COOTBETCTBYET 3KCNEPTHOMY OTHYETY

ot 27.09.2023 N= 18878
(MOCNEOOBATENBHOCTE 0001)
NMHCTPYKIUA
[1O MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O
[IPEITAPATA
Kannexop® H 8
Candecor® H 8
PeructpanHoHHbIH HOMeEp:
Toprosoe HanmenoBanue: Kannekop®™ H 8
Me:xayHapoaHoe HeNMaTeHTOBAHHOE HIIH IpyNIHPOBOYHOE HAHMEHOBAHHE:

THAPOXJIOPOTHA3U/ + KaHAccapTaH

JlekapcTBeHHast popma: TabIeTKH

Cocras

| TabmeTka COACPIKUT:

eticmeyrowue sewgecmea. runapoxnopotuazun 12,50 mr, kanaecapTana iekceTa 8,00 mr
Bcnomoeamensvnvle  6ewjecmea: NaKTO3bl MOHOTHApAT, KpaxMal KyKYpY3HBIH, THIIpoo3a,

Makporon-8000, kapMerno3a Kalblus, MarHUS cTeapat

Onucanne

OBBanbHbIC JABOSKOBBIITYKIIBIC TabJIeTKH Oeroro IIBCTa C pHCKOﬁ Ha OI[HOfI CTOpPOHC.

@apMaKOTepaneBaneCKaﬂ rpymma: CpcacTBa, I[CﬁCTBy}OIIII/IC Ha pCHUH-aHTHOTCH3UWHOBYIO
CHCTCMY, aHTarOHHUCTBI PCIICIITOPOB aHTHOTCH3WHA H, KOM6I/IHaIII/II/I; AHTaroHUCTEI PCUCIITOPOB

aHraoTeHsuHa II u quypeTuku

Koxg ATX: CO9DA06

dapmakoJornieckKue cBoicTaa

PdapMakoIHHaMHKa

Tudpoxnopomuazuo

['HAPOXTOPOTHA3H YTHETaeT aKTHBHYIO peabcopOimio HaTpust (IPCHMYIIECTBCHHO B
JIMCTATBHBIX MOYCYHBIX KaHAIbIaX) U YCHINBACT BEIBEACHHE HATPHS, XJIopa U Bobl. BriBeicHe
Kalhsd W MarHus MOYKaMH YCHIHBAcTCS B 3aBUCHMOCTH OT JIO3BI, B TO BpeMs Kak KalbI[Hii
HaunHaeT peabcopOHpoBaThesl B OONMBINMHX KOJHYSCTBAX, YeM paHbIle. [ HIpoXJIOpoTHA3U/

YMCHbBIIIAcT 00BbeM IITa3MBI KpOBH H BHCEKJICTOUHOM KUJKOCTU U YMCHBIIACT HMHTCHCHBHOCTD
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TpaHCcIopTa KpOBH cepilleM U apTepuanbHoe aabieHue (AJl). Ilpu anmutensHoll Tepanuu
TUITOTEH3UBHBIN 3 ()eKT pa3BUBacTCs 3a CUeT paclIUPeHUs apTEPHOI.

[TokazaHo, 4To AMUTENBHAS TEpanis THAPOXIOPOTHA3HIOM YMEHBIIAET PUCK Pa3BUTHUS CEPICUHO-
COCYTUCTHIX 3a00JeBaHUI U CMEPTHOCTH.

Kanoecapman

Anruotenszut Il — ocHOBHOI TOPMOH peHUH-aHTHOTECH3UH-aJbI0cTepoHOBOM cucTeMbl (PAAC),
KOTOPBIi WrpacT BakKHYIO pOJb B TIaTOreHe3e apTepHalbHOW THUIEPTEH3UH, CEpAcUHON
HEIOCTATOYHOCTH M JPYITHX  CEpACYHO-COCYIUCTBHIX  3aboneBaHMil.  OCHOBHBIMHU
¢u3nonornueckuMu 3¢ @dekTaMu aHTHOTeH3MHa 11 SBIIAIOTCS Ba3OKOHCTPUKIHNSA, CTUMYISIIHS
OPOAYKIIMM aIbJOCTEPOHa, PETYIALUS BOJHO-3JIEKTPOIUTHOTO COCTOSIHUA M CTHUMYJISLIUS
KIETOYHOTO pocTa. Bee 3TH 3(QeKTs omocpeaoBaHbl B3aUMOJACHCTBHEM aHTHOTeH3HMHa Il ¢
AQHTHOTCH3UHOBBIME perienropaMu 1 Tuma (AT-perentopsr).

KanmecapTan — CeNeKTUBHBIM aHTaroHUCT perentopoB anruoteHsuHa II (APA II) 1 Tuma, He
HHTUOMpYeT aHTHOTeH3UHNpeBpamiarommii  ¢pepMeHT (AIID), KOTOpBId  OCYyIIECTBISET
npeBpalleHue aHTHOTeH3uHa | B aHTHOTeH3uH [ U paspyiraeT OpaaukuHuH, He BauseT Ha ATID
U He TPUBOJIUT K HAKOIUICHUIO Opa uKUHUHA WK cyOoctanuuu P. [Ipu cpaBHeHUH KaHIecapTaHa
¢ uHruouropamu AIID pa3BUTHE Kalllsl peXe BCTPedaloch y MalMEHTOB, MOTYYaBIIMX
KaH/lecapTaHa ekceTiI. KanaecapTaH He cBA3bIBacTCs ¢ pelleITOpaMy ApyTUX TOPMOHOB U He
ONOKUpYeT HOHHBIC KaHANIbl, YJacTBYIOUIUE B PETyISIUUN (YHKIHUHA cepAeUHO-COCYTUCTOM
cucteMbl. B pesymerare OnokmpoBanus ATi-pelienTopoB aHTHOTeH3WHA II  MpOMCXOaUT
7I0303aBUCUMOE  TIOBBIIICHHE  aKTUBHOCTH  pEHHWHA, KOHIICHTpAlMM  aHTHOTEH3MHa |,
aHrHoTeH3uHa I ¥ cHIKEHHEe KOHIIEHTPAIMK allbIOCTEPOHa B IIa3Me KpOBH.

Knuauueckoe neficTBHe KaHIecapTaHa IIMJICKCETHNIa Ha TOKa3aTelb CepcUHO-COCYAUCTOMN
3200JeBaEMOCTH U CMEPTHOCTH TpH MpHueMe B 1o3¢ 8—16 mr (cpeanss ao3a 12 Mr) oauH pa3 B
CYTKH HCCIIEJIOBANIOCH B XO/I€ PaHIOMH3UPOBAaHHOTO KIMHUYECKOTO HCCIIEOBAaHUS ¢ ydacTHEM
4937 manyeHToB MOXWIOro Bo3pacTa (BodpacT oT 70 mo 89 net, 21 % maipieHTOB B Bo3pacTe
80 mer u crapie) ¢ apTepHalbHOU THUIEPTEH3UEH JIETKOM W yMEPEHHOU CTENeHH TSKECTH,
MOJIyJarollliX Tepamnuio KaHjaecapTaHa IIMUIEKCETHIOM B CpeAHEM B TeueHHe 3,7 JeT
(uccnepgopanrie SCOPE — wmccnenoBanne KOTHUTHBHBIX (YHKITHH W TPOTHO3a Y TMAIMCHTOB
MOXHIIOTO Bo3pacTa). [lamieHTH monydany KaHAecapTaHa IMJIEKCETHS WM Ianebo (mpu
HEOOXOAUMOCTH) B KOMOMHAIIMM ¢ JIPYTMMH TUIOTEH3UBHBIMH cpejicTBamMu. Oba pexuma
Tepanuy noka3ain 3¢ (HeKTUBHOE CHUKEHNE CUCTOIMYECKOTO U THACTOIMYECKOTO apTepHaIbHOTO
nasnenus (A1) (c 166/90 mm prt. cT. 10 145/80 MM pT. CT. B TpynIe MalMEHTOB, MOJYyYaBIIMX
KaHaecapTad, U ¢ 167/90 MM pT. cT. 10 149/82 MM pT. CT. B KOHTPOJBHOH Tpymme) Ha ¢oHe

XOpOIHCfI IIEPCHOCUMOCTH. Koruutusnas ®YHKHHH U Ka4CCTBO XU3HU COXPaHAIUCh Ha XOPOIICM
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ypoBHE B 00eHMX Tpynnax MalUeHTOB. Mexay 3TUMH JBYMS TpYIIIaMd MaIMEHTOB HE
HaOII0AaI0Ch CTaTUCTUYECKH 3HAUMMBIX Pa3lIdylil 4acTOTHl Pa3BUTHS CEPACUHO-COCYIHCTHIX
OCIOXHEHUH IO NMEPBUYHON KOHEYHOM TOUKE, BKIIOYAIOLIEH CEpAcUHO-COCYAUCTYIO CMEPTH,
pasBUTHE HECMEPTENBHOTO HH(apKTa MHOKap/ia 1 HECMEPTENbHOTO HHCYNIbTa. OJHaKO B TpyIIIe
MallMEeHTOB, MMOIYyYaBIIUX KaHAecapTaH, pUCK Pa3BUTHS HECMEPTEIBHOTO HHCYIbTa OBLT Ha 28 %
HIDKE, YeM B KOHTPOJIBHOM IpyTine (0THOCUTENbHBIHN puck = 0,72, 95 % noBepUTeNbHBII HHTEpBAI
0,53-0,99; p = 0,04).

Tudpoxncpomuaszuo + kanoecapman

KangecapTan 1 ruApoxJIOpoTHA3H/] OKa3bIBAIOT CYMMHUpYIOILIEeCcs] THIIOTEH3UBHOE JICHCTBHE.

Y [alueHToB ¢ apTepHalbHOM THUMEPTEH3HEH NpHeM KOMOMHMPOBAHHOTO IIpenapara
THAPOXJIOPOTHA3H] + KaHlecapTaH BBI3BIBAET 3(P(PEKTUBHOE U MPOJIOIIKUTENBHOE CHIDKEHUE A/
0e3 yBeNMUCHUS 9acTOTHI cepiedHbIX cokparneHuit (HCC).

OpTocTaTHdeckoil TUMOTEH3MM MpU TMEpBOM MpHeMe MpenapaTa He HaOI0Aanoch, a TakkKe
apTepuanbHas THIIEPTCH3Us HE YCHIMBaANach Mocie OKOH4YaHMs JedeHus. [locie ogHOKpaTHOTO
npueMa KOMOMHAIIMM THAPOXJIOPOTHA3UJ + KaHJAecapTaH OCHOBHOM THITOTEH3UBHBH ekt
pa3BHBaeTCs B TeueHHE 2 dacoB. [Ipu MpoJOIKUTENBHOM JICUSHUH CTaOUIbHOE CHIDKeHHE AJ]
HacTylacT B TeUeHUe 4 Heslenb Mmocie Hauana IprueMa penapara i MOKeT MOIepKUBaThes IIpU
JIUTEIBHOM Kypce JedeHusl. KoMOMHNpOBaHHBIH Mpenapar THAPOXIOPOTHA3H + KaHecapTaH
OpU NpHEMEe OJUH pa3 B JCHb 3QQPEKTHUBHO M MITKO CHIKaeT AJl B TedeHHe 24 yacoB ¢
HE3HAYATCNBHOH pa3HHIICH MEKTy MaKCHMalbHBIM W cpeaHuM shdekToM aciictBus. B
KIMHUYECKUX HCCIEOBaHMIX YacTOTa Pa3BUTHS HEKeNIaTENbHBIX peaklui, 0COOCHHO Kallls,
ObLIIa HUKE TpU MPUMEHEHUH KOMOMHHPOBaHHOTO MpenapaTa THAPOXIOPOTHA3U/ + KaH IecapTaH,
yeM Mpu mpueMe kKoMOuHanuu HHruoutopo AlIID ¢ rumpoxiopotuazugoM. IpGeKTHBHOCTE
KOMOUHAITNH THIPOXJIOPOTHA3H/Ia U KaHJecapTaHa He 3aBUCHUT OT I0JIa U Bo3pacTa MalueHTa. B
HacTosIee BpeMst OTCYTCTBYIOT JTaHHbIE 0 MPUMEHEHUH KOMOMHAIIUU
TUAPOXJIOPOTHA3H/ + KaHIecapTaH MallieHTaMi ¢ IOYEUHOM HeJI0CcTaTOUHOCThI0/He(ponaTHeil,
CHIDKCHHON  (pyHKIMEH JIEBOTO  IKENy/J0UKa/OCTpOil  cep/iedHON HETOCTaTOYHOCTBIO U
nalMeHTaMt, IEpEHECIIUMHI UH(papKT MUOKap/a.

PDapMakOKHHETHKA

OmHOBpeMeHHOE TIPHMEHEHHE THAPOXIOPOTHA3HIa U KaHJecapTaHa IIICKCETHIa He OKa3bIBacT
KIMHAYCCKH 3HAUYUMOTO BIHMSHUS Ha (GapMaKOKMHETHKY IHOOOTO M3 ATHX JEKapCTBEHHBIX
CPEJICTB.

Beacwisanue u pacnpedenenue

Tudpoxacpomuasuo
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IuapoxmopoTHasua ObICTPO  BcackIBaeTesl W3 JKelMyJAodHo-kuimeyHoro Tpakta (OKKT).
buonoctynmHocTs cocraBnsier mpumepHo 70 %. OIHOBpPEMEHHBIM MpUEM MHIIU YBEIUYUBAET
BcachkIBaHHE MpUMepHO Ha 15 %. Y malmeHToB ¢ cep/IeqHOM HETOCTaTOYHOCTHIO U BEIpa)KEHHBIMU
OTeKaMH OHOTOCTYITHOCTh MOKET OBITH CHIDKCHA.

CBs3bIBaHHE THAPOXIOPOTHA3HMIA ¢ OEIKaMU IJIa3Mbl KPOBH COCTaBIIsieT MpuMepHo 60 %. O6vem
pacnpenenenus coctanmusget 0,8 n/kr.

Kanoecapmana yunexcemun

Kannmecaprana IIHJICKCETHNI SIBISETCS TPOJICKapcTBOM Ul TpHeMa BHYTpb.  bBeicTpo
IpeBpalraeTcss B aKTHUBHOE BEIIECTBO KaHAecapTaH MOCPEJACTBOM 3(PUPHOTO TUAPOIH3a IMpU
BCachblBAaHUU W3 MHIIEBAPUTENBHOTO TpaKTa, MPOYHO cBs3biBacTcd ¢ AT -perentopamMu U
MEJUICHHO JHCCOLMHPYET, HE HMeeT CBOMCTB aroHucra. AOcCONIOTHas OHOJOCTYIHOCTH
KaHJecapTaHa ToclIe MpUeMa BHYTPh pacTBopa KaHJccapTaHa LIJICKCETHIIa COCTaBISIET OKOJIO
40 %. OtHocuTenbHasi OHOJOCTYMHOCTh TaOJETHPOBAHHOTO TMpemapara IO CPaBHEHUIO ¢
PacTBOPOM /ISl IpHeMa BHYTPb cocTaBisgeT NpubmuzutensHo 34 %. Takum oOpas3oM, pacueTHas
abcomoTHas OHOJOCTYIMHOCTh TaONeTHpoBaHHOW (GopMBI TpemapaTa cocTaBiusgeT 14 %.
MakcumanbHas KOHIGHTpaIusl B CBIBOPOTKE KPOBU (Cax) JOcTUTaeTCs uepe3 3—4 yaca mocie
npuemMa TableTHpoBaHHOW QopMmbl mpemapara. [lpym yBenrudeHHMH 03B Ipemapara B
PEKOMEHIyeMBIX  MpefenaX — KOHIGHTpalldsl — KaHjecapTaHa  IOBBIMIAETCS  JIMHEHHO.
(dapMakOKHHETHUCCKHE MapaMeTphl KaHaecapTaHa He 3aBUCST OT IMoJia ManueHTa. [IprueM murm
HE OKa3bIBacT 3HAUMMOTO BIHSHUS Ha TUTOIIAb O/ KPUBOM «KoHIeHTpanus-speMs» (AUC), T. e.
NHIA CYIICCTBCHHO HE BIWSICT Ha OHOJOCTYMHOCTh TNpemapara. KaHmecapTaH aKTHBHO
CBA3BIBacTcd ¢ OenMkaMu IIa3sMbl kpoBH (Oosee 99 %). [lmasmeHHBI 00beM pacmpeseneHus
KaHIecapTaHa cocTapmser 0,1 J/kr.

buompancgopmanyus u gvigedenue

Tudpoxacpomuasuo

IuaApoXIOopoTHA3U HE METa0OMM3UPYEeTCss H  BBIBOJUTCS TPAKTHYCCKH TOMHOCTHIO B
HEM3MCHCHHOM BHJE TMYTEM KIYOOUKOBOM (PUIBTPAllMM M aKTHBHOH KaHAJBIICBOH CEKpCIMU B
MPOKCUMAIEHOM OT/IeNe HepoHa.

[Mepuon nmomyseiBenenus (TY2) ruapoxnopoTnasuia coctabiseT npuMepHo 8 dacos. [IpumepHo
70 % TOpHHATOTO BHYTPh THUAPOXJIOPOTHA3WAa BBIBOAUTCS TMoukamu 3a 48 yacoB. TV
THAPOXJIOPOTHA3HIA HE WM3MCHSCTCS TPH OJHOBPEMECHHOM TPHUMCHCHHH € KaHICCapTaHOM.
JIOTIOMHUTEIBHOM KYMYJSIIAK  THAPOXJIOPOTHA3WAa TMpPH TPUMCHCHHH B KOMOWHAIMH

mperaparos, IO CPaBHCHUIO C MOHOTCpaHHCﬁ, HC BBIABJIICHO.

Kanoecapman
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KannmecapTan BBIBOIUTCS, B OCHOBHOM, B HCH3MCHCHHOM BHJC IMOYKaMH, C JKCIYBIO Uepe3s
KUIICYHHK W JHIIh B HEOOJNBIIONH CTCMECHH TMOJBEpracTesl MeTabonu3My B TeueHd. T2
KaHjlecapTaHa cOCTaBIseT MNpuMepHO 9 vacoB. Kymyndiuu mnpenapaTa B OpraHuzMe He
HaOmomaeTcs.

OO6umii kupeHe KaHaecapTaHa cocTaBiseT 0,37 MI/MUH/KT, MIPU 3TOM HOYEHUHBIA KIUPEHC —
okono 0,19 mu/mun/kr. IlodyeuHass 5Kckpellusi KaHAecapTaHa OCYIIECTBISETCS IyTEM
KITyOOUKOBOW (UIBTpallid M aKTHBHOH KaHaublleBoit cekpeuuu. [lociae mnpuema BHYTpH
pPajloaKTUBHO MEUEHHOTO KaHjAecapTaHa LMWICKCETHIa OpUMEpHO 26 % OT BBEACHHOTO
KOJINYEeCTBa BBIBOJUTCA OUKaMU B BU/IE KaHlecapTaHa B 7 % — B BU/Ie HEaKTUBHOTO MeTabOIUTa,
a 56 % oT BBeJICHHOTO KOJIMUECTBA BHIBOJUTCS Uepe3 KUIICUYHUK B BUC kaHecapTaHa U 10 % —
B BH/I¢ HCAaKTHBHOTO METa0OIHTA.

DapMakKOKHHETHKA YV OCOOLIX T'PVIII MAIlHEHTOB

Tudpoxncpomuaszuo

Hapywenue ¢pynxyuu nouex

T% ruaApoXIOpOTHA3K/A YITTMHEH Y MAI[MCHTOB ¢ HapyIleHHeM (YHKI[HH TTOYCK.
Kanoecapman

Tayuenmor noscunoeo eospacma

VY manueHToB ctapiie 65 neT Cmax 1 AUC kaHAecapTaHa, MO CpaBHEHHIO C MallieHTaMu Oolee
MoJIoJIoTo Bo3pacTa, Bbime npuMmepHo Ha 50 % wu 80 % cooTBercTBeHHO. Tem He MeHee,
TUMIOTCH3UBHBIH S(PQEKT M dacToTa pa3BUTHS HEKETATCIBHBIX PEakKUdil MpH TMpUMCHCHHH
KOMOHHHMPOBAHHOTO Tperapara THAPOXIOPOTHa3M] + KaHaecapTaH HE 3aBHUCSIT OT BO3pacTa
MaIUCHTOB.

Hapvwenue dpyuxyuu novex

VY MaIMeHTOB ¢ JICTKHM U YMEPCHHBIM HapyIieHueM QYHKIUHU MoueK Cmax 1 AUC KaHIeCcapTaHa
yBenuuuBanuck Ha 50 % u 70 % cooTBeTCTBEHHO, MpH 3ToM T%2 He U3MEHSIICS MO CPaBHEHUIO C
MOKAa3aTeNIIMH Y TTAIHCHTOB ¢ HOPMaTbHOM (YHKIHEH mouek. COOTBETCTBYIOIINE U3MCHCHUS Y
MaIEHTOB ¢ HapylIeHUEM (YHKIIUH Mouek Tspkenoi creneHu coctaBisiioT 50 % u 110 %, a T
KaHJecapTaHa yBEIMUYUBAJCS B JBa pa3za. DapMaKOKHHETHUCCKUE TMapaMeTphl KaHecapTaHa Y
MalHUCHTOB, HAXOJSIIUXCS HA TEMOTUAN3e, OBLTH TaKHE K€, KaK U Y MAIMCHTOB C TSKEIBIM
HapyIieHHeM (QYHKITHH MTOYCK.

Hapvwenue dhyuxyuu nevenu

B IBYX HCCIEOBaHUSX ¢ YIACTHEM MAIHCHTOB C JICTKHM WIIH YMEPECHHBIM HapyIICHHEM () YHKIIUH
MeUeHN 0TMeYalloch MoBbIIeHUe cpeaHero 3HaueHnss AUC kaHaecapTaHa mpuMepHo Ha 20 % B
o7iHOM HccrnenoBannu U Ha 80 % — B Apyrom (cM. pazaen «Crnocod mpuMeHeHUs U 103b1»). OTBIT

MMPUMCHCHHUA Y TAaIIUCHTOB € TAMXCIIBIM HapYIHICHUCM (1)YHKIII/II/I IICYUCHU OTCYTCTBYCT.
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Ilokazanusi K NPHMEHEHHIO

ApTepI/IaJ'IBHaSI rHIepTeH3usd (HaLII/ICHTaM, KOTOPbIM IIOKa3aHa KOM6I/IHI/Ip0BaHHa$I TepaHI/ISI).

IIporuBonokaszanus

e [ HIepuYyBCTBUTCIBHOCTE K  ACHCTBYIONIMM FJIM  BCHOMOTATCIBHBIM — BCIIECTBAM
npernapara, a Takoke K ApyraM IPOU3BOAHBIM CylIb(oHaAMHIA.

e Pezko Berpeyaromasics HacJIeACTBEHHAs HEIICPCHOCHMOCTD TaJIaKTO3b, IC(UIUT JTaKTa3bl
WIN [JIIOKO30-TaJlaKTO3HAast MallbabCcopOIus.

e Hapymenus  QyHKOUM  TOYEK  THKEIOM  cremeHH  (KIMpPEeHC — KpeaTWHHHA
(KK) < 30 mui/mMuH), B TOM YHCIIEe aHypHSL.

e Hapymenns GyHKINY [IeYCHN TSHKEIIOM cTelleH: U (WIK) XoJlecTas.

o JleueHnounas sHIepaIONATHS, PUCK PA3BUTHS [IEUCHOYHON KOMBI.

e PedpakrepHas rMIIOKAIUEMUS WIN FHIICPKATbLIHCMUSL.

e [unonarpuemus.

e Jloxmarpa.

e bepeMeHHOCTD U IIEPHOJ IPYAHOIO BCKapMIIMBAHHS.

e Bospact 10 18 sieT (3¢ pexTrBHOCTD U 6€3011aCHOCTH HE YCTAHOBIICHBI).

e OpHOBpeMECHHOE MPUMCHCHHE C QIMCKUPEHOM WM [penapaTaMi, CoOJICpKalluMU
ANIMCKUPEH, Y NAUCHTOB ¢ caXapHbIM AUabeToM | (WIH) ¢ YMEPSHHBIMHU HITH TSHKEIIBIMA
HapylmIeHUsIMA (QYHKIUU To4YeK (CKopocTh KiyboukoBoil ¢uibrpanun (CK®D) menee
60 mu/mun/1,73 M wiomamu MIOBEPXHOCTH TeJia).

e OpgnoBpemeHHOe TpuMeHeHHe ¢ MHTHOHTOpaMu AII® y mamueHToB ¢ JHabeTHYCCKOM

HedporaTuei.

C oCcTOpPOKHOCTHIO

Tsawenas XCH, ABYCTOPOHHHI CTEHO3 MNOYEYHBIX apTepHid, CTEHO3 apTEepPUU EAUHCTBEHHOM
HOYKH, NeMOAMHAMHUYECKH 3HAYMMBIM CTEHO3 aopTaJlbHOIO M (WIHM) MUTpPaJIbHOIO KIAllaHa,
repebpoBacKylsipHble 3aboJieBanus, uimemudeckast 6onesnpb cepana (MbC), runeprpodudeckas
oboctpyktuBHas kapauomuonatus (COKMII), cuomkennslii o0beM MNHUPKYIUPYIOLICH KpOBHU
(OLIK), umppo3 medeHH, HIIOHATPUEMUS], I'MIIepKaJIbLUEMHUs, THIeplapaTUpPeos3, NepBUYHBII
IHIIEPaIbIOCTEPOHU3M,  XUPYprHYecKoe  BMEINATENIbCTBO, COCTOSHHME II0Cie  HEJaBHO
IIEpECHECEHHON TpaHCIUIAHTALlMK 1I0YKH, [IoYeyHas HeJOCTaTOYHOCTh, caXapHbIi [uaber,
aJulepruuecKue peakuy Ha NeHUIWUIMH B aHaMHe3¢e, yBeJIMueHHe JInTeJIbHOCTH uHTepBaiia QT

Ha ajekTpokapaunorpamme (OKI'), ofHOBpeMEHHOE IIPUMEHEHHE JICKAPCTBEHHBIX IIpeliapaTos,

6
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KOTOpBIE MOTYT BBI3BIBaTh MOJUMOPQHYIO KETyTIOUKOBYIO TaXHUKapAHUIO TUIMA «IHPYIT» HIU
YBENIUYHBaTh MOpOAOKUTENbHOCTE UHTepBata QT Ha 3KI', olHOBpeMeHHOE MpPUMEHEHHE
IpenapaToB JIUTHS, JEKAapCTBEHHBIX NPENaparoB, CHOCOOHBIX BBI3BIBaTh THUIOKAIHEMHUIO,
CEp/ICUHBIX TIMKO3UJOB, THUIIEPYpPUKEMHUs, cHcTeMHas KpacHas BomuaHka (CKB), moskumoit

BO3pacT, HeMelaHOMHEIH pak koxu (HMPK) B anamHese (cM. pazaen «Ocobble yKa3aHus» ).

[IpuMeHeHne npu 6epeMeHHOCTH H B MIEPHO/ IPYAHOr0 BCKAPMJINBAHUS

bepeMeHHOCTB

[pumenenne npenapara Kangekop®H 8 mpu GepeMeHHOCTH MpOTHBOMOKAa3aHO. IlalMeHTKH,
npuHAMaromue Tpenapar Kanmekop®™ H 8, M0KHBEI OBITH MpeIyNpexacHsl 00 3TOM 10
IUTAaHUPOBaHUsI OEPEMEHHOCTH, YTOOBI OHU MOTJIH 00CYIUTh albTepHATUBHBIC BapUAHTHI Teparuu
¢ JledallldM BpadoM. B ciydae HacTyIUuleHHsI OEpEeMEHHOCTH CIEeIyeT NpEeKpaTHTh IMpHeM
npenapata Kangekop®™ H 8 u pH HeoOGXOMMOCTH MEpEBECTH TAMEHTKY HA albTepPHATUBHYIO
TUIIOTECH3UBHYIO TEPAIHIo.

T'uépoxncpomuaszuo

OnbIT NMPUMEHEHUS THAPOXIOPOTHA3UAa BO BpeMsl OepeMEeHHOCTH, 0coOeHHO B | Tpumectpe,
orpaHudeH. JlaHHBIE HCCIEOBaHUN Yy >KMBOTHBIX TaKKe OrpaHUYEHBL. [HIpoxXiopoTHaszuj
OPOHUKAaeT uepe3 IUIAllCHTy. YuuThIBasg ()apMaKOJOTMUSCKHM  MeXaHH3M  JcHCTBHSA
TUAPOXJIOPOTHA3UA, €T0 MPUMEHEHUE BO BpeMs OEpeMEHHOCTH MOKET BBI3BIBATH HapyIICHUS
¢eToraeHTapHOTO KPOBOTOKA M HeXeNaTeIbHbIe 3 (MEKTH y M08 U HOBOPOXKICHHOTO B BUJIE
KENTYXH, HapYIICHUI BOHO-3IEKTPOIUTHOTO OataHca U TPOMOOIIUTOICHHH.

Kanoecapman

[IpemapaTsl, okaspiBatolliie mpsMoe BoznelicTBue Ha PAAC, mpu NpUMeHEHMH HUX BO BpeMs
OEpeMEHHOCTH, MOTYT BBI3BIBATh HapYIICHHS pa3BUTHS IUIO/Ia WM OKa3blBaTh HETaTHMBHOE
JeiicTBUE Ha HOBOPOXKICHHOTO, BIUIOTH /O JIeTalbHOTO HcXofa. Tepamlus mpenapaTamH,
oKasbIBatole npsMoe Bo3jaciicTBue Ha PAAC, MokeT BBI3BIBaTh (PeTOTOKCHUECKHE 3)(PEKTHI
(HapymieHHe  (QYHKIMM  TOYeK, 3aMEUICHHE OKOCTCHEHHUsl KocTell depema  IUIOja,
OJMTOTUPaMHHOH) M HeoHaTalbHBle TOKcHYeckhe 3((eKThl (modyeuHas HeIO0CTaTOYHOCTH,
apTepuanbHas TUIIOTEH3US, TUIIEPKAIUEMHUS ).

JlakTanus

B cBS3H ¢ BO3MOKHBIM HEKEIATENBHBIM JIcHCTBHEM Ha TPYAHBIX AeTeil mpemapar Kangexop® H 8
HE JI0JDKEH MPUMEHSTHCS B TEPHOJI TPYAHOTO BCKapMIIMBaHUSI.

Tudpoxncpomuazuo

lMiapoxnopoTnasua NpoHUKaeT B MOJIOKO MaTepH.

Kanoecapman



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.09.2023 N= 13878

(MOCNEOQOBATENEHOCTL 0001)

B HacCTOMAIICC BPCMsI HCU3BCCTHO, IMPOHHUKACT JIM KaHACCapTaH B TI'pPYyJAHOC MOJIOKO. OZ[HaKO

KaHJaccapTaH BBIACIACTCA ¢ MOJIOKOM JIAaKTHPYIOIMIUX KPBIC.

Crnoco6 npuMeHeHHs U 103bl

Mpemapar Kangexop®™ H 8 mpuHAMaeTcs BHYTpPh, HE3aBHCHMO OT BPEMEHH MPHEMA TTHIIIH.
Pexomenyemas mo3a — 1 TabneTka ofMH pa3 B CyTKH.

PexoMenyeTcst TUTpoBaHUE 03Bl KaHJccapTaHa IMepes] MepeBoIOM MallHeHTa ¢ MOHOTEpAIUN
THAPOXJIOPOTHA3HAOM Ha Tepamuio TpemapatoM Kangexkop®H 8. Tlpu  Heo6XoauMocTH
NAIUEHTOB TEPEBOMAT ¢ MOHOTepanmuu TpemapaToM Kanekop® Ha Tepalmio IpernapaToM
Kannexop H 8.

OcCHOBHOI THIIOTEH3UBHBIH 3G QEKT TocTUTaeTCs, Kak MPaBIIIo, B TIEpBhIC 4 He/leNu Mocie Havaa
JICYCHHUSI.

Oco0ble TPy MAIMEHTOB

Tayuenmor nodcuno2o 6ospacma

V MalMeHTOoB MOKUIOTO BO3pacTa KOPPEKIUH 03k He Tpebyercsl.

Tayuenmei ¢ napywenuem Gynkyuu novex

VY MaleHToB ¢ JIETKUM WIH yMEpeHHBIM HapyineHueM ¢yHKimH nouek (KK 30-80 mu/muHn)
PEKOMEHIyeTCs TUTPOBAHUE JI03BI.

Mpenapat Kanaexop® H 8 mpoTHBomoka3aH MallieHTaM ¢ TSKEIOMH TOUedHOM HeT0CTATOYHOCTBIO
(KK < 30 mu/muH).

THayuenmei ¢ napywenuem yHkyuu neveHu

[ManueHTaM ¢ HapylmieHHeM (QYHKIMH TCYCHH JICTKOM WM YMEPEHHOH CTENeHH TSDKECTH
PEKOMEHIYETCsl TATPOBAHKE JTO3HI.

Mpenapar Kangekop®™ H 8 mpoTHBONMOKa3aH NalMEHTaM ¢ TSKEIBIM HApyIIeHHEM ()YHKIHHU
MeYCHH U (MIIH) XOJIECTa30M.

Hayuenmesr co cuudicennvim OLK

[ManmeHTaM ¢ PHUCKOM pa3BUTHS apTCPUANBHONW THIIOTCH3WH, HampuMep, MallHeHTaM Co
camxeHHBIM OLIK, pekoMeH TyeTcst THTpOBaHHE JT03bI KaHJacapTaHa (MoCpeICTBOM MOHOTEPAITHH
nenaparoM Kaujekop®™), HaunHas ¢ 10361 4 M.

Jemu u nodpocmxu 0o 18 nem

BesonacHoCTE H 3 peKTHBHOCTE NpUMeHeHHs npenapata Kanaekop® H 8 y meTeii u mogpocTkoB

70 18 et He ycTaHOBIICHBI.

IoGouHoe aeiicTBHE
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HexenaTenbHBIC pPEakIldH, BBIIBICHHBIC B XOJ¢ KIMHHYCCKHX HCCICAOBAHHM, HOCHIH
YMEPCHHBIH U MPEXOIIIIUI XapakTep U OBLTH COMOCTABUMBI IO YacTOTE ¢ TAKOBBIMHU B TPYIINE
wrare6o. OOImas 4acToTa BOZHUKHOBCHHS HEKENATCIBHBIX PEakIMii HE 3aBHceNa OT MoNa U
Bo3pacTa MalueHTa. YacToTa cIaydaeB MpEKpalleHHs Tepalmud B CBS3H C HEXeIaTCIbHBIMU
peakUusIMH ObLTa CXOMHOW MpH TMPHMEHEHUH KaH/AecapTaHa LHICKCETHIa/ THIPOXIOPOTHAH A
(2,3 % — 3,3 %) u mnanebo (2,7 % — 4,3 %).

Kraccudukaiusi 4acTOTBl pa3BUTHs HEXeNaTeNIbHBIX peaklnii, peKoMeH0BaHHas BceMupHoi
opranmsaitueit 3apaBooxpanenus (BO3):

> 1/10

OYCHBb 9aCTO

JacTo ot > 1/100 mo < 1/10
HEYACTO oT > 1/1000 mo < 1/100
PEaKO ot > 1/10000 mo < 1/1000

ot < 1/10000

HE MOXET OBIThH OIICHCHA Ha OCHOBC UMCIOIIIUXCA JaHHBIX.

OYCHB PEIKO
yacToTa HEU3BECTHA
HexenaTtenbHbBIC peakII| CTPYIITHPOBAHBI B COOTBETCTBUH C TIOPSKOM Ha OCHOBaHHHU CHCTEMHO-

opranubiX knaccoB (COK).

COK HexenaTenbHble peakIHH I'mapoxsopo | Kampecapr | I'mapoxsopornas
THA3HA* ag** HA+KaHIecapTan
dede ke
Nudexnun u | Pectiuparopusle nndexmn - Yacro -
HHBA3HH
Hapymenuss co | Jlelixonenus - - Penxo
cropounl  KpoBu | Heifrponenns/arpanymounros
" TpombGouuToneHus Penxo - -
JaMpaTHydeckoil | AmutacTudeckas aHEMUS
CHCTEMBI YrueTenue KOCTHOMO3TOBOT'O
KPOBETBOPEHUS
I'emonuTryeckas aHeMus
Hapymienuss  co | AHadWIakTHYECKHE peaKIny Penxo - -
CTOPOHBI
HMMYHHOI
CHCTEMBI
Ilcnxnyeckne Hapymenne cHa Penxo - -
HAPYUICHHSI Hemnpeccus
becnokoiicTBO




OTBETCTBYET 3KCNEPTHOMY OTYETY

3FO=TC)

ot 27.09.2023 N2 18878
(MOCNEOOBATENBHOCTE 0001)
Hapywmenns co | Jlerkoe - - Yacto
CTOPOHBI TOJIOBOKPYKEHNe/TONOBOKPYKEH
HEPBHOH ue
CHCTEMBI Bepturo
[Tapectes3us Penxo - -
l'omosHas Gomb - Yacto -
Hapymenuss co | IIpexoniamas HeyeTKocTh | Penko - -
CTOPOHBI OpraHa | M300paxkeHns
3peHus Octpas Muonus Yacrota - -
Octpas 3aKpBITOYTOJIbHAS | HEU3BECTHA
IJaykoMa
XoprouanbHbIi BBIIOT
Hapymenuss co | AputmMun Penxo - -
CTOPOHBI CepAla
Hapymenuss co | OpTocTaTyeckas TUIOTEH3Us Heuacto - -
CTOPOHBI cocynoB | Hexporusupyromuii aHruut | Peaxo - -
(BacKyITUT, KOXKHBIN BacKYITUT)
Hapywenuss co | Pecriuparopnsiit muctpece- | Penxo - -
CTOPOHBI CUHAPOM (B TOM qucie
AbIXaTeabHOI ITHEBMOHUT, OTEK JIETKOT0)
CHCTEMBI, OPJIC (cm. pasmen «OcoGble | Ouens penko | - -
OPraHoOB rPYAHOM | yKazaHUI»)
KJICTKH u | Kamens - OdeHp -
cpeaoCcTeHHUS penko
Kenynouno- TomHora - OdeHb -
KHIIEYHbIE penko
HAPYLICHHS Anopexcusi, mnoreps ammerurta, | Hedacto - -
pasipaxkeHue Kemy/IKa, 3arop
[TankpeaTut Penxo - -
Hapymenuss co | XKenryxa (BHYTpHIIedeHOUHas | Pemko - -
CTOPOHBI TeYEHH | XOllecTaTHYecKas JKeNnTyXa)
H [loBsimenue aKTUBHOCTH | - OvyeHb -
JKeJYEBBIBOJSN | «IIEYCHOYHBIX» TpaHcaMHHa3 B penxo
HX ImyTeii CBIBOPOTKE KPOBU
Hapymenve ¢pyHKINYN Ie9eHT UITH
renaTuT
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ot 27.09.2023 N° 18878

(MOCNEOOBATENBHOCTE 0001)
Hapymienuss c¢o | AHTHOHEBPOTUYECKUM OTEK - OvueHb -
CTOPOHBI KO:kM M | KoxKHblii 3yn1 penko
IOJIKOKHBIX KosHas cbInb - - Heuacto
TKaHeH KpanusHuna
Peaknnn porocencnbummsanm Heuacro - -

Toxcuuecknii 3NUAepMaANBHBINA | Peaxo - -

HEKpOJIU3

CucteMHas KpacHasi BOJIYaHKa, YacroTa - -

KO)KHasl KpacHasl BOJTYaHKa HEM3BECTHA
Hapymenuss co | bonb B criune - Ouenp -
CTOPOHBI ApTtpanrus penko
MbILIECYHOH, Muanrus
CKeJICTHOI H | MplieyHsle cia3mbl Penko - -
COCTHHHTEILHOI
TKAHH
Hapymenuss co | ['moko3ypus YacTo - -
CTOpOHBI MOYeK M | Hapymenve ¢yHKUMM — MOYeK, | - Ouenp -
MOYEeBBIBOAALIMX | BKIIOYast MIOYEYHYIO penko
nyTeit HEJI0CTaTOYHOCTh y
IIPEAPACIONOKEHHBIX IallUEHTOB
(cM. paznen «OcoOble yka3aHUsD»)
Hapymienve ¢yukimyu mnodek u | Penko - -
HMHTePCTUIIMATBHBINA He(ppuT
Oomue CiabocTh YacTto - YacrtoTta
HApYUICHUS H HEeU3BEeCTHA
peakuuu B Mecre | Jluxopanka Penxo - -
BBe/ICHHSA
JlaGopaTopHbie u | ['uneprivxkemMus YacTto - -

HHCTPYMEHTAJBH | ['unepypuxemus
bI¢ JTAHHbIC Hapymienue BOJIHO-
3NEKTPOJIUTHOTO Gamanca

(BKITIOYast THIIOKATTMEMHIO )

IloBonmenune KOHIeHTpauuil | Penxo - -
XOJlecCTeprHa U TPUDIULEPUIOB B

ChIBOPOTKE KPOBU

IloBonmenue KOHIeHTpanuil | Penxo - -
OCTaTOYHOI'O a30Ta U KpeaTMHMHA

B CBIBOPOTKE KPOBU
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COOTBETCTBYET 3KCNEPTHOMY OTHYETY
ot 27.09.2023 N= 18878

(MOCNEOQOBATENEHOCTL 0001)

l'umepranunevus - OueHb -

penko

l'umonatpuemus - - Yacto

* IlepeuncieHHble HeKelaTellbHble pEaKIUH OBUIM  OTMEYEHBl [IPU  MOHOTEpAIHH
TUAPOXJIOPOTHA3HIIOM, IPUMEHSIEMBIM OOBIYHO B j103¢ 25 Mr wiH boree.

** B rtabiuie npenactaBlieHbl HeKellaTelIbHBIE PEaKIMU,0TMEUeHHble Ha (OHE NpHUMEHEHHS
KaHJlecapTaHa B KIMHUYECKUX HCCIEIOBAaHHUAX M NPH IOCTPErHCTPALIOHHOM IpUMEHeHuH. B
0OBEIMHEHHOM aHAJIN3e JIAHHBIX KINHUYECKUX HCCIEIOBaHHWN Y INAIMEHTOB C apTepUalbHOU
TUIIePTEH3HEN OIMCaHHBbIE HEeXeaTelIbHbIe PeaKIMy HabIIoIaINCh ¢ YacTOToH XoTs Obl Ha 1 %
Ooutbllie, 4eM B IpyIiie miamnebo.

*4% JlabopaTopHbBle TIOKa3aTelnd: B IeJIOM, KIMHMYECKH 3HAYMMBIX W3MEHEHHM CTaH/IapTHBIX
TabopaTopHBIX NOKa3aTelel py NPUMEHEHUH KaHJlecapTaHa IMICKCETIIIa/ THIPOXIOPOTHAZH 1A
He OoTMedeHo. lloBBHIIeHHWEe  KOHIEHTPAllMd  MOYEBOM  KUCIOTBI ¥ aKTUBHOCTH
aTaHnHaMHHOTpaHcepasbl (AJIT) B CBIBOPOTKE KPOBH U KOHIICHTPAIIUH [IFOKO3BI B KPOBH OBLIH
OTMEYEHBl KaK HeXeJIaTEJIbHBIE pPEeaKIH, BCTpEHaroIuecss NpH NPUMEHEHHWH KaHjecapTaHa
IIeKceTIIIa/ THIpoxsiopoTHasuia (npumepnas dacrora 1,1 %, 0,9 % u 1,0 % coorBeTcTBEHHO)
HEe3HAUYMTEIBHO vallle, YeM npu npuMeHeHnd 1wianebo (0,4 %, 0 % u 0,2 % coorBercTBEHHO). Y
OT/EJIBHBIX TAIIMEHTOB, NPHHUMABIINX KaHJecapTaHa  IJICKCETHI/THAPOXJIOPOTHAZHI,
HabJIIO1a]IOCh  He3HAYMTEIbHOE CHWKEHHE TeMOIIoOMHa W TIOBBIINIEHHWE AaKTUBHOCTH
acrapraramuHoTpancgepassl (ACT) B CBIBOPOTKE KPOBH.

Takxe HabIOIAIOCH MOBBIIIEHHE KOHIIEHTPAI[MHA KpeaTHHHHA, MOYCBHHBI, THIICPKATHEMHS U

TAINoHaTpuEMu.

Ilepeno3npoBka

CHMOTOMBI

AHanmn3  (papMaKoJIOTHYECKHX CBOWCTB  TO3BOJIET  MPEIMNOJIIOKHTh, HYTO OCHOBHBIMH
NPOSBIICHUSAMH TIepeI0O3MPOBKH MOTYT OBITh KIWHWUYECKH BBIpaKeHHOEe CHIKeHHe AJl u
roJoBoKpyxkeHne. OnHcaHbl ciydad INEpelo3UpOBKU mpemnapara (1o 672 Mr KaHjecapTaHa),
3aBEPIIMBIINECS BBI3I0OPOBICHHEM MTAllUEHTa €3 TSIKEIBIX IMOCIeICTBHN.

OCHOBHBIM TIPOSIBIICHHEM TIEPEIO3UPOBKH THAPOXIOPOTHA3UIA SBIAETCS OCTpas IOTeps
KUJKOCTH M DIEKTPOIHUTOB. Takke HaOMIOTamNch TakhWe CHMIITOMBI Kak cHWkKeHHe A]l,
TOJIOBOKPY)KEHHE, CYXOCTh BO PTY, TAXHKap/Ws, )KEITYyJT0UKOBas apUTMHUS, TIOTeps CO3HAHHA H
MBIIIIEYHBIE CYIOPOTH.

JledeHne
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(MOCNEOOBATENBHOCTE 0001)

[Mpn pa3BUTHH KIWHAYCCKH BBIPAXCHHOTO CHIDKCHHS AJ] HeoOXO0IUMO TPOBOIUTH
CHUMITTOMAaTHIECKOE JICUCHHE U KOHTPOJIHPOBATH COCTOSIHUE ManueHTa. [laiieHTa HeoOX0IuMo
MICPEBECTH B TONIOKEHHUE «IekKa» Ha CIHHE ¢ MPUIMOAHSATHIME Horamu. [lpu HeoOXomumocTu
clelyeT TPOBECTH MEPONPHUSTHS, HampaBicHHBle Ha yBemumueHue OLK (Hampumep,
BHyTpHBeHHOe BBeneHHe 0,9 % pacTBopa HaTpusi xyopuaa). B ciaydae HeoOXOAMMOCTH MOTYT
OBITh Ha3HaueHBI CUMOTOMAaTHYeCKHe cpenacTBa. CTENeHb BBIBEICHHS THAPOXJIOPOTHA3HIA TIPH

réMoaualIn3C HCU3BCCTHA. KaHZ[CCﬁpTaH HC BBIBOIUTCA C ITIOMOIIIBIO TCMOHUaIN3a.

B3aHMOHeﬁCTBHe C APYIr'MMH JECKAPCTBCHHBIMH CPECACTBaAMHU

BzanmoaeicTBie ¢ THAPOXJIOAOTHAZHIOM

Cremyer oKUaaTh, 4TO IeHCTBHE THAPOXIOPOTHA3NA, IPHUBOJISIIEE K ITOTEPE KM, MOXKET OBITh
YCUJICHO JPYTHMHU CpEICTBaMH, NPUBO/IIIMMU K MOTepe Kalus M THHOKaTHEeMUH (Hampumep,
JTUYPETUKaMH,  CIAOUTCIBHBIMH  CpPE/ICTBaMH,  aM(QOTECPHUIIMHOM,  KapOCHOKCOJIOHOM,
NEHUIWUIUHOM G, HaTpHEM, TPOU3BOTHBIMU CaTUIIMIOBON KUCIOTHI).

WunymmpoBaHHas  UYpEeTHYECKHMMH  CPEACTBAaMU  TUIOKAJUEMHs] W TUIOMarHUEMUs
IpepacioaraloT K BO3MOKHOMY KapJHOTOKCHUECKOMY JECHCTBUIO CEPACUHBIX TTIUKO3UIOB H
aHTHAPUTMHUYECKUX CPEICTB. PekoMeH TyeTcs IPpOBOIUTh IEPHOAUIECKHNA KOHTPOIb COAECpKaHUs
KaJIisl B CBIBOPOTKE KPOBH IIpU NpHMeHeHUH Npenaparta Kanaekop H 8 ¢ TakuMu npenapatamu, a
TakkKe CO CICAYIOIMMMHU MpenapaTaMi, clTOCOOHBIMH BBI3BIBATH MOJMMOP(HYIO KETyTOUKOBYIO
TaXUKap U0 TUITA KITHPYITH:

e AHTHapUTMHUYECKHE Tpenaparhl la kimacca (Hampumep, XWHHIWH, THIPOXHHUIMH,
JTU3OTTHPAMHM]T ).

e AntmaputmMudeckue mpemapatel Il kmacca (HampuMep, aMHOJApOH, COTAJIOIN,
MO ETHINT, HOYTHITH/).

e HekoTopble aHTHUNCHXOTHYECKHE CPEACTBa (HalpHMEp, THOPHUIA3UH, XJIOPIPOMAa3uH,
JIeBOMENpPOMa3nH, TpU(Iyonepa3uH, LIHaMEeMas3lH, CYJbIUPUT, CYJIbTONPUI,
aMUCYJIBIIPUT, TUATIPU/T, TUMO3H/I, TATONEPUI0N, APOTIEPHION).

e Jlpyrue npenapaTsl (HalipuMep, OCTIpHANI, U3anpu, AU(GEeMaHnI, 3pUTPOMULIUH TPU
BHYTPUBCHHOM BBEJICHUM, TaJoQaHTPUH, KETaHCEPHH, MH30JIaCTHH, TNEHTaMH/IUH,
criapgroKcalit, TepdeHaauH, BAHKaMHUH [TPU BHYTPUBEHHOM BBE/ICHUH ).

['imokanueMus, BeI3bIBacMasi THAPOXJIOPOTHA3HI0OM, MOKET MOBBIIIATE PUCK Pa3BUTHS apUTMUN
IpU MPUMEHEHUH MPETapaToB, KOTOPhIE YBEIUYHUBAIOT MPOIODKUTEIBHOCTE HHTepBana QT.

JlexapcTBeHHBIE Cpe/icTBa, NMPUMEHSIEMbIE Ul JICUCHUS NoJarpbl (HampuMep, NpoOeHeIus,
CYIb(GUHIIUPa30H U IIIOMYPHHON): MOKET NOTpeOoBaThes KOPPEKIUS 03Bl YPUKO3YPUUECKIX

mpenapaToB, IOCKOJBKY THAPOXIIOPOTHA3U/] MOKCT ITOBBIIIIATh KOHIICHTPAIlUIO MOYEBOM KHUCIIOTHI
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(MOCNEOOBATENBHOCTE 0001)

B CBIBOPOTKEC KpOBH. MoXeT mOTpeOOBaThcs YBENMYCHHE O3Bl MPOOCHENWAa WIH
cynmbHuHHpa3zoHa. OHOBpEMEHHOE IPUMEHEHHE THA3U/I0B MOXKET TTOBBIIIATE YaCTOTY Pa3BHTHS
peakIuii THIEPUyBCTBUTEIBHOCTH K aJLIOMyPUHOITY.

Coo0Imanock 0 caydasx BHYTPHCOCYAUCTOTO TEMOJH3a UMMYHHOTO XapaKkTepa Y MalldeHTOB, .
NPUHUMAIOIIUX THAPOXJIOPOTHA3HT U METHIIONY.

OnmHOBpeMeHHOE TNpHMEHEHHE KapOaMaselmnHa M THAPOXJIOPOTHAasHIa CBS3aHO C PHCKOM
Pa3BUTHS CHUMOTOMAaTHYECKOW TUMOHaTpUeMUH. CIeyeT KOHTPOJIHPOBATH COJACpIKaHUE
3NIEKTPOJUTOB B KPOBHU IPH OJTHOBPEMEHHOM IPUMEHEHHUH THX TpernapaToB. [1o BO3MOKHOCTH,
cIleTyeT MPUMEHSTh JUYPETHKHU APYTOTro Kiacca.

ComyTcTByOIAs Tepanmusl IUKIOCIIOPHHOM MOXKET YBEIUUHBATh PUCK THIICPYPUKEMHH H
OCJIO’KHEHUH 110 TUIY MO/Iarphl.

TuazugHble AUYPETUKH YMCEHBIIAIOT BHYTPHUCOCYTUCTBIA OOBEM M MOTYT CHIKATH PQEKT
nepopaabHbIX aHTHKOATYISTHTOB.

BcacbiBaHHe  THIPOXJIOPOTHA3WAa  CHIDKaeTcs TpH  NPUMEHEHMH  KOJECTHIIONA  WIH
KOJICCTHPaMUHA.

JelicTBHE HEACTIONAPH3YIONMX MHOPENAaKCaHTOB (HampuMep, TyOOKypapHhHa) MOMKET OBITh
YCHUJICHO THAPOXIOPOTHABHIOM.

TuaszuaHble JUYPETUKH MOTYT BBI3BIBATh MOBBIIICHHE COJICPKAHUS KaJbliUsi B KPOBU B CBSI3H C
YMEHBIICHHEM ero 3Kckpelnd. [Tpi HeoOXoIuMMOCTH MpHeMa KalblUHCcOoepKalliX MHIIEBBIX
106aBOK WK BUTaMUHa D clie/TyeT KOHTpOIHPOBaTh coepKaHUe KaJbIIUs B CHIBOPOTKE KPOBH U
pU HEOOXOTUMOCTH KOPPEKTHPOBATD JI03Y.

Tuazuapl YCHIHBAIOT THIICPTIIMKEMHUUCCKOE JIeHCTBHE OeTa-aIpeHOOIOKAaTOPOB U IHA30KCH/IA.
AHTHXONMUHEPTUICCKUE CpeAcTBa (HApUMEp, aTpPOINHH, OWMEPHICH) MOTYT YBEIHYHBATH
OHOTOCTYITHOCTE THYPETHUCCKUX CPEICTB Ha OCHOBE THA3HIOB BCICCTBUE CHIDKCHUSI MOTOPUKH
KETYTOUHO-KHIIICTHOTO TPaKTa.

Tuazuasl MOTYT YBEIUIHUBATH PHCK HEOIATOMPUSITHOTO JCHCTBHS aMaHTa/InHa.

Tuazuael MOTYT 3aMEIIISITh BBIBEJICHHE IUTOCTATHICCKUX CPECTB (TaKUX Kak MUKI0hochaMu,
METOTpEKCaT) U3 OpraHu3Ma U YCHIHBATE HX MUCIIOCYIIPECCUBHOE JICHCTBHE.

Puck THUMOKaTHMEMHH MOKET YBEIUYHUBATHCS TPH COMYTCTBYIOIIEM TPHEME CTCPOUTHBIX
JICKapCTBEHHBIX CPEJICTB WM aIpCHOKOPTHKOTPOITHOTO TOPMOHA.

Ha ¢one mpmeMa mpemapaTta MOXKET YBEIMYHBATHCS HYACTOTa PasBUTHS OPTOCTATHUCCKOMN
TUITOTCH3MH TP MPHEME 3TaHolIa, 0apOUTYpaTOB WIIH OOIINX aHECTCTHKOB.

JleueHne THA3HIAMH MOXKET CHIDKATh TOICPAHTHOCTD K TITFOK03¢. MOXKET MOTpeboBaThCs MOA00p

JAO03BI THIIOTJIUKCMHAYICCKUX CPCICTB IS TpUEMa BHYTPb U HHCYJIIMHA.
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I'uApOXIOPOTHA3H MOXKET YMCHBIIATH BIHSHHUC COCYIOCYKHBAIOUINX aMHUHOB (HalpuMep,
snuHepUHa (apeHaTHHA)).

IuapoXIOpOTHA3H MOXKET YBEIUYUBATh PUCK PA3BUTHSI OCTPOH MOUCHHON HETOCTATOUYHOCTH,
0CcOOCHHO B COBOKYITHOCTHU € OONBIINMH JT03aMHU HOICOICPKAIINX KOHTPACTHBIX BEIICCTB.
3HAYUTETBFHOTO B3aHMO/ICHCTBUS THAPOXIOPOTHA3H/AA ¢ TTUIIEH He 0OHAPYKEHO.

BzanmogeiicTBie ¢ KaHaecapTaHa IIIICKCECTHIOM

OnHoBpeMeHHoe TmpuMeHeHne APAIl ¢ nmpemaparamu, cofepKalllUMH — alHCKHpPEH,
IPOTHBOIIOKA3aHO Y MAallUEHTOB C CaXapHBIM JAHa0eTOM M (MIHM) ¢ YMEPEHHON WIH TsDKEIOU
nodedHoii HegpocTaTouHocThio (CK® < 60 mur/mun/1,73 M?) B He peKOMEHIyeTcsl y APYrHX
naieHToB. OaHoBpeMeHHoe npuMeHeHue APA 11 ¢ unru6uropamu AII® npoTHBoMoOKazaHo y
MAIMEHTOB ¢ JuabeTHUecKol HedpomaTuell M He pPeKOMEHAyeTcs Yy IPYTruX HaIlUeHTOB (CM.
paznensl «[IpoTuBonokazanusi» 1 «OcoOble YKazaHUs»).

B  ¢apMakoKMHETHYECKHUX HCCIEAOBAaHUSAX OBUIO HM3y4eHO coYeTaHHOE IpUMEHEHHE
KaH/lecapTaHa IIICKCETHIIa ¢ THAPOXJIOPOTHA3UAOM, Bap(apUHOM, TUTOKCHHOM, IEpOpaIbHBIMU
KOHTpAICNTUBAMU (3TUHIIICTPATUOI/ICBOHOPTECTPEN), TIHOCHKIAMUIOM, HHUMEIUITMHOM |
sHananpuiaoM. KinnHuueckn 3HauMMOTo (papMakOKHHETHIECKOTO B3aUMO/ICHCTBUS BBISIBICHO HE
OBLIO.

Kannecaptan Merabonusupyercss B IEUeHH B HE3HAUUTEIbHOH cTeMeHH (HU30(pepMEHTOM
CYP2C9). IlpoBeneHHbIe HcclaeTOBaHUS IO B3aUMOJICHCTBHIIO HE BBISBUIN BIUSHUS IMpenapara
Ha u3odepmerTl CYP2C9 u CYP3 A4, neiictBue Ha npyrue u30epMeHTHl CUCTEMBI IIUTOXPOMa
P450 He uzyueHo.

ONBIT IpUMEHEHUS APYTUX JIEKapCTBEHHBIX CPEACTB, AciicTBytouX Ha PAAC, moka3sIBacT, 4To
COMYTCTBYIOIIas Tepamus KaluiicOeperamolMu  JAAypeTHKaMH, TMpenapaTaMu — Kalus,
3aMEHUTENSIMHU COJH, COJICPKAIUMU KalHii, U IPYTUMH cpe/IcTBaMH, KOTOPBIE MOTYT MOBBIIIATH
coJiepaHHie KaJusl B CBIBOPOTKE KPOBU (HampHMep, TeNaprH), MOKET MPUBOJUTE K Pa3BUTHIO
THIEpKATHEMUH.

Kak u npu npumenenun uaruoutopo AII®, omxHoBpemennoe mpumeHenue APA II u HIIBII
MOKET YBEIMYMBATh PHUCK HapylleHUs QYHKIUU TMOYEeK, BKIOUAs OCTPYIO MOYECUHYIO
HE/I0CTaTOYHOCTD, MOBBIIICHUE COIEPKaHMs KalHs B CBIBOPOTKE KPOBH, OCOOCHHO Yy MAIlIEHTOB
cO CHIDKEHHON ¢yHKIMell mouek. CremyeT coOmrofaTh OCTOPOXKHOCTH NMPHU OJHOBPEMEHHOM
MpUMEHEHHH 3THX MpenapaToB, 0COOCHHO y MallMEHTOB MOKUIOTO Bo3pacTa M Y MaIleHTOB CO
cHibkeHHBIM OLIK. [NammeHTam HeoOX0aMMO KOMITEHCHPOBATh MOTEPIO KHUIKOCTH U PETYISIPHO
KOHTPOJUPOBaTh (PYHKIIMIO MOYEK MOC/Ie Havala KOMOMHUPOBAaHHOW Tepally U MEpUOTUIECKU
Ha (oHe TaKkoi TepanuH.

BI/IOZ[OCTYHHOCTB KaH/JcCcapTaHa HC 3aBUCUT OT IIpHUCMa IMUIIIH.
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BzanMogelicTBre ¢ KaHIecapTaHa MIICKCETHIOM/THAPOXIOPOTHASHIOM

[lpu onHOBpeMEeHHOM TNPUMEHEHHH MpenapaToB JUTUS U uHruoutopo AllD wmm
TUAPOXJIOPOTHA3H A OBLITH OTMEUEHBI CIIydal TPAaH3UTOPHOTO MOBBIIICHHUS KOHIICHTpalluK JIUTHUS
B IUIa3M€ KPOBH M Pa3BUTHUSA TOKCHUYECKHX 3PQEKTOB. AHAIOTHYHBIN 3()(EKT BO3ZMOXKEH NpHU
OTHOBPEMEHHOM MpHUMEHEeHNN mnpenapaToB JUTHS U APA II, B cBA3M ¢ 4eM peKOMEHIyeTcs
KOHTPOJUPOBaTh CHIBOPOTOUHYIO KOHIICHTPALIUIO JIUTHS NP KOMOMHHUPOBaHHOM NpPUMEHEHUU
3THUX MpenapaToB.

HIIBIT (B ToM wMcie CceleKTUBHBIE WHTHOUTOPHI IUKIOOKcUTeHa3bl-2 (L[OI-2) w
alleTHIICATHITIIIOBAS KHCIIOTa MOTYT CHHXKATh aHTUTUIICpTeH3UBHBIHN 3 dekT APA I, B Tom uncne
npenapata Kangekop®™ H 8. JluypeTudeckoe, HaTpUHYpeTHYECKOE H AHTHTHIIEPTEH3UBHOE
JeiicTBue ruApoxIopoTHasuaa ocnadmser HIIBIIL.

OJIHOBpEMEHHOE TIpMMeHEHHE Tpemaparta Kangekop® H8 ¢ JpyrMMH THMIOTEH3UBHBIMH

Cpe/ICTBaMU OTCHITMPYET THIOTCH3UBHBIH AP GEKT.

Ocobble ykazaHusi
CHIpOXI0pOTHAH

HMPK

B aByx ¢apMako3MuIeMHONIOTHUECKUX HCCISTOBAHMUIX, BBIIOIHEHHBIX € MCHOIb30BaHHEM
JaHHBIX J[aTCKOTO HallMOHATBHOTO PETHCTpa paka, ObLia MPOJCMOHCTPUpPOBaHa CBA3b MEKTY
MPUEMOM THAPOXIOPOTHA3H/IA M ITOBBIIICHHBIM prcKoM pa3Butus HMPK — 6azansHoKICTOUHOM
KapIIMHOMBI M TUTOCKOKIIETOUHOM KapIIuHOMEI. Prck pa3zsutus HMPK Bo3pacTan npu yBenndeHUN
cyMMapHO# (HaKOIUICHHOH) 03Bl TUAPOXJIOPOTHa3UAa. BO3MOKXHBIM MEXaHH3MOM pa3BUTHS
HMPK sBrnsietcs poToceHCHOMTH3UpYIOIee ISHCTBHE THAPOXIOPOTHAZH/A.

[TareHTRI, TpUHAMAIOIKE THAPOXIOPOTHA3H/] B KaUecTBE MOHOTEpAlMK WA B KOMOMHALIUH C
JPYTUMH JIeKapCTBEHHBIMHU TpenapaTaMi, JOJDKHBI OBITH OCBEIOMIJIEHBI O PHUCKE Ppa3BUTHUS
HMPK. TakuMm maigeHTaM peKOMEHIyeTcs PETYISIPHO OCMaTpUBaTh KOKHBIE TIOKPOBHI € IENbIO
BBISIBJICHUS JTFOOBIX HOBBIX MOJI03pUTEIBHBIX MOpasKeHUi, a Takke U3MEHEHH Y:Ke UMEIOLTNXCs
MOPaKEHUIN KOXKH.

O60 Bcex MOAO3PUTEIBHBIX M3MEHEHUSAX KOKHU CIEAYeT He3aMeTUTENBHO cooOInaTh Bpady.
[Mogo3puTenbHble Y9acTKH KOKH JTOJDKHBI OBITH 00cIe/IoBaHbl clelManiucToM. [ yrouHeHus
JIMarHO3a MOKET MOTPeOOBaThHCS TUCTONIOTHUECKOE UCCIIeI0BaHIE OMONTATOB KOKH.

C 11enbio MEHHME3AITHH prcka pa3suTHs HMPK narienTam ciemyet pekoMeH/I0BaTh COONIOIaTh
MpogUIaKTHUECKUE MEPHI, TaKHe Kak OrpaHUYCHUE BO3/ICHCTBHS COTHEUHOTO cBeTa Y D-mydeid,
a TakyKe MCIIONb30BaHNE COOTBETCTBYIOIIMX 3aIllUTHBIX CPE/ICTB.

Y mammentoB ¢ HMPK B anamMHeze pekoMeHAyeTcsl TEpecMOTPETh IIelecoo0pa3HoCTh
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MpUMEHEHHs THAPOXJIOPOTHA3HIA.
Ocmpas pechupamcpHas MOKCUYHOCb

[Tocne mpueMa ruapoOXIOpOTHA3KA OBLIH 3apeTHCTPUPOBaHBl OUEHBb PEIKHE CIIydal TKENoM
OCTpOIl pecnUpaTOpHOM TOKCHUYHOCTH, BKIOYas OCTPBIN pEeCUpaTOpHBIM AHCTpecc-CHHAPOM
(OPZIC). Otek Jerkux OOBIYHO pa3BUBacTCsl B TeUCHHE HECKONBKHUX MHHYT WIHM YacoB TMOCIe
opueMa THAPOXJIOpoTHasuaa. B Hauame 3aboieBaHHsS CHMITOMBI BKIIOYAIOT OJBIIIKY,
JTMXOpaJKy, YXYALICHUE COCTOSHUS JIETKUX U apTepHalbHylo rHnoTeHsmto. [Ipu mogo3peHnn Ha
OP/1IC HeobxoauMo oTMeHUTH IpenapaT Kanaekop H 8 u mpoBecTH coOTBETCTBYOIIIEE JIEUCHHUE.
He cneayer HasHauaTh THAPOXJIOPOTHA3U]] MallUCHTaM, Y KOTOpHIX paHee Habmrogancs OPJC
nocie nprueMa THAPOXIOPOTHA3HAa WIH APYroro THa3UAHOTO IUYPETHKA.

Ileuenounaa neoocmamouHocmo

[ManpentaM ¢ HapylmeHHeM (QYHKUIUH MEUCHH HIH MPOTPECCHPYIOMUM 3a00JeBaHUEM TEUCHU
clIeyeT NPUMEHAITh THA3U/IHbIE TUYPETUKH ¢ OCTOPOKHOCTBIO BBUAY TOTO, UYTO HE3HAUUTEIBHBIE
KoJIeOaHms 0ObeMa KUIKOCTH U AIEKTPOIUTHOTO COCTaBa MOTYT BBHI3BIBATh INEUCHOUHYIO KOMY.
JlaHHBIC TpHMEHEHHsT KOMOWHHPOBaHHOTO IMpemapaTta, COJCpIKalllero THAPOXIOPOTHA3UA U
KaH7lecapTaH, y MallUEHTOB ¢ MEYCHOYHON HEJOCTaTOYHOCTBIO OTCYTCTBYET.

Hapywenus e6oono-anexkmponumnoeo 6ananca

Kak 1 Bo Bcex ciydasx NpUMEHEHHs NpenaparoB, oOJaJarollliX JAUYPETUUYECKUM JeHCTBUEM,
clleTyeT KOHTPOJIUPOBAThH CO/IepKaHUE AIEKTPOIUTOB B IIa3Me KPOBH.

[MpenmapaTtel Ha OCHOBE THA3W/OB, OOJAJAlOIIUE TUYPETUUESCKUM JICHCTBHEM, CIOCOOHBI
YMCHBIIIaTh BBIBEICHUE KaJbIUs MOYKAMHU M MOTYT BBI3BIBATH CKaukooOpa3HbIC M3MECHEHUS U
HEe3HAUUTENIbHOE YBEIMUECHUE COJICpKaHUsl Kalblls B TUIa3Me KPOBH.

TuasunHele IUYpPEeTUKH, BKIFOYas THUAPOXJIOPOTHA3UA, MOTYT BBHI3BIBaTh HapyllIeHHE BOJHO-
ANEKTPOIUTHOTO OanaHca (THUIEepKaIblIIEMUs, THIIOKATHEMHUs, TUITOHATPUEMUS], THIIOMarHUEMUS
U TUMOKaTHeMH4yeckuil ankano3). CrneayeT MNepUOAMYECKH OINpEeNeNaTh  cojcpKaHHe
ANIEKTPOJIUTOB B CHIBOPOTKE KPOBH.

BuisiBeHHas TUNIEpKaTBIMEMHs MOXKET OBITH MPU3HAKOM CKPBITOTO THNepnapaThpeosa. [Ipuem
THA3UJHBIX [IperapaToB cleayeT NPEeKpaTUTh 0 TOJYyYeHUs pe3ylbTaTOB HccIeTOBaHUS
MapalIuTOBHIHBIX JKENE3.

'uapoxnopoTuasua B 3aBUCHMOCTH OT JI03bl YCUJIMBAET BBIBEJCHHE KalMs, UTO MOKET CTaTh
OPUYMHON THMOKaTHEeMHH. OTOT 3((eKT TUAPOXJIOpoTHa3uAa MEHee BBIpaXeH MpU
OJTHOBPEMEHHOM NpPUMEHEHHH ¢ KaHjaecapTaHOM. PUCK pa3BUTHS THNOKaJUEMHH IMOBBIIICH Y
MalleHTOB C IUPPO30M IEUEHH, ¢ BBIPaKEHHBIM JUYpPE30M, Y MAIMEHTOB, B HEJOCTaTOUYHOM
KOJIMYECTBE TMONYYAIOUINX 3ICKTPOJIUTHl C TNHIIEH, WIK Yy NalleHTOB, OJHOBPEMEHHO

MPUHUMAFOIIHNX TIIOKOKOPTHKOCTEPOU/IBI HITH apeHOKOPTHKOTPOIHEIM ropMoH (AKTT).
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Ha ocHOBaHMH omBITa MPUMEHEHHS MpenaparoB, Buusiomux Ha PAAC, omHOBpeMeHHOE
npuMeHeRre npenapata Kangekop® H 8 U yBenMUMBAIOIUX BBHIBEICHAE KaTUs IUyPETHIECKHX
CPENICTB MOKHO KOMIICHCHPOBATh MPHUMCHCHHUEM TMHIIEBBIX JT00aBOK, COACPKAIINX KaJHid, WIH
JPYTUX MpenapaToB,cllOCOOHBIX MOBBICUTH COICPXKAHUE Kallisl B TUIa3Me KPOBH.

[MokazaHo, dYTO THA3WABl YBEIHMYMBAIOT BBIBCICHHE MarHHs, YTO MOXET BBI3BIBATH
TUITOMAaTHHEMUIO.

Memabonuueckue u SHOOKpunHbBIE I hexmbl

JleyeHne THa3uAaMH MOXET HapyllaTh TOJICPAaHTHOCTh K TIIOKo3e. MokeT moTpeboBaTbes
KOPPEKIUs 03Bl THITOTIIMKEMHUYCCKUX CpPEJICTB, B TOM YHCIEe MHCYIHHa. Bo BpeMs Tepamuu
THa3HI0M BO3MOKHO MPOSIBICHUE JTAaTEHTHO MPOTEKAOIIETO caXxapHoro auabera.

C neyeHHEM THA3UAaMH TaKKe CBS3BIBAIOT IIOBBIIICHUEC KOHIICHTPAIM XOJNecTepHHa U
TPUTIMLIEPUIOB B CBIBOPOTKE KpoBU. OJHAKO NMPH MPUMEHEHUN KOMOMHUPOBAHHOTO Mpemnapara,
cojiepxkamero 12,5 Mr ruapoximopoTHasuia W KaHAecapTaH, HaOIIOJaIoch MHHHUMalbHOE
KOJIMYECTBO JINOO OTCYTCTBHE MOTOOHBIX 3(PEKTOB.

TuazuaHbIe TUYPETUKN YBEINYHNBAIOT KOHIICHTPAIIHIO MOYEBO KUCIIOTHI B ITa3Me KPOBH U MOTYT
CIIOCOOCTBOBATH BOZHUKHOBEHHIO MOJIarphl y MPeApaclolOoKEHHBIX MAIlHEHTOB.
Xcpuouoanviwlii 86INOM/MPAHIUMOPHASL MUONUA/OCMPAS 3AKPLIMOY20IbHAA 2N1AYKOMA
I'uapoxnopoTHasu, MPOU3BOAHOE CYIb(GOHAMHAA, MOXET BBI3BIBATh HIHOCHHKPa3HUECKYIO
peaKifio, MPUBOJIIIYI0O K Pa3BUTHIO XOPHOWAAIBHOTO BBIMOTa ¢ JePEKTOM TOJeH 3peHwus,
TPaH3UTOPHOM OCTPOif MUOITUU U OCTPON 3aKPBITOYTOILHOM TJIayKOMBI.

CHMITOMBI BKJITFOUAIOT B ceOs: BHE3AITHOC CHIDKCHHUE OCTPOTHI 3pCHUs WM OONb B Tiasax,
KOTOPBIC MOSIBISIFOTCS, Kak MPAaBIIIO, B TCUCHHE HECKOIBKHUX YaCOB WIIH HE/IENb OT Havalla Tepariu
THAPOXIOPOTHA3HIOM. [IpH OTCYTCTBHM JICUCHHs OCTpas 3aKpBITOYTONBHAS TIayKoMa MOXKET
MIPUBECTH K CTOHUKOM MOTEepe 3pCHHS.

JleueHue: HEMEIICHHO MTPEKPATUTh MIPUEM THAPOXIOopoTHasuaa. Eciu BHYTpHUTIa3HOE TaBICHHUE
OCTAETCSl HEKOHTPOIHPYEMBIM, MOXKET TMOTPeOOBATHCSI HEOTIOKHOE METUKAMEHTO3HOE JICUCHUE
WIH XUPYPrU4ecKoe BMemaTeNbcTBO. (DaKTopaMu pHCKa Pa3sBHTHS OCTPOH 3aKPBITOYTOIBHOMN
TJIaYKOMBI SIBISTFOTCS aJUICPTHUSCKHUE PEaKIK Ha CYTb(GOHaMU WIH TICHUAIIMUTHH B aHaAMHE3e.
DomouyecmaumenbHOCHb

[pu mpUMEHEHUH THA3UTHBIX JHUYPETHKOB COOOIIAIOCH O PEAKIHIX (POTOTYBCTBUTECIBHOCTH (CM.
paznen «[loGouHoe neifcTBHe»). B cimydyae pa3BUTHA peakiuHd  (GOTOTYBCTBUTCIBHOCTH
PEKOMEHyeTCsl TMPEKpaTuTh MpueM mpemnapara. [Ipu HeoOXOTUMOCTH TPOTODKECHHS TEpaliu
PCKOMCHYETCS 3alllUIIATh OTKPBITHIC YYaCTKH Tela OT BO3JCHCTBHS CONHCYHBIX IJydeH
HCKYCCTBEHHOTO YIIBTPa(pHOICTOBOTO U3TYUCHHS.

Obwue
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[posiBreHMEe peakiiyii TUITEPUYBCTBUTEIHHOCTH K THPOXIIOPOTHAZH/TY BO3MOYKHO U Y TIAIIMCHTOB,
HEe UMCBIIIAX paHee aJUIepTUUIeCKUX peakIlii U OpoHXHUaIBHOM acTMBI (B aHaMHe3¢), HO OHO Oolee
BEPOSITHO JIISI TTAIIUCHTOB, UMCIOIIUX OTSATOICHHBIN alIeproOTHYeCKI aHaMHe3.

[Tpu npuMeHeHHee THA3UAHBIX JUYPETHKOB OTMEUCHBI CIydal OOOCTPCHUSI WU TOSIBICHUS
cumntomos CKB.

Anmuoonuneoswiii mecm

IMampoxnopoTrasul oTHOCUTCS K Tpenaparam, 3ampelleHHBIM BceMUpHBIM aHTHIOTTMHTOBBIM
arcHTCTBOM K TIPUMCHCHUIO Yy CIOPTCMCHOB, TNPUHHUMAIOIIUX YYacTHE B CIHOPTHUBHBIX
copeBHoBaHUAX. Ha ¢oHe mpuema npemapata Kamaekop®H 8 MokeT 6BITH HOTydeH
MOJIOKUTENBHBIN pe3yNbTaT JOMUHT-TeCTa.

KaH/:[ecapTaHa ITMJICKCCTHIT

Jleotinas 6a0xaoa penun-aneuomen3uH-anb00cmepoHogoti cucmemol (PAAC)

He pexomenayetrcs nBoitHas Omokana PAAC myreM KOMOMHHUpPOBaHHUS —KaH7ccapTaHa
IIUJICKCETHIIA U aJUCKUpPEeHa BBUY YBEJIWUCHHUS pUCKa pa3BUTHUS apTepUalbHON THIOTEH3WH,
TUIIepKaTieMIH 1 U3MEHEHUS (PYHKIUH TTOYEK.

OnnoBpeMeHHoe mnpuMeHeHue APA Il ¢ amuckupeHoM WIM mpenapaTaMmH, coAepKalldMU
aJIMCKUPEH, MIPOTUBONOKA3aHO Y MAIlUEHTOB ¢ caXapHBbIM JHa0eTOM U (WJIH) C YMEPEHHBIMHU WIN
TKENBIMA HapylieHuavMu Gynkimn nodek (CK® < 60 mu/mun/1,73 M%) U He peKOMEHTyeTCcs y
JApyrux mamueHToB. OpaHoBpeMeHHoe mpuMeHeHne APAIl ¢ wunrudutopamu AllD
MPOTHBOIOKA3aHO y MAIIMCHTOB ¢ Ua0CTHUCCKON HepolaTHel U He PeKOMEHTYeTCsl Y APYTHX
nanueHToB (cM. pasaen «[IpoTHBoOMOKazaHUs).

Hapywenue ¢pynxyuu nouex

Ha ¢one Tepamuu mpemapatom Kamgekop®H 8, kak M TIpH NpUMEHEHHH APYTHX CPECTB,
uHrHoupyromx PAAC, y BOCIPHUMYHBBIX MTAITHCHTOB MOTYT OTMEYAThCS HApYIIICHUS (QYHKITMH
nouek (cM. pazaern «[IpoTHBOMIOKA3aHUS ).

Tpaucnnaumayus nouxu

KnuHudecknit  OMBIT  NMPUMEHEHHS ~ KOMOWHHPOBAaHHOTO — TIpemapara,  CoJepiKallero
THAPOXJIOPOTHA3U M KaHJAecapTaH, Y MAalUCHTOB, MEPCHECIIUX TPaHCIUTAHTAINIO TTOYKH,
OTpaHHUYCH.

Cmeno3 noueunoi apmepuu

Hpyrue npenapatsl, Buausiome Ha PAAC, manpumep, wHTHONTOPEI AIID, MOTYT MOBHIIATH
KOHIICHTpAIlUd MOYCBHUHBI M KPCaTHHHHA B CBHIBOPOTKE KPOBU Y MAIIMCHTOB C JIBYCTOPOHHHUM
CTCHO30M TIOYCYHOM apTepUd WIH CTCHO30M apTepHH CAMHCTBCHHOH MOYKH.AHaJIOTHYHOTO
addekra cneayeT oxuaath u oT APA 11

Cruoncenue OIK
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VY marmentoB ¢ jgedunmuroM OIK u (uimu) HaTpus BO3MOXKHO Pa3BUTHE CHMITOMATHUYCCKOM
apTepualbHON THUIIOTEH3MM, KaK OMHMCaHO Ul APYTUX mpenaparoB, Baustonmx Ha PAAC.
[losToMy He peKoMeHIyeTcsl MPHMEHATh Hpemapara Kanmekop®H 8 10 KoppeKIMH JaHHBIX
HapyIICHUH.

Obwasn anecmesust, Xupy peuiecKue eMeulamensCcmed

VY mnammentos, nonydatormux APA I, Bo Bpems oOmeit aHecTe3WM W TPH XUPYPTHUCCKUX
BMEIIaTEIbCTBAX MOJKET Pa3BUTHCS apTepHalbHas THIIOTEH3Hs BeaeacTBHe Onmokaabl PAAC.
OueHb peIko MOTYT OTMedaThes cIydan apTeprualbHOU THIIOTEH3UH, TpeOyrolleli BHYyTPUBEHHOT O
BBE/ICHUS IUIa3MO3aMEIIAIOIINX PACTBOPOB U (M) Ba30IIPECCOPOB.

Cmeno3 acpmansvro2o u (unu) mumpaneHo2o kiananos, I OKMIT

Mpenapar Kangexkop®H 8, kak M ApyrHe Ba3oquIaTaTophbl, HEOOXOMUMO € OCTOPOKHOCTBIO
OPUMCEHATh Y TAalMCHTOB C TEeMOJMHAMHMYECKH 3HAYHMMBIM CTEHO30M aopTaJbHOTO U (HIIH)
MUTpaibHOTO KianaHoB Ui ¢ [OKMII.

Tepsuunviii 2unepanbOOCmepoOHUIM

[TanMeHTHI ¢ MepBUYHBIM TUIEPaIbI0CTEPOHN3MOM PE3UCTEHTHBI K THITOTEH3UBHEIM IIpernapaTam,
BusonuM Ha PAAC, Mo3ToMy TakuM TallieHTaM TpHMeHeHue Tpenapara Kanmekop® H 8 He
PEKOMEHIyeTCs.

Obwue

Ha ocHoBaHMM oOIBITa NPUMEHEHUS APYTUX IpenapaToB, BIUSOMIMX Ha QyHKIMI0 PAAC,
COBMECTHOE TNpUMeHeHHe npenapata Kamgekop® H 8 ¢ maruburopamu AIID, amucKApeHOM,
KanuiicOeperalouMi THypeTUKaM1, TpenapaTaMi Kajlis WIH 3aMEHHUTEISIMH COJIM, KOTOpBIE
cojiepKaT KaJHii, MOXKET MPUBOUTH K MOBBIIICHUIO COJIEPKaHUS KaJisl B CBIBOPOTKE KPOBH.
[TareHTrI, coCyUCTBIE TOHYC M (YHKIUS MOYEK KOTOPHIX MPEUMYIIECTBEHHO 3aBHCUT OT
aktuBHOCTH PAAC (HanmpuMep, manueHTs ¢ Tsokenoit XCH nim 3a0oreBaHUSIMY TTOYEK, BKITIOUAS
CTCHO3 TOYEYHON apTepHH), 0COOCHHO UYBCTBUTEIBHBI K IpenaparaM, BaustomuM Ha PAAC.
HaznaueHune mooOHBIX MpenapaToB COMPOBOXKAAETCS Y 3TUX MAIlIECHTOB pe3Koit apTepuaIbHOM
THIOTEH3HUEN, ONUTYpHEH, a30TEMHEH, B peIKUX CIydasX — OCTPON MOYEYHON HEAOCTATOTHOCTEIO
(OITH). Bo3MOKHOCTE pa3BUTHS MepeUUCICHHBIX 3(h()EKeTOB He MOXKET OBITh UCKITIOUCHA H TTPH
npuMeHeHUH APA I1. Peakoe cHmkeHne apTepranbHoro gapneHus (AJl) y mammentos ¢ UbC unm
1epeOpOBacKYIIPHEIMUA  3200JICBaHUSIMUA  aTEPOCKIEPOTUUECKOTO TeHe3a IMpH MpUMEHEHUHU
JOOBIX TUIOTEH3UBHBIX CPEACTB MOKET NPUBOIUTH K Pa3BUTHIO HH(apKTa MHUOKapja HWIH
HMHCYNBTA.

BcernoMoraTtensHBIC BEIeCTBA

Jlaxmoszwvr monoeudpam

HaIII/ICHTaM ¢ PCIKo BCTpC‘IaIOHICfICH HaCJ’IﬁI[CTBCHHOfI HCIICPCHOCUMOCTBIO TaJlaKTO3BbI,
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Z[C(l)I/IIII/ITOM JJaKTa3bl, UJIH TIIOKO30-TaaKTO3HOM MaJIBa6COp6IIPI€I>i HC CJICAYCT MPUHUMATh 3TOT

mpemnapar.

BansiHue Ha CIOCOOHOCTH YNPABAATH TPAHCIOPTHBIMH CPEeACTBAMH, MEXaHH3MAMH

Brusuue npenapara Kangekop® H 8 Ha clloco6HOCTE YIIPaBIATh TPAHCIIOPTHBIMU CPEICTBAME H
paboTaTh ¢ MeXaHH3MaMH HE H3y4yaloch, HO (apMakoJWHAMHUYECKHE CBOMCTBa Ipenapara
yKa3plBalOT Ha TO, YTO MOAOOHOE BIUSHHE OTCYTCTBYeT. [lammeHTam ciemyeT cobOmioaarh
OCTOPOKHOCTh IpPU YIPaBICHUU TPAHCIOPTHBIMU CpEeACTBaMH M paboTe ¢ MeXaHH3MaMH,
MOCKOJBKY BO BpeMs JICUEHUSI MOKET BO3HUKATh TOJIOBOKPY)KEHUE U HaOII0AaThes MOBBIIICHHAS

YCTaJIOCTh.

®opma BbINYyCKA

Tabnerku, 12,5 Mr + 8 mr.

[To 14 Tabnerox B Omuctep w3 komOuHHpoBaHHoro MaTepuana OITA/An/TIBX u ¢onbru
amomuHueBoit win [IBX/TIBJIX u ¢ponsru anroMUHUEBOM.

ITo 2 unu 4 6ructepa BMecTe ¢ HHCTPYKIUEH MO MPUMEHEHUIO MTOMEIIAIOT B ITaUKy KapTOHHYIO.

YeaoBus XpaHeHHS
[Tpu TemnepaType He Boitie 25 °C, B OpUTHHAIBHOM yITaKoBKe.

XpaHuTh B HEJTOCTYITHOM JUIS ICTCH MecTe.

Cpoxk romHoCTH
2 rona.

He IMIPUMCHATE IIpCriapat Mo HCTCUCHUH CPOKa I'O/THOCTH.

YcaoBus oTmycka

OTIycKaroT Mo PerenTy.
HanMeHOBaHHE HOPHIHYECKOr0 JHIA, HA HMs KOTOPOT0 BBIIAHO PETHCTPALHOHHOE
YAOCTOBEpEHHE, apec

000 «KPKA-PYCy», 143500, Poccusi, MockoBckast o0, T. UcTpa, yi. MockoBckas, ja. 50

HpomnzBoaurennb

AO «KPKA, n.1., HoBo Mectoy, llIMaprerika 1iecta 6, 8501 HoBo mecto, CioBeHus
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HanMeHoBanHne U ajipec opraHu3aui, NPHHUMAIOIIEH MpeTeH3nH MoTpednTeIei
000 «KPKA-PYC», 143500, Poccusi, MockoBckast 0o01., T. Uctpa, yi. MockoBcekas, a. 50
Ten.: +7 (495) 994 70 70, daxc: +7 (495) 994 70 78
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