd AJl HeoOXoIumMo MpOBOJUTH
CHUMIITOMAaTUYECKOE JIEYEHHE U KOHTPOJIMPOBATh COCTOSHUE MallMEHTa. YJIOXKHThH MalMeHTa Ha
CIHHY, IPUTIOTHATh HOTH. [Ipn HEOOXOIMMOCTH CIieAyeT YBEIHMYUTh 00BEM IUPKYIHUPYIOMICH
I1a3Mbl KPOBHU, HAalIpUMeEp, MyTeM BHYTpuBeHHOro BBeaeHus 0,9% pacTBopa HaTpus xjiopuaa. B
cillyuae HEOOXOJMMOCTM MOTYT OBITh Ha3HAuY€Hbl CHMIATOMHUMETHYECKHE Iperaparsbl.

KaHL[ecapTaH HC BBIBOAUTCS C ITIOMOIIBIO I'CMOAMATIN34a.

B3AMMOJENCTBHUE C APYITUMHU JEKAPCTBEHHBIMU CPEJICTBAMUA

OpnHOBpeMEHHOE NPUMEHEHHE AHTaroOHHCTOB pelenTtopoB aHruoreHsuHa Il ¢ mpemaparamu,
COJIepKallMH aJMCKUPEH, MPOTUBOINOKA3aHO y MAIMEHTOB C CaXapHbIM JMAa0ETOM W/WIH C
YMepeHHOH MM TsKenoi modewHoit HemocTatounocThio (CK® menee 60 wmum/mun/1,73 M2
IUIONIAIM MOBEPXHOCTU TENAa) U HE PEKOMEHIYETCs y APYrux nanueHToB. OQHOBpEMEHHOE
IPUMEHEHHE aHTaroHUCTOB peuentopoB aHruoreHsuHa Il ¢ wunruburopamu  AIlD
IIPOTUBONOKA3aHO y MAllMEHTOB ¢ AUa0eTHYecKol HedpomnaTuel 1 He pEKOMEHIyeTCs y APYTUX
narueHToB (cM. pasnensl «lIpoTuBonokazanus» u «OcoOble yKa3aHU»).

B (I)apMaKOKI/IHCTI/I‘-IeCKI/IX HNCCICIOBAHUAX OBLIO HN3YYCHO COYCTAHHOC IPUMCHCHUC
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
KaHjecapTaHa C  THJIPOXJIOPOTHA3HIOM, BaphHapuHOM, - AUTOKCHHOM= TEPOPaTbHBIMH

KOHTpAIENTUBAMH (3THHHIIICTPAINOJ/JICBOHO] recmenﬂ!—l';%%%%JMFH{;I&JLHAQ;IQSM u

sHananpuioM. KiimHndecku 3Ha4MMoro papMakOKHHETUYECKOTO B3aMMOJICHCTBUS BBISBICHO HE
ObLI10.

Kanzgecapran MeTa0onM3upyercs B IEYEHH B HE3HAYUTEIBHOH CcTeneHu (u30(hepMeHTOM
CYP2C9). [IpoBenenHble MCCAEIOBAHMS 0 B3aUMOJCHCTBUIO HE BBISBHIIN BIUSHHS IIperapara
Ha nzoepmentsl CYP2C9 u CYP3AA4. neiictBue Ha apyrue n30(0epMEHTHI CUCTEMBI IIUTOXPOMA
P450 ne uzyueno.

OpnHOBpeMEHHOE NPUMEHEHHE KaHJecapTaHa C JpPYIMMM TMIOTEH3UBHBIMU CpPEICTBAMU
MOTEHLUPYET aHTUTUIIEPTEH3UBHBIN AP PEKT.

OnbIT NpUMEHEHUs IPYTUX JIEKAPCTBEHHBIX CPENCTB, JCUCTBYIOIIMX HA PEHUH-aHTMOTEH3HH-
aJIbJIOCTEPOHOBYIO CHUCTEMY, MOKA3bIBAET, YTO COIYTCTBYIOLIAs Tepamnus KajauicOeperamomumMu
JUypeTHUKaMU, IpernapaTaMu Kajus, 3aMEHMUTEISIMU COJIM, COAEpKAILUMMU Kalui, U JpyruMu
CpEICTBAMH, KOTOPbIE MOTYT IOBBIIIATH COJACp)KaHUE Kajus B CHIBOPOTKE KPOBH (HAmpumep,
rernapyH) MOXET MPUBOAUTH K Pa3BUTHUIO THIIEPKATHEMHH.

[Ipu codeTraHHOM Ha3HAuEHWH TNpenapaToB JuTHs ¢ uHruomropamu AlID coobmanocs 00
00paTMMOM MOBBIIIEHUH KOHIIEHTPALMU JUTHUSI B CHIBOPOTKE KPOBH U Pa3BUTHH TOKCHYECKHX
peakiuii. I[lomoOHBIE peaklMu MOTYT BCTpEYaTbCsl W MPU TNPUMEHEHHUH aHTaroHHCTOB
peuenTopoB aHruoTeH3uHa I, B CBsA3M ¢ 4eM PEeKOMEHIYeTCsl KOHTPOJIUPOBATh KOHLIEHTPALUIO
JIUTHS B CBIBOPOTKE KPOBU ITPH KOMOMHUPOBAHHOM IIPUMEHEHUH 3TUX MIPENapaToB.

IIpy ODHOBPEMEHHOM IPUMEHEHMHM aHTarOHHCTOB pPELEenTopoB aHruoreHsuHa Il wm
HECTEPOUHBIX IMPOTHUBOBOCHAIUTENbHBIX mnpenapatoB (HIIBII), B Tom 4ucne ceneKTUBHBIX
MHTUOUTOPOB LMKIOOKCUT€Ha3bl-2, alleTUICAIULINIOBOM KHCIOTHl (Oosiee 3 TI/CyTKH) MOXKET
OTMEYAThCsl CHIYKCHUE aHTUTUIIEPTEH3UBHOTO Y deKTa.

Kak u npu npumenenun wunruoburopo AIID, onHOBpeMeHHOE NPUMEHEHHWE AHTArOHHCTOB
peuenTtopoB anruorensuHa Il u HIIBII MoxeT yBenuuuBaTh pUCK HapylleHUs (PyHKIMU MOYEK,
BKJIIOUYAsl OCTPYIO MOYEYHYIO HENOCTATOYHOCTH, IOBBIIIEHUE COACPKAHMS Kallus B CHIBOPOTKE
KpOBU, OCOOCHHO Yy TAaIMEHTOB CO CHIDKCHHOW ¢yHKuuend mouek. Cremyer coOI0aaTh
OCTOPOXKHOCTh TPU OJHOBPEMEHHOM INPUMEHEHUH 3TUX IPEenaparoB, OCOOEHHO Yy MOXKHIIbIX
MAlMEHTOB U y MAlMEHTOB CO CHUKEHHBIM O0BEMOM LMpKyIHpyromeld kposu. [lannentam
HE00X0/IMMO KOMIICHCHPOBAaTh MOTEPI0 JKUAKOCTH M PEryISIpHO KOHTPOJIUPOBATH (PYHKIIUIO
MOYeK MocJie Hayasla KOMOMHUPOBAHHOM Tepaniy U MepUOJUUECKU Ha (POHE TaKOW TepanuH.

BI/IOJIOCTYHHOCTI) KaHacCapTaHa HEC 3aBUCUT OT IIpHUEMa IMUIIH.

OCOBBIE YKA3AHUSA

Hapywenue ¢pynxyuu novex
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
Ha ¢one Tepanuu npenapatom AHTMAaKaHI{ Kak M IPH-AIPUNIGHEHHH APYTHX, CPEJCTB,

BIUSAIONMINX WU JCHCTBYIONIMX Ha PEHHH -amnméﬂ%ﬁ%ﬁ%&%%%%ctﬁé%%g y

HEKOTOPBIX MALMEHTOB MOT'YT OTMEYaThCs HapylEeHHs PyHKIMU OYEK.

[Ipu npumeHeHuM mnpenapata AHIMakaHI y MAlMEHTOB C apTEpUaIbHOM TUIEPTEH3UEH U
TSOKETIOW  TOYEYHOH  HeIOCTaTOYHOCThIO (KIMpeHc KpeaTMHMHAa MeHee 30  MiI/MuH)
PEKOMEHIYETCS INEPUOAUYECKH KOHTPOJIMPOBATH COAEPKAHUE Kaldsd M KOHLEHTPALHUIO
KpEaTMHMHA B CBIBOPOTKE KPOBU. KIIMHUYECKHUI ONBIT IPUMEHEHUS IpenapaTra y IMalueHTOB C
TSOKETIBIM ~ HapylleHueM (QYHKIMM TO0YeK WM TEPMUHAJIBHOW  CTaJMed  IMOYEHHOU
HE/IOCTaTOYHOCTH OTpaHMyeH (KIMpEHC KpeaTWuHWHa MeHee 15 mur/muH). Takum manumeHTam
CJIelyeT OCTOPOXKHO TUTPOBATh 03y Npenapara AHrMaKaH/ O TIIATEIbHbIM KOHTposieM Al
VY naunueHToB € CepAeYHOM HEeIO0CTaTOYHOCTbEO HEOOXOJMMO NEPUOJUYECKH KOHTPOJIMPOBATH
(GyHKLMIO TTOYeK, 0COOEHHO Y MAI[MeHTOB B BO3pacTe 75 JIET W CTaplle, a TAKKEe y MAIlMeHTOB C
HapymeHneM (QYHKOUM T1ouek. [Ipy TOBBIIIEHWHM J03bI Tpenapata AHTHAKaHA TaKkKe
PEKOMEHIYETCsSl KOHTPOJIMPOBATh COAEPKAHUE KAJIUS U KOHLEHTPALUIO KPEaTUHHHA.

B xinuHMuYeckHe MccaenoBaHus KaHAecapTaHa IIPU XPOHUYECKOM CEpAEYHOM HENOCTaTOYHOCTU
HE BKITIOYAJIMCh TAIMCHTHI ¢ KOHIICHTPAIMeH KpeaTHHUHA > 265 MKMOIB/IT (> 3 mMr/m).
Cosmecmnoe  npumenenue ¢  uneuobumopamu AII® npu  xponuueckoi — cepoeuHOU
He0oCmamoyHocmu

[Tpu npumeHeHuH KaHJecapTaHa B KOMOMHaIMK ¢ uHruburopamu AII® MoxeT yBelIn4MBaTHCS
PUCK pa3BUTHS OOOYHBIX 3()(HeKTOB, 0cOOEHHO HapyIIeHUs (DYHKIIMH MOYEK U THIEPKATHEMUS
(cm. paznen «IloGounsbie 3G hexTr»). B 3TuX ciiyyasx HEOOXOIUMO TIIATEIHHOE HAOIOACHHUE U
KOHTPOJIb TaOOPaTOPHBIX MOKa3aTeseH.

T'emoouanus

Bo Bpems remoauanuza AJl MOXeET 0COOCHHO YyBCTBUTEJIIBHO pearupoBaTh Ha OJIOKHMPOBAHHE
ATi-penenTopoB BCIEJICTBUE CHIKEHUS oObeMa IUIa3Mbl KPOBM M aKTHUBallMM PEHHUH-
AQHTMOTEH3UH-AJIBJOCTEPOHOBOM CHCTEMBL. B CBsI3M ¢ 4YeM nanueHTaM, HaxOJAIIMMCA Ha
FeMOJUAIIA3€E, CIEAYyEeT OCTOPOKHO THUTPOBAaTh Ipenapar AHTHakaHJ TI0J TIIATEIbHBIM
KOHTposieM A/l

Cmeno3 noueunoii apmepuu

Y nanueHToB ¢ JABYCTOPOHHMM CTE€HO30M I[IOYE€YHOW apTepuH WM CTEHO30M apTepuu
€AVMHCTBEHHOM IIOYKM, IIpenaparhbl, OKAa3blBAIOIIME BIMSHUE HAa PEHUH-AaHTMOTEH3MH-
IBJJOCTEPOHOBYIO CHCTEMY, B 4acTHOCTH, MHTUOUTOpHl AIID, MOryT BBI3BIBaThH MOBBIIICHHE
KOHIEHTPAllUd MOYEBUHBI M KpeaTHHUHA B ChIBOPOTKE KpoBU. [log00HBIE 3 dEeKTh MOKHO
OKUJATh MPU HA3HAYEHUU aHTarOHUCTOB PELENTOPOB aHrnoTeH3uHa I1.

Ilepecaoxa nouku
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. COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
KnuHudeckuii oneIT NpUMEHEHUs KaHJIecapTaHa y NallMeHTOR, IEPEHEONINK HICPEGaEky TTOUKH,

(MOCNEOOBATENEHOCTE 0002)

OTpaHHYEH.

Apmepuanvrasn cunomen3us

VY DanMeHToB ¢ XPOHMYECKOH CEepJeYyHON HEZOCTATOYHOCTHIO Ha (POHE TepamlHH IpernapaToMm
AHrvakaHjJ MOXET pa3BUThCA apTepuaibHas runoteHsus. Kak u nmpu npuMEHEHUH IPYTrux
[IPEnaparoB, BIMSIOIIMUX HAa PEHUH-aHTMOTEH3WH-aJbJOCTEPOHOBYIO CHUCTEMY, IPUYMHOU
pa3BUTHUS apTEPUATLHON TUIIOTEH3UH Y MAIMEHTOB C apTepUaIbHONU TUIIEPTEH3UEH MOXKET OBbITh
yYMEHBIIEHHE 00beMa IUPKYIUPYIOMIeH KPOBH, KaK HAONIONACTCA Y MalUEHTOB, MOTYYarOInuX
BBICOKHE JI03bI TUYpeTUKOB. [loaTOMYy B Hayane Tepanuu cieayeT coOo1aTh OCTOPOKHOCTD H,
pU HEOOXOIMMOCTH, TPOBOAUTH KOPPEKIIMIO TUTIOBOJIEMHUH.

Heounas 6n0Kkada  peHun-aHeUOMEH3UH-ANbOOCMEPOHOBOU  CUCMeMbl  NpU  NPUMeHeHUU
npenapamos, co0epHcaux aaucKupen

He pexomennyercsi nBoiiHas Onokaga peHUH-aHTMOTEH3UH-AJIbIOCTEPOHOBON CHUCTEMBI MyTEM
KOMOMHHMpOBAHUS KaHJecapTaHa IMJIEKCeTWIa W alMCKUpPEHa, BBUIY YBEIWYCHHS pPHCKa
pa3BUTHUSA apPTEPUAITBHOMN TMIIOTEH3UH, TUIIEPKATUEMHUH U U3MEHEHUs (QYHKIIUU TTOYEK.
OpnHOBpeMEHHOE NPUMEHEHHE AHTAarOHHCTOB peLEenTOpoB aHruoreHsuHa Il ¢ mpenaparamuy,
COJepKALIMMH AJIMCKUPEH, MPOTUBOIOKA3aHO y TAIMEHTOB C CaXapHBIM JHa0eTOM H/MIH C
YMEPEHHOH MM THKeNol modedHol HemocTatoyHocThlo (CK® memee 60 mn/mumn/1,73 M2
IUIONIA/IM TOBEPXHOCTU Tela) U HE PEKOMEHIyeTCs Yy APYrux nanueHtoB. OZHOBpEMEHHOE
IPUMEHEHUE aHTaroHUCTOB peuentopoB aHruoreHsuHa Il ¢ wunruburopamu AIlD
MPOTUBOMNOKA3aHO y MAllMEHTOB ¢ AMa0eTHUYEeCKON HepponaTHel U He peKOMEHAYEeTCs Y APYruxX
narueHToB (cM. pa3aen «lIpoTuBomnokazaHus»).

Obwas anecme3us u Xupypausi

VY manueHToB, MOJTy4YarolMX AaHTarOHUCTHl aHrMoTeH3uHa II, BO Bpemsi mpoBeneHus oOIIei
AQHECTE3UH U MPU XUPYPTUUYECKUX BMEILIATENIbCTBAX MOKET PA3BUTHCS apTepUaibHas TMIOTEH3US
B pe3ynbTaTe OJOKabl PEHUH-aHTMOTEH3MH-AJIbJJOCTEPOHOBOM cUCTeMBl. OYeHb PEIKO MOTYT
OTMEUaThCs CIy4aW TSDKENOM apTepualbHOM TUIOTEH3UH, TpeOyroleld BHYTPUBEHHOTO
BBEJICHUS JKMJIKOCTH W/UJIIM Ba30IIPECCOPOB.

Cmeno3z aopmanvbHo20 U MUMPATLHO2O KIANAHA UMW unepmpoduueckas 0OCmpYKmMueHAas
Kapouomuonamus

[Ipn Ha3zHaueHuM npenapata AHrMakaHja, Kak M JPYrHMX Ba30JMJIATaTOPOB, MAllMEHTaM C
rUnepTpoGUUecKoil OOCTPYKTHUBHOM KapJUOMHONATHEH WM TEMOJAMHAMUYECKH 3HAYMMBIM
CTEHO30M a0pPTAJIBHOIO WJIK MUTPAJILHOTO KJIallaHa ClIeyeT COOMI0AaTh OCTOPOKHOCTD.

Tlepsuunwiii cunepanb0ocmepoHu3M
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
[TanMeHTBl € NEPBUYHBIM THUIIEPAIbJOCTEPYHU3MOM  OOBEFHDY (PE3HCTEHEHBI | K5 Tepanuu

TUTIOTCH3UBHBIMHA ~ TIpETapaTaM, BIMSIONIUMHU _Ha 'B&%ﬁ&-ﬁ%@ﬁﬁ%%&&?&%‘%&m

cucreMy. B cBA3u ¢ 5TMM AHrHakaHJ HE peKOMEHIYETCSl Ha3HA4aTh TAKUM MTAllUEHTAM.
T'unepranuemus

KimHuueckuil ONBIT NPUMEHEHMs] JIPYruX MpernapaToB, BIMUSIONIMX Ha CUCTEMY pEHHUH-
AQHICMOTEH3UH-aJIbJ0CTEPOH, MOKAa3bIBA€T, YTO OJHOBPEMEHHOE HAa3HAUYCHHE KaHAecapTaHa C
KanuiicoeperalomuMy  TUypeTUKaMu, IMpernapaTaMu Kaius WIM 3aMEHHUTENSIMH  COJIH,
COJIEpXaIIMMHU KaJluil, WM JIPYTUMU TpernaparaMu, KOTOPbIE MOTYT YBEJIHYUTH COJACpPIKAHUE
KaJiug B KpPOBU (HAmpuUMep, TerapuH), MOXET MNPUBECTH K PA3BUTUIO THUNEPKATUEMUU Y
MalMEHTOB C apTepUaIbHOM THUIEPTECH3UEH. Y TAlUMEHTOB C XPOHUYECKON CepaedHOU
HEJOCTAaTOYHOCThIO Ha (QoHe Tepanmuu mpenapatoM AHTHakaHl, MOXET pPa3BUBATHCA
runiepkanuemus. [lpu Ha3HaueHWMM npenapara AHrMakaHj NalUMEeHTaM C XPOHUYECKOU
CEp/ICYHON HEIOCTATOUYHOCTHIO PEKOMEHYETCSl PEeryJsipHBIM KOHTPOJIb COJEpXKAHUsI Kalus B
KpPOBH, 0COOCHHO IPU COBMECTHOM Ha3HaueHuu ¢ uHruoutopamu AIID u kanuiicoeperaromumu
JUYpETUKAMU.

Obwue

[TarueHThl, Y KOTOPBIX COCYAUCTHIA TOHYC M (DYHKIIHS IMOYCK MPEUMYIIECTBEHHO 3aBUCIT OT
AKTUBHOCTH PEHHH-aHTHMOTEH3UH-AJIbIOCTEPOHOBOM CUCTEMBI (HAIIpUMEp, MAIIUEHTHI C TSXKEIO0N
XPOHUYECKON CepJIeYHONl HENOCTaTOUYHOCThIO WM 3a00JeBaHHMSIMH IOYEK, BKIIIOYas CTEHO3
MOYEYHON apTepuu), OCOOCHHO YYBCTBUTEIBHBI K IperaparaMm, ACHCTBYIOIIMM Ha PEHUH-
AHTHOTEH3WH-aJIbJ0CTEPOHOBYIO cucTeMy. Ha3HaueHne moI0OHBIX CPEJCTB COMPOBOXKIACTCS Y
ATUX NALHUEHTOB PE3KOU apTEPUAIBHON TMIIOTEH3UEH, a30TEMUEH, OJIUTYPUEN U PEXKE — OCTPOM
MOYEYHON HEIOCTATOYHOCTHIO. BO3MOKHOCTh pa3BUTHS MEPEUUCIECHHBIX (P(PEKTOB HE MOKET
OBITh MCKJIIOYEHA M NpPU NPUMEHEHHWU aHTaroHUCTOB perentopoB aHruoreHsuHa II. Peskoe
cHKeHrne AJl y manmueHToOB ¢ MIIEeMUYECKOW OOJIE3HBIO CepJlla WK 1epeOpOBaACKYISIPHBIMU
3a00JIEBaHUSAMH aTEPOCKICPOTUYECKOTO TeHe3a, NMpU MPUMEHEHUH JIOOBIX THIOTEH3WBHBIX

CpeACTB, MOXKET IPUBOAUTH K PA3BUTHUIO I/IH(I)apKTa MHOKapJa Wi UHCYJIbTA.

BJIMSIHUE HA CIIOCOBHOCTH YIIPABJISITh TPAHCIIOPTHBIMHA CPEJICTBAMM, MEXAHU3MAMHA
BnusiHue Ha ciocoOHOCTH YIPABIIATH aBTOMOOMIIEM UM pabOTaTh ¢ TEXHUKOW HE U3y4aloch, HO
(dapmakoIMHAMUYECKHE CBOICTBa Ipernapara YKa3bplBalOT Ha TO, 4YTO MOJOOHOE BIUSHUE
OTCYTCTBYET.

ITpu BoXkAEHUM aBTOTPAHCIIOPTA U 3aHATUAMH MOTEHIIMAIBHO ONACHBIMUA BUJIAMU JI€ATEIbHOCTH,
TpeOYIOIMMH MOBBIIIEHHON KOHIIEHTPAIlM BHUMAaHUSI U ObICTPOTHI IICUXOMOTOPHBIX PEaKIuii,
ClIelyeT YYUThIBATh, YTO MPU MPUMEHEHUH IpernapaTa MOKET HaOII0AaThCsl TOJIOBOKPYKEHUE U

MOBBIIICHHAA YTOMJIACMOCTD.
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
@DOPMA BBIITYCKA ot 23.05.2024 Nz 10105

[lo 7, 10 wmwm 30 Tabierok B KOHTYPHYIO 'QQ&%EEB}QB“MBH;CEBI&% KU

noymBuHWIXJIopuaHOoM wim ToieHkn [IBX/TIBJAX wu  donbru  anroMUHHEBOM TEYaTHOM
JTAKUPOBAHHOM.

ITo 2, 4, 8 KOHTYpHBIX SUYEHKOBBIX YNAKOBOK IO 7 TabimeTok miau mo 1, 3, 6 KOHTYpPHBIX
STYEHKOBBIX YIMakoBOK 1o 10 TtabneTok, wim 1o 1, 2, 3 KOHTYPHBIX SYEHKOBBIX ymakoBKHU 10 30

Ta0JIETOK BMECTE C HHCTPYKHHCﬁ 10 IPUMECHCHUIO ITIOMCIIAIOT B ITAYKY U3 KapTOHA.

YCJ10BUsI XPAHEHHUS
ITpu Temmnieparype He Bbiie 25 °C BO BTOPUUHON YIIAKOBKE (11aYKe KapTOHHOM).

XpaHUTh B HEJOCTYITHOM JIJIsl IETEH MECTE.

CPOK IrOJHOCTH
2 rona.

He IMPUMCHATDH 10 UCTCUCHWU CPOKa rOAHOCTH.

YCI0BUA OTTYCKA

OTmyckaroT 1o peLenry.

BJAJIEJELl PETMCTPAIIMOHHOIO  YAOCTOBEPEHMSI/OPTAHM3ALIUS, MPUHUMAIOIIAS
MPETEH3UU NOTPEBUTEJENA

3A0 «Kanondapma nponakuin», Poccuiickas @eneparus

141100, MockoBckast 0611., r.0. Ll{énkoBo, r. Ll{énkoBo, yu. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54.

DnektpoHHsIi axpec: safety@canonpharma.ru

Ionyuums 0ononnumenvHvle 0anHble O npenapame, HANPAGUMb NPEMeH3U0 Ha e20 Kauecmao,
bezonacnocmo, cOOOUWUMb O HENHCENAMETbHBIX JIeKAPCMEEHHBIX PeaKYUsx MONCHO NO meneqony:
8 (800) 700-59-99 (6ecrmaTHas yuHus 24 Yaca) Wi Ha caiiTe www.canonpharma.ru B pasjerne

«[Tonutuka B 001aCTH Ka4ecTBay» - «be30MacHOCTh NpenapaToBy.

ITPOM3BOJIUTEJIb

3A0 «Kanondapma npogaxin», Poccuiickas deneparnys

IIpouzeoocmeo 2comoesoii 1ekapcmeeHnol hopmwl

MockoBckas 001, T.0. ILl[énkoBo, T. ILlénkoBo, yi. 3apeunas, ctp. 1055, k. 16,
Ilepsuunas ynaxoexa

MockoBckas 00:1., T.0. [llénkoso, r. [ll€nkoBo, yi. 3apeunas, ctp. 1055b. k. 16,
Bmopuunas ynaxoska

MockoBckas 001, T.0. Ll[énkoBo, T. ILlénkoBo, yi. 3apeunas, ctp. 1055, k. 16,
Buinyckarowuti konmpons kauecmesa

MockoBckas 00:1., T.0. [ll€nkoBo, r. [ll€nkoBo, yn. 3apeunas, ctp. 1055, k. 11.
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Ten.: +7 (495) 797-99-54.

www.canonpharma.ru

COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 23.05.2024 N= 10105
(MOCNEOOBATENEHOCTE 0002)
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