COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

NHCTPYKIA
IO MEJMLUHCKOMY ITPUMEHEHUMIO JIEKAPCTBEHHOTI'O ITIPEITAPATA

®
Ko-/laabHeBa

C0-Dalneva®

PeFI/ICTpaIII/IOHHbIﬁ HOMED:

®
Toprosoe HaumenoBanue: Ko-JlanpHeBa
MexnyHnapoasoe HEMATCHTOBAHHOE WIH rpyNmnupoOBOYHOE HAaHMCHOBAHHE:
aMJIOIUTIUH + UHAANaMU/T + MEPUHAOTIPUIT

JlexapcTBeHHas gopma: TabIeTKU

Cocras

Ha 1 Tabaerky 5 mr + 0,625 mr + 2 mr/5 mr + 1,25 mr + 4 mr/5 mr + 2.5 mr + 8 mr/10 mr +

125 mMr+4 mr/10 mr + 2.5 mr + 8 mr

Jeiicmeyrowue geuecmea: aMJIOTUITHHA 6e3unar (ammounuHa Oecuiar)
6,935 mr/6,935 mr/6,935 mr/13,870 mr/13,870 mr, (’KBHBAJICHTHO aMITOTUTTHHY
5,000 mr/5,000 mr/5,000 mr/10,000 mr/10,000 mr), HMHTaaMug

0,625 mr/1,250 mr/2,500 mr/1,250 mr/2,500 mr, mnepungonpuia »3poymMuH B, cyGcraHmums-
rpanynsl 10,206 mr/20,412 mr/40,824 mr/20,412 mr/40,824 mr

[Heticmsyrowee geLlecmso CYOCMAanyuu-épany; TICPHH/IOTIPHIIA pOYyMUH
2,000 mr/4,000 mr/8,000 mr/4,000 mr/8,000 mMr

Bcnomoeamenvuvie  eeujecmea  cyocmanyuu-cpanyn;  UEITION03a  MHKPOKpPHUCTaLTHYCCKas,
KaJIBIIUsI XJTOPHU/T TeKCaru/par|

Bcnomoeamenvivie geujecmeda.: TEIUTION03a MHKPOKpUCTaLTHYeCKasl, Kpaxmal
NpeKeTaTHHU3UPOBAHHBIN, KapOOKCUMETHIKpaxMall HaTpHsl, HATPUSI THAPOKapOOHAT, KpeMHHUS

JUOKCHU KOJ'IJ'IOI/ILIHBIfI, Martaus cTreapat

Onucanne

Tabnremrku 5 me + 0,625 me + 2 me:

OBaJIbHBIC, JBOSKOBBIMYKIIbIC TabIeTKU OEI0ro WIH MOYTH OEIoro IBETa, ¢ PUCKOM Ha OJHOMM
CTOpOHE.

Tabnemku 5 me + 1,25 me + 4 me:

Kpyrisle, cierka IBOSIKOBBIMYKIIbIC Ta0JSTKH OSTOro WK MOYTH 6eNToro IBeTa, ¢ (hackoi ¢ IByX

CTOPOH.



COOTBETCTBYET 3KCIE F’T_i't:' 1Y OTYETY

|
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

Tabnemku 5 me + 2,5 me + 8 me:

Kpyrisie, IBOSKOBBIMYKIbIC TAOJCTKH OSIIOT0 WITH MIOYTH OEI0To IBeTa, ¢ (GacKoi ¢ IBYX CTOPOH.
Tabnemku 10 me + 1,25 me + 4 me:

OBaJibHEBIC, TBOSIKOBBIMYKIIBIC TabICTKH OSIOro WM MOYTH OSJIOro IBETa, ¢ PUCKOM Ha OJHOM
CTOpOHE.

Tabnemku 10 me + 2,5 me + 8 me:

Kpyrisie, IBOSKOBBIMTYKIIBIC TaOJSTKH OETI0T0 WK TIOYTH OJIoro IBeTa, ¢ (packoil ¢ IByX CTOPOH

U PUCKOH Ha OJTHOU CTOpPOHE.

dapmakoTepaneBTHYECKAs TPYNNA: CPEJCTBa, ACUCTBYIOIIME Ha PCHUH-aHTHOTCH3WHOBYIO
CUCTEMY; HWHTUOUTOPBI aHTHOTCH3WHINpeBpamatomero ¢epmenta (AIID), komOuHamu;
uHru6uTopsl AIID, apyrue kKoMOMHAIUH

Kon ATX: C09BXO01

dapmakonornyeckue cBoicTea

[Mpenapatr Ko-/lanbHeBa — KOMOWHHMpOBaHHBIN TMpenapar, BKIIOYAIONIMA B ceOs TpH
AHTUTMIICPTCH3UBHBIX KOMIIOHEHTA, KaK[AbId M3 KOTOPBIX JONOJHSET AEHCTBHE JAPYIHX IO
KOHTPOJIIO apTepHalbHOro aaBieHus (AJ]) y MalueHTOB ¢ apTepHadbHON TUIEPTCH3MEH.
AwmnonmunuH — OIoKaTop «MeUICHHBIX» KanbliMeBbiX KaHanoB (BMKK), mnpousBomHoe
JUTHIPOTIMPUIUHA, WHJAATaMUA — CYJIb(POHAMUIHBIA TUYPETHK, MEPUHIONPUI — HHTHOHTOP
dbepMeHTa, MPeBpaIlaloero aHruoTeH3uH I B anrnotensud 11 (uurudutop AIID).
dapmakooruieckue cBoiicTBa npenapara Ko-/lampHeBa coyeTaroT B cebe CBOHCTBa KaKI0TO U3
JCUCTBYIOMUX BemlecTB. [loMHMO 3Toro, KOMOHWHAIlMS aMIIOJUNKHA, WHAaNaMuaa U
MEPUHONIPUIIA YCUITUBAET aHTUTUIIEPTEH3UBHOE ICHCTBUE KaXK/IOTO U3 KOMIIOHEHTOB.

Mexanusm oelicmeus

Amaoounun

Aviaomunmua  — BMKK, mpousBogHOe JAMTHAPONUPHAWHA. AMIOJUIUH  HUHTHOUpYeET
TpaHCMEMOpaHHBIH TMEPeX0/] HOHOB KaJbIHUS B KapJHOMHOIUTEI U TJaJKOMBINICYHBIC KJICTKU
COCYJTUCTOM CTCHKH.

Huoanamuo

WNupamaMui OTHOCHTCS K TIPOM3BOJMHBIM CYIb(GOHaMHAa C HWHAONBHBIM KOJBIIOM H TIO
(hapMaKoTOTHUSCKUM CBOMCTBaM OJNIM30K K THa3WIHBIM JUYPETHKAaM, KOTOpPBIC HHTHOHPYIOT
peabcopOIMI0 HMOHOB HaTpUs B KOPTUKAaTbHOM CerMEHTe TMeTinu HedpoHa. [lpu 3ToMm

YBCIUIUBACTCA BBIJICJICHUC ITOYKaMU HOHOB HaTpus, XJIopa U B MCHBIIICH CTeNICHH UOHOB Kalusg U
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

MarHusi, YTO COMPOBOKAACTCS YBEIUUCHUECM JMYpe3a U aHTUTUTICPTCH3UBHBIM 3((HEKTOM.
Hepunoonpun
[Nepunmonpun — HMHTUOMTOpP (epMeHTa, MPEBPAIlalONIeTo aHTHOTEH3WH | B aHrHoTeH3uH 11
(uarubutop AIID). ATID, wnu kuHUHA3a 11, ABISETCS HK30MENTHIA30M, KOTOpask OCYIICCTBIISCT
IpeBpalllcHue aHTHOTEeH3MHa | B cocyiocy kuBaroliee BellecTBo anrnoTeHs3uH 11. [Tomumo 3toro,
(epMEeHT CTUMYAHMPYET BBIPaOOTKY albJOCTCpOHa KOpPOW HAAMOUYCUHUKOB M pa3pyIIcHUE
OpaIuKUHUHA, 00JIaAI0IICTO COCYIOPACIIUPSIOIIUM JCHCTBHEM, /10 HEAKTUBHOTO TeNTANCTITH IA.
B pesynbrare nepunHaonpu:

® CHUXXACT CEKPELUIO alb/J0CTEPOHA;

® VYBCIWYUBACT AaKTHBHOCTH PpCHHHa IUIa3Mbl KpPOBU II0 IPUHIUITY «OTpHII&TGJ'ILHOfI»

00paTHOM CBSI3H;
® IMpH JUIUTCIHHOM TPUMEHCHUU CHW)KaeT oblinee TmepudepruecKkoe COCYAUCTOC
conpotuBicHue (OIICC) — mocTHarpy3ky cepjna, 4To OOYCIOBICHO B OCHOBHOM
JicicTBUEM Ha MbIIIeuHble U nouedHsbie cocyabl. CHmkeHue OIICC He compoBoXKaaeTest
3aJ/ICPKKOM HATpUsS W SKUJKOCTH M HE BBI3BIBACT PEQIICKTOPHYIO TaxUKapJHIO TpU
JUTUTEIHEHOM MPUMEHEHUU.
[Mepunonpun okasplBacT aHTUTUIIEPTECH3UBHOE JICHCTBUE Yy MAIlUEHTOB KaK ¢ HU3KOMU, TaK U C
HOpMaJIbHOUM aKTUBHOCTEIO peHUHA B IJIa3Me KPOBH.
[MepuHaonmpuJI oOKa3pIBacT TepalleBTHYCCKOE JCHCTBHE OJarojgapss aKTHBHOMY METa0OoIUTY
MEPUHIONPHIIATY. Jpyrue MeTaboIUTEI He 001aJatoT hapMaKoJOTHIecKOil aKTHBHOCTRIO.
[MepuHaOTIPHI HOPMAIIU3YeT paboTy cep/lla, CHHKas IPESAHArpy3Ky U MOCTHArpy3Ky OJaroaapsi:
®  COCYNIOpacIIUPSIONIEMY JICHCTBHUIO Ha BEHBI, BO3MOJKHO, CBSI3aHHOMY C aKTHBaIlUCH
CHCTEMBI ITPOCTArIaH/IMHOB;
o cHmxeHuio OIICC.
[Ipu w3ydeHMM TMoKazaTelell TeMOJWHAMUKH Y TIAIIMCHTOB € XPOHUYECKOH cep/euHoM
HepocTaTo9HOCTRIO (XCH) OBLTO BBISBIICHO:
® CHIKCHHC JIaBJICHUS HAIIOJHEHUS B JICBOM M MPaBOM JKEIyI0UKaxX cep/lia;
e cHmxkcHUe OIICC;
® YBCJIMYCHUE CEPJICUHOTO BEIOpOCA U CepCUHOTO HHICKCA;
®  yBeNMYCHHE MepUDEPHUSCKOTO KPOBOTOKA B MBIIIIIIAX.

Taxoke MoBHIIIaTach TEPCHOCUMOCTD (PU3HUCCKON HATPY3KH.

Dapmaxoounamuueckue IQexmot

Amnoounun



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

AHTUTUIICPTCH3UBHOE JICHCTBUC aMJIOAMIHHA OOYCIOBICHO TPSIMBIM BO3JCHCTBHCM Ha
71 IKOMBIIIEYHbIE KJIETKU COCYAUCTON CTEHKH. JleTaslbHBI MEXaHU3M, MOCPEICTBOM KOTOPOTO
aMJIOJTUIIUH OCYILECTBIISIET aHTHaHTHHAJIBHOE JICHCTBUE, HE BIIOJIHE YCTaHOBJIEH, HO M3BECTHO,
YTO aMJIOJUIIMH YMEHBIIACT OOIIYIO HIIEMHUYECKYIO HAaTPY3Ky MOCPEICTBOM JIBYX JCHCTBHIA:

e BBI3BIBACT paciupeHue nepudepudeckux aprepuoin, ymenoinas OIICC (mocTHarpyska).
3TO CHUKCHUE Harpy3Kd Ha cep/lle YMCHbBIIAeT 3Hepro3arparbl, U MOTPEOHOCTH
MHOKap/a B KUCIOPO/IE;

e BBI3BIBACT pacIIUpPEHHE KOPOHAPHBIX apTepHil U apTepuoJl Kak B HIIEMU3UPOBAaHHOM, TakK
U B MHTakTHOM 30HaX. [Ipy 3TOM y MaIMEHTOB €O CHa3MOM KOPOHAapHBIX apTepuil
(cteHokapaust IlpuHnMeTana) yaydmiaeTcss KOPOHapHBIM KPOBOTOK U CHaOXKeHHE
MHOKap/ia KUCIOPOIOM.

VY mNamMeHTOB ¢ apTepHalbHONM TUIEPTEH3UWEH IpHEeM aMIOJMIIMHA OJUH pa3 B CYTKHU
obecreunBacT KITMHUYIESCKH 3HaUUMOe CHUKEHHE Al B TIOJIOKECHUH «CTOS» M «JIeKa» B TCUCHUE
24 yacoB. AHTUTUIICPTCH3UBHOE JEHCTBHE pa3BUBACTCS MEIJICHHO, B CBSI3H C YE€M pa3BUTHE
OCTPO apTepUaIbHON TMIIOTEH3UU HEXapaKTEPHO.

AMIIOIUIIMH HE OKa3bIBacT HEXeJaTEeIbHBIX MeTabonudeckux 3((eKkToB M He BIUSET Ha
HoKa3aTeI! JUIMUAHOTO 0OOMEHA, He BBI3BIBACT W3MCHCHUS THIIOJHUIUACMUYCCKUX MOKazaTeaei
TUIa3MbI KPOBH U MOKET MPUMEHSTHCS Y TIAIIUECHTOB ¢ COMYTCTBYIONICH OPOHXUANIBHOM acTMOM,
caxapHBIM THabeTOM U MOJarpoi.

Huoanamuo

[lpu mpuMeHeHUM UHaNaMua B PeKUME MOHOTEpanuu ObLI MPOJEMOHCTPUPOBaH 24-4acoBoit
AHTUTUTICPTCH3UBHBINA 3((eKT. AHTUTUNICPTCH3UBHBIH 3P(EKT MPOSBISIETCS MPU MPUMCHEHUH
npenapara B J103aX, OKa3bIBaIOIIUX MUHUMAIBHOE THypeTUUECKOE e CTBHE.
AHTHUTUTIEpTEH3UBHAs aKTUBHOCTH MHJalaMK/a CBA3aHa ¢ YAYYIICHUEM 3JacTUICCKUX CBOHCTB
KPYIHBIX apTepuid, yMeHbIlleHueM aptepuoinsipHoro u OIICC.

WHpanaMu] yMEHBIIACT TUIICPTPOPHIO JICBOTO JKETYI0UKA.

TuazuaHple W THA3HIOMONOOHBIC JUYPETHKU TIPH OMPEACICHHOM 03¢ JOCTHraloT IUIaTo
TepaneBTHYCCKOTO 3P deKTa, B TO BpeMs Kak YacToTa HekeNnaTeabHbIX peakiuit (HP) mpogomkaet
yBEeNIMYUBaTbCs MpH  JaJbHEHIIEM TMOBBINICHUU /03Bl MpenapaTa. [losTomy He craenyer
yBENIMYUBAThL JI03y IMpenapaTa, €ClIM MpU TpUHeMe DPEKOMEHJIOBaHHOM /03Bl HE JIOCTUTHYT
TepaneBTUICCKHI 3D hEeKT.

B KOPOTKHX, CpClIHCfI JAIUTCIIBHOCTH U NOJTOCPOYHBIX UCCIICJOBAHUAX € YIaCTHUCM IMallUCHTOB C
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

apTepHaIbHO THIIEpTEH3UeH OBLTO MOKa3aHo, YTO WHAAMaMU/I:
® He BIUSCT Ha IMOKa3aTelld JIUIUIHOTo 0OMeHa, B TOM YHCJIC Ha YPOBEHb TPUTIIUIICPH/IOB,
XOJICCTCpPHHa, JIMIIONPOTECHHOB HU3KOH IUIOTHOCTH M JIMIOMPOTCHHOB  BBICOKOI
IUIOTHOCTH;
e He BIMSACT Ha MOKazaTelid oOMeHa YTJICBOJOB, B TOM YHCIIE Y MAallUCHTOB ¢ CaXapHBIM
TabeToM.

Hepunoonpun

[Mepunnonpun 3 HeKTHBEH B Tepaluu apTepHaIbHOU THIIEPTSH3UH TI000i cTeneHu TshkecTd. Ha
(boHe ero NpUMEHEHHS OTMEYaeTCsl CHIDKCHHUE KaK CHCTOIMYECKOTO, TaK M UACTONHUecKoro AJ]
B TIOJIOKCHUH «IEKa» U «CTOSD).

AHTUTUTICPTCH3UBHOE JICHCTBHE Mpernapara JOCTHTaeT MaKCHMyMa depe3 4—6 9acoB Tocie
OJTHOKPATHOTO MpHeMa BHYTPh U COXpaHseTcs B TeUeHHE 24 4acoB.

Yepes 24 yaca mocne npueMa BHYTph HabmrofaeTcs BblpakeHHoe (mopsaka 80 %) ocTatouHoe
uHrudupoBanue AIID.

VY ManueHToB ¢ TMO3UTUBHBIM OTBETOM Ha JIeUeHHe HopManmm3aius AJ] HacTymaeT B TedcHHE
MecsIa U coxXpaHseTcs 0e3 pa3sBUTHS TaXUKapAUH.

[NpexpareHue JeUeHUS He COMTPOBOXKIACTCS Pa3sBUTHEM dPdekTa «PUKOIIETay.

[MepuHAONPHI OKa3bIBACT COCYMOPACIIUPSIOIICe JCHCTBUE, CHOCOOCTBYET BOCCTAHOBIICHHIO
ANIACTHYHOCTU KPYTHBIX apTepHil U CTPYKTYPBI COCYAUCTOM CTCHKH MEIKHX apTepuil, a Takxke
YMEHBIITAET THIIEPTPODHUIO JICBOTO KETYI0UKa.

OHOBpEeMEHHOE  Ha3HAYCHHE  THA3HAHBIX  JUYPETHKOB  YCHJIMBACT  BBIPaXXCHHOCTH
AHTHTUIICPTEH3UBHOTO 3 deKTa.

Kpome 3toro, komObuHUpoBanue HHruouTopa AIID U THA3UIHOTO AUYPETHKA TaKKe MPUBOIUT K
CHI)KEHHUIO PUCKA Pa3BUTHUS TUITOKATHEMHUH Ha (pOHE IpUeMa TUYPETUKOB.

Huoanamuo + nepunoonpu

Y naumeHToB C apTCpHaHBHOfI FPIHepTeH’sHefI, HC3aBHCHMO OT BO3pacTa, KOM6I/IHaIII/I$I
NCpHUHONIPUIIa U UHJAallaMK/a OKa3bIBacT JO303aBUCHMOC aHTUTHIICPTCH3UBHOC lICfICTBI/IC, Kak
Ha JHaCTOJIHYCCKOC, TaK M Ha CHCTOJIHYCCKOC AI[ B TOJOKCHUM «CTOS» M «Iexka». B X0J¢C
KIIHHHUYCCKUX I/ICCJ'ICL[OBaHI/Iﬁ mokaszano Oonee BBIPaXCHHOC aHTUTUIICPTCH3UBHOC HCfICTBI/IC Ha
(1)OHC KOM6I/IHI/IPOB3HHOI>1 TCpalliu TIICPUHAOCIPUIOM HW HHAAllaMHUJIOM II0 CpaBHCHUIO C
MOHOTCpaHHCfI OTACJIBbHBIMHU KOMIIOHCHTaMH.

Knunuueckasn 342g5e1<mmmocmb H_0€30naACHOCHLb




COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 27.07.2022 N 17590

(MOCNEOOBATENBHOCTE 0002)

BrussHue KOMOMHAIMM aMJIOJWNUH + WHAamaMda + TCPUHIONPUI Ha MOKa3aTelu
3200J1eBaEMOCTH U CMEPTHOCTH HE U3YJaTIoCh.

Amnoounun

B¢ deKTUBHOCTD U 6e30MacHOCTh MPUMEHEHHS aMJIOUNKHA B o3¢ 2,5—10 Mr/cyt, HHrHOuTOpa
ATI® nusunonpuna B g03e 10—40 Mr/cyT B kauecTBe Mpemnapara «IepBoil THHUKY U THA3UTHOTO
JUYPETUKA XJIOPTaTHI0HA B 03¢ 12,5-25 Mr/cyT uzydanack B S-netHeM uccneaoBanud ALLHAT
(¢ yuactuem 33357 mamMeHTOB B Bo3pacTe 55 JIE€T U cTapllie) Y MalUeHTOB C JISTKOH WU
YMEPEHHOM CTEMEHBIO apTepUaIbHOM THIEPTEH3MM M, IO KpallHeH Mepe, OJHMM U3
JIOTIOTHUTENBHBIX (PaKTOPOB PUCKa KOPOHApHBIX OCIOKHEHMH, TaKMX Kak: MH(papKT MHOKapja
WIM UHCYIBT, TIEPEHECCHHEBII OoJiee ueM 3a 6 MecsLeB 10 BKIIOUYEHUS B UCCIeIOBaHUE, WITH HHOE
MOATBEPKCHHOE CEPCYHO-COCYAUCTOE 3a00JIeBaHUE aTEPOCKIEPOTUYECKOTO T'eHe3a; caXapHbIi
auabeT 2 Tuma; KOHICHTPAIUS XOJecTeprHa JIUIONPOTEHHOB BbIcoKo# tuioTHocTH (XC-JITIBIT)
MeHee 35 MI/mr; runepTpodusl JEBOTO JKeMylodyKa IO JAHHBIM 3IEKTpOoKapauorpaduu HiIH
aXoKapauorpaduu; KypeHHe.

OcHOBHOIl KpuTepuil OLEHKH 3PPEKTUBHOCTH — KOMOMHUPOBAHHBIM IOKa3aTeldb YacTOTHI
JeTambHBIX HCXOJMOB OT uIleMuueckoi 6GonesHu cepana (MBC) u wactoTel HedaTampHOTO
uHpapkTa Muokap/a. CyIIecTBEHHBIX pa3IHIuii MeX/Ty TpYIIaMU aMJIOUITHHA U XJIOPTaTUIOHA
M0 OCHOBHOMY KpUTEPUIO OIICHKH BBISBICHO He ObUto. YacToTa pa3BUTHSI cepiaeyuHOU
HE/IOCTATOYHOCTH B TPYIIIE aMJIOTUITHHA OBLIa CYIIECTBEHHO BHBIIIE, YEM B TPYIIE XJIOPTATHIOHA
- 10,2% u 7,7 %, oaHako, oOIIas 4YacToTa JICTAJBHBIX HCXOJOB B TPYIIE aMJIOJUIHHA H
XJIOPTaIUJIOHA CYIIECTBEHHO HE pa3iuyanach.

Huoanamuo + nepunoonpu

B uccnenoBaHuu ¢ yyacTHeM MAIMEHTOB ¢ apTepHaIbHOM THIICPTEH3UEH U THIIEPTPOhHUCH JICBOTO
KeJTyAouKka (MHAEKC Macchl JIEBOTo xkelyaouka > 120 r/mM? y MysxuuH u > 100 r/M? y 5KEHIIUH)
3 PEKTUBHOCTE Tepamuu 2 MI MEPUHAOTPHIA TEPTOYTHIAMHHOM (YTO COOTBETCTBYET 2 MT
NepuHIoNpHIa 3pOyMHHa) B KoMOuHammu ¢ 0,625 Mr wWHAamamuga IO CpPaBHCHUIO C
MoHoTepanuell 10 Mr sHanmampuia, MpU TNpUeMe OAMH pa3 B JIEHb Ha MNPOTshKeHUHU | ropa,
OIICHMBAJIach METOJIOM 3XoKapauorpadguu. B ciydae HEoOXOOUMOCTH UIS TOACPKAHUS
aJIcKBaTHOTO KOHTPOJIS TMoKazareneid AJl mpoBoawnack THTpalus 703 TEpPHHIOIPUIIA
TepTOYTUIAMUHA /10 8§ MT (UTO COOTBETCTBYET 8 MT IMEPHHIOMpUIIa 3pOyMUHA) U HHAaaMUa JI0
2,5 Mr ouH pa3 B JeHb WIM 3Hananmpuia go 40 Mr ofMH pa3 B JieHb. B Ipymnme mainueHToB,

NPUHUMABIINX TMCPUHIONPWI/HHIAIAMU, YBEIHUCHHS 03Bl He moTpeboBanock y 34 %



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

MallMEeHTOB Mo cpaBHEHUIO ¢ 20 % B rpymme NpUHUMABIINX YHATATPUI.

[Mo okoHYaHUUM JIcUCHHSI 3HAYCHUS HHICKCA Macchl JICBOTO JKENY/IO0YKa CHU3HWIIHCH Ooice
3HAYUTENBHO B IpyNNe HHAanamuf + nepuagonpui (-10,1 r/M?) Mo cpaBHEHHIO ¢ TpPYHIOW
sHananpuna (-1,1 r/m?).

Hawnyuimii 3¢ ekt B OTHOIICHUM 3HAYCHUN HH/ICKCa MacChl JICBOTO KeTyI0uKa JOCTHTANICS TPU
NpUMEHEHUH Goee BBICOKHX /103 KOMOWHAIIMU TIEPUHIONPUIIA H UHaaMI/Ia.

B oTHomIeHNU cHUKEHUS 3HaueHU A/l pa3HHIIa Mex a1y rpylnaMH cocTaBuaa 5,8 MM pT.cT. s
cucronuueckoro AJl u 2,3 MM pT.CT. 111 AUACTOIMYECKOro AJl COOTBETCTBEHHO — B IMOJIB3Y
IpYNIbl KOMOMHAIIMK UHAMaMU/1 + MepUHIOTPUIT.

B uccnenoBaHuU ¢ ydacTHEM MallUCHTOB C caXapHBIM JUa0eTOM 2 THUMa HM3Yy4aloch BIHSIHUE
cHIbkeHHs AJl Ha 4YacTOTy BO3HUKHOBCHHUSI MAaKPOCOCYIMCTBIX (CMEpTh BCIIEACTBUE
Kap/IMOBACKYJSIPHBIX MPUYMH, HedaTadbHBIH MHpapKT MHUOKapja, HedaTalbHBIH HHCYNIBT) U
MHUKPOCOCYAUCTBIX OCIOKHEHHH (BO3HUKHOBEHME MM YXYALICHHE TeueHHsl HedpomaTHd U
3a00JIeBaHUi TJ1a3) Y MAllUCHTOB, MPHHUMABIINX KOMOWHAIIMIO MHIATaMH]] + TIEPUHIONPUI O
CpaBHEHMIO ¢ IUTanebo, Ha (oHEe CTaHTapTHOW TepaluH, a TakKe MPHUHUMABIIUX TIIHKIA3U]
MOAUGHIHUPOBAHHOTO BEICBOOOKICHHS B CPaBHEHHU €O CTaHIAAapTHOH Tepamueil, HalpaBIeHHOM
Ha MoJijiepykaHue YPOBHsI IIFOKO3BI B KPOBH B IIpejiesiaX HOPMabHBIX 3HAUYCHUI.

[Tocne 4,3 ner Tepanmuu OTHOCUTEIBHBIA PHUCK BO3HUKHOBEHUSI Makpo- M MHUKPOCOCYIHCTHIX
OCHOKHCHUH cHUM3WICS Ha 9% B rpynme, NpUHAMAaBIICH KOMOWHAIMIO HHaamaMuja +
nepuHIonpui. [IpeuMyIecTBo GbUIO TOCTHTHYTO 38 CUET 3HAYUMOTO CHHKCHHSI OTHOCUTEIBHOTO
pucka cMmepTHocTH Ha 14 %, cMepTH BelelcTBUE KapAMOBAcKyJISIPHBIX MpUYUH Ha 18 % wu
Pa3BUTUS TIOYCHYHBIX OCIOKHEHHH Ha 21 % B rpymmne ManueHTOB, MOMYYAIOIMIMX KOMOHHAIIUIO
HHIaTIaMU/1 + TIEPUH/IOTIPIII TI0 CPaBHEHHUIO ¢ TUTarie6o. B moarpymnmne nanueHToB ¢ apTepuatbHOM
THIICPTEH3MUEH MMOKa3aHo 3HAYMMOEC CHIDKCHUE Ha 9 % OTHOCUTENBHOTO pHCKa KOMOMHUPOBAHHOM
JaCTOTH Makpo- U MUKPOCOCYTHUCTBIX OCIOKHCHHH B TpYIe, MPUHHUMABIICH KOMOWHAIIUIO
UHJIaTaMu;] + TePUHIONIPHII, IO CPaBHEHHIO ¢ TUIAIe0o0.

B nanHoll rpynme Takike 3HAUYUTENIBHO CHU3MJICS OTHOCHTENBHBINA pUCK cMepTHOCTH (Ha 16 %),
CMEPTH BCIIEACTBUE KapAUOBACKYISIpHBIX MpUdHH (Ha 20 %) U pa3BUTHUS MOYECYHBIX OCIOKHEHUI
(Ha 20 %) y MalMeHTOB, MOMYYAOIIUX KOMOWHALIUIO HHIAIaMUT + TICPUH/IONIPUIT MO CPaBHCHHIO
C MaIlMCHTaMH, TOTYyYaloIUMH 1ae6o.

[MpeumyriecTBa THIOTCH3UBHON Tepanuu HEe 3aBUCETH OT MPEHMYIIECTB, JOCTUTHYTHIX Ha (oHE

HHTCHCUBHOT'O INTUKCMHWYCCKOI'0 KOHTPOJIA.



COOTBETCTBYET SKCNEPTHOMY OTYETY
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(MOCNEOOBATENBHOCTE 0002)

Jleotinas 6noxkaoa penunaneuomensun-anb00cmeponogot cucmemol (PAAC)

HwmeroTes MaHHBIC KIMHUYECKUX HCCICTOBaHUN KOMOWHUPOBAHHOW TepamHMu ¢ MPUMCHECHHEM
uaru6uTopa AIID ¢ anTaroHrcTaMu perentopoB anruoteHsuna 11 (APA 1II).

[IpoBonunnch KIMHUYECKUE HCCIEAOBAaHUSI C y4acTHEM MAallMEHTOB, MMEIOIIMX B aHaMHeE3e
Kap/IMOBaCKYJSIPHOE WM IepeOpoBacKylsipHOe 3aboneBaHue, MO0 caxapHBI nuaber 2 Tuma,
CONPOBOKIAIOIIMICS TOATBEPKACHHBIM TOpaKEHUEM OpraHa-MUIICHH, a TAaKKe UCCIEIOBaHUS C
ydacTHEM MAaIlHCHTOB ¢ caxapHBIM JHabeToM 2 TuMa U AuadbeTHueckoi HedponaTueil.

JlaHHBIC UCCIeTOBaHUS HE BBIIBIIN Y MAllUCHTOB, MOMYYaBIIMX KOMOMHUPOBAHHYIO TEpaIluio,
3HAYUTENBHOTO  MOJOKUTENBHOTO  BIMSHUSL Ha  BO3HUKHOBEHHE  IMOYCYHBIX  W/WIH
KapJHOBaCKYJSIPHBIX OCIOKHEHUM U Ha MOKa3aTelIl CMEPTHOCTH, B TO BpeMsl KaK pUCK Pa3BUTHUS
TUTICPKaTUEMHUH, OCTPOil movedHo# HepoctaTouHocT (OITH) u/wim apTepualibHON THITOTCH3UU
YBEJIUYUBAJICS IO CPABHEHUIO € MAallMEHTaMH, ITOJy4YaBIIMMU MOHOTEPAIIHUIO.

[lpuaumass BO BHUMaHUE CXOXXHME BHYTPUTPYNIOBBIC (apMakoAUHAMUYECKUE CBOMCTBa
uHruoutopoB AIID u APA 11, naHHBIe pe3yNbTaThl MOYKHO OKH/IATH JJIST B3aUMOICHCTBHS JIFOOBIX
JPYTUX TpenaparToB, npeacTaBuTeneit kiaccoB MHruouTopoB AIID u APA 1.

[Tostomy unru6utoper AII® u APA Il He creayeT MPUMEHSATH OHOBPEMEHHO Y TIAIUEHTOB ¢
MabCeTUICCKOM HepomaTHE.

HmMetoTest JaHHBIC KIMHUYECKOTO UCCICAOBAaHUS MO U3YUYECHHUIO MOJOKUTECIBLHOTO BIUSHUSI OT
J00aBJICHUS aTMCKHpEHa K CTaHIapTHOM Tepanuu HHruoutTopoM ATI® uwmu APA 11 y manueHTOB
¢ caXxapHbIM JAUa0eTOM 2 THIAa U XPOHUYECKUM 3a00JIeBaHUEM MOYCK WIH KapIHOBACKYISPHBIM
3aboneBaHUeM, THOO HMEIOIIUX coueTaHUe TUX 3aboaeBanuii. McecaemoBanue ObLUTO MPpEeKpaeHo
JIOCPOYHO B CBA3M C BO3POCIIMM PUCKOM BO3HHUKHOBEHHSI HEKeNaTENbHBIX HMCXOJOB.
KapauoBackynsipHas cMepTh U MHCYJIBT BO3HUKAIU Yallle B TPYIIeE MAlHMEHTOB, MOJYYaroIINX
AJTUCKUPEH, MO0 CpaBHEHHIO ¢ Tpymmoil mianedo. Takke HexenaTenbHBIC SBICHUS H CCPhE3HBIC
HEeXKENaTeNIbHBIC SIBICHUSI 0COOOTO WHTepeca (THICpKaTHeMUsl, apTepUalbHas TUMOTCH3HS U
HapyleHUus (GYHKIMH MOYCK) PETHCTPUPOBATHCH Hallle B TPYIIE aTHCKUPCHa, YeM B TPYIIE
miane6o.

DapMaAKOKUHEMUKA

AMao0unux + UHOANAMUO + HEPUHOORPUIT

KOM6I/IHI/IpOBaHHOC IMPUMCHCHHUC KOM6I/IHaIII/II/I aMJIOUIIMH + HUHAanaMujg + NCPpUHAOIIPUII HC
HU3MCHSACT HX q)apMaKOKI/IHCTI/I‘-ICCKI/IX XapaKTCPUCTHK IO CPaBHCHUIO € Pa3/ICIAbHBIM IIPHCMOM

3TUX CPCACTB.
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(MOCNEOOBATENBHOCTE 0002)

Amnoounun

Abcopoyus

[Nocne mpuema BHYTPh aMJIOUITHH MEIJICHHO a0copOUpyeTes U3 JKETyTI0UHO-KUIIICYHOTO TPaKTa
(OKKT). OpnHoBpeMeHHBIH TpHeM TMHUIMH HEe BIMSICT Ha OHOJOCTYIMHOCTh aMJIOUITHHA.
MaxkcumanbHass KoHIEHTpalusl (Cmax) aMIOJUNMHA B IUIa3Me KpPOBH JOCTUTaeTcs depes O—
12 yacoB nocie npueMa BHYTPb.

Pacnpeoenenue

AGcomoTHasE OHOAOCTYIHOCTE cocTaBisieT okono 64-80 %. O6wvem pacnpeneneHus (Vd)
cocTaBnsieT mpuMepHo 21 y/kr. B uccenenoBaHUsIX B YCIOBHSX in Vitro CTENCHB CBS3bIBAHUS
aMJIOJIUITUHA ¢ OeIKaMH TUTa3MBl KPOBHU COCTaBIsIa okoio 97,5 %.

Memabonusm

AMIIOUNIMH METa00NU3UPYeTCs B IEYCHU ¢ 00pa30BaHUEM HEaKTHBHBIX METaOOIUTOB, IIPU 3TOM
10 % mpuHATOM BHYTPH J03bI aMJIOJUNUHA BBEIBOJUTCS MOYKAMH B HEU3MEHEHHOM BH/JIE, OKOJIO
60 % — B BUIe METaOOIUTOB.

Buigeoenue

Koneunslit T%2 u3 mia3Mel KpoBH cocTaBisieT okojo 35-50 4acoB, 4TO MO3BOJSECT MPUHUMATH
aMJIO/IUIIUH OJIUH pa3 B CYTKHU.

Oco6ble Ipynibl HAIlHEHTOB

VY manueHToB MOKUIOro Bo3pacTa oTMeUaeTes CHIKEHUE KIMpeHca aMIOUITMHA, YTO TIPUBOIUT
K YBEIMUYCHHIO TOKa3aTeNel TuIolaau moja KpuBoi «koHIeHTpalus — BpeMs» (AUC) u nepuona
nonyseiBericHust (T%2). YBenuuenue AUC u T% y mnamuentoB ¢ XCH coorBercTByeT
npeanogaracMoil BEIUYUHE Il TaHHOK BO3PacTHOM TPYIIIEL.

VY MalMeHToB ¢ HapyleHHeM (G YHKIIUY IeUYeHH IaHHBIC O TPUMCHEHUH aMJTOJUITUHA OT paHUICHBI,
HaOMIOIaeTCs CHUKCHHE KITHpeHCca aMIJIOJMITMHA, YTO MPUBOJAMT K yBenudeHuio TY. u AUC
npumepHo Ha 40-60 %.

Huoanamuo

Abcopoyus

WNunanamuy Obictpo u moiHocThio BeachiBaeTess B JKKT. Cpax B MIa3Me KPOBH JIOCTUTACTCS
npUMepHO Yepe3 | yac mocne npuema npenapara BHYTPb.

Pacnpeoenenue

CTerneHb CBS3BIBaHUS ¢ OCIKaMU I1a3Mbl KpOBH cocTaBisieT 79 %o.

Memabonusm u evigedenue

TY2 coctaBnser 14-24 gaca (B cpenHeM 18 gacoB). [ToBTOpHEIN MpHeM UHAaNIaMH/1a HE TPUBOAUT
K CT0 KyMYJISILUH. BBIBOJUTCS B BU/Ic HCaKTHBHBIX METabOIUTOB, B 0OCHOBHOM ToukaMu (70 % ot

MPUHSTOM BHYTPb JIO3bI) U Yepe3 KUIIeTHUK (22 %).
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Ocobrle T'pYIILI MaIlHCHTOB

V MalMeHTOB ¢ MOYCYHOM HeTOCTATOYHOCTEIO (hapMaKOKHHETHKA HHIATIaMUIa HE U3MEHSICTCS.
Hepunoonpun

Abcopbyus

[MIpu mpueme BHYTpH mepunponpun ObicTpo BeackiBaeTes B JKKT. Cuax B MIazMe KpoBU
JocTUracTess uepes | "gac mocne mpueMa BHYTPb (aKTUBHBIM METaOOJUTOM IEPHUHIOIPHUIIA
ABIsIeTCS epUHAoNpuIaT). T2 nepuHaonpuiia U3 mia3Mbl KpoBHU cocTabiisieT 1 yac. [Tpuem nummum
3aMeNsieT TpEBpallleHUe TEPUH/ONpUIa B TEPUHIONPUIAT, TakUM oOpa3oMm, BIUSS Ha
ouonoctynHocTh. [losToMy mpenapaT clieyeT NMPUHUMAaTh OJMH pa3 B CYTKH, YTPOM Iepen
NPUEMOM IHIIIH.

Pacnpeoenenue

Vd cBobGogHOrO mepuHAonpuaarta coctaBisgeT mnpuMmepHo 0,2 n/kr. CTeNeHb CBS3BIBAHUS
NepUHJIoNpUIaTa ¢ OenkaMu ia3Mbl KpoBU (B ocHOBHOM ¢ AII®D) coctaBnsieT okono 20 % u
HOCHT JI0303aBUCUMBIIf XapaKTep.

Memabonuszm

[Mepunnonpun He obnamaer QapMakoIOTHUYECKOH akTUBHOCTBIO. [IpubmusurensHo 27 % ot
001I1eTo KOTHYECTBA MPUHATOTO BHYTPh MEPUH/IONPUIIA TTOTafacT B KPOBOTOK B BUJIC aKTUBHOTO
MeTabonuTa nepuHaonpuiara. [loMuMo mepuHIoNpHUiIaTa 00pa3yroTes emle 5 MeTaboIUTOB, He
obyanaromx (GapMakoIOTHYSCKOH AKTHBHOCTBIO. Cmax TMEpUHAONpHIATA B IUIa3Me KPOBHU
Aocturaercs uepes 3—4 gaca mocie npueMa BHYTPb.

Buigeoenue

[MepungonpunaT BBIBOJUTCS W3 opraHusMa mnodkamMu. Koneunslii TY2 cBoGomHOM GhpaKiuu
COCTABIISICT OKOJIO 17 YacoB, MOATOMY PaBHOBECHOE COCTOSHHE JIOCTUTACTCS B TCUCHUE 4-X CYTOK.

JIMHEeHHOCTL/ HEMUHEHHOCTD

CYIIICCTBYCT JIMHEHHAs 3aBUCUMOCTD KOHICHTpAaIlUU IICPUHAOIIPUIIa B IIJIa3MC KPOBH OT €ro A03EI.

Ocobrle I'pYHINbI MaliiCHTOB

Layuenmol nosicuno2o 6ospacma

BrIBeeHUE IEpUHIOTIPHIIATA 3aME/IJICHO Y MAIIMEHTOB MOXKHUIIOTO BO3PACTa, a TakKe Y MAllHCHTOB
C CepACYHON M TOYEYHOH HEJOCTATOYHOCTBIO.

layuenmel ¢ Hapyuwienuem GYHKYUL nOYex

[Moa6op 10361 HEOOXOAUMO MTPOBOIUTE C YUETOM CTCTICHHU TSDKECTU MOYSYHON HETOCTATOYHOCTH
(xmupenc kpeatununa (KK) B mnasme kposu).

Juanus

Juau3HeI KITUPEHE TICPUHAONpUIIaTa cocTaBiseT 70 MI/MUH.
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Hayuenmul ¢ HapyueHuem GyHKYuu neveHu

q)apMaKOKI/IHCTI/IKa TMCPUHAOIIPUIIa HAPYIIICHA Y MMAallTUCHTOB € IIUPPO30OM IICUCHU: CTO MCYCHOYHEIN

KIIMPCHC YMCHBIIACTCA B 2 pasa. Tem He MCHCC, KOJIHMYCCTBO 06pa3y}0meroc5{ NEpUuHAOIIpUIIaTa

HE YMEHBIIAeTCsl, YTO He TPeOYeT KOPPEKIUH 03kl (M. pazaesl «Cocod MpUMEHEHHS U TO3BD)

U «Oco0ble yKa3zaHUs»),

Ilokazanus K NPHUMCHCHHNIO

HpenapaT KO-I[aHBHeBa IMMPUMCHACTCA JJISI JICUCHUS B3POCIBIX MallUCHTOB. B kauectBe TCparuu

y HalMEeHTOB C apTepUalbHON TMIEPTEH3UEH IPU CHIKEHUH apTepHuanbHoro naBieHus (A/Jl) Ha

(1)OH6 InprueMa aMJIOJUIIMHa, HHAallaMuia U IICPUHIOIIPpUIIa B TCX K J103aX.

HpOTmaonmcmamm

['unepyyBcTBUTENBHOCTh K aMJIOJMIIUHY, APYTHM IPOU3BOIHBIM JUTUPONUPUIMHA,
UHJAMaMUay, JPYTMM [POHM3BOJAHBIM  Cyidb(pOHaMUa, TNEPUHONPUIY, APYTUM
UHTUOUTOpaM aHTHOTCH3UMHINpeBpaaromero ¢epmenra (AIID) wmun k moboMy u3
BCIIOMOT'aTeNIbHBIX BEUIECTB, EPEUUCICHHEIX B pa3jiene «CocTany.
AHTHOHEeBpoTHUYEeCKMH OTeK (oTek KBHUHKE) B aHaMHe3e, CBSI3aHHBIH ¢ MpUEMOM
uHrHOuTOpoB AIID (cM. paznen «Ocobble YKazaHHsI»).
HacnencTBeHHBINH/MIHONATHYSCKHI aHTHOHEBPOTUYICCKUI OTEK.

Tspxenas aprepuanbHas TunoTeH3us (cuctomuueckoe A/l meHee 90 MM pT. cT.).

ok, B TOM 4Hcie KapTHOTCHHBIH IIOK.

OOGCTPYKIIUST BBIHOCSILIETO TPaKTa JEBOTO KeTyA0uKa (HapuMep, KITHHUICCKU 3HAYHMBIiA
CTCHO3 a0pTHI).

[eMoMHAMHYECKH HecTaOUIIBbHAS cep/IeuHast HeTOCTaTOYHOCTh MOCIE OCTPOTO HHpapKTa
MHOKap/a.

Heneuennas cepyiedHas HeIOCTATOYHOCTD B CTaIUH JICKOMITCHCAIIHH.

Tsoxenoe Hapyienue ¢pyakuuu nouek-(KK menee 30 mu/mMuH).

[NanueHThl, HaxoIIUecs Ha TeMOIUaTH3e.

VYmepennoe Hapymenue ¢yHkiuu mnodek (KK menee 60 Mn/MuH) 118 KOMOWHAITUH
JO3UPOBOK HHaNmamuaa 2,5 M U TIepHHIONpUIa »poyMuna § mr (T. e. mpemnapatr Ko-
HampHeBa, TabneTku, S Mr + 2.5 mr + 8 mr u npenapat Ko-/lamsHeBa, Tabnerku, 10 mr +
2,5 mr + 8 mr).

Tspxenoe HapylIeHUe GYHKIUU TICUYCHH.

IleueHounast BHHC(i)aHOHaTI/IH.
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(MOCNEOOBATENBHOCTE 0002)

e [umokamueMus.

e OJHOBpEeMEHHOE TNPUMEHEHHE ¢ QIMCKUPEHOM MJIM TpenaparaMH, coJepsKalluMu
ATUCKUPCH, Y TAllUCHTOB ¢ caXapHBIM JHa0CTOM H/WIH ¢ YMEPCHHBIMH WIH TSDKETBIMU
HapymicHuAME GyHKIud nodek (CK® meHee 60 mi/mMun/1,73 M? miomaau HOBEpXHOCTHU
Tena) (cM. paszensl «Dapmakolorudeckue cBoiicTBay, «BzaummopeilicTBue ¢ apyrumMu
JIeKapCTBEHHBIMU CPEICTBAMU»).

e OpnHoBpeMmeHHOe puMeHeHue ¢ APA I y manueHToB ¢ AuabeTuueckoit HedhponaTHe.

e OnHOBpeMeHHOE NMPUMEHEHHE ¢ KOMOUHaIMel BancapTad + cakyoutpui. [Ipenapat Ko-

Z[anLHeBa® HETb3s1 MPUHUMATh paHee, 4eM depe3 36 4acoB mocie MPUMEHEHUS MTOocIeTHeH
70361 KOMOHHAIIMH BaJicapTaH + caKyOUTpHII (cM. pasaensl «BzauMoselicTBUE ¢ APYTHMH
JEeKapCTBEHHBIMU CPEeICTBaMmy», «OcoObIe YKa3zaHUSD).

e DKCTpakopropalbHas Tepamus, NPUBOMAIMAS K KOHTAKTy KPOBH C OTPHIATENBHO
3apsKCHHOM TTOBEPXHOCTRIO (CM. pasyien «B3aumoeiicTBE ¢ IpyTUMH JTeKapCTBECHHBIMU
CpPEICTBAMUY).

¢ BrIpakeHHBIH JBYCTOPOHHUM CTEHO3 MOYCYHBIX apTEpUil WM CTEHO3 MOYEHYHOU apTepuu
¢IMHCTBEHHOI (pyHKIMOHUpYIOLIEH MTOUKHU (cM. pazaen «OcoOble yKazaHHD»).

e OpnHOBpeMCHHOEC MPHMEHEHHE ¢ MpenapaTraMu, CIMOCOOHBIMH BBI3BaTh MOIUMOP(HYIO
KEITYTOUKOBYIO TaXUKAPAUIO TUIIA KITHPYITY.

e OnHOBpeMEHHOE IPUMCHEHHE ¢ MpenapaTaMy, YTHHIoIMMA HHTepBail QT.

e OJHOBpeMEHHOE TPHMEHEHHE C KalHicOeperalIuMi JUYpeTHKaMH, TpernaparaMu
KaJTUsI U JIATUS Y TIAllUCHTOB C MOBBIIIICHHBIM COICPKaHUEM Kallisl B TIa3Me KPOBH.

o bepeMenHocTh (cM. pazien «bepeMeHHOCTE U MepHoO T TPYHOTO BCKapMIIMBaHUSD»).

C 0CTOPOKHOCTHIO

Hamuuue Tonmpko OAHON (GYHKIIMOHUPYIOUICH TIOYKH, HApYIICHUS BOTHO-3ICKTPOIUTHOTO
OanaHca, CUCTEMHBIC 3a00JICBaHUSI COCTUHUTEIBHONH TKaHU, TEpamusi UMMYHOCYIIPECCOpPaMu,
aJLTOMYPUHOJIOM, NPOKaWHaMHJIOM (pUCK DPa3BUTHUSI HEHTPOINECHUU, arpaHyJoLUTO3a), OCTPHIH
uHpapkT MuoKapaa (M B TeueHHe | Mecsia mocie WHQapKTa MHOKap/a), CHHAPOM CIaboCTH
CHHYCOBOTO y3I1a (BbIpaKeHHas TaXUKapIusl U OpaauKap/aus), pu OJHOBPEMEHHOM Ha3HAYCHUHU
¢ MHrHOUTOpaMu WM UHAyKTOopamu u3odepmenta CYP3A4, nerkoe u yMepeHHOE HapyIlIcHHE
GYHKIIMM  TOYEeK, YrHETCHHE KOCTHOMO3TOBOTO — KPOBETBOPCHHUS, CHWKCHHBIH 00BeM
nupkymupyroireit kporu (OLIK) (mpuem MUypeTHKOB, IMeTa ¢ OTpaHUYCHUEM ITOBapeHHOM COMH,
pBOTa, Auapes, TeMOIUali3), THICPYPUKEMHUS (OCOOCHHO COTPOBOKIAIOMIASCS TOAArpo U

ypaTHBIM  HepOIMTHA30M), OJHOBPEMCHHOC MPUMCHCHHE JaHTPOJICHd, 3CTPaMyCTHHA,
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(MOCNEOOBATENBHOCTE 0002)

nabunpHOCTE AJl, epen mporenypoit agepesa TUMONPOTeHHOB HU3KoM mmioTHoctd (JITTHIT) ¢
MOMOIIIBIO  JIeKCTpaHa Cyibdara, COCTOSIHHE TMoOcie TPaHCIUIAHTAIIUH TOYKH, MaIllMCHTHI
HerpouaHoii pacel, UBC, nepebpoBackyIsipHBIC 3a00JIeBaHUsI, PCHOBACKYISIpHAas TUTICPTCH3HS,
caxapHBbIi TUadeT, XpoHudeckas cepednas HenoctaTouHocTh (XCH) (I u IV dyHKIIMOHATBHBIH
knacc mo kiaccudukamun NYHA), onHOBpeMeHHOE TpHMEHEHHE KanuicOeperaronmx
JUYPETUKOB, TpenapaToB Kalus, KalIUHCOJEpKalllUX 3aMEHUTENEH MHUILEBOM cCONMM U JIUTHI,
XUPYPrUYECKOe  BMEIIATENBCTBO/OOMIAs — aHecTe3usl, TEMOIUalH3 ¢  HCMOJb30BaHHEM
BBICOKOTIPOTOYHBIX ~ MeMGpadH  (Hampumep, AN69®),  oIHOBpeMeHHOE  MpPOBEICHHUE
JICCCHCUOMITU3UPYIOLICH Tepamuu aiepreHaMud (HampuMep, s7A0M  TepelnoHYaTOKPBUIBIX ),
AOpTaJIbHBIN CTEHO3/MUTpabHBIN CTEHO3/TUNEpTpodudeckas 0OCTPYKTUBHAS KapIHOMUOMATUS

(FOKMII), mosxxuinoit Bo3pacT.

IIpumenenne npu 6epeMeHHOCTH H B MIEPHO IPYIHOT0 BCKAPMJIMBAHHS

[lpumenenue mnpenapara Ko-JlanpHeBa mpu  OepeMEHHOCTH  MpoTHBOMOKazaHo. [lpu
TUTaHUPOBaHUM OCPEMEHHOCTH WM TPU ¢ HAcTyIUICHUH Ha QoHe mpueMa Npemapara Ko-
HanbHeBa cleyeT HEMEAJICHHO TpPEKpaTHTh MpPUEM U Ha3HaYuTh  albTCPHATUBHYIO
TUITOTCH3UBHYIO TEPAIUIO ¢ JOKa3aHHBIM MPOodUIeM Oe30MacHOCTH.

[Tpumenenue npenapata Ko-/lanbHeBa He peKOMEHyeTcs BO BpeMs IPYAHOTO BCKapMIHMBaHUSL.
Heo6xomuMo OIeHUTh 3HAaYUMOCTh TEPalHK ISl MaTepu U MPHUHATH PEIICHHE O MPEeKparlecHUH
TPYJHOTO BCKapMITUBaHHUS WK O MPEKpallcHUH MpUeMa mpernapara.

BepemeHHOCTD

Amnoounun

besomacHoCT  TMpHMEHEHHUS aMIIOIMIIHHA TIpH  OCPEeMEHHOCTH HE YCTaHOBIeHa. B
HKCICPUMEHTAIBHBIX UCCICAOBAHUSAX Ha KHUBOTHBIX (hETOTOKCHYECKOS M 3MOPHOTOKCHYCSCKOE
JICHCTBUE TIpeTapaTa yCTaHOBJICHBI MPU MPUMEHEHHH €0 B BBICOKUX JI03aX.

Hnoanamuo

B HacTosIuMit MOMEHT HET JOCTAaTOYHOTO KOJMYESCTBA JaHHBIX O TMPUMCEHCHHU UHAalaMHUa BO
BpeMsi OepemeHHOcTH (omucano MeHee 300 cimydaeB). JTUTenbsHOS TPUMEHEHHE THA3HIHBIX
auypetukoB B Il TpumecTpe OepeMEHHOCTH MOXKET BBI3BIBATH THIIOBOJEMHIO Y MaTepH MU
CHIDKECHUE MaTOYHO-TIAIICHTAPHOTO KPOBOTOKA, YTO MPUBOMT K (heTOIUIAIICHTaApHOU UIIIEMUU U
3aJIepKKe pa3BUTHS IUT0/a. B pekux caydasx Ha GoHe mpueMa TUYyPEeTHKOB He3a0T0 70 POOB
Y HOBOPOXK/ICHHBIX Pa3BUBACTCS THIIOTITHKEMUS M TPOMOOIIUTOTICHUSI.

HccenenoBanust Ha )KUBOTHBIX HE BBISIBHIIH MPSMOTO HIJIH HEMPSIMOTO TOKCHYECKOTO JICHCTBHS Ha
PENPOTYKTUBHYIO HYHKITHIO.

Hepunoonpun
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

[Mpumenenue unrubutopoB AIID He peKOMEHAOBaHO K MPUMCHCHHUIO B MEPBOM TPUMECTpPE
oepemeHHOCTH (cM. pasmen «OcoOble  ykazaHus».). [IpumeHenue wuHruOuTopoB AllD
npoTuBomnokazano Bo Il u III Tpumectpe GepeMeHHOCTH (cM. pasaensl «[IpoTHBOMOKa3aHUSI) U
«Oco0BIC YKa3aHU»).

B Hacrosmuii MOMEHT HET HEOMPOBEPKUMBIX 3MHUIEMHONIOTHYECKUX JaHHBIX O TepaTOTCHHOM
pucke Tnpu mpueMe HHruOuTOopoB AIID B I TpumecTpe OepeMeHHOCTH. OmHaKo HeOOMBIIOE
YBEIMYCHHE DPHUCKa BO3HUKHOBEHMS HApYIICHUH pa3BUTHUS IUI0Ja MCKIOYUTH Henb3s. [lpu
TUTaHUPOBaHUM OEPEMEHHOCTH clIeTyeT OTMEHUTSD MpemnapaT U Ha3HAYUTh JAPYTHe THIOTCH3UBHBIC
CpE/ICTBa, pa3pellicHHbIC /ISl MPUMEHEHUS NpU OepeMeHHOCTH. [IpH BBISABICHUU OEpEeMEHHOCTH
CIIelyeT HEMEICHHO MNpeKpaTuTh Tepanuto uHrubouropamu AllD u, nmpu HEoOXOTUMOCTH,
Ha3HAYUTh JPYTYIO TUIIOTEH3UBHYIO TEPAIUIO.

W3zBecTHO, uTo Bo3nelicTBUe HHTHONTOPOB AII®D Ha tuiox Bo II u 111 TpumecTpax GepeMeHHOCTH
MOYKET IPUBOIUTE K HAPYILICHUIO €TI0 pa3BUTH (CHUKCHUE (YHKIIUU MTOYEK, OJUTOTHIPaMHUOH,
3aME/UICHUE OCCHU(UKAIIMM KOCTeH uepena) W Pa3BUTHIO OCIOKHEHHU Yy HOBOPOKICHHOTO
(mmouedHast HEJIOCTATOYHOCTD, apTepHaIbHasl TUIIOTSH3US, THIIEPKATHEMUsI).

Ecmu mammentka mnonydana wuHruOutopel AIID Bo II wmm III TpumecTpe OepeMeHHOCTH,
PEKOMEHyeTCsl IPOBECTH YJIBTPa3ByKOBOE UCCIIEIOBaHUE ISl OLICHKU COCTOSIHUS KOCTel uepena
U QYHKIIMU TIOYEK Y II0/A.

HoBoposk/cHHBIC, MaTepd KOTOPBIX MoNydand HHTHOUTOpbl AIID Bo Bpemsi GepeMeHHOCTH,
JOIDKHBI HaXOMUTHCS TMOJ TIIATCIBHBIM MEIUIMHCKHM KOHTPOJIEM H3-38 PHCKa pa3BHTHUS
apTepHabHOI rumoTeH3uu (cM. pasaensl «[IpoTuBonokazanus» u «OcoOble YKazaHHs»).

Ilepuona rpyIHOTO BCKapMIMBaHUS

[penapar Ko-JlanbHeBa He peKOMEHIYETCS B IEPUO/] TPYAHOTO BCKapMIHBAHUSI.

Amnoounun

AMIIOUNHMH BBIICISCTCS ¢ TPYAHBIM MOJOKOM. J[0JIs 03B, MOJYYCHHOM MIaJCHIIEM OT 03I,
MOJIYYCHHOH MaTephlo, OICHUBalach B MEXKBapTWIBHOM uamnazoHe oT 3% g0 7 %,
MakcHUMasIbHO 15 %. Biusuue aMIoAUMIIHHA Ha MIaJCHIEB HEU3BECTHO.

Hnoanamuo

B HacTtosmmMii MOMEHT HET JOCTOBEpHOM HH(OPMAIMKM O BBIACACHUU HHAANaMUAa WIH €ro
METabOIUTOB ¢ TPYAHBIM MOJOKOM.

Mozxet pPasBUBaTbCA THUICPUYYBCTBUTCIBHOCTE K  IMPOU3BOJHBIM Cynb(i)aHI/IJ'IaMI/IlIOB u
THUIIOKaJIUCMUs; PUCK JJIS1 HOBOpO)KlICHHOFO/p€6eHKa HE MOKET OBITh HCKIIIOUCH.

Tak kak HHAarraMHua OJIN30K MO CBOMCTBAM K TUa3HUJIHBIM JUYPCTUKaM, TO Cro IMpUCM BBI3BIBAcT
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

YMCHBIIICHUC KOJIMYCCTBa I'PYIHOI'O MOJIOKa UJIKM IMOJaBJICHUC JIaKTalluu.

Hepunoonpun

BenenctBue oTcyTeTBUS HHGOPMAIUH, Kacalollehcs MPUMEHEHUs TEPHHJONpPUIA B TEPUOJ
KOpPMJICHUSI Tpy[bplo, TpUeM T[EpUHIONpPHJIAa HE pPEKOMEHJOBaH, NpPEANOYTHTENbHES
NPUICPKUBATEHCS B TIEPHO]] KOPMIICHUS TPY/IBIO aJIbTCPHATUBHOTO JICUCHUS ¢ OoJiee U3yICHHBIM
npodunaeM 6e30MacHOCTH, 0OCOOCHHO MPH KOPMICHUU HOBOPOKICHHBIX U HETOHOIICHHBIX JCTCH.
DepTUALHOCTD

Amnoounun

Y HekoTopwelx mandeHToB mpu npuMeHeHHH BMKK oTmedeHo oOpatuMoe CHUXKCHHE
MOJIBUYKHOCTHU ciepMaTo301/10B. KIIMHUYECKUX JaHHBIX O MOTEHIIMAIEHOM BIMSHUU aMJIOTUITUHA
Ha PENpOoayKTUBHYIO (QYHKIMIO HegocTaTouHo. Cooldlanock, YTo B HUCCICTOBaHUM Ha KphIcax
BBISIBJICHO OTPHUIIATENBEHOE BIUSHHE Ha (QEPTUIBHOCTE CAMIIOB.

Huoanamuo + nepunoonpun

B jmoxiuHMYECKMX  HCCIEOBaHUSAX OBUIO  TOKa3aHO OTCYTCTBHE  BO3JCHCTBUS  Ha
PENPOAYKTUBHYIO (YHKIUIO Yy Kpblc oboero mona. [lpennonokurenbHO BIMSHUE Ha

(bepTUNBEHOCTD Y UeNIOBEKa OTCYTCTBYET.

Cnoco6 npuMeHeHus H 103bI

BHYTpb, IpeAMOYTHTENBHO TPUHUMATE YTPOM TIepe/l TPUEMOM TTHIITH, 3aITBasi CTAKAHOM BOJIBI.
PexomenioBanHast 103a — 1 TabJIeTKa OJJMH pa3 B CYTKU.

Hoza mpenapata Ko-/lanbHeBa MoaOupaeTcsl TOCNe paHee MPOBEACHHOTO THUTPOBAaHUS 103
OT/ICTBHBIX aKTUBHBIX KOMIIOHCHTOB ITpernapara.

MaxkcumanpHass cyTodHast jo3a mpenapata Ko-/lampHeBa: 1 Tabnerka B gosupoBke 10 mr
amytoiunuHa + 2,5 Mr uHjanaMuaa + 8 Mr nepuHI0IpHIIA.

Ocobrle I'pYNInsbl NarkucHTOB

layuenmur ¢ HapyuwieHuem ynkyuu nouex (cm. pazoenvt «Papmaxonocuyeckue ceolcmeay,
«lIpomueonoxkazanusy, « Ocobvie ykazanusy)

[Npenapat Ko-/lanbHeBa MpOTHBOMOKA3aH MallMCHTaM C TSHKEITBIM HapyIIeHHeM (GYHKIHU MOYCK
(KK menee 30 mui/muH) (eM. pasaen «[IpoTuBomoKa3aHus).

[Nanuentam ¢ ymepeHHBIM HapymieHueM ¢yHkuuu modek (KK 30-60 mn/mun) npemapar Ko-
JaneHeBa NpOTHBOMOKa3aH B J03UpoBKax SwMr+2,5wmr+8wmr u 10wmr+ 2,5 Mr + 8 mr (cm.
paznen «[IpoTuBOMOKa3aHUY).

PexoMenayeTes HAYMHATE TEPAIUIO € MOI00Pa 103 MOHOKOMITOHCHTOB.

[MocTosiHHOE MEAUIIMHCKOES HaOOJCHUE JODKHO BKIIOYATh B ceOs PEryIspHBIH KOHTPOIB

KOHICHTPAaIlUU KpCaTHHHHa U COJACPIKaHUs KaJIksd B IJIa3MC KPpOBH.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 27.07.2022 N 17590

(MOCNEOOBATENBHOCTE 0002)

OnHOBpEMEHHOE MTPUMECHEHHE C ATUCKUPCHOM MPOTUBOTIOKA3aHO Y MAIlMEHTOB ¢ YMEPEHHBIM WK
TSOKCTBIM  HapyIICHUSAMH (QYHKIMU ToYeK (cKopocTh KinyOoukoBoi ¢unbTpanuu (CKD)
< 60 m1/mMun/1,73 M? IIoNIAIM HOBEPXHOCTH Tena) (cM. pasziea «[IpoTUBOMOKa3aHUsY).

Hayuenmur ¢ Hapywenuem @Gynkyuu nevenu (cm. pazoenvt «Papmarkonocudeckue ceolcmeay,
«lIpomueonoxazanusy, « Ocobvie ykazanusy)
[MareHTaM ¢ TSHKESTBIM HapyleHHeM (GYHKIMU TiedeHu mpenapaT Ko-/laapHeBa MpoTHBOMOKa3aH
(eM. pazaen «[IpoTHBOMIOKA3aHUSY).
VY MaIMeHTOB ¢ JITKUM WJIH YMEPEHHBIM HapyIieHHeM (QYHKIUM MedeHu npenapat Ko-/lanpHeBa
JIOJDKEH Ha3Ha4aThCsl ¢ OCTOPOKHOCTBIO, TaK KaK OTHO3HAYHBIC PEKOMEHAalluHU 1O JIO3MPOBKE
aMJIOJTUITHHA JUTSL IaHHOW TPYIIIEI MAIlMEHTOB HE YCTaHOBJICHEI.
Hayuenmul nodxcunozo 8o3pacma
BeiBesicHUE TEpUHIONpUIATa Yy TAIMEHTOB MOKUIOTO BO3pacTa 3aMEJICHO (CM. pasjel
«DapmakokuHeTHKay). Tepamus JoKHA TPOBOTUTECS ¢ YIeTOM (YHKITMH MOYCK.

eTU
B Hacrosiiee BpeMsi HET JaHHBIX MO Oe30macHOCTH U 3()(HEKTUBHOCTH TPUMEHEHUS JaHHOM

KOMOMHAIIUYU Y JIeTel U MOJPOCTKOB.

IloGouHoOE neiicTBHE

IIpoduis 6e3omacHOCTH

Haub6onee yacteimu HP, 0 KOTOpBIX co00IIaNnoch Mpu JICUeHUH MEPUHIOTIPUIIOM, UHIATIaMH/IOM
U aMJIOJJMITUHOM B KauecTBE MOHOTEPANUH OBLTH: THIIOKATHEMHUS, TOTOBOKPYKCHUE, TOIOBHAS
00JIb, MapecTe3UH, COHIUBOCTh, PACCTPOUCTBO BKyca, HAPYIICHUS 3PCHHS, IUIUIONHS, 3BOH B
yIax, BEpTUTO, cepallcOUCHHE, «PHIHUBBD) KPOBH K Koke ymia, cHuxkeHue AJl (U »3ddekTsr,
CBSI3aHHBIC C apTepUAJbHON TUMOTEH3MeH), Kallledb, OJBIIIKa, >KEIYJI0YHO-KUIICUHbIC
paccTpoiicTBa (60Jb B )KUBOTE, 3aI0p, AUapesl, TUCTICTICHSI, TOITHOTA, PBOTA, H3MCHEHHE YaCTOTHI
U XapakTepa CTyna), KOKHBIH 3yJ, CBIIb, MaKyJomamyie3Has CbIllb, MBIIICUYHBIC CHa3MBl,
TPUMYXJIOCTH B 00JaCTH JTOJBIKCK, aCTCHUS, OTCKU U YCTAIOCTb.

Tabauunoe pe3loMe HesKellaTeIbHBIX PeaKIui

HP, knaccuduiupoBaHHbIe Kak BO3MOKHO CBSI3aHHBIC C Teparnueii KoMIoHeHTaMu npemnapata Ko-
JanbHeBa, MO JaHHBIM KIMHUYECKUX HUCCIEJAOBAaHUNH M ONBITa TMOCTPErHCTPAllMOHHOTO
NPUMCHEHUS CTPYIIUPOBAHEI B TAOIHUIIC B COOTBETCTBUU C TIOPSIIKOM Ha OCHOBAaHHH CHCTEMHO-
opransbix kinaccoB (COK). YacToTa BeTpedaeMocTH ompeseiicHa CICAYIOMIUM 00pa3oM: OUcHb

gacto (= 1/10), wacto (or>1/100 mo <1/10), mewacto (oT >1/1000 mo < 1/100), penxo
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COOTBETCTBYET 3KCNEPTHOMY OTHYETY

ot 27.07.2022 N= 17530

(MOCNEOQOBATENEHOCTL 0002)

(oT > 1/10000 mo < 1/1000), ouenp penko (< 1/10000), wacToTa HEeU3BeCTHa (HCXOAS W3

HMCIOIIUXCA TaHHBIX YaCTOTY BOSHUKHOBCHUS OIIPCACIIUTD HeBOSMO)KHO).

Yacrora
COK HP
Amunonunun | Mapanamun Hepunaonmpua
Wudekiuu u Punut Heuacto - OueHb peako
UHBa3UU
Hapymienus co D03uHOUITHS - - Heuacto*
CTOPOHBI KPOBU U | ATpaHyJIOIMTO3 - Ouenb penko | OdeHb peko

muMmdaTUdeckoll | AmacTuyeckas aHeMHs | - OueHsb penko | -

CHCTEMBI [JanuuToneHus - - OdeHb peako
JlelikonieHus Ouensb peako | Ogens peako | O4eHb peako
Heiitponienus - - OueHb pesko
I'eMomuTHYecKas aHeMus | - Ouens penko | O4eHb peako
TpombouuToneHUsI Ouenb peako | Ouens peako | OdeHb peaKo
TpombGorurtonenudeckass | O4eHb peaKo
nypIypa

Hapymenus co Peakuuu Ouens peako | Hewacto -

CTOPOHBI TUIIEPYYBCTBUTEIBHOCTH

HMMYHHOU

CHCTEMBI

Hapymenus co CuH/ipoM HeaJleKBaTHOH | - - Penxo

CTOPOHBI CEKpeIuU

SHJIOKPUHHOM aHTUUYPETUUIECKOTO

CHUCTEMBI ropmona (CHC A/IIN)

Hapymienus co l'unornukemus - - Heuacto*

MeTabou3Ma | luneprivkemus OueHsb penko | - -

NUTaHUA l'unepkanuemust - - Heuacrd'
obpatuMas mocie
OTMEHBI Ipemnapara
l'unonaTpuemMus - Heuacto Heuacto*
l'unepkansiinemus - OueHsb peako | -
l'unoxamuemust - Yacto -
l'unoxmopemus - Penxo -
I'mmoMarauemMus - Penxo -
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COOTBETCTBYET SKCNEPTHOMY OTYETY

ot 27.07.2022 Nz 17590

(MOCNEOOBATENBHOCTE 0002)

Amnopekcus Heuacto - -
[ToBbIllIeHUE anmeTuTa Penko - -
[Teuxuueckue becconnuna Heuacto - -
HapyILIeHUS JlabuanHOCTD Heuacto - Heugacto
HacTPOCHHUs (BKITtOYast
TPEBOKHOCTB)
Hemnpeccus Heuacto - Heuacto*
Hapymienus caa - - Heuacro
CnyTaHHOCTh CO3HaHHUS Penko - OueHsb peako
HeoOb1unsie cuoBuaeuusa | Heuacro - -
[oBblIeHHas Heuacto - -
BO30YIMMOCTh
Hapyenus co lNonmoBokpyxenue Yacto - Yacto
CTOpPOHBI HepBHOU | ["onoBHast 60716 Yacto Penxo Yacro
CHUCTEMBI Tpemop Heuacto - =
I'unectesus Heuacto - -
[Tapectesus Heuwacto Penko Yacto
l'unepronyc OueHs peako | - -
[Mepudepudeckas OueHs peako | - -
HelpomnaTus
DKCTpanupaMuIHbIS YactoTta - -
HapyIICHUS HEU3BECTHA
Hucres3us (uzBpamenaue | Hedacto - Yacto
BKyca)
[Napocmus (u3BpamieHue | OdeHb peako | - -
0OOHSIHUS)
CoHITUBOCTH Yacto - Heuacto*
O6Mopok Heuacto* YacroTta Heuacto
HEU3BECTHA

WHcynbT, BO3MOKHO
BCIE/ICTBUE
BBIPaKECHHOTO CHUKCHHUS
AJl y maniueHToB u3

T'PYIIIBI BBICOKOI'O PUCKa

OueHb peako
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COOTBETCTBYET :" KCMNEPTHOMY OTYETY

ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

BosmoxHO pa3ButHe - YactoTa -
MEeUYEHOYHOU HEU3BECTHA
3HIIe(ATONAaTHH B clIydac
MEYCHOYHOUI
HEJ0CTaTOYHOCTH
MurpeHb OueHsb peako | - -
Armnartust OueHsb peako | - -
Asxuranus OueHsb peako | - -
ArTakcus OueHs peako | - -
AwmHe3us OueHsb peako | - -
Hapyrenus co Hapymenue 3penus Yacto YacroTta Yacto
CTOPOHBI OpraHa HEU3BECTHA
3peHUs Junnonus Yacto - -
Muonus - Yacrora -
HEU3BECTHA
HedeTkocTs 3peHuUs - Yacrota -
HEU3BECTHA
XopuouganbHBINA BBITOT | - YacroTta -
HEU3BECTHA
Octpas - YacroTta -
3aKpPBITOYTOJIbHAS HEU3BECTHA
riiaykoMa
Hapymienue Heuacto - -
aKKOMOJIAIIUU
Kcepodranpmust Heuacto - -
KoHBIOHKTUBUT Heuacto - -
Bboms B rmazax Heuacto - -
Hapymenus co Bepturo - Penxo Yacto
CTOPOHBI Oprana | 3BOH B yIIax Heuacto - Yacto
ciyxa u
NaObUpHUHTA
Hapymenus co Omymenue Yacto - Heuacto*
CTOPOHBI cep/illa | cepAlcOneHUs
Taxukapaus - - Heuacto*
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COOTBETCTBYET 3KCNEPTHOMY OTHYETY

ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

CreHokapaus - - OueHb peako
Hapymenue putma Heuacto OueHb peako | OdeHb peako
cep/iia (BKIoYas

OpauKapauio,

KEJTYIOUKOBYIO

TaxuKapaIuio U
GUOPHILISIIHEO

npeacepauil)

WHdapkT MUOKap/a,
BO3MOYKHO BCIIEJCTBUE
HM30BITOYHOTO CHHMKECHUS
AJl y maliueHTOB TPYIIITBI

BBICOKOI'O pHCKa

OueHb peako

- OueHsb peako

[Momumopduas
KETYIOUKOBast apUTMUS
THUIIa KITHPY3T»
(BO3MOXKHO C JI€TaTbHBIM

HCXOI0M)

YactoTa -

HCHU3BCCTHaA

PasBuTHEe U ycyryoaeHue

TeueHuss XCH

OueHb peako

Hapymenus co OmymeHue «npuauBoBy | Yacrto - Penko*
CTOPOHBI COCY/IOB | KPOBH K KOXKe JTUIIa
AprtepuansHas Heuacto Ouenb penko | Yacto
TUNIOTEH3US (0OBIYHOE
cHmwxkenune AJl) u
CUMIITOMBI, CBSI3aHHBIC C
apTepualbHOU
THUIOTEH3UEN
Backynut OueHsb peako | - Heuacto*
Cunapowm Peiino - - YacroTa
HEU3BECTHA
OpTocTaTuueckas OdeHsb penko | - -
TUMOTEH3US
Hapymenus  co | Kamens Heuacto - Yacto
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COOTBETCTBYET 3KCNEPTHOMY OTHYETY

ot 27.07.2022 N= 17530

(MOCNEOQOBATENEHOCTL 0002)

CTOPOHBI OnpIaka Yacto - Yacto

JIBIXaTeITEHOMN bponxocmnazm - - Heugacto

CHUCTEMBEI, Do3uHoDUIBHAS - - OueHb peako

OpraHoOB TPY/IHOH | MTHEBMOHUS

KICTKH 1 | HocoBoe kpoBoteueHne | Hedacto - -

CpeIOCTCHUS

Kenynouno- bont B xxuBote Yacrto - Yacto

KUIIICYHBIES 3amop Yacto Peaxo Yacro

HapyILIEHUS Huapes Yacto - Yacto
Hucnencus Yacto - Yacto
TomHoTa Yacto Penaxo Yacro
PBota Heuwacto HeuacTto Yacro
CyXocThb CAU3UCTOU Heuwacto Penko Heuacto
000JOYKH TIOJIOCTU PTa
H3MeHeHHe JacTOTHI U Yacto - -

XapakTepa cTyla

[Tankpeatut

OueHb peaKo

OueHb penko

OdeHb peako

lactpur

OueHb peaKo

l'uneprninasus gecen

OueHb peako

Merteopuszm

Heuacto

AHTHOHEBPOTUYECKUU

OTCK KHIIICYHHUKa

OueHb peako

Hapymenus co I'enatut Ouenb peako | Yacrota OueHsb peako
CTOPOHBI IEYECHU HEU3BECTHA
u Xonecratuueckas OueHs peako | - OdeHb peako
KCITUCBBIBOMAIIU | KEITyXa
X ImyTel Hapymrenue GyHknuu - OueHb pegko | -

Ne4YeHU
Hapymenus co AHTHOHEBPOTUYECKUU Ouensb peako | Ouens peako | Hewacto
CTOPOHBI KOKH U | OTEK
MOIKOKHBIX Koxneiii 3y1 Hewacto - Yacro
TKaHCH KosxHas ceinb Hewacto - Yacto

MaxynonamynesHas

CBIIIb

Yacto
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COOTBETCTBYET 3KCNEPTHOMY OTHYETY

ot 27.07.2022 N= 17530

(MOCNEOQOBATENEHOCTL 0002)

Kpanusauia Heuacto Ouenb peako | Heuacto
DK3aHTeMa Heuacto - -
Anonenus Heuacto - -
ITypnypa Heuacto Heuacto -
H3menenue neta koxku | Heuacto - -
HepMmatut Penko - -
IToBeIllIeHHOE Heuacto - Heuacro
MOTOOT/ICTICHUC

Peakius Ouensb peako | YHacrora Heuacrto*
(hOTOUYBCTBUTEIEHOCTH HCH3BECTHA

[Memduroun - - Heuacto*
Ob6ocTpenue ncopuasa - - Penxo*

MynbTudopMHast OueHb peako | - OdeHb peaKo
3pUTEMa

Tokcuueckuii Yacrorta Ouens penko | -
3MUCPMaTbHBIN HEU3BeCTHA

HEKPOJIU3

DKchoTMaTUBHBIN OueHs peako | - -

JepMaTUT

Cunapom CTuBeHca-

J>xoHCOHA

OueHb peako

OueHb peaKo

Kceponepmust

OueHb peako

XOHOIHEBIN TOT

OdeHb peako

Hapymenus co
CTOPOHBI
MEIIIICYHOH,
CKeJIeTHOH U
COCTUHUTEITLHOH

TKaHHU

Cria3MBbl MBIIII] Yacto YacToTa Yacto
HEU3BECTHA

Aptpos Heuacto - -

ObocTpeHue yxe - YacroTa -

UMeroIIelics ocTpoit HEU3BECTHA

JTUCCEMHUHUPOBaHHOMN

KpacHOU BOJYaHKH

Aprtpanrus Heuacto - Heuacto*

MuacteHust Penxo - -

Muanrus Heuacto YacToTa Hewacto*
HEU3BECTHA

22




COOTBETCTBYET 3KCNEPTHOMY OTHYETY

ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

Mpiiednas cnabocThb - YactoTa -
HEU3BECTHA
Pabdnomuonus - YactoTa -
HEU3BECTHA
bosb B ciuHe Heuacto - -
Hapymenus co [Toueunas - Ouenb peako | Hewacrto
CTOPOHBI ITOYEK U | HEJAOCTAaTOUHOCTh
MOYEBBIBOAAIUX | Hapymenue Heuacto - -
nyrei MOYEUCITYCKaHUS
OIIH - - OdeHb peako
bonesnennoe Heuacto - -
MOYEHCITyCKaHUe
Huxtypus Hewacto - -
[Monnakuypus Heuwacto - -
(ydaieHHoe
MOYCHCITyCKaHHE)
Anypust/Onurypus - - Penxo*
Hapymenus co OpeKTunpHas Heuwacto Hewacto Heuacto
CTOPOHBI TUCHYHKITHS
penpoayKTUBHON | ['MHeKoMacTus Hewacto - -
CUCTEMBI U
MOJIOYHBIX JKeTe3
OO61ue Actenus Yacto - Yacto
HapyIIeHUs U bonb B rpynHoii knetke | Hewacto - Heuacro*
peakuuu B Mecte | boib Heuacto - -
BBCNICHU S Henomoranue Heuacto - Heuacrto*
[Mepudepudeckue oTeku | - - Heuacto*
(JTOABIKEK U CTOTI)
Otexk OdeHb Yacto | - -
Jluxopanka - - Heuacrto*
IoBbImenHasn Yacto Peaxo -
YTOMISIEMOCTh
O3HO00 Hewacto - -
Kaxna Heuacto - -
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(MOCNEOOBATENBHOCTE 0002)

JlabopaTopHbIe U
HHCTPYMCHTAIb-

HBIC JaHHBIC

IoBemenue
KOHIICHTpaIluu
MOYEBUHEI B ILIIa3MeE

KpOBHU

Heuacto*

IoBbImeHue
KOHIICHTpaIlu1
KpeaTHHUHA B TUIa3Me

KpOBHU

Heuacto*

[MunepOunupyOuHEeMuESI

Penxo

IToBEIIIeHUE aKTUBHOCTHU
(IICYCHOYHBIX»
TpaHCaMHHa3 B IJIa3MC

KpPOBHU

OueHb peako

Yacrorta

HCHU3BCCTHA

Penxo

CHIXEHHE TeMOTJIO0HHA
U CHHIXCHHUC

réeMaToKpuTa

OdeHb peaKo

IToBrIIIeHHE
KOHIICHTpaIlud MOYEBOM

KHCJIOTHI B IJIa3ME KPOBU

Yactora

HCHU3BCCTHaA

YLIJII/IHGHI/IG HHTCpBalla

QT na 3KT’

Yacrorta

HCHU3BCCTHa

VYBenuueHue Macchl Tella

Heuwacto

CHMKCHIE Macchl Tella

Heuacto

TpaBMmBI,
UHTOKCUKAILlUU U

OCJIOKHCHU A

1301001 (14%9)

ITagenue

Heuacrto*

*
OI1lcHKa YacTOTEI HP, BBISIBJICHHBIX IO CIIOHTaHHBIM COO6HICHI/I$IM, IIPOBEJICHA HA OCHOBAHHUU

JaHHBIX KIMHHYCCKHUX I/ICCJ'ICLIOB&HI/IIZ.

IHepeno3upoBka

HNudopMarusi o mepeo3UpoBKe KOMOWHANMEH aMIIOJMIUH + HWHIAMaMUa + TCPUHIAOTPUII

OTCYTCTBYET.

AMI0IUIIHH
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(MOCNEOOBATENBHOCTE 0002)

Cumnmomwi

VmeroTes JaHHBIE O Pa3BUTHU Ype3MEpHOM mepudepryueckoil Ba3oquIaTallid ¢ BO3MOXKHBIM
pa3BUTHEM pedIeKTOpHOM TaxuKkapauu. CoolIIanock 0 PUCKE pa3BUTHS BRIPaKCHHON U CTOMKOM
apTepualbHON THIIOTEH3UH, B T. Y. ¢ Pa3BUTHEM IIIOKa U JIETAJILHOTO UCXOJIa.

Jleuernue

[Mpu KIMHWYECKH 3HAYUMOMN apTepHaIbHOW THMOTECH3MM, BO3HUKAIOIICH H3-3a MEPeIO3UPOBKU
aMJIOJIUTIMHE, HEOOXOMUMO TMPOBEJACHHE MEPONMPHITUM, HaNpaBICHHBIX Ha TMOJIepKaHue
GYHKIMHM  CepACUHO-COCYAMCTON CHUCTEMBI, BKIIOYasl MPHUIOAHATOS MOJOKCHHE HHUKHHUX
KOHeuHocTed, KoHTpoidb OLIK u 1aMype3a, MOHUTOPUHI CEPACYHOM U JbIXaTeIbHOU
JICATEIBLHOCTH.

Jis HopManu3allud COCYIUCTOro ToHyca U AJl MOKHO HCIOJIB30BATh COCY/IOCYKHBAIOIIUE
mpernaparsl MpU YCJIOBUHU, YTO HET MPOTHBOIOKAa3aHUM K MX MpUMeHeHHio. s ycTpaHeHUs
MOCNICACTBUM ONOKa/bl KalbIIMCBBIX KaHaJTOB BO3MOKHO BHYTPHUBCHHOC BBEJCHUE KaJIbIIUS
TIIOKOHATA.

B HekoTopeIX caydasx MOXKET ObITh 3(PQPEKTUBHBIM IMPOMBIBAaHHE >KENIyaKa. Y 3/70POBBIX
J0OPOBOJIBIIEB OBLIO TPOIEMOHCTPUPOBAHO, YTO TPUMCHEHUE aKTHBUPOBAHHOTO YIJISI B TCUCHUE
2 JacoB mocie npuemMa 10 Mr aMI0JUNMMHa YMEHBIIAET CKOPOCTh a0COPOIIMH aMIOTUITHHA.

HOCKOJIBKy aMJIOJUITHH CBA3BIBACTCA C 66JIK3.MI/I, reMoaualins HCE)(b(l)CKTI/IBGH.

KOM6I/IHaIII/I$I HHIanaMua + TEpUHIOIIPUIT

Cumnmombl

JI71st KOMOMHAIIMY WH/IAaMK/] + TIEPUHAOTIPUI HanboJiee BEPOSITHBIN CHMIITOM TIepeIO3UPOBKU —
apTepualibHas TUIOTCH3UsS, HMHOTJIa B COYCTAHMHM C TOLIHOTOM, pPBOTOH, CYIOpOTaMH,
TOJIOBOKPYKECHHEM, COHJIIMBOCTBIO, CIYTAaHHOCTBIO CO3HAHUSI U OJUTYpHeEl, KoTopas MOKeT
HepelTH B aHypHio (B pe3ylibTaTe TUMOBoJeMHH). Takke MOTYT BO3HHMKATh SIICKTPOIUTHBIC
HapyIIeHUs (THIOHATPUEMUST, THITOKATUEMHUS ).

Jleuenue

Mepbl HEOTJIONKHO MOMOIIHM CBOJSITCS K BBIBSJICHUIO TpenapaTa W3 OpraHu3Ma: MPOMBIBaHHIO
KeTy/IKa W/UITH TpHEMy aKTHUBHPOBAHHOTO YTIISl € MOCIEAYIONIUM BOCCTaHOBICHHEM BOJHO-
BNICKTPONUTHOTO OalaHca B YCIOBUSX CTal[HOHApa.

[1pu 3HaUUTENBEHOM CHUXKEHHU AJ] clieTyeT mepeBecTH MallueHTa B TOJIOKEHHE «IeKay Ha CIIHHE
¢ TPUMOAHSATHIMM HOTaMH, TPH HEOOXOJUMOCTH KOPPEKIHUS THIIOBOJNIEMHU MOXKET OBbITh
BBINIOJIHEHA MyTeM BHYTpUBeHHOE (B/B) UH(Y3UH H30TOHMYECKOTO COJIEBOTO DPAacTBOpa WM
TFOOBIM JIPYTUM CIIOCOOOM BOCIIOJTHEHHUSI 00beMa JKUIAKOCTH (Hampumep, B/B uHdy3us 0,9 %
pacTBoOpa HaTpHsl XJIOpUIa).
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(MOCNEOOBATENBHOCTE 0002)

HCpI/IHlIOHpI/IJ'IaT, AaKTUBHEIH MeTaboJIUT IMCPpUHAOIIpUIIa, MOKCT OBITH YAaJICH U3 opraHusMa ¢

MOMOIIIBIO TUanu3a (M. pa3zen «PapMaKoJIOrHUecKUe CBOMCTBaY).

BzaunmonelicTBHe ¢ APYTHMH JICKAPDCTBEHHBIMH CPEACTBAMH

JlaHHBIC KIMHUYCCKUX UCCIICIOBaHUI MOKa3bIBAIOT, YTo ABoiHas Onokama PAAC B pesynbTare
OJTHOBpeMEHHOTO TpueMa HHTHOUTOpoB ATTD, APA 1 win aluckupeHa MPUBONT K YBETHUCHHIO
4acTOThl BO3HUKHOBeHUs Takux HP, Kkak aprepuanbHasi TUIIOTEH3Ms, TUIEpKaJIUEMUSI U
HapymeHue ¢pyHKIuu noyek (Brmoyas OITH), mo cpaBHEHUIO ¢ CUTYaIlHSIMU, KOT/Ia IPUMEHSICTCS
TONBKO OJIMH TpemnapaT, BozjachcTBytommit Ha PAAC (cMm. pazgensl «Dapmakoloruieckue
cBoiicTBay, «[IpoTHBoOMOKa3aHuM), «OCOOBIC YKa3aHUS).

.HeKaDCTBeHHBIe npcnaparsl, IIOBBINTAOITHME PHUCK PA3BUTHA aHTHOHCBPOTHYCCKOI'O OTCKa

Hueubumopot netimpanvHoti 2H00Nenmuoasvl

OnHoBpeMeHHOE TpUMeHeHUe UHTUOHTOpoB AIID ¢ koMOMHaluel BajicapTaH + caKyOUTpHIT
NPOTUBOINOKA3aHO, TaK KaK 3TO YBEIMYHBACT PUCK aHTHOHEBPOTUYECKOTO OTeKa (CM. pa3/ieiibl
«[IpotuBonokazanus» u «OcobOble ykazaHus»). [IpuMeHeHHe KOMOHMHAIMM BajlcapTaH -+
CakyOUTPHI BO3MOXKHO HE paHee 4eM depe3 36 "acoB Mocsie MPHUMEHEHHUS TOCHeTHEH 03B
nepunjonpuia. [IpumeHeHne nmepuHIONpHIa BO3MOXKHO HE paHee ueM depe3 36 yacoB mocie
NpUMEHCHUSI TOCJHEAHEH J103bl KOMOMHAIMM BaicapTaH + cakyOMTpua (cM. pasjeisl
«IpotuBonokazanusy, «OcoOble yKazaHHsI» ).

CoBMecTHOe TpuUMeHeHHe HHTHOHTOpoB AIID ¢ panekagoTpuwiom, uHruobutopaMmd mTOR
(HampuMep, CUPOIUMYC, IBEPOIUMYC, TEMCUPOIUMYC) U TIMITHHAMU (HallpuMep, TUHATIUIITHH,
CaKCarJMNTHH, CUTArJMNTUH, BWIJATJIUNTUH) MOXET TPHUBECTH K TMOBBIIICHUIO pHUCKa
AHTHOHEBPOTUYECKOTO OTeKa (cM. paszen «OcoOble yKazaHUs»).

Tranesvie akmugamaopsl NIA3MUHO2EHA

B 00cepBallHOHHBIX  HCCICMOBAHUSX  BBISIBICHA ~ TOBBIIICHHAs — 4YacTOTa  pPa3BUTHSA
AHTHOHEBPOTUYECCKOTO OTEKa Yy TAalMCHTOB, MNPUHUMAaBIIMX WHrHOUTOpEl AIID, mocme
MPUMEHEHUSI aNTeIUTashl Uk TPOMOOTUTHYCCKON Tepanui HITeMUYSCKOTO HHCYNbTA.

IIpenapaThl, BEI3BIBAIOIIME THISPKATUECMUIO

HecMoTpst Ha TO, YTO YPOBEHB KaJHsl B CBIBOPOTKE KPOBH OOBIYHO OCTACTCS B Tpe/esiaX HOPMBI,
Yy HEKOTOPHIX TMalMeHTOB, MNpUHUMaromux mpenapaT Ko-/lanbHeBa, MOXXEeT BO3HUKHYTH
runepkanueMus. HekoTopble mpenapaThl MOTYT MOBBIIATH PUCK Pa3BUTUS THIEPKaTHUEMUU:
ATUCKUPEH, COJIM Kamus, KalauicOeperaroime TUYPeTUKH (HampuMep, CIHUPOHONAKTOH,
TpUuamMTepeH WA aMUJIOPH/T), HHTUOUTOPHI ATIOD, APATI, HECTEPOUHEIE

npoTuBoBocnanuTenbHble NpenapaTel (HIIBII), remapunbl, UMMyHOJAENpeccaHThl, TaKue Kak
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[UKJIOCTIOPUH WM TaKpOJIUMYC, TPUMETONPHUM U KO-TpUMOKcasonl (cynabdaMeTokcazon +
TPUMETOIPUM), TIOCKONBKY TPHUMETONPHM, KaK H3BECTHO, JCHCTBYeT Kak KamuiicOeperarommii
auypetuk amuiopuja. OjaHOBpeMeHHoe TNpuMeHeHHe mpenapata Ko-JlanbHeBa ¢ 3THUMHU
JIEKapCTBEHHBIMU  Cpe/ICTBAMU  TOBBIMIAET PUCK pa3BUTUSL TUIepKanueMuu. [losromy
OJTHOBpEMEHHOEe NpuMeHeHHe npenapara Ko-/lanbHeBa ¢ BEIIENEpeYUCIEHHBIMU MIpenapaTaMu
He pekoMeHayeTcs. Ecau HeoOXoauMo 0THOBpEeMEHHOE PUMEHEHHE, UX CIEAYET NPUMEHSTH ¢
OCTOPOKHOCTBIO U € YAaCTBIM KOHTPOJIEM YPOBHSI KaJIUsl B CBIBOPOTKE KPOBH.

IIpoTuRONOKAa3aHHBIC COUCTAHUS JICKAPCTBCHHEIX CPEICTB (CM. pasacia «HDOTI/IBOHOKaBaHI/ISI»)

Anuckupen u nexapcmeentvle npenapamel, COOEPICAUUe ANUCKUDEH

OnHoBpeMeHHOE MpUMeHeHue UHruouTopoB AlID ¢ mpenapaTamu, coAepKallldMHU aJTUCKHPEH,
NPOTUBOINOKA3aHO Y MAllUCHTOB ¢ caXapHBIM JUa0CTOM W/MIU YMEPCHHBIMH WU TSDKEIBIMU
HapymeHuAMH GyHKIuu nodek (CK®-< 60 mn/mMun/1,73 M? miommaay MOBEpXHOCTH Tena), Tak
KaK BO3pacTaeT pUCK BO3HUKHOBEHUS THITEPKATUEMUM, YXYALICHUS (QYHKIIMU TTOYEK, TOBBIIICHUS
JaCTOTHI CEPACUHO-COCYAUCTBIX COOBITHI U cEeP/ICUHO-COCYTUCTOM CMEPTHOCTH.

Anumaeonucmol peyenmopog aneuomenzuna 11

OnHoBpeMeHHOe NpuMeHeHue HHTHOuTOpoB AIID ¢ APA II npoTtuBomoka3zaHo y MallMEeHTOB ¢
AuabeTudeckoi HedpomnaTueil (cM. pazaen «[IpoTHBOMIOKA3aHUSY).

DKCMpakopnopanvHvie Memoosl 1e4eHus

DKCTpaKopMoOpadbHBIE METOMABI JICUCHHUS, TPUBOJSIIHE K KOHTAKTy KPOBH C OTPHUIATEIBHO
3apsDKCHHBIMH TIOBEPXHOCTSIMH, TaKHe KaK JHANIU3 WIH TeMO(QUIbTpalus ¢ HEKOTOPBIMH
BBICOKOTIPOTOYHBIMU MeMOpaHaMu (HampuMep, MOJTHaKPUIOHUTPUIOBEIE MeMOpaHbl) U adepes
JUTTOTIPOTEHHOB HU3KOH TUIOTHOCTH ¢ HUCTIOJIB30BAHUEM JICKCTpaHa cynbdaTa, TPOTHBOMOKA3aHEI
W3-32 TOBBIINICHHOTO DPHCKa pa3BUTHA TOKEIBIX aHa(QWIAKTOMTHBIX pPEakuid (cM. pasjieln
«[IpotuBomnokazanusy). Ecau Takoe JieueHHe HEOOXOAUMO, CIEIYeT PACCMOTPETh BOZMOKHOCTB
UCTIONTB30BaHMS JIPYroro TUMA JHANIW3HOW MeMOpaHBl WM TMPUMCHEHHUS JIPYroro Kiacca

AHTUTUIICPTCH3HMBHBIX IIPCIIapaToB.

JlekapcTBEeHHBIH
npemapar, ¢
JeiicTBy1omniee
KOTOPBIM Onucanne MexaHH3Ma B3aHMO/I€HCTBHA
BCIIIECTBO
YCTAHOBJICHO
B3aUMOJIciicTBHE

HepeKOMeH)IyeMbIe COUCTAHHA JJCKAPCTBCHHBIX CPE/ICTB

27
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(MOCNEOQOBATENEHOCTL 0002)

AMITOTUTIHH

(B/B)

HanTpoinen

BBEJICHHUC)

vy J'Ia60paT0pHLIX JKUBOTHBEIX OBUIM OTMEYEHEI clIydau
(i)I/I6pI/IJIJI$IIII/II/I JKCIIYIOUYKOB C JICTAJIBHBIM HCXOJOM H
KOJIlTaliICOM Ha (1)0He MNPpUMCHCHUA BCpallaMuJia H B/B
BBCIACHUA

JaHTpPOJICHA, COIIPOBOKAaBIIUCC

runepkanveMucii.  BcenencTBue  pucka  pa3BUTHS
TUTIEPKATUEMHUH CIISAYET UCKIIOYUTEH OTHOBPEMEHHBIMN
npueM BMKK, B ToM 4dnciie aMmyioqunuHa, Y MallueHTOB,
MOJIBEPKEHHBIX 3JTOKAYSCTBCHHOM THUIEPTEPMUU, a

TaK¥XC IPpHU JICYCHUHU 3110KaYeCTBCHHOU TUIICPTCPMUH.

[peitndpyt WK

rpeinpyTOBLIi COK

OnHOBpEMEHHBIN TIPUEM aMJIOJTUITHHA U YIOTpeOIeHue

HIIH COKa HC

rpeitndpyTon rpeindpyroBoro
PEKOMEHIyeTCsl B CBS3H C BO3MOXKHBIM TOBBIIICHHEM
OUOJOCTYITHOCTH ~ aMJIOJUIIHHa Y  HEKOTOPBIX
MalleHTOB, YTO, B CBOIO OYepe/b, MOKET NMPUBECTH K

yeuneHuto 3¢ dekToB cHbkeHUsT A/l

[Mepungonpun

AnuckupeH

v IMMalfuCHTOB, HC HMCIOIIHUX CaXapHOTIO zma6eTa HJIn

HapylmcHusl IIOYCK

GbyHKIUU

(CK® < 60 ma/mMun/1,73 M  momanu  TOBEpXHOCTH
Tela), BOSMOKHO TIOBBIIIICHHE PHCKA THIEPKaIUCMUH,
YXYAICHUs] GYHKIIMU TOYCK M MOBBIIICHUS CEp/ICUHO-
3ab0eBacMOCTH U

COCYlIHCTOfI CMCPTHOCTH

(cMm. pazen «OcoOble yKazaHUs).

CoBMecTHasl Tepamust
c HHTUOUTOPaMU
ATI® u 6iokaTopamu
PEIEeNTOPOB

AHTHUOTCH3HMHa

B mutepatype coobmanoch, YTo Yy MalUEHTOB ¢
YCTAaHOBJICHHBIM aTePOCKICPOTUYCCKUM 3a00JIeBaHUEM,
XCH wiu caxapHbIM JHa0STOM C IMOPaKCHUEM OpTraHOB-
MHUIIICHEH OTHOBPEMEHHas Tepanusi uHruoutopoM ATID
u APA Il cs3ana ¢ GoJiee BEICOKOH YacTOTOM pa3BUTHUS
apTepHaTbHON THIIOTCH3UU, OOMOPOKa, TUTICPKaTHEMHUH
U yxyamenus ¢yHknum modek (Bkmrodas OITH) mo
CpaBHEHHIO ¢ IPUMEHEHHEM TOJBKO OJJHOTO IMpenapaTa,
pmustroriero Ha PAAC. JlpoiiHas Grmokana (Hampumep,

npu coueTanuu uHruGHTOpa AIID ¢ APA II) nomkHa
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ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

OLITE OrpaHHU4CHa OTACJIBbHBIMH clIydasiMu C
TIIaTCIBHBIM MOHHUTOPUHI'OM CI)YHKIII/II/I ITIOYCK,

comepxanust Kamuss u AJl (cM.  pazgen «OcoOble

YKa3aHUS).
cTpaMycTUH OjHOBpeMEHHOE TpPUMEHCHHE MOMKET TMPUBECTH K
MOBELIIIICHUTIO pHUcKa HP, TaKuX Kak

aHFI/IOHCBPOTI/I‘ICCKI/Iﬁ OTCK.

Kanuiicoeperatonme | ['unmepkamueMus (¢ BO3MOKHBIM JICTAIBHBIM HCXOJIOM),
JUYPeTUKH  (TaKHC | ocOGEHHO TMpH  HAPYNICHMH  (QYHKIUH  MOYeK

Kak TPHAMTEPCH, | (onmonHUTENBHBIE 5 PEeKTHI, CBSI3aHHBIC c

aMUIIOpH COJIH .
pun), TUTICpKaJIUEMUCH ).

R CoueTaHue MEPUHIONPUIA ¢  BBIIICYIOMSIHYTEIMU
JICKapCTBEHHBIMH TpernapaTaMH HE pPEKOMEHJyeTcs
(cMm. paznen «OcoOble ykazaHus»). Ecimu, TeM He MeHee,
OJJHOBpEMEHHOE TNPUMEHEHHE IOKa3aHO, UX CIeAyeT
NPUMCHATE, cOOMIO/Iasi Mephl MPETOCTOPOKHOCTU U
PETYISIpHO  KOHTPOJIUPYSl ~ COJCp)KaHHE KaJusl B
CBIBOPOTKE KPOBHU.

OcoOGCHHOCTH IPUMEHEHUS criupoHoiakToHa mpu XCH

OIIMCaHBbI B IIOJpas3aciic «CoueTanus JICKapCTBCHHBIX

CpE/ICTB, TPeOYIOIIKEe 0COO0TO BHUMaHUS.

Wnpganamun + | [pemapaTel TUTHSA [Tpu oTHOBpEeMEHHOM MPUMEHEHUH TpenapaToB JIUTHUS U
MCPHUHAOTIPHIT uHrHOuTOpoB AIID MOXKeT BO3HHKAaTh oOpaTHMOE
TIOBBIIICHUE COJIEpKaHUsl JUTHS B IIa3Me KPOBU U
CBSI3aHHBIC C 3TUM TOKCHUYCCKHE 3P PekTh. COBMECTHOE
npUMEHEHHE KOMOUHAITUH MIEPUHIOTIPHIIIA u
UH/IalaMyia ¢ MpenapaTaMu JIMTHS He PeKOMEHTyeTcCsl.
B crmydae HEoOXOAMMOCTH TaKod Tepamuu JOJHKEH
NPOBOJIUTECS  PETYJSIPHBI  KOHTPOJIb  COJIEPKaHUS
JUTHST B TUasMe KpoBd (cM.  paszaen «OcoObie

YKa3aHHS).
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOQOBATENEHOCTL 0002)

Coueranus JCKAPCTBCHHBIX CPEACTB, Tpeﬁylomne 0c000r0 BHHMAHHS

AMI0UIHH WunykTopsl [Ipy  OJAHOBPEMEHHOM  MPUMEHEHUM  H3BECTHBIX
nu3odepMeHTa uHaykTopoB u3o¢pepMenta CYP3A4 koHmeHTpaius
CYP3A4 aMJIOJIUITMHA B IUTa3Me MOKET BapbUpoBathes. [loaTomy

HEOOXOMMO KOHTponupoBaTh AJl U KOpPpEeKTHPOBATH
703y Kak BO BpeMs, TaK M TOcIe COBMECTHOTO
NPUMCHEHHS ¢ MOIIHBIMU HHIYKTOpaMU H30(pepMeHTa
CYP3A4 (Hanpumep, ¢ TakdMH Kak puU(aMIUIIKH,

3Bepo0oii MPOIBIPSBICHHEBIH ).

VHrubuTops OnHOBpeMeHHOE MPUMECHCHHUE aMIIOTUITUHA U MOIIIHBIX
H30(pepMeHTa 100 yMepeHHBIX HHIHOUTOpoB n3odepmenta CYP3A4
CYP3A4 (MHTUOUTOPBI poTeasbl; IPOTUBOTPUOKOBBIC

npenapatbl TPYNIBl a30J0B; MaKpOJHJBL, Halpumep,
SPUTPOMUIIMH WM KIApUTPOMMIIMH; BeparmaMuil HIH
JUATHA3eM; TaKpOJIMMYyC) MOXET MpPUBECTH K
CYIIECTBEHHOMY YBEIUYCHUIO KOHIICHTpAIHU
amioaunuHa. KiIHHUYEeCKHEe TPOSBICHUS YKa3aHHBIX
(apMaKOKMHETHYECKUX OTKIOHEHUH MOTYT OBITEH OoJee
BBID&KCHHBIMU Y TAI[HCHTOB TOXWIOTO Bo3pacTa. B
CBSI3U € STHM MOXET MOTPeOOBAaThCS MOHUTOPHHT
KITHHUYECKOTO COCTOSHUSI U KOPPEKIIUS TO3BL.

VimMeeTcst MOBBIMICHHBIN PHCK Pa3BUTHS apTepHaIbHON
TUTIOTCH3UHU y MaIUEHTOB, MOJTYYAIOIINX
OTHOBPEMCHHYIO  TCpamlHio  KIapUTPOMHIIMHOM U
aMIIOTUITHHOM.

Pexomenayercsi — TmmatenbHoe — HaOmiofeHWe — 3a

COCTOSHHCM IIallMCHTOB npu O/THOBPCMCHHOM

IMPUMCHCHUU aMJIOJUIIMHA U KJIapUTPOMHUIIUHA.

WNnnanamun [Ipenapartsl, W3-3a pucka pa3BUTHA TUNOKAJIUEMHUHM  CIIEAYeT

CIIOCOGHBIC BBIBIBATE | cOGTIONATE OCTOPOKHOCTH  IPU  OJHOBPEMEHHOM

MOTHUMOPHYTO Ha3HAYCHUM MH/IalaMK/Ia ¢ TIpenapaTaMy, ClIOCOOHBIMU

KEJTYyTOUKOB
M yro BBI3BIBATH MOTUMOPGHYIO KEITYTOYKOBYIO TaXUKAP/IHIO
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TaXUKapJHI0  TUMA | TUMA «IHPYIT», BKIIOYas yKa3aHHBIC HIDKE, HO HE
«IHUpy>T» OrpaHUYUBAsICh:

® QaHTHApDUTMHUCCKHE  TMpemapaTel  Kiacca la
(Hanpumep, XUHU/IUH, TUAPOXUHUIUH,
JTU30TIUpaMU );

e QaHTHApUTMHUCCKHEe mpenapaTel  Kimacca I
(HanmpuMep, aMHOaPOH, TOPETUITU, UOYTHITUI,
OpeTunui, cotanon);

® HCKOTOpBIC AaHTHIICUXOTHYECCKUE TIpenapaThl:
(eHOTHA3UHBI  (HampuMep,  XJIOPIpPOMa3uH,
[IMaMeMa3HH, JEBOMEIPOMa3HH, THOPHUAA3MH,
Tpudyonepasun); OcH3aMUIbl (HampuMep,
aMHCYIIBIPUI, CYJBITUPUI, CYJBTOIIPU]I,
THATIPU/); OyTHPOGhESHOHBI (Hampumep,
JPOIEPUI0N, TaJONEPUI0N);

e Jpyrue AHTUIICUXOTHYECKUE  IpenapaThl
(Hampumep, MUMO3H);

e Ipyrde TmpenapaThl (Hampumep, OCTPHIHI,
IU3anpU/, JddeMaHWI, 3PUTPOMULIUH (B/B)),
ranoGaHTpHH, MHU30JIACTUH, MOKCH(DIOKCAIIHH,
NICHTaMH/TUH, crapdIoKcaliH, BHHKAaMUH B/B,
MeTajI0H, aCTEMHU30J1, TepdheHaTUH).

Crenyet npeaynpexaaTh pa3BUTHE TUIIOKATHEMHUH, TIPH

H606XOlII/IMOCTI/I MPOBOIUTH cC KOPPCKIIUIO,

KOHTpoIupoBaTh HHTepBan QT.

Awmdortepurun B VBenuueHHe  pUCKa  pa3BUTHS  THUIIOKATHEMUH
(B/B),  TIIOKO- W | (ammuTHBHEIA >ddeKT).
MHHCPAJIOKOPTHKO= | HeoGX0omuM MOCTOSHHBIM KOHTPOIb YPOBHS Kaldusl B
CTCPOU/IBI (pu

I1a3Me KPOBH, MPU HEOOXOIUMOCTH — €r0 KOPPEKIIHsL.
CUCTEMHOM

Ocoboe BHUMaHHE CIEAYeT VACNATh MalldeHTaM,
Ha3HaYCHUH ),

O/IHOBPEMEHHO MONYYAIOIIUM CEp/CUHbIC TITUKO3UIbIL.
TeTpaKo3aKTUI,

PekoMeHTyeTesl HCTIOb30BaTh clIa0UTebHBIC CPE/ICTRA,
crabUTeITBHBIC
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ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

CpencTBa, HE CTUMYIHUPYIOIIUE MOTOPUKY KUIIICYHUKA.
CTUMYJIHPYIOILIIUE
MOTOPHUKY
KUIIICYHHKA
Cepaeunsie [unokanueMuss W/HWIH TUIMIOMATHUEMHS  YCHIHBACT
TTTHKO3HU/1bI TOKCHUYECKOE JIEUCTBUE CEPJCUHBIX TNIHKO3UAOB. [Ipu
OJTHOBPEMEHHOM IIPUMEHEHUN UHOanaMuaa U
CEPJICYHBIX TIHUKO3UJOB CIEAYET KOHTPOIUPOBATh
COJIEpKaHUE Kaausl U Mar"Husi B IUIa3Me KpOBH,
MoKaz3aTeIu OKT H, npu HEOOXOIUMOCTH,
KOPPEKTUPOBATh TEPAMHUIO.
AnnonypuHon CoBMecTHOE TpPUMEHEHUE ¢ WHJANaMUJOM MOKET
COIPOBOXKAATHCA MOBBIIMICHHBIM PUCKOM  pa3BUTHSA
peaxiuii MTOBBIIIICHHO YYBCTBUTCIBHOCTU K
aJJIONypUHOIY.
[Mepungonpun | ['unornukeMuveckue | DMUAEMUOJIOTHYSCKUAE HUCCICIOBAaHUS MOKa3ald, YTO

cpencTBa (MHCYITHHEI,
TUTOTTUKEMHYCCKHE

CpcAcTBa JJIA IMpUucMa

COBMECTHOEC TpUMEHEeHUe UHTHOHTOpoB AllD U

THITIOTJIMKCMHYCCKUX CpCICTB (I/IHCYJII/IHBI,

TUIIOTJTIMKEMHYCCKUC CPCACTBa IS IIpHUCMa BHYTpB)

BHYTDb) MOXET  YCHJIUBaThb TUMOTIHKeMHYeCKHd  3ddekT
UHCY/IMHA U TUIIOTJIUKEMHUYECKUX CPEJICTB JUISl pUeMa
BHYTPb BIUIOTH IO Pa3BUTHUSI TUNOTJIMKeMUHU. [laHHBIM
3¢ deKT BeposiTHEEe Bcero MOXHO HaOMIOIaTh B TCUCHUE
NEPBBIX HEJENb OJHOBPEMEHHOU Tepamuu, a Takke y
MalMCHTOB ¢ HAPYIIICHUEM (YHKIIUHU TTOYCK.

Kanuitnec6eperaro- VY NanueHToB, MONYYAIOIIUX JHYPETHKH, OCOOCHHO

e TUYPETUKH

BBIBO/IAIIHC XKHAKOCTH 13045810751 COJIM, B HavaJIC TCpalnuu
TMCPHUHIOIIPUIIOM MOXKCT Ha6J'IIOIIaTBC$I YpC3IMCPHOC
CHHKXCHHUC AI[, PUCK pa3BUTUA KOTOPOIro MOKHO
YMCHBIIHUTE IYTCM OTMCHBI JUYPCTHUCCKOTO CPCACTBA,
BOCIIOJIHCHUCM IIOTCPU KUIAKOCTH HUJIH coleit nepena
Ha4daJIOM TaK¥XcC

TCpallun NCPpUHAOIIPUIIOM, a

HasHa4UCHUCM TIICPpHUHJIOIIPpUIIa B HU3KOMU 03¢ C

32

COOTBETCTBYET 3KCNEPTHOMY OTHYETY




COOTBETCTBYET :" KCMNEPTHOMY OTYETY

ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

JaTbHCHIIIUM TIOCTCIICHHBIM €¢ YBCITHUCHHCM.

[lpu apTepuaJbHOW TUNCPTCH3MH Yy TAllUCHTOB,
NONMYYaIOIIUX  TUYPETHKH, OCOOCHHO  BBIBOJSIIHC
KUJKOCTE W/WIM COMH, OHH JOJKHBI OBITH JHOO
OTMCHCHBI JI0 Hayalla MpHUMeHeHus MHrubutopa AIlD
(mpu s3TOM KanuitHecOeperarmmii JUYPETUK MOXKET
OBITH MMO3/IHEE BHOBD Ha3HaueH ), 100 uHruoutop AllD
JIOJbKeH OBITh Ha3HaueH B HU3KOM 103¢ ¢ JalbHEHIINM
MIOCTETICHHBIM €€ YBETHUCHUEM.

[lpu npumeHeHuu auypetukoB B caydae XCH
uaru6utop AIID momkeH OBITH Ha3HAYCH B HH3KOM
J03¢,  BO3MOXHO  IOCIA€  yMEHBUICHUS  JIO3BI
NPUMEHSIEMOTr0 OJTHOBPEMEHHO KaluifHecOeperaroiero
JIMYpeTHKA.

Bo Bcex ciaywasx ¢yHKUUS MMouek (KOHILEHTpauus
KpeaTMHHMHA) JIOJDKHA KOHTPOJIMPOBATHCS B IICPBBIC

He/lenu MpUMeHeHUsT MHTUouTopoB ATID.

Kanuiicoeperatonue | [IpuMeHeHHE 3TUICpEHOHA WU CITHPOHOJAKTOHA B J103aX
JUYPETUKU ot 12,5 mr 10 50 Mr B CYyTKH M HU3KHX /103 HHTHOUTOPOB

(srepeHoH, ATI®: npu Ttepamuu XCH II-1V dyHKIMOHATEHOTO

CIMPOHOIAKTOH) Kiacca no knaccudukanuu NYHA ¢ dpakiueit Beiopoca
neBoro sxenynouka <40 % u paHee MPUMEHSBIIUMUCS
uHrubutTopamu All® u «meTIeBBIMUY» JIUYpPETHKAMU
CYIIECTBYET PHCK THIEpPKaTMeMUd (C BO3MOXKHBIM
JCTAIBHBIM ~ HUCXOIOM),  OCOOCHHO B ciydae
HEecOOMIO/ICHUST PEKOMEHIAUi  OTHOCHTENTBHO 3TOM
KOMOHHAITHH TIPEnapaToB.

[epen MIPUMEHEHUEM JTaHHOM KOMOUHAITUH
JIeKapCTBEHHBIX TPENapaToB, HCOOXOIUMO YOCUTHCS B
OTCYTCTBUU TUICPKATHCMUU W HapyIICHUH (QYyHKIHA

IMOYCK.

Pexkomennyetes PeryIsipHO KOHTPOJIUPOBATh

KOHICHTpAallUuKO KpCaTHHHHa MW COJCPIKaHUM Kallus B
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOQOBATENEHOCTL 0002)

IJ1a3MC KPOBHU — CKCHCACIIBEHO B HCpBBIfI MCCHALI JICUCHU A

H CIKCMCCAYIHO B ITOCJICAYIOIICM.

PexoMOuHaHTHBIC [ManuenTsl, momy4aBmiie WHTHOUTOPHI AIlID U
TKaHEBBIC MONy4Jalolie  aiTeruiasy Uil TPOMOOIMTUYESCKOM
aKTHBaTOPBI

Tepamuy MPU OCTPOM HIIEMHYECKOM HHCYIBTE, MOTYT
miasMuHoreHa (rtPA,

UMETh MTOBBIIIICHHBIH pHCK pa3BHUTHUS
asITernasza)
AHTHOHEBPOTUYECKOTO OTEKA.
Wunanamun  + | baknoden Bo3MOXHO ycHICHHE aHTUTMITEPTEH3UBHOTO JCHCTBUS.
NEPUHIOTIPHIT Cnenyet koHTponupoBaTh A/l U (YHKIHIO MOYEK, MPH
HEOOXOMMOCTH,  TpeOyeTcsi  KOppeKUHs  JIO3BI
TUTIOTEH3UBHBIX MPENapaToB.
HIIBII, BKItoYas | OfiHOBpeMeHHOe Ha3zHadeHHe HHruoutopoB AllID wu

alcTUICATUIMIOBY0 | HIIBIT  (ameTtwicanuiiuioBas — KdclIoTa B JI03¢,

> . y
KHCIIOTY B 7103¢ 23T | graspmmaomeii  NMPOTHBOBOCHATHTENBHOE  ACHCTBHE,

B CyTKH UHTUOUTOPHI  IHMKIoOKcureHasel-2  (LIOI-2) wu
HecenekTuBHbIe HITBIT) MokeT MpUBeCTH K CHUKCHUIO
AaHTUTUNEpPTeH3UBHOTO 3¢ ¢dekra.  ComyTcTByrOIEe
npuMeHeHue wuHruoutopo AII® u HIIBIT wmoxer
NPUBOIUTh K YXYAIICHHIO (YHKIUU TMOYEK, BKITFOYas
pazeutde OIIH u yBenudeHuwe coaepkaHus Kalus B
CBIBOPOTKE KPOBH, 0OCOOCHHO y MAIIMEHTOB ¢ U3HAYATIBHO
CHIDKCHHOU (QyHKIMeH moduek. CreayeT coOmroaaTh
OCTOPOKHOCTB TIPH Ha3HAYCHUH JaHHOW KOMOWHAIIWH,
0COOCHHO Y MAIlMEHTOB TOKUIIOTO Bo3pacta. [1aiueHThl
JIOJKHBI TTOAYy4YaTh aJcKBaTHOE KOJUYECTBO KUKOCTH,

CIIE/TyeT PETYISIPHO KOHTPOIUPOBATh (PYHKIIHIO TMOYCK,

KaK B Ha4aliC, TaK U B ITPOLICCCC JICUCHUA.

Coueranue npenaparos, Tpedyrilee BHHMAHHSA

AMITOUTTUH ATopBacTaTuH, B KIMHHYECKUX HCCIESTOBaHUSX HE OBUIO BBIIBICHO
JIUTOKCUH WIH | BIHUSHUS aMJIOTUITHHA Ha napaMeTphl
BapbapuH (bapMakOKMHETHKH aTOpBacTaTHHa, JUTOKCHHA WM

BapdapuHa.
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COOTBETCTBYET :" KCMNEPTHOMY OTYETY

ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

Takponumyc CyliecTByeT  PUCK  MOBBIIICHHS  KOHIEHTpAIUH
TakpoJuMyca B IUIa3Me KpPOBH MpPU OJHOBPEMEHHOM
NpUMCHECHHH ¢  aMJOoJAuNUHOM. Bo  u3bexaHue
TOKCHYECKUX 3¢ deKxToB TaKpoJIuMyca npu
OTHOBPEMEHHOM TNPUMEHEHMHM 3TUX IpenapaTos,
TpebyeTcss MOHUTOPUHT KOHIICHTpAIMU TaKpoJIUMyca B
a3Me KpPOBU U KOppeKLHUs €ro Jo3bl IpH

HEOOXOTUMOCTH.

HNurubutoper mTOR | Marubutoper mTOR, Takue Kak  CHPOIMMYC,

(MUIIICHB TEMCHPOJIUMYC M 3BEPOTUMYC SBISIOTCS cyOcTpaTaMu
panaMuIMHa B | m3opepmenta CYP3A. AmioaunuH sBisieTcs clabbM
KIIeTKax UHTHOUTOPOM usodepmeHTa CYP3A. [Tpu
MJICKOTTUTAFOIIUX ) OJTHOBPEMEHHOM NpUMeHEeHUH ¢ uHruouropamu mTOR

AMIIOJTUTIMH MOKCT YBCIIMYIUTH UX 3KCITO3HUIIHIO.

[uxnocnopux VccnenoBanusi  B3auMOJICMCTBUSL LUMKIOCIIOPUHA U
aMJIOJUNKMHA  HE  TPOBOJAMUIMCH Y  37I0POBBIX
JOOpOBONBIICB WJIM B JPYTMX IONYJIALUAX, 32
UCKIIFOYECHUEM NalUeHTOB, MEePEeHECIINX
TpaHCIUTAaHTAIIMIO TOYKH, y KOTOPBIX OTMedalach
BapuabeTbHOCTD TOBBIIICHHUSI HAUMCHBIITUX
KOHILICHTpalluif LMKJIocnopuHa (B cpenHeM oT 0 1o
40 %). Cnenyer paccMOTpPeTh BO3MOKHOCTH KOHTPOJIS
KOHIICHTpAllUUd IMKJIOCTIOPHHA B IUTa3Me KpPOBH Y
MalldCHTOB  TIOCJIC  TPaHCIUIAaHTALMU  TIOYKH  TpH
OJTHOBPCMCHHOM TPUMCHCHHH € aMJIoAunuHOM. [lpu
HEOOXOMUMOCTH 1038 IIMKIJIOCTIOPHHA MOKET OBITh

CHHIKCHaA.

CumBacTaTHH [lpy  OMHOBPEMEHHOM TMpPHEME HECKOJBKHX  JI03
amiiogunuHa mo 10Mr u cuMmBacTaThHa 80 Mr OBLIO
OTMEYCHO YBEIMYCHHUE KOHIICHTPAIlMH CUMBAcCTaTUHA Ha
77 % 1O CcpaBHEHUIO C W3OJUPOBAHHBIM MPHEMOM
cUMBacTaTHHa. Y  TAIllMCHTOB,  MPHHUMAIOITUX

aMJIOUIIHUH, CICAYCT OrpaHUYIUTh IIPUCM CUMBacCTaTHHa
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COOTBETCTBYET :" KCMNEPTHOMY OTYETY

ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

710 20 MI' B CyTKH.

[TpotuBOBUpPYCHEIE VYBenuuuBaeT mTna3MeHHble KoHIeHTpauuun BMKK, B
cpescTBa TOM YHCJIe aMJIOTUITUHA.

(puTOHABHUD)

[Ipenapatsl TUTHS [Ipy onHOBpEeMEHHOM NpPUMEHEHHH C TpenapaTaMu

JIUTHUA BO3MOXHO YCUIICHUC HpOSIBJ'IeHI/Iﬁ ux
HeﬁpOTOKCHHHOCTH (TOHIHOTa, pBOTa, aUapes, arTakCusl,

TPEMOD, 3BOH B YIIax).

Wunanamun Metdopmun DyHKIMOHANBHAS TIOYEYHAas HeTOCTATOYHOCTD, KOTOpast
MOKET BO3HUKAaTh Ha (OHE THUYPETUKOB, OCOOCHHO
(METICBBIX», TpPH  OJHOBPEMECHHOM  Ha3HAYCHHH
MeThOpMUHA TOBBIIIACT pHCK pa3BUTHS
MOJIOYHOKHCcIOTO anuo3a. He cienyer  mcnonp3oBaTh
MET(GOPMHH, €CIH YPOBEHb KpecaTHHHHA B IUTa3Me
npepbimact 15 mr/n (135 MKMOJIB/T) Yy MYXKYHH |

12 mr/a (110 MKMONB/M) y KEHIIUH.

Honconepsxanue O6e3BoXkMBaHUE  opraHM3Ma Ha  (oHe TpHeMa
KOHTPaCTHBIC JUYPETUYECKUX CPEACTB YBEIMYUBACT PUCK Pa3BUTHUS
BeIlleCTBA

OITH, ocoOecHHO TpH HCHOJB30BAHHH BBICOKHX JI03
Ho/icopepKaliuX  KOHTPAacTHBIX  BellecTB. Ilepen
MIpUMEHEHUEM HOJICo/IepKallluX KOHTPACTHBIX BEIICCTB
MalMeHTaM HeoOXOJUMO KOMIICHCHPOBATh  TOTEPIO

KUIKOCTH.

Conu KaabIus HpI/I OJHOBPCMCHHOM IIPUMCHCHHUU BO3MOKHO Pa3sBUTHUC
TUTNICPKaJIBIIUCMHUH BCJIICACTBUC CHHUIKCHUS DKCKPCIIHU

KaJIbIIHUs ITIOYKaMH.

]_II/IKJ'IOCHOpI/IH Bo3MoxHO NOBBIIIICHHE KOHIICHTpaliu KpcaTHHUHa B
miasme KpOBH 0e3 HU3MCHCHU KOHICHTpAaIuu
[UKJIIOCIIOPpUHA, JaXXC IIPU HOPMAaJIbBHOM COJICPIKaHHU

BO/IBI U HOHOB HaTpusl.
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ot 27.07.2022 N= 17530

(MOCNEOQOBATENEHOCTL 0002)

[Tepunponpun

AHTUTUTIEPTEH3UB- [Tpu oTHOBpEMEHHOM Ha3HAUE€HUU C HUTPOTJIMIIEPUHOM,
Hble  CpeAcTBa U | IPYTMMHU HUTpaTaMd WIH JPYTUMH Ba3oJWIaTaTOpaMu,
Ba30/IUJIaTaTOPEI BO3MOSKHO JIOTIOJIHUTENbHOE CHUKeHUe A/l

AnnonypuHon, OnHoBpeMeHHOE TpUMeHeHUue ¢ uHrHOuTOopamu AllD

IIMUTOCTATHYCCKHE |
UMMYHOCYIIPECCHB-
HEBIC CpeNCTBa,
KOPTUKOCTEPOUIBI
(pu CUCTEMHOM
MPUMEHCHUH ) u

IpOKanHaMu /1

MOXKCT COIIPOBOXKATHCA ITOBBIINICHHBIM PUCKOM

JICHKOIICHUH.

CpenctBa ams oOmeit

Wuruburoper AII® Moryr NpUBOIUTE K YCHUICHHUIO

aHecTesuu AQHTUTHIICPTCH3UBHOTO 3((dekTa HEKOTOPBIX CPE/CTB
JUIsL OOLIIeH aHECTEe3HUH.

HuypeTuku [IpuMeHeHHEe AUYPETHUKOB B BBICOKHX J03aX MOKET

(THasuIHbIC 1 | MpUBO/UTE K TUIIOBOJIEMHH, a J00aBICHUE K Tepamuu

«TICTIICBBICY) TICPUH/IONPUIIA — K apTepHaIbHON THIOTCH3UH.

CumnaroMuMeTukd | CUMIATOMUMETHKU MOTYT 0CNabIsITh

AHTUTUTICPTCH3UBHBIN 3 dekT HHrHouTOopoB AIID

HpenapaTLI 30JI0Ta

[Tpu nmpumeHeHuu HHruO6UTOpoB AIID, B TOM HMCHe

IICPUHIOIIpUIa, MallUCHTaMH, MTOJYYaroIlHuMH B/B

npenapar 30J10Ta (HaTpHsl aypoTHOMaar), ObUT omucaH
CUMITTOMOKOMILIEKC HUTPUTOUTHBIX peaKIuii,
BKJTFOUAFOIIHI B ceOs THIIEPEMUIO KOYKHU JIUIIA, TOITHOTY,

PBOTY U apTepHAJIbHYIO THIIOTEH3HUIO.

Awmytoqunue  +
UHganaMug +

NEPUHOTIPUII

NmvunpamuH- [Tpenapatsl 3TUX KJIacCoB YCUIUBAIOT
TOI00HEIE aHTUTUIIEPTEH3UBHOE JICHCTBUE U YBETUYUBAIOT PHUCK
(TpHIHKTHYCCKHC) OPTOCTAaTUYCSCKOM TMITOTCH3UH (a/TUTUBHBINA ¢ heKT).
AHTUJICTIPECCAHTEI,

HEUPONENTUKU

Hpyrue Bo3MOXHO yCWIIeHHE aHTUTHUIIEPTCH3MBHOTO 3ddeKTa,
aHTUTHIICPTCH3NB- MIPUBOJISAIIEE K IOMOJIHUTENBHOMY CHUKEHUIO AJ.

HBIC CPCICTBA
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOQOBATENEHOCTL 0002)

Koptukoctepouei, CHWXeHUE aHTUTUIIEPTEH3UBHOIO JICUCTBUSA (3a/lepKKa
TCTPaKO3aKTU]L JKUJKOCTU U HOHOB HAaTpUsl B pe3yJbTaTe JeHCTBUSA
KOPTUKOCTEPOUIOB).

Hpo'me JEKAPCTBCHHLIC B3aHMOJIeHCTBHS

AMJ'IOZII/IHI/IH CI/IJ'II[GHa(i)I/IJ'I HpI/I OJHOBPCMCHHOM [IPUMCHCHHUHU aMJIOJJUIIMHa U
CI/IJ'I,ZleHa(i)I/UIa HC OTMCUCHO YCUIICHU I
AHTUTUIICPTCH3UBHOT'O 3(1)(1)€KT21 Kaxaoro us3

IpernaparoB.

]_II/IKJ'IOCHOPI/IH AMIIOIMIIMH HE OKa3bIBACT CYIICCTBCHHOI'O BJIMSHUS Ha

(apMaKoOKHHETHUYECKUE TTapaMeTpPhl IUKIOCTIOPUHA.

AnoMuHU#H/ OJIHOKpaTHBIA MpHUEM aTFOMHHUI/MarHUHACOIepIKaIIuX

MarHMHCOZICPIKAIUC | gHTallU/IOB HE OKa3bIBACT CYIIIECTBEHHOTO BIMSHUS Ha

dETATIHITH (apMaKOKMHETHKY aMJIO/TUTIHHA.

Oco0bie ykazaHus

Bce Mephl mpeiocTOpOKHOCTH, CBS3aHHBIE C MPUEMOM OT/IEABHBIX KOMITIOHEHTOB Mpemnapara,
cIeayeT YUYUTHIBATE MPH MPUMEHEHUH UX (PUKCHPOBaHHOM KOMOUHAITMH B cocTaBe npenapara Ko-
JlanpHeBa.

AmsionunuH

XCH

Jleuenue mnarmuentoB ¢ XCH crnegyeT NpoBOAUTE ¢ OCTOpOXKHOCThIO. [Ipu mpuUMeHEeHUU
ammopunuHa y naiderTos ¢ XCH III u IV dyHKIHMOHANIBHOTO Kiacca 1o kinaccudukamun NYHA
BO3MOKHO pa3BUTHE OTeKa JIETKUX.

BMKK, Bxiro9ast aMI0UITHH, HEOOX0TUMO ¢ OCTOPOKHOCTBIO IPUMEHSTE y marueHToB ¢ XCH,
B CBSI3U C BO3MOYXHBIM YBEITHUYCHUEM PHCKa CEPICUHO-COCYTUCTBIX COOBITUI H CMEPTHOCTH.

VY marenTos ¢ Tspkenoi XCH (IV dyHKIMoHamBHBIN KiTace o knaccudukarun NYHA) neuenue
JI0OJDKHO Ha9MHAThCS ¢ 0oJiee HU3KUX 7103 U MOJT TIIATCIBHBIM BpaucOHBIM KOHTPOJIEM.
[Marentol ¢ aprepuanbHOl runmepTensueil U MBC He J0MKHBI Mpekpaliath NpueM OeTa-
anpeHobnokatopoB: HHrHOMTOp AlIl® 1MOMKEeH MPHUMCEHITBCS OJHOBPEeMEHHO ¢ Oera-
aipeHoOIOKaTOpaMHu.

T'unepmonuveckuti kpus

3(1)(1)CKTI/IBHOCTB 1 Oe30MacHoOCTh MMPUMCHCHUA aMJIOJIUIIMHa IPU THIICPTOHHYCCKOM KpPU3C HC
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

YCTaHOBJICHA.

HNnganamun

lleuenounas suyegpanonamus

[Tpu HaM9MK HapyIeHUus GYHKIHMH TICUYCHU TIPUEM THA3UIHBIX U THA3H/IOTIO00HBIX JJHYPETUKOB
OCOOCHHO TIpH 3JCKTPOJIUTHOM JUcOaTaHce MOXKET TPUBECTH K Pa3BUTHUIO TICUYCHOYHOMN
sHIIe(aTONaTHH, KOTopasi MOXKET MPOTPecCUpoBaTh 0 MEUYEeHOYHOM KOMBL. B maHHOM ciydae
clIeyeT HEME/UICHHO MPEKPATUTE MPUEM INYPETHKA.

DomouyecmsumenbHOCMb

Ha ¢oHe nmpuema THA3HAHBIX U THA3UAOMOTOOHBIX TUYPETHKOB COOOIIAIOCh O CAyYasiX Pa3BUTHUS
peakimu (GHoTodyBCTBUTEIbHOCTH (cM. pasaen «lloGouHoe neiicTBue»). B crmydae pa3BUTHS
peakiu  (GOTOYYBCTBUTECIBHOCTH CHEAYeT TMpeKpaTUTh JeueHue. [lpu  HeoOXoauMocTu
MPOJODKEHUST TEpanuu  JUYPETUKaMU PEKOMEHIYeTCsl 3alllMIIaTh KOXKHBIC TTOKPOBHI OT
BO3/ICHCTBUS COTHECYHBIX WM UCKYCCTBEHHBIX YIbTPapUOICTOBBIX JTyUCH.

XopuouoanoHulii 661nom/ocmpas MUORUS/OCMPAs BMOPUYHASL 3AKPLIMOY2ONbHAS 2IAYKOMA
CynbdoHaMHIBI U WX TPOU3BOJHBIC MOTYT BBI3BIBATH HIHOCHHKDPA3HYCCKYIO PEaKIIuIo,
NPUBOAIIYI0 K Pa3sBUTHIO XOPUOUAANBHOTO BBHIMOTAa ¢ JACPEKTOM ToJielH  3peHus,
KPaTKOBPEMEHHONH MUOMMH U OCTPOM 3aKpBITOYTOJBHON TIiIaykoMmbl. CHMIITOMBI BKJIIOYAIOT
BHE3aIlTHOE CHUKEHHUE OCTPOTHI 3PCHUS WK OOJTb B TJIa3axX, KOTOphIe BOZHUKAIOT, KaK MPaBUiIo, B
TeUeHHE HECKOJIBKUX YacOB WM HEJIeNb TOCIIe Havala Tepaniy THa3HTHBIM/THA3HI0TIOT00HBIM
JUYpeTUKOM. [Ipu OTCYTCTBHH JICUCHUSI OCTpasi BTOpUYHAS 3aKPBITOYroJbHAas TJIayKoMa MOKET
MIPUBECTH K HeoOpaTUMO# mmoTepe 3peHus. [Ipu MosSBICHHH CHMITTOMOB HEOOX0JUMO KaK MOKHO
ObICTpee TMpPEKpaTHUTh TpHeM TMpemapaTa. Eciau  BHYTpUIVIa3HOE  JaBJICHHE  OCTaeTCs
HEKOHTPOJIUPYEMBIM, MOMKET MOTpeOOBAThCS HEOTIOKHOEC METUKaMEHTO3HOE JICUCHHE WU
XUPYPrUYECKOe BMEIIaTeNnbcTBO. MDakTopaMH pHCKa Pa3BUTHS 3aKPBITOYTOJBHOU TIayKOMBI
SIBJIICTCSl aJJIeprHYecKasi peakiisl Ha TMPOU3BOTHBIC CyTb()OHaMUIa W/HIH TCHUIIUUTHHBI B
aHaMHe3e.

Boono-snexmponummuulii 6anauc

Cooepoicanue Mazuus 6 Naasme Kposu

Bruto mokasaHo, YTO THa3WIHBIC JUYPETHKH M CXOJHBIC MO JCHCTBUIO MUYPETHKH, BKITFOUAs
WHIallaMU]], YBETHYUBAIOT 3KCKPEIHIO MarHHSI TOYKAMH, YTO MOYKET MIPUBECTH K THTIOMarHHeMU U
(em. pasgensl «[lobGouynoe neiicTBue» u «B3auMoseiicTBHE ¢ JAPYTUMH JICKapCTBCHHBIMHU
CPE/ICTBAMMY ).

Cooepoicanue kanvyus 6 Niasme Kposu

TI/IaSI/IlIHBIC u TI/IaSI/IlIOHOlIO6HBIC AUYPCTUKHU YMCHBIIAIOT BBIBCJACHHUC KaJlbIlHs IMOYKaMH, YTO

MOJKCT BBISBIBAaTb HC3HAYUTCIIBHOC BPCMCHHOC IIOBBIIICHUC COACPIKaHHUA KallbliMsd B I1J1a3MC
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KpOBH. BeIpaskeHHas! THIEPKATBIIMEMUS MOKET OBITh CBS3aHa ¢ HEMAarHOCTHPOBAHHBIM paHee
THIIEpIIapaTHpeo3oM. B Takux ciaydasx HEOOXOJUMO TPOBECTH HUCCICAOBaHUE (GYHKIIUU
MapalMTOBUIHBIX Xkene3 (cM. pazaen «[lobodHoe aeiicTBHE»).

Mouesas kucioma

VY manueHTOB ¢ MOBBIIICHHON KOHIICHTpallMeii MOUYCBOW KHCIOTHI B IUIa3Me KpOBH Ha (oHe
Tepanuu MOKET YBEIMIUBAThCS YacTOTa BOSHUKHOBEHUS IPUCTYTIOB MOAArPHI.

[lepuHponpun

Kanuticbepecaowyue ouypemuxu, npenapamul Kanus, KamicoOepicawjue 3amenument nuyesoll
conu u nuuesvie 000ABKU

He pekoMeHnayeTcss OJHOBpeMEHHOE Ha3HaueHHE TEPUHIONpUIA U KaduiicOeperarolux
JUYPETUKOB, a TaKKe MpenaparoB Kalus, KaauicoJeprKallluX 3aMEHHUTENCH MUIICBON COJM U
MUIIEBBIX 100aBOK (cM. paszaen «BzaumMoaeicTBIE ¢ IpyTUMH JEKapCTBECHHBIMU CPEICTBAMUY).
Meotinas 6noxaoa PAAC

VmeroTess faHHBIE 00 YBETMYEHMM pPHUCKa BO3HUKHOBEHUS! apTEepUaTbHONW TUIOTCH3MH,
TUMEpKaTUEMUN M HapylIeHUsX ¢yHKIUU mnouek (Bkmtowas OITH) mpu omHOBpeMeHHOM
npuMeHeHuH UHrHOuTOpoB AIID u APA Il unu anmuckupena. [Tostomy nBoitHas 6nokana PAAC
nocpecTBoM coueTanusi uHruoutopa AIID ¢ APA Il uiu anucKUpeHOM HE pPEeKOMEHIyeTcs
(cM. pazaensl «DapMakoIorHueckue cBoiicTBa», «B3auMoeiicTBUE ¢ APYTUMH JIEKapCTBEHHBIMU
cpencTBaMu»). Ecnu aBoitHas Gokana HeoOXouMa, TO 3TO JOKHO BBIMONTHSTECS MO/ CTPOTHM
MEJIULMHCKUM KOHTPOJIEM TPH PETYISIPHOM KOHTpoJe (GYHKIIMM MOYEK, COojcpKaHUs Kalaus B
miaasMe KpoBu U AJl.

OnmHOBpeMeHHOE TIpUMeHeHHe WHTUOuTOpoB AllD ¢ amMcKUpeHOM WM TpenapaTaMy,
coAepKalllUMU  aJTUCKUPCH, MPOTUBONOKA3aHO Yy TAllHCHTOB C caXapHbIM IHa0eTOM W/WIH
YMEPEHHBIMY WM TSKETBIMU HapymeHUAMH GyHKIHU nodek (CK® menee 60 mn/mun/1,73 m?
TUTOIIA U MIOBEPXHOCTH TeJla) U He peKOMEHIyeTcs y IPYTUX MallueHTOB.

OnHoBpeMeHHOe MpuMeHeHue HHrHOuTOpoB AIID ¢ APA Il mpoTHBONOKa3aHO Y MAallUCHTOB C
ArabeTHIecKoi HedponaTueil U He peKOMEHIYETCS Y APYTHX MalueHTOB.
Heitimponenus/a:panynoyumo3s/mpomoéoyumonenus/anemus

HmeroTest coOOIICHUS O pa3BUTHH HEHTPONICHUH/arpaHyIoIUTO3a, TPOMOOIIMTOTICHUH H aHEMHHU
Ha ¢doHe mpueMa HHTHOHTOpOoB AIID. YV mammeHToB ¢ HOpMadbHOH (GYHKIMEH MOYeK U MpU
OTCYTCTBHU JIPYTHX OTSTOMAIOIMUX (HaKTOpOB HEHTpomeHus pas3BuBacTcs penko. C ocoboit
OCTOPOKHOCTBIO CEAYET MPUMCHSTE TICPUHIOTIPII Y TIAIHCHTOB C CUCTEMHBIMH 3a00JICBaHUSIMU
COCTMHUTEIBHON TKaHH Ha (OHE Tepanud HMMYHOJCTIPECCaHTAMH, AIOMYPUHOIOM WK
NPOKaMHaMHUJIOM, WIH TPH UX COYCTaHHH, OCOOCHHO Y TAIlUCHTOB C HapyIICHHEM (QYHKIUU

mouek. Y HCKOTOPBIX TMMallUCHTOB pPa3BUBAJIUCH TXKCIIBIC I/IH(i)eKIII/II/I, B psiajac cClay4dacB
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PE3UCTCHTHBIC K HHTCHCUBHOM aHTUOHOTHKOTEepanuu. [Ipu MpUMeHeHUH TIEPUHIONPUIIA Y TAKHX
MaIlUCHTOB PEKOMEHyeTcs MEPUOAMYECKH KOHTPOJIUPOBATh KOMMYECTBO JIEHKOIIMTOB B KPOBH.
[Tpu mosiBIEHUM JTIOOBIX CHMIITOMOB WH(EKIIMOHHBIX 3a0oleBaHUil (Hampumep, 0oJb B TopIe,
UXOopajKa) MalueHTaM HeoOX0UMO 00paTUThCS K Bpady (cM. pasaein «[loGouHoe aeiicTBUEY).
Penosackynapuas cunepmensus

MeTo0M neueHHs peHOBAaCKYISIPHON THUIIEPTEH3UHU SIBIIsIeTCs peBacKysipusanus. Tem He MeHee,
npuMeHeHue HHruouTopoB AIID MoxeT OBITh 3P PEKTUBHBIM Y MAIIMEHTOB ¢ PEHOBACKYIISIPHOM
TUNEPTEH3UEH, KaK OKHUIAIOIINX XUPYPTHUECKOro BMEUIATENbCTBA, TaK U NP HEBO3MOKHOCTHU
€ro MPOBEACHHUSL.

VY NaiMeHToB ¢ IByCTOPOHHUM CTEHO30M IMOYEYHBIX apTepUil WM CTCHO30M MOYEUHOMN apTepuu
C/IMHCTBECHHOU (DYHKITMOHUPYIOIICH MOYKHU Ha ¢oHe Tepanuu uHruoutopamu AIID BozpacraeT
PHCK pPa3BUTUSl apTepHalbHOM TUNOTCH3MHM M MOYECYHOH HETOCTATOYHOCTU (CM. pasjel
«[IpotuBomnoKkazanus»). [lpuemM AUYypeTHKOB MOXKET OBITH JOMOJHUTEIBEHBIM (DaKTOPOM pHCKA.
Vxynmenue (GyHKIUU TOYEK MOXKET HaOJIoJaTbesl yKe NpH HE3HAUYUTEIBHOM H3MECHEHHU
KOHIICHTpallMl KpeaTHHHHA B IIJa3Me KPOBH Jake Y MallUEHTOB ¢ OJHOCTOPOHHUM CTEHO30M
MIOYEYHOU apTepuu.

ITpu npuMeHenuu npenapara Ko-/lanpHeBa y MalliEHTOB ¢ UMEIOLIUMCS WIIH ¢ TIPE/IoIaracMbIM
CTCHO30M ITOYECYHOHN apTEepUH, JICUCHHUE celyeT HaUuHaTh B YCJIOBHSX CTallMOHapa ¢ HU3KUX /103
IpU TOCTOSTHHOM KOHTpoJie (YHKUUH MOYCK U COACPKAaHUS Kadus B IUIa3Me KpPOBH, TaK KakK y
TaKUX TAIUCHTOB MOXET DPa3BUTHCS (DYHKIIMOHATBHAS TMOYCYHAS HETOCTAaTOYHOCTh, KOTOpas
ucye3acT NpU NPEeKpallcHUd Tepanuu.

TunepuyscmeumenpHOCHb/AHUOHEEPOMUYECKUT OMeK

Ha ¢one npuema uarudutopor AIID, B TOM YHcIe W TIEPUHONPUIIA, B PSIKUX CIYYasiX MOXKET
HaOMI0IaThes Pa3BUTHE aHTHOHEBPOTHYECKOTO OTEKa JIUIA, KOHETHOCTEH, Y0, SI3bIKa, TOTOCOBBIX
CKIaJ0K W/UIH TOPTaHH. DTO MOKET MPOM30HTH B T000# mepuos Tepanmuu. [Ipu mosBiIeHUH
CHMIITOMOB CIIe/TyeT HEMEJICHHO MPEKPaTHTh MIPUEM TIpenapara U MPoJI0KUTh HaOIIIoICHUE 3a
MalKUEHTOM JI0 TIOJHOTO KYMUPOBaHHSI CUMIITOMOB. EcTH 0Tek 3aTparuBaeT TOJBKO JHIIO U TyOHI,
TO €ro MPOSBICHUS OOBIYHO TPOXOIST CaMOCTOSITCIBHO, XOTS JUTSI KYMHPOBaHUS CUMITOMOB
MOTYT IPUMEHSITECS] aHTUTUCTAMUHHBIE CPE/ICTBA.

AHTHOHEBPOTUYECKHI OTEK, COMPOBOKIAIOUINICA OTEKOM TOpTaHU, MOKET TPUBECTH K
neTansHOMY Hcxony. OTek si3blka, TOJOCOBBIX CKJIQJOK HIM TOPTaHU MOMKET TNPUBECTH K
OOCTPYKIIUH JIBIXaTCIObHBIX MyTeil. [IpH MOSIBICHUU TaKUX CHMITOMOB cCJIEIyeT HEMEIJICHHO
BBCCTH IMOJIKOKHO pacTBop 3nuHedpuHa (agpeHanuna) B passencaun 1:1000 (0,3-0,5 vor) u/wmm
00CCIeYUTh MPOXOTUMOCTD JIBIXaTeNBHBIX MyTell. [lallueHT JoDKeH HaXOOUTbes MOT

MCIHUIIHHCKUM Ha6J'IIOL[CHI/ICM A0 ITIOJIHOTO H CTOMKOT0 UCUC3HOBCHUS CUMIITOMOB.
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Y [anueHTOB HETPOUJHOH packl OTMedaldach Oolee BBICOKas YacToTa  pPa3BHTHS
AHTHOHEBPOTUYECKOTO OTeKa Ha (oHe MpHeMa HHruouTopoB AIID mo cpaBHEHHIO ¢ JIPYTUMHU
pacamu.

VY marueHToB ¢ oTekoM KBHHKE B aHaMHe3e, HE CBSI3aHHBIM C MPHEMOM HUHTHOUTOpOB AIID,
MOXET OBITh TOBBIIICH pPHCK €ro pa3BUTUS TIpd TpUeMe Tpemapata (cM. pasjen
«[IpoTuBOMOKa3aHUIY ).

NmeroTest cooBIICHUS 0 PEIKUX CIydasX pa3BUTUS aHTHOHEBPOTHYESCKOTO OTeKa KHIIICYHUKaA Ha
¢done Tepanuu uarubutopamu AIID. Ipu 3ToM y MaMEHTOB OTMEUAKOTCS JKaJo0bl Ha 0OJh B
YKUBOTE Kak M30JMPOBAHHBIM CUMITOM WJIM B COUYETAHUU C TOUTHOTOM M PBOTOM, B HEKOTOPHIX
cydasx 0e3 Mpe/IIecTBYIOMIEr0 aHTHOHEBPOTHIESCKOTO OTEKa JIMIA U TTPU HOPMAaJTbHOM YPOBHE
Cl-sctepaspl. JlMarHo3 ycTaHaBIMBAJICS C  TIOMOIIBIO  KOMIBIOTEPHOH  ToMoTrpaduu,
YIBTPa3BYKOBOTO UCCIICOBAHUS OPTraHOB OpIONIHONW TOJOCTH WU BO BPEeMsl XHPYPIHYECKOTO
BMeIarenbcTBa. CHMOTOMBI HCUE3aIOT TOCHE MpekpaiieHus: npueMa HHruoutopoB AIID.
[TosToMy y manueHToB ¢ kanobamu Ha 00JIb B 00JaCTH JKUBOTA, MPUHUMAIOIIUX UHTHOUTOPHI
AII®, npu mnpoBeneHun aAuddepeHIMaTbHON JUATHOCTUKM HEOOXOJUMO  YUHUTHIBATH
BO3MOKHOCTH Pa3BUTUSI aHTHOHEBPOTHUYECKOTO OTEKa KUIIICUHUKA.

B c¢BA3M ¢ TOBBIIICHHBIM PUCKOM pa3BUTHS aHTHOHEBPOTHYECKOTO OTeKa (CM. paszjen
«[IpoTuBomokazanusi») TNPOTUBOMOKA3aHO COBMECTHOE TMpPHUMEHEHUE TMEpUHIONpUIa ¢
KoMOUWHaIMel BayicapTaH + cakyoutpui. [IpuMeHeHHe KOMOWHAIIMU BalcapTaH + caKyOHTpHII
BO3MOKHO HE paHbIIlle, 4eM depe3 36 JacoB mocie npueMa MocaeAHeH 10361 epuHIonpuia. Ecmm
Tepanus KOMOWHAIIWEel BaJicapTaH + caKyOUTpHUJ TpeKpallleHa, MPUMEHCHUE MEpUHIOMpPUIa
Henlb3sl HauydHATh paHee 4eM depe3 36 YacoB IMocle MpHeMa MOocHeHeH 0361 KOMOUHAIUU
BaJcapTaH + cakyoutrpun (cM. pasaensl «[lobodHoe neiictBue», «B3auMoaelcTBie ¢ IPYTHMU
JIEKAPCTBEHHBIMH CPEJICTBAMU ).

Y manueHTOB, OJHOBPEMEHHO MPUHUMAIOIIUX MHTHOUTOPHI HEMpUIM3UHA (HAIpHUMED,
pareKajoTpua), HHTHOUTOPBI MEXaHUCTHYCCKOH MUIIICHH JUTSI pallaMUITiHA Y MICKOITUTAONTUX
(mTOR) (Hampumep, CcHUpPOIUMYC, 3BEPONUMYC, TEMCHPOIMMYC) W TJUITHHBI (HaIpuUMep,
JUHATIUNITAH, CAKCATIMIITUH, CUTATJIMIITUH, BHJIJIATIUIITHH), TEPanus MOXET COMPOBOKIAATHCS
MOBBIIMICHHBIM PHUCKOM Pa3BUTHUSI aHTHOHEBPOTHYECKOTO OTeKa (HampuMmep, OTEeK BEpXHUX
JBIXaTeNbHBIX MyTeHd WIM  s3bIKa ¢/0e3  peclUpaToOpHBIX —HapylIeHWi) (cM. pasjen
«B3aumojieicTBHE ¢ JIpYTUMH JICKapCTBCHHBIMU cpeicTBamMuy»). CleyeT ¢ OCTOPOKHOCTBIO
HAaYMHATh TPHUMCHEHHE parekajoTpuiaa, uHHruOoutopoB mTOR (Hampumep, CHPOIHMYC,
3BEPONIUMYC, TEMCHPOJIUMYC) U TJIMITHHOB (Hampumep, JHHATIUNTHH, CaKCATJIUIITHH,
CUTATJIUIITHH, BUJIATIMIITHH) Y TIAITUSHTOB, YKe TPUHUMAIOITHX HHTUOUTOPE! ATTD.

42



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

Anagpunaxmoudnuvle peakyuu npu nposedenil 0eceHCUdUIU3AUUN

HmeroTess oTACHbHBIC COOOIICHHS O pa3BUTHH aHA(QUIAKTOMIHBIX peaklMil y MaIHCHTOB,
NpUHUMAaBIIHMX HHTHOUTOpBI AIID Bo Bpemsl MPOBEACHUS JICCCHCHOWIM3UPYIOMICH Tepamnuu
(HampuMep, S7A0M  TIEPCTOHYATOKPBUIBIX HACCKOMBIX: TMuenbl, ockl). MHrubutopsr AIlID
HEOOXOIUMO TPUMEHSTH ¢ OCTOPOKHOCTBIO Y TMAIIMEHTOB ¢ OTSTOIICHHBIM aJUIeProJOrHYeCKUM
aHAMHE30M WJIHM CKJIOHHOCTBIO K aJUIEPTHMUECKUM peaklusiM, MPOXOJSIIUX MPOLEAYPhl
JCCCHCUOMITU3AIMM, a Takke clenyeT u3deraTb NMpuMeHeHus uHruoutopa AIID marmeHTaMm,
MOJIyYalolllUM  UMMYHOTEpalnuio  SJ0M  IEPENOHYAaTOKPBUIBIX  HaceKoMBIX.  OjHako
aHa(UIaKTOUTHON peaklui MOKHO H30ekaTh IMyTeM BpeMeHHOI oTMeHbI MHruoHTOpa AIID He
MeHee 4eM 3a 24 yaca 1o Havasla IpoLeayphl ICCEHCHOMTU3AINH.

Anagpunakmoudnule peaxyuu npu npogedenuu agepeza JIIHII

B penkux ciydasx y HmalldeHTOB, Modydaromux UHrubutopsl AIID, mpu mpoBeneHuu adepesa
JIIIHIT ¢ wucnonb3oBaHHEM JEKCTpaH cylb(aTa MOTYT pa3BHBATHCS YrPOXKAIOIIUE KU3HU
aHaUIIaKTOUTHBIC peakiuu. s TpeqoTBpalleHUs] TaKUX peakIHid clefyeT BpeMEHHO
npekpamarh npueM HHruouTopoB AIID mepen kaxoit nmpoueaypoit adepesa.

LI'emoouanus

B peakux caydasx y NalMeHTOB, MOMydYarolIUX HHruoutopsl AII®, mpu mnpoeaeHUU
reMojiMaiu3a ¢ UCTIONIb30BaHUEM BBICOKONIPOTOYHBIX MeMOpaH (Hampumep, AN69) pa3BUBaIUCH
aHa(UIaKTOUTHBIC peakiuu. [103ToMy peKOMEHIyeTcs UCTIONIb30BaTh MEMOpaHy Jpyroro THIIA
WM TPUMEHSTH TUITOTCH3UBHBIN Mpenapar Apyroi ¢papMakoTepaneBTHUECKON TPy
Lepeuunwiii 2unepanbO0cmepoOHUIM

[lanMeHTHl ¢ MNEPBUYHBIM TUIMEPAIBAOCTEPOHU3MOM, KaK MPaBUIO, HEBOCIPUUMYHUBHI K
TUITOTECH3UBHBIM TpernapaTtaMm, JAeHCTBHE KOTOPBIX OCHOBaHO Ha WHruOupoBaHuu PAAC. Takum
00pa3oM, HCIOTB30BaHUE TAHHOTO TIpernapara He peKOMEH Ty eTCsl.

bepemennocmo

[MpotuBomoKazan mpueM HHrHOUTOpoB AIID Bo Bpems GepeMeHHOCTH. Ecmu HeoOXoaumo
NpooKeHUE Tepanmud WHruoutopamMu AIID, manueHTKaMm cieqyeT MepedTu Ha ApyTHE BHIBI
AHTUTUTICPTCH3UBHOM Tepamuu ¢ YCTaHOBJICHHBIM MpoduieM Oe30MacHOCTH TPH TMpHEME BO
BpeMs GepeMeHHOCTH. [IpH HacTyIUleHHH OepeMeHHOCTH TpueM UHruoutopo AIID crmemyer
HCMC/UICHHO TIPEKpaTHTh W B clIydac HCOOXOAMMOCTH HadaTh  albTCPHATHBHYIO
aHTUTUIEPTEH3UBHYIO Tepanuio (cM. pasnensl «[IpoTuBonokazanus», «bepeMeHHOCTh U EpUOT
TPYIHOTO BCKapMIUBaHUS).

Kawens

Ha ¢one tepamuu uaruoutopamu AIID MoxkeT BO3HUKATh CyXoM Kalenb. Kamrenb TIMTETBHO
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coxpaHseTcsl Ha (OHe MpueMa MpenapaToB 3TOH TPYIIBl M UCUe3aeT Mociie WX OTMEHHL [Ipu
MOSIBJICHUM y TIAlIUEHTa CyXOro Kallllsl clelyeT MOMHUTE O BO3MOYKHOM SITPOT€HHOM XapakTepe
sToro cuMmnToma. Eciiu Bpad cuurtaet, uro Tepamnus uHruoutopom AIID HeoOXomuMa MalueHTY,
MO’KHO PaccMOTPETh BO3MOKHOCTh NMPOIOKEHUS TpUEMa Ipernapara.

Aopmanvnvtii cmenoz/mumpanshuiii cmenos/ OKMIT

Nurubutoper AII® creayeT NPUMEHSTh € OCTOPOKHOCTBIO TAIlMEHTaM ¢ OOCTpyKIuei
BBIHOCSIIIETO TPaKTa JIEBOTO KTy I0UKa.

Omuuveckue pa3nuuus

[Nepunmonpuin, kak u apyrue UHTHOUTOPH AIID, oueBHIHO, OKa3bIBAeT MEHEE BBIpa)KEHHOE
AHTUTUNIEPTCH3UBHOE JCHCTBUE Y TMAIMEHTOB HETPOMJHOM packl IO CPaBHEHUIO C
NpeACTaBUTEISIMU IPYTHX pac. Bo3aMokHO, 3T0 pa3nuyue o0ycIOBICHO TEM, UTO Y MAlUCHTOB C
apTepUalbHON TUIIEPTEH3UEH HETPOUHOM pachl Yallle oTMedacTcs HU3Kasi aKkTUBHOCTh PEHUHA
IUIa3MBI KPOBH.

Xupy peuveckoe emeuamenscmso/oouas aHecmesus

[lpumenenue uHru6uropoB AlldD y nalUMeHTOB, MOJBEPralOUIUXCS XUPYPTUUECKOMY
BMEIIATEIBCTBY C TNPUMEHEHHEM OOIIeH aHecTe3UH, MOKET MPUBECTH K BBIPAKCHHOMY
cHIKeHUI0 AJl, 0COOCHHO MpU NMPUMEHEHHH CPEACTB Ul OOIIeil aHecTe3uu, obNagarolIux
AHTUTUIICPTCH3UBHBIM JICHCTBUEM. PeKoMeHAyeTcsl M0 BO3MOXKHOCTH IPEKPATUTh IMPUEM
uHrHOUuTOpOB AII® IHTENBHOTO JACHCTBUS, B TOM HYHCIC TICPUHIONPUIIA, 38 OJHH CYTKH JI0
XUPYPruyeckoro BMeIIaTeIbCTRA.

Amepocknepos

Puck apTCpHaHBHOfI THIIOTCH3UH CYHICCTBYCT Y BCCX MAallUCHTOB, OJTHAKO OCO6YIO OCTOPOKHOCTH
CJIICAYCT CO6J'IIOLIaTB, IMPpUMCHSIA MPCIiapaT y MalluCHTOB C HUBC u HCAOCTAaTOYHOCTHEO MO3TOBOI'O
KpOBOO6paIIICHI/I$I. V Takux NalMeHTOB JICUCHUC CIICAYCT HaUUMHAaTh ¢ HU3KUX J03 IIpcliaparta.

AMI0IUIINH + TICPpUHIONTPUI

lleyenounas nedocmamounocms

B penkux cnydasx Ha doHe npueMa UHTHOUTOpoB ATI®D Bo3HHMKaeT XoJecTaTHICeCKas KEATyXa.
[pu mporpeccupoBaHUU 3TOTO CHHIPOMa pa3BUBacTCs GYIbMUHAHTHBINA HEKPO3 MCUCHH, HHOT/Ia
C JeTabHBIM UCX0/10M. MeXaHu3M pa3BUTHS 3TOTo CUHApoMa HesiceH. [Ipu MosiBIeHUH KenTyXu
WIH 3HAYUTCIIFHOTO TOBBIMICHHUS CBIBOPOTOYHOH AKTHBHOCTU «IICYCHOYHBIX» (DEPMEHTOB Y
MAalMCHTOB, MTPUHUMAFOIIMX UHTHOUTOpEl AIID, cnemyer npekpaTuTh mpueM HHrHOUTOpa AITD
U 0OpaTuThCs K Bpauy (cM. paszien «[lobouHoe neiicTBHEY).

VY marueHToB ¢ HapynieHHeM QYHKITHH nedeHd TY2 u AUC amnoaunuHa yBenuuuBaeTcs. [Ipuem

aMJIOTUITHHa HCO6XOLII/IMO HayaTh ¢ Haubolee HHU3KHX J03 H CO6J'IIOL[aTB MCPBI
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MMPCAOCTOPOIKHOCTU KaK B Ha4aJIC JICUCHUS, TaK U IPU YBCIIUUCHHUU J103BI. IlanimenTaM ¢ TshKeIon
MeYCHOYHOM HCAOCTAaTOYHOCTBO IIOBBIIATE JO3Y CICAYCT IIOCTCIICHHO, obecrieunBas
THIaTCHBHBIfI MOHHUTOPHHT KIIMHUYCCKOI'O COCTOSHUS.

He IMPOBOIUIIOCH I/ICCJ'ICLIOBaHI/Iﬁ Inpcriapata y MalkuCHTOB C MCUCHOYHOM HCAOCTaTOYHOCTBIO.
YuuteiBasi BIUSHUE KaXZI0Tr0 KOMITIOHCHTa, BXOJAIICTO B COCTaB IIpCllapaTa, IO OTJACJIBbHOCTH,
npemnapar KO-H&HBHGB& IMPOTHUBOIIOKa3aH IIall[UCHTaM ¢ TSDKEION CTEMeHBbI0 IMEUSHOYHOM
HCOOCTAaTOYHOCTH, a TaK¥XC Tpe6yeT ocoboii OCTOPOJKHOCTU IIPU Ha3HAYCHHU IMallUCHTaM C
YMCpCHHOfI U JIETKOM CTENEHBIO ITIeYCHOYHOM HCAOCTaTOYHOCTH.

NupanamMua + nepuHI0IPUI

Ilpenapamor numus

OnHOBpeMeHHOE PUMEHEHHE KOMOUHAIIUHY TICPHUH/IOTIPHIIA H UHAAlaMu/1a ¢ TpernapaTaMu JIUTHS
He pekoMeHayeres (cM. pazaen «B3aumoseiicTBue ¢ IPYTUMHU JTeKapCTBEHHBIMU CPEICTBAMUY ).
Apmepuanvhas 2unomen3us U HapyueHue 800HO-31eKMPOIUMHO20 DANAHCA

Hanuune ucxoaHol THNOHATPUEMHUH CBSI3aHO C PUCKOM BHE3AMHOTO Pa3BUTHUS apTepUaTbHOU
TUMOTEH3UU (0COOCHHO Y MAIlMEHTOB CO CTEHO30M TOYeHHOM aptepuu). [losTomy ciemyer
obpaIiaTh BHHUMaHHEC Ha BO3MOXKHBIC CHUMITOMBI OOC3BOXKMBAaHUS M CHIDKCHHS COJCpPKaHUS
3NEKTPOJIUTOB B IUIa3Me KpPOBH, HallpuMep, Mocie AUaped WM PBOTHL. TakuM MallMeHTaMm
HEOOXOUM PETYISPHBIH KOHTPOJb COJACPIKaHHS SICKTPOIUTOB IIa3Mbl KpoBU. [Ipu Tshkemoit
apTepHaIbHOI THIOTEH3UH MOKET OTpeboBaThes BHYTpUBeHHOE (B/B) BBeaeHHe 0,9 % pacTBopa
HaTPHS XJIOPU/JIA.

TpansuTopHas apTepuanbHas THIIOTCH3HS HE SBISICTCS TIPOTHBOIIOKA3aHUEM IS TPOJTOKCHHUS
tepanuu. [Tocne BoccTanopnenus OLIK u AJ] MOXXHO BO30OHOBUTH JICHCHUE, TIPUMCHSISI HU3KUE
710361 TICPUHJIONIPHIIa U HMHJAaaMu/a, JIMOO MPUMEHSATH KOMITOHCHTHI TperapaTa B PEKHUME
MOHOTECPAITHH.

l'umoHaTpueMus Ha HaYaIBbHOM 3Talle MOKET HE COTIPOBOXKAATHCS KIMHUICCKUMH CUMITTOMAaMH,
MO3TOMY HEOOXOIUM DETYJISpHBIH JIaOOpaTOpHBIN KOHTpOJIb. bollee 4YacTBIii KOHTPOIH
cojicpKaHUsl WOHOB HaTpUs B IUTa3Me KpPOBH TOKa3aH MallMCHTaM TIOKHIOTO BO3pacTa H
MAITMCHTaM ¢ IIUPPO30M TedeHH (cM. pa3aensl «[lo6ouHoe neticTBUey, «[lepemo3upoBKay).
Tepanust MoOBIMH MOYCTOHHBIMH TIpemapaTaMd MOYET BbI3BaTh THIIOHATPUEMHIO, MHOT/A ¢
OYCHBb CEPHE3HBIMU TTOCIIC/ICTBUSIMU.

['umoHaTpHeMHs ¢ THUITOBOJIEMHEH MOKET OBITh MTPUYHHONU 00C3BOKUBAHUS U OPTOCTATHYICCKOMN

THIIOTCH3UH. OHHOBpCMCHHaH IOTCpsI HOHOB XJIOpa MOXCT IIPUBCCTH K BTOPHUYHOMY

KOMIICHCaTOPHOMY MCTa6OJ'II/I‘-ICCKOMy aJIkallody: 4YacToTa H CTCIICHB J3TOro 3(1)(1)CKT3
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HEC3HAYUTEIBHEIL.
Hayuenumut ¢ caxapuviv ouadbemom

VY MalueHToB ¢ caXapHbIM quabeToM | THIMa (OTAaCHOCTH CIIOHTAHHOTO YBEHUCHHS COCPKaHUS
HOHOB Kalus B IUIa3Me KPOBH) JICUCHHE JODKHO HAYUHATBCS ¢ Oojee HHM3KHX 703 U IO
TINATSIBLHBIM MEMIIMHCKHUM KOHTPOJIEM.

[lpu Ha3HayeHWH Tpemapara MalldeHTaM ¢  CcaXapHbIM  JAMabeToM,  TOTYYaroIIuM
TUITOTJIMKEMHUYECKUE Cpe/ICTBA JUIS TIpUeMa BHYTPh WM MHCYJIMH, B TECUYCHHE MEPBOTO Mecsiia
Tepanui HeoOXOJUM PEryISIpHBIH KOHTPOJbh KOHIICHTPaIllMH TIOKO3bI B KpoBH. Heobxomaumo
KOHTPOJIHUPOBATEH YPOBEHB IITIOKO3BI B KPOBH Y MAIIUEHTOB ¢ caxapHbIM THA0ETOM, 0COOCHHO TpU
HaJTUYUU THITOKaTHEMUH.

AMITonMnuH + HHAANaMUA + NEPUHAOIPUI

Hapywenue ¢ynxyuu nouex

[Ipenapat Ko-/lanbHeBa NpoTHUBONOKa3aH MallMCHTaM C TSHKEIBIM HapylIeHUeM (YHKIIMU MMOYeK
(KK menee 30 mr/muH) (cM. pazaen «I[IpoTHBOMOKa3aHU»).

Y  DNamueHToB ¢  yMepeHHbIM HapymeHueM — ¢yHkiuu  mouek (KK 30-60 mu/mun)
NpPOTUBOINOKA3aHO NpHMeHeHHe Npenapara Ko-J/lanepHeBa B 103upoBKax, cojepkamux 10 mr
MICPUHIONIPUIIA U 2,5 Mr UHAanaMusa (T. e. 103upoBKkU npenapara Ko-amsHeBa S Mr + 2,5 mr +
10 Mr u 10 mr + 2,5 mr + 10 mr).

VY HEKOTOPHIX MAIUCHTOB C apTepHalIbHOM THUIMEPTECH3UCH Oe3 MPe/IIIeCTBYIOMIETO OYSBUIHOTO
HapyleHus (QYHKIUH MoYeKk Ha (hOHE Tepamud MOTYT TOSBUTHCS JTabOpaTOpPHBIC MPU3HAKH
(bYHKIIMOHATBEHOU MOYCYHON HETOCTaTOYHOCTH. B 3TOM cilydyae JieueHHE MpenapaToM clielyeT
npekpaTuTh. B JampHEHIIEM MOXKHO BO30OHOBUTH KOMOWHHPOBAaHHYIO TEPAaIlHio, HCIONB3Ys
HHU3KUC J03bI KOMOWHAIUU TICPUHIONIPHIIa U MHANaMK/Ia, JIHOO TPUMEHSTEH 3TH MpenapaTsl B
PESKUME MOHOTEPAITHH.

TakuMm mamueHTaM HEOOXOJUM PETYISIPHBIA KOHTPOIB COJCpKaHUS Kalhs M KOHIICHTpAIluH
KpeaTHHHHA B CBIBOPOTKE KPOBHU Hepe3 2 HEJeH MOcIIe Havalla Teparuu U B TalbHEHIIIeM Kax Ibie
2 mecsima. [ToueuHast HETOCTATOYHOCT Yallle BO3HUKACT Jallle MPOUCXOaUT Y manueHToB ¢ XCH
TSOKETION CTETCHH WIM UCXOMHBIM HapylIeHHeM (YHKIHMU TOYCK, B TOM YHCIEC TPH CTEHO3E
MOYCYHOHN apTepuH.

[Ipenapar Ko-/lanbHeBa He peKOMEHJOBaH MallUEHTaM ¢ JBYCTOPOHHUM CTEHO30M MOYEHHBIX
apTepuil WM CTCHO30M apTEepUU CAUHCTBCHHOM (QYHKIMOHUPYIOMICH Moukd. CyIIecTBYeT PUCK
apTepuadbHOU TUMOTCH3MHM W/MWIM TOYeYHOM HepoctaroyHoctH (nmpu Hamuuuu XCH,

00€3BOKUBAHUS U CHIIKECHHS COJZICPIKaHUsI SJICKTPOJIMTOB B IIJTa3MC KPOBU U T. I[.)i IIPU HCKOTOPBIX
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MAaTOJIOTHYCCKUX COCTOSTHHSIX MOKET OTMedaThesl 3HaumuTenbHas aktuBaius PAAC, ocobeHHO
IpU BBIPAKCHHOM THUIIOBOJEMHHM U CHUKSHUH COJIEPKaHUSI 3JIEKTPOJUTOB IUIa3Mbl KPOBU (Ha
¢doHe OeccosieBOM JUETHI WM JUTMTEIBHOTO TPHEMa JHUYPETHKOB), Y MALMCHTOB ¢ HCXOJHO
HU3KUM AJl, CTEHO30M TIOYCHHOM apTepuH (B ToM uucie, ABycroponnuM), XCH wiu mmuppozom
MICUYEHU C OTECKaMH U aCIIUTOM.

brnokana PAAC unruoutopamu AIID MOXKET COMPOBOXKIATHCS PE3KHUM CHIDKeHHeM AJl w/umu
MOBBIIICHUEM KOHLIEHTpallui KpeaTHHHHA B IJa3Me KPOBH, CBUACTENbCTBYIOIIUM O Pa3BUTHU
(YHKIIMOHATBEHON MOYEYHOM HEOCTAaTOUHOCTH. DTH SBJICHUS Yallle HaOIIoMatoTes TpU pHeMe
NEpBOM JI03BI MpenapaTta UiId B TCUCHHE NEPBBIX JBYX Helenb Tepanuu. MHoraa 3T coCTOSIHUSA
pa3BHBAIOTCS OCTPO M BpeMsl X Hadaja MOXKET BapbUpoBaTh. B Takux ciydasx Bo30OHOBIATH
Tepaluio PEeKOMEHAyeTcs, HauMHasg ¢ Oojee HU3KHUX 703, TMOCTCNIEHHO HX YBeIU4uBasg. Y
nameHToB ¢ UBC u 1epebpoBackyIsIpHBIMEH 3a00JeBaHUsIMEH pe3koe cHIbkeHue AJ] Moxer
NpUBECTU K HHGAPKTY MUOKap/ia WK HapyIIEHUIO MO3TOBOI'O KPOBOOOPAIICHUSI.

TuazuaHbIC U THA3UAONONO0HBIC TUYPETHUKH 3P (HEKTUBHEI B MIOJIHON Mepe TOJIBKO y MAllUEHTOB ¢
HOPMaJIbHOHM WJIM HE3HAYUTENbHO HapylIeHHON (yHKIMeH nodyek (KOHICHTpaIusl KpeaTHHUHA B
IUIa3Me KPOBHU Y B3POCIBIX MAIIMEHTOB HUKE 25 MI/1 1wtk 220 MKMOoJIB/1T). Y HallUeHTOB MOKUIOTO
BO3pacTa ypoBEHb KpeaTHHUHA CJIEYeT OLICHUBATh C yUETOM BO3pacTa, Macchl Tesa U MoJa.

B nauane neueHusl qUYypEeTUKaMHU Yy MallMCHTOB U3-3a THIMOBOJIEMUU U TUIIOHATPHUEMHUU MOKET
HaOmomatbess BpeMeHHoe cHkeHHe CK® ¥ MOBBINICHHE KOHIICHTPAIlMd MOYCBHHBI U
KpeaTHHHHA B TUIa3Me KPOBU. JTa TpaH3UTOPHask (QYHKIHMOHANBHAS MOYCHHAs! HETOCTATOYHOCTh
HE OMacHa JJIs MalUeHTOB ¢ HEU3MEHEHHOH (QYHKIIMEH MOYeK, 0THAKO Y MAIlHEHTOB ¢ UCXOTHON
MOYEHHOU HEJOCTATOYHOCTBIO €€ BBIPAKEHHOCTh MOKET YCUIUTHCS.

[TaneHTs! ¢ MOYeyHOM HEJJOCTATOYHOCTBIO MOTYT MIPUHUMATh aMJIOIUIIMH B CTaHAAPTHBIX J103aX.
W3MeHeHus MI1a3MEeHHBIX KOHIICHTpaIMi aMJIOTUITHHA HE KOPPETUPYIOT CO CTENEHBIO HapyIIeHUs
(GYHKIIUU TTOYEK.

CrnenuanbHBIX UcclieJ0BaHui o MIPUMEHEHHUIO KOMOUHAITUH
AMJIOJTUIIMH + MHIAMIaMK]] + TICPUHIOTIPUI TIPH MOYSYHOU NUCHYHKIHMU HE TMPOBOAUIOCH. [Ipu
npuMeHeHuH mnpenapaTta Ko-/lampHeBa npu HapymieHUH (GYHKIHMH MOYEK, CIEAYCT YYHTHIBATH
3¢ eKThI, OTMEUCHHBIC MTPU TIPHEME OTACITBHBIX KOMIIOHEHTOB Tpernapara.

Cooeporcarnue HOHO8 KATUS 8 NIA3ME KPOBU

OnHoBpeMeHHas Tepanus WHAAaMUI0OM, IEPUHIONPUIOM U aMJIOIMIIUHOM He MpenoTBpallacT

Pa3sBUTHC TUIIOKaJIUCMUH, B 0CcOOEHHOCTH Y HNalluCHTOB € CaXapHBIM lII/Ia6CTOM WIM TTOYCUHOMU
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HesocTarouHocThio. Kak M B ciydae NMpUMEHEHHUs! JPYTHX aHTUTUIIEPTCH3UBHBIX CPE/ICTB B
KOMOUHAIIUU ¢ AUYPETHKOM, HCOOXOIUM PETYIISIPHBI KOHTPOJIb COJACPKaHUS HMOHOB KalHs B
Ia3Me KpoBH.

['unepkanueMus MOXKET pa3BUBAThesl Y HEKOTOPBIX MALIMCHTOB BO BpeMsl JICUCHHUSI HHTHOUTOpaMU
ATII®, B ToM umcie U nepunonpuiaoM. MHruoutopsr AII® MOTyT BEI3BIBaTh THIEPKATHEMHUIO,
MOCKOJIBKY OHH MHTUOUPYIOT BEICBOOOK/ICHUE albaocTepoHa. JlaHHbIH 3ddekT 0ObIUHO He UMeeT
KJIMHAYCCKOTO 3HAa4YCHHUSl Y MallUEHTOB ¢ HOpPMalbHOM (yHKIHeH modek. (MDakTopaMH pHCKa
TUNCPKaTUEMUH SBISIFOTCS TTOYCHHAS! HETOCTATOUHOCTh, YXYAILICHUE QYHKIUU TOYCK, MOKUITON
Bo3pacT (> 70 neT), caxapHBIi TUabOeT, HEKOTOPHIC COMYTCTBYIOIIUE COCTOSHUS (JIeTHApaTaIys,
ocTpasi IEKOMITEHCallUsl CEP/ICYHOM JIEATENbHOCTH, METabOIMYEeCKUi alu03), OJAHOBPEMEHHBII
npueM KanuiicOeperaromux TUypeTUKOB (TaKUX KaK CUPOHOJAKTOH, SIUICPEHOH, TPHaMTEPEH,
aMUJIOPU), MpenapaToB Kalus WIM KaduiicoJepiKallluX 3aMECHHUTENICH MUIIEBOU COJH, a TaKkKe
NpUMEHEHHUE JPYTUX CPEJCTB, CMOCOOCTBYIOUIMX MOBBIIICHUIO COJEPYKAHUS MOHOB Kalus B
nasme KpPOBH (Hanpumep, refnapyH, KO-TPUMOKCa301I, T. €. KOMOUHAIUS
cynb(haMeToKca3ol + TPUMETONIPUM) U OCOOCHHO AHTaroHHCTOB anbjaocTepoHa wau APA 1L
[lpuMeHeHHEe THINEBBIX J00ABOK/MpENapaToB Kadus, KaauicOeperarouux JUYPeTHKOB,
KaIuicolepKalllUX 3aMEHUTENCH NHMIIEBOM COMM MOXKET IPUBECTH K 3HAYUTECIBHOMY
MOBBIIICHUIO COJICP)KaHUs Kaslds B IJIa3Me KPOBHM, OCOOCHHO Yy MAIlMEHTOB CO CHHKEHHOMU
¢byHKIMEH mMouek. [UmepkalueMuss MOMKET MPUBECTH K CEPbe3HBIM, HWHOTAAa (aTalbHBIM
HapyleHUusIM puTMa cepana. KamuiicOeperaromue auypetukd 1 APA II cnenyeT mpUMEHSTE ¢
OCTOPOKHOCTBIO Yy TAallUEHTOB, MoJy4yaroIlux uHruoutopel AllD, Takke crueayeT
KOHTPOJHUPOBATh YPOBEHBb Kallksl B CBIBOPOTKEC KPOBH M (GYHKIHIO To4ek. Ecmu HeoOXxoaum
KOMOWHHMPOBaHHBIH MpHEM YKa3aHHBIX BBINIC CPEJCTB, JICUCHUE JOIHKHO MPOBOJMTHCS ¢
OCTOPOKHOCTBIO, Ha (hOHE PETYIIIPHOTO KOHTPOJIS COACPKaHHSI HOHOB KaJIUs B CBIBOPOTKE KPOBU
(cM. paznen «B3aumoselicTBUE ¢ IpYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMU ).

Tepanuss THA3HAHBIMH W THa3HIOMOMOOHBIMH JUYPETHKAMH CBSI3aHa C PHCKOM pa3BUTHS
TUNOKAaTHEMUU. [ UMoKanueMus: MOXET BBI3BaTh MBIIICYHBIC paccTpoiicTBa. Coolmanochk o
ciy4asix pabJoMHONN3a, B OCHOBHOM Ha (oHe TspKenoi runokandemun. Heobxoaumo mzberaTs
runokamueMud (< 3,4 MMOJB/T) y CICAYIOIUX KaTerOpUil MAIlMEHTOB W3 TPYIIIBI BBICOKOTO
pHCKa: TAllUCHTOB MOXHJIOTO BO3pacTa WWIIM HCTONICHHBIX MAaIlMCHTOB (Jake eCTd OHU HE
MOJIYYaroT COYETaHHYIO METMKaMEHTO3HYIO TEpPaMUIO), MAlMEHTOB ¢ IIUPPO30M MEUEHU C OTEKaMu

u acuutoM, namueHToB ¢ UbC, XCH. ['unokanuemMusi y 3TUX MallUeHTOB YCUINBAET TOKCUYECKOE
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JeicTBUE CepICUHBIX TITUKO3U/IOB U MOBHIIIAECT PUCK PAa3BUTHUSI apUTMHUHU.

K rpymnne pucka Takke OTHOCSITCS MALMEHTHI ¢ Y/UTMHEHHBIM HHTepBaioM QT, mpu 3ToM He UMeeT
3HAaYCHHUS, BEI3BAHO 3TO YBEIMUYEHHUE BPOKACHHBIMU IPUUYUHAMU WIH JCHCTBUEM JIEKapCTBEHHBIX
CpPE/ICTB.

lunokanueMus, kKak W Opagukapaus, CMOCOOCTBYEeT Pa3BUTHIO TSHKCIBIX HapyIICHHH pUTMa
cep/lia, B YaCTHOCTH, TIONUMOPQHOH KeTyI0UYKOBOM TaXUKap/IUU TUITA KITHUPYIT», KOTOpast MOKET
ObITh atanbHOl. Bo BceX OMHMCAaHHBIX BBIMIC CIy4YasX HEOOXOMUM DETYISIPHBIA KOHTPOIb
coJiepaHMsl MOHOB Kalusl B IUTa3Me KpoBU. llepBoe M3MepeHHE colepKaHHs HMOHOB Kaus
HEoOXO0/JMMO NMPOBECTU B TCUCHHUE MEPBOI HEETH OT Havasla Teparnuu.

[pu BBISIBICHUM TMITOKATMEMUH JOJHKHO OBITH Ha3HAYEHO COOTBETCTBYIOIIEE JICUCHHUE.
lunokanueMusi, oOHapyXeHHasi B COUYETAaHUU ¢ HU3KUM cOJCp)KaHUEM MarHusi B CBIBOPOTKE
KPOBHU, MOET OBITh PE3UCTCHTHOH K JICUCHHUIO, €CITH HE KOPPEKTHPOBATh COJICpPKaHHE MarHus B
CBIBOPOTKE KPOBH.

Layuenmul nodxcunozo sospacma

[lepen HavanoMm npHeMa npenapaTa HEOOXOIUMO OLEHUTh (YHKIIMOHAIBHYIO aKTUBHOCTD IIOYEK
U coJicpiKaHUEe MOHOB KaJus B IUTa3Me KpoBH. B Hadane Tepanmuu o3y mpenapara MoJ0UparoT,
YUYHUTBIBas CTeTIeHb CHUKEHUS AJl, ocobeHHO B ciydae cHIbkeHUs: OLIK u moTepu 31eKTpouToB.
[Tog06HBIC MEpBI TO3BOJISIIOT H30€KATH PE3KOTO CHIDKeHHS A/

VY manueHTOoB MOKUIOTo Bo3pacTa YBETUUEHHUE 103bI CIEAYET MPOBOIUTE € OCTOPOKHOCTBIO (CM.
paznensl «Crnocod MpUMEHEeHHS U 10361 U « DapMaKoIOTHYECCKUE CBOMCTBAY).

Cnopmcemenvi

IMpy HasHaueHHH MperapaTa CIOPTCMEHaM CCAyeT YUHMTBIBaTh, YTO IpermapaT COACPIKHT
JICHCTRYIOIIEE BEMISCTBO (MHAAIAMU), KOTOPOE MOKET JIaBaTh MOJOKUTCABHYIO peakiMio pU
JIOTMIMHT-TECTaX.

CrnenuansHast I/IHd)ODMaIII/ISI O BCIIOMOTaTCJIIbHBIX BCIICCTBax

JlaHHBIH JIeKapCTBCHHBIH Mpenapat coAepKUT MeHee | MMounb (23 mr) Hatpus Ha | TabneTky, To

CCThb, ITIO CYTH, HC COJACPIKUT HaTpHsI.

BaugHne HA cCTOCOOHOCTH YHOPABJATH TPAHCIIOPTHBIMH CPCACTBAMH, MEXaHH3MaMHU

B ¢Bs3U ¢ BO3MOXXHOCTBIO BO3HMKHOBCHMUS Cﬂa6OCTI/I, TOJIOBOKPYKCHHUA Ha (1)OHC MPUMCHCHUA

®
npenapata Ko-/lanmpHeBa ~ HEOOXOMUMO  COONIONATH  OCTOPOKHOCTH TPH  YIIPaBICHUHU
TPaHCIIOPTHBIMH CPE/ICTBAMU U MEXaHU3MaMHU, TPCOYIOIIMMHU MOBBIIICHHOW KOHIICHTPAIMH

BHHMaHUA U 6BICTpOTBI IMMCUXOMOTOPHBIX peaKIIHfI.

49



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.07.2022 N= 17530

(MOCNEOOBATENBHOCTE 0002)

®opma BBITYyCKA

TabmeTku, Swmr + 0,625 mr + 2 wmr, Swmr+ 1,25 mr + 4 wr, Swmr+ 2,5 Mr + 8 mr,
10 mr + 1,25 Mmr + 4 mr, 10 mMr + 2,5 Mr + 8 mr.

ITo 10 umm 14 TabmeTok B KOHTYPHOH SYCHKOBOM YIMakoBKe M3 KOMOWHHPOBAHHOTO MaTephaia
OITA/An/TIBX u ¢honsru amfoMHHUEBOM.

1, 2, 3, 6, 9 KOHTYpHBIX SUCHKOBBIX ymakoBoK (rmo 10 tabmetok) wiu 1, 2, 4, 6 KOHTYPHBIX
STYCHKOBBIX YMakoBOK (1Mo 14 TablieToK) BMecTe ¢ MHCTPYKIIUEH MO MPUMEHEHHIO TTOMEIIAOT B

NayKy KapTOHHYIO.

Ycaosus xpaneHus
ITpu Temneparype He Bhile 25 °C, B OpUTHHAJIBHOMN YIIaKOBKE.

XpaHUTh B HEJJOCTYITHOM JIJIs JIeTel MecTe.

Cpok rogHocTH
2 rona.

He IMPUMCHATE perapat Mo HCTCUYCHUHN CpOKa rOJJHOCTH.

Ycaous OTIIyCKa

OTnycKaroT Mo pelenTy.

HaumeHoBaHHEe HOPHAHNYECKOr0 JHIOA, HA HMA KOTOPOro BBIIAHO PErHcTPAHOHHOE
Y0CTOBEpEHHE, aapec

000 «KPKA-PYC», 143500, Poccust, MockoBckast 06:1., T. McTpa, yin. MockoBckas, a. 50

IIpoussoaurean
000 «KPKA-PYC», 143500, Poccust, MockoBckast 06:1., T. McTpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994-70-70, dbakc: +7 (495) 994-70-78

HanmeHoBaHHe H ajipec OpraHu3ainiy, NPUHUMAIOIIEH NMpeTeH3un MoTpeduTe et
000 «KPKA-PYC», 143500, Poccust, MockoBckast 06:1., T. McTpa, yin. MockoBekas, 1. 50
Ten.: +7 (495) 994-70-70, dakc: +7 (495) 994-70-78
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