COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 08.08.2022 N= 18532

UHCTE YKHI/I;F QCNEOOBATENEHOCTE 0002)

O MEJMIIMHCKOMY NPUMEHEHHIO JIEKAPCTBEHHOI'O ITIPEITAPATA
JImzunonpuia-OBL

PerncrpanuoHHblii HOMep:

Toprosoe nHaumenoBanue: Jluznnonpuin-OBL

Me:xkayHapoaHOe HeIATEHTOBAHHOE WJIHM IPYNIIIUPOBOYHOE HAMMEHOBAHME  JTN3UHOMPUIT
JlekapcTBeHHast popma: TabIeTKH

Cocras

1 TaGyieTKa COEPIKUT:

leticmsyrowee seuyecmeo:

Jluzunonipuna pgurugpar 2,723 wmr, wm 5,445 wmr, wm 10,89 wmr, wmm 21,78 wmr
B [IepecyeTe Ha TU3UHONPUA 2,5 Mr, uiau 5 mr, win 10 mr, win 20 mr.

Bcnomozamenvuvle 6ewjecmea: 1aKTO3bl MOHOTHUIpAT, Kanbliug ruapodocdara IUTHAPAT,
KPEMHUS TUOKCHU/I KOJIJIOUTHBINA (a3pOCHIT), LIEJUTI0JI03a MUKPOKPUCTAILITNYECKAs, TallbK, MarHus
cTeapar.

Onucanue

Ho3uposka 2,5 me: Kpyrible IUTOCKOLMIUHAPUYECKHE TaOleTKu OeIoro Wi moyTH Oeoro
1IBETa, ¢ (hacKOM.

Joszuposxa 5 me u 20 me: NBOSKOBBIMYKJIbIE TAaONETKH OENIOro WM TOYTH OEJIoro IIBETa,
IPOJOIATOBAaTOM (POPMBI CO CKPYTIIEHHBIMHU KOHIIAMHU, C PUCKOH.

Hozuposka 10 me: Kpyriible MIOCKOIUIUHAPHUIECKHE Ta0IeTKH O0eJI0ro Uik MoYTH 0eIoro 1BeTa,
¢ (ackoit 1 pUCKOH.

dapmakoTepaneBTHYeCKAsi TPyNna: WHTUOUTOP aHTMOTEH3MHIIpPEBpamiaronero (epMenta
(ATID).

Kon ATX: C09AAQ3

DapMaKoJIOrHYecKoe NeHcTBre

Dapmakoounamura

Wurubutop AII® ymenbmaer obOpa3oBanue anruoreHsuHa Il u3 anruorensuna I. CHukenue
cojepxaHusi aHruoten3uHa Il Bener kK npAMOMy YMEHBIIIEHUIO BBIJEICHHS allbJIOCTEPOHA.
YMeHbIaeT Aerpananyio OpafuKWHWHA W YBEIMYMBAET CHHTE3 IMpocTarfiaHAuHOB. CHUXKaeT
obmee nepudepuueckoe cocyaucroe conporusienue (OIICC), aprepuansuoe nasnenue (A]l),
MpeAHArpy3Ky, JaBJICHUE B JIETOYHBIX KANMUJUISIPAX, BHI3bIBAET YBEIMYCHHUE MUHYTHOTO 00OBheMa
KpPOBU M TMOBBIINIEHHE TOJIEPAHTHOCTH MHOKap/ia K Harpy3ke y MalHUeHTOB C XPOHHUYECKOU
CEpJIeYHON HEJOCTAaTOYHOCThIO. Pacmmpsier aprepuu B Ooyblell CTENeHH, YeM BEHBI

HexoTopsie 3¢ ekt 00BSACHSIIOTCS BO3JACHCTBHEM Ha PEHMH-aHTMOTEH3UH-aJIbJIOCTEPOHOBYIO
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cucremy (PAAC). Tlpu nouTenbHOM TPUMEHEHUH yﬂ%ﬁmw%ﬁﬂ_m;h Tlvf-t/lgl;g'];'a u

CTCHOK apTepHil PE3UCTUBHOTO THIA. YIIy4llaeT KPOBOCHAOKEHHE HIIEMU3UPOBAHHOTO
MHUOKap/a.

Nuru6utoper AII® yaiuHSIOT TPOAOIKUTEIBHOCTh JKM3HU Yy MAIlMEHTOB C XPOHUYECKOU
CEpJICYHON  HENOCTAaTOYHOCTHIO, 3aMEUISIIOT  [POrpPEeCcCCUpOBaHME NUCHYHKUIHUU  JIEBOTO
KeNyJIouKa y TalMeHTOB, MEpeHecInX HH(PAPKT MHUOKapAa 0e3 KIMHUYECKUX IPOSBICHHH
CEepAECYHON HEJOCTATOYHOCTH.

Hauano gelictBus npenapara — yepe3 1 yac, 1ocTUuraer Makcumyma uepes 6—7 4 U coxpaHsieTcs
B Teuenue 24 4. [IpopomxkurenbHocTh 3G (eKTa 3aBUCUT TAKKE OT BEIMYUHBI MPUHSATON J103BI.
[Ipu aprepuanbHOii TUNEpTEH3UU (P(EKT OTMEUaeTcs B MEpBBIC THU IMOCIEe Hadala JICYCHHUS,
cTabuinpHOE JIeHCTBUE pa3BuBaeTcsi uepe3 12 wmecsna Ttepanuu. llpu peskoit ormene
JU3UHOTIPUIIA HEe HAOII0JaI0Ch BRIPAXKEHHOTO ToBbIeHus A/l.

JInzuHonpun yMeHbIIaeT albOyMHUHYpHIO. Y TAIlMeHTOB C TUIEPIIIMKEMHEH CIOCOOCTBYyeET
HOpManu3auu  (YHKIUK TOBPEXKACHHOTO TJIOMEpYJIspHOTO »HHaoTenws. He Biuser Ha
KOHIICHTPALIMIO TIIOKO3bl B KPOBH y IALIMEHTOB C CaxapHbIM JMA0ETOM M HE NPUBOAUT K
YYAIICHHUIO CITy4aeB THIOTJIMKEMHH.

DapmaxkokuHemuka

Abcopbmms. Ilocme mpuema BHYTPH JIM3WHOIPHI BCACHIBACTCS U3 JKEIYA0YHO-KHIIEYHOTO
tpakta (OKKT) B cpennem Ha 25 %, HO abcopOuus Moxer BapbupoBaTb oT 6 10 60 %.
buonocrynHocts cocraBiser 29 %. MakcumanbHas KOHIEHTpanus B ruiazmMe KpoBU (Cmax)
nocturaercs yepes 7 4. Ilpuem numy He BiuseT Ha abcopOLMIO Ipenapara.

Pacnpenenenue. JIM3MHONIPUI HE3HAUUTENHHO CBSI3BIBAETCS C O€JNKaMU TUIa3Mbl  KPOBH.

[TpoHuaemocTh yepe3 remMaTodHIePaInyecKuil U MIaleHTapHbIi Oapbep HU3Kasl.

buotpanchopmanus. JluzuHonpun He OnoTpaHchOpMUPYETCS B OpPraHU3Me.

OnumuHais. BeiBoguTcs MoYkaMud B Hew3MeHeHHOM Bupe. Ilepmon momyebiBeneHus (Tv)
coctasisieT 12,6 4. Knupenc nusunonpmia cocrabiser 50 mia/MuH. CHUXKEHUE CHIBOPOTOYHOU
KOHIIEHTPAIIUU JIN3HHOIPHJIA TIPOMCXOMUT JaBYX(a3zHo. TepmuHambHas ¢asza JIATCSA JIONbIIE
HAYaIbHOW M3-3a CBS3BIBAHUSA MOJEKyn mHruoOuTopa ¢ AII®D; 3T0 He MPUBOIUT K KYMYJISIIUU
mpernapara.

JlunelHOCTh (HeNMMHEWHOCTD). He mpumenumo.

q)aDMaKOKI/IHeTI/IKa Y OTACJBHBIX I'PVYIIII MTAITMECHTOB

Xpornuueckas cepdeunas neoocmamournocms (XCH)
VY naunuentoB ¢ XCH abcomtoTHass OMOIOCTYIMHOCTh JIM3UHONPHIIA CHWKACTCS MPHUMEPHO Ha
16 %; onnako AUC (mmomanps Moja KpUBOW «KOHIEHTpALUs — BpPEMS») YBEIUYHMBAeTCSd B

cpenHeM Ha 125 % mo cpaBHEHHUIO CO 3I0POBBIMH JJOOPOBOJIHIIAMH.
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Hapywenue ¢pynkyuu novex

Y mNanMeHToB C MOYEYHOW HEJOCTATOYHOCTHIO HAONIONACTCS TOBBIIICHHAS KOHLEHTPAIHS
JU3UHOINpUIA B IUIa3ME KPOBU, OTMEYAETCS YBEIMUYEHUE BPEMEHM JIOCTHKEHUS MaKCHMaJIbHOU
KOHIEHTPALlMU U YBEJINYEHHUE TIePUO0/ia MOJTyBbIBEICHUS.

Hapymienne ¢ynkuuun mnoyexk npuBoaut kK yBenuueHuto AUC u mepuona MOTyBBIBEICHHS
JM3UHOINPUIA, HO 3TU M3MEHEHUS CTAaHOBSTCS KIMHMYECKH 3HAYUMBIMM TOJIBKO TOTJa, Koraa
ckopocTh KiyboukoBoi (uimbTpammuu (CK®) cHmkaercs nHuxe 30 mi/mun. [lpm nerxoit u
yMepeHHOW movyeuHor HepoctatodHoctu (kiaupeHc kpeatuHuHa (KK) ot 31 mo 80 mu/muH)
cpennee 3HaueHue AUC yBenmuuBaercs Ha 13 %, B TO BpeMs Kak IpPHU TSKEIOM MOYEYHOU
HenocratouHocT (KK ot 5 no 30 mu/mun) Habmogaercs yBennueHue cpennero 3nauenuss AUC
B 4,5 paza.

Hapywenue ¢pynxyuu nevenu

VY manueHToB ¢ HUPPO30M MeYeHH OMOJOCTYITHOCTD JIM3UHOMPUIIA CHIKEeHa rpumepHo Ha 30 %,
onHako skcnosunus npenapara (AUC) yBennuuBaercs Ha 50 % M0 CPaBHEHHUIO CO 370POBBIMU
JTO0OPOBOJIBIIAMHU U3-32 CHUIKCHUS KIIMPEHCA.

Tloorcunoii so3pacm

VY manuMeHToB MOXHIOro Bo3pacTa (crapuie 65 1eT) KOHIEHTpalus JM3UHOMPHIA B IUIa3Me
kpoBu 1 AUC B 2 pasa Bblllle, YEM y HALIMEHTOB MOJIOJIOT0O BO3pacTa.

IToxa3anusi K NPUMeHEHUIO

e AprepuanpHas THUNEpPTeH3Us (B MOHOTEpanud WIM B KOMOMHAIMU C JAPYTUMH
THIIOTCH3UBHBIMH CPEJICTBAMH).

e XpoHuyeckas cepjieuHasl HeJJOCTaTOYHOCTb (B COCTaBe KOMOMHUPOBAHHOM Tepanuu JUis
JeYeHMsI MAIIUEHTOB, IPUHUMAIOIINX CEepICUHbIE TTIMKO3UAbI /U JUYPETUKN).

e PanHee nedeHue ocTporo uH¢papkra MHOKapjaa (y MAUEHTOB CO CTAOMIbHBIMHU
MOKa3aTeIsIMH TeMOJUHAMHUKN B TepBble 24 yaca Uil NPO(PHUIAKTUKH JUCHYHKIHH
JIEBOT'0 JKETyA0UKa U CepACYHON HEJOCTATOYHOCTH).

e JluaGetnueckass HepponaTus (IIs1 CH)KEHUSI albOYMUHYpPUHU y MAllMEHTOB C CaXapHbIM
nuabetoMm | Tuma ¢ HopManbHBIM AJl M y MAIlMEHTOB C caxapHBIM AMa0eToM 2 TUma ¢
apTepHalIbHON TUNepTeH3uei).

IIporuBonokasanus

e [ unep4yBCTBUTEIBHOCTH K JU3UHONPUILY, IpyruM uHruouropam AIl® umu k modomy 13

BCIIOMOTATEIFHBIX BEUIECTB, IIEPEUNCIICHHBIX B pa3zaene 6.1.

L4 AHFI/IOHCBpOTI/I‘-IeCKI/Iﬁ OTCK B aHAMHEC3€C (B T. 4. U OT IPUMCHCHUSA OAPYTUX I/IHFI/I6I/ITOpOB

ATID).
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e OpHOBpeMEHHOE NPUMEHEHHE C AQIMCKUPEHOM U IMpernapaTamH, COAEpKaLUMU
QIMCKUPEH, Y MallMeHTOB C CaXapHbIM HAa0ETOM W/WIM YMEPEHHBIMU WM TSKEIBIMU
HapymeHusMH (QYHKIHH ToYeK (CKOpocTh KiyboukoBoil ¢uimbrpanuun (CK®D) menee
60 mi/mun/1,73 M? IIOmMAAN TIOBEPXHOCTH TeJa).

e OpHOBpEMEHHOE TPUMEHEHHUE C WHTHOUTOpaMH HEHUTPaTbHOW  AHAONENTHAA3BI
(Hampumep, ¢ mpenaparaMu, COJACPKAIIMMH CAKyOUTPHUI) B CBS3H C BBICOKHM PUCKOM
Pa3BHUTHS AaHTHOHEBPOTUYIECKOTO OTEKA.

e OnHOBpeMEHHOE MPUMEHEHHE C aHTaroHUCTaMu perienTopoB anruorensuHa Il (APA 1)
y MalMeHTOB C [uabeTuyecKoil HepomnaTuen.

e bepeMeHHOCTh U MEePUOJ] TPYTHOTO BCKAPMIIMBAHUA.

e Bospact 10 18 net (3¢ hekTuBHOCTS ¥ 0€30MaCHOCTh HE YCTAHOBIICHBI).

C 0CTOPOKHOCTHIO

Hapymienne ¢yHKIMM NOYEK; ABYCTOPOHHHI CTEHO3 MOYEUHBIX apTepUil UM CTEHO3 apTepuu
€MHCTBEHHON TMOYKH, PEHOBACKYJIApHAs THIEPTEH3US;, COCTOSHHUE IOCJIE TPAHCIUIAHTAIUU
MOYKH, a30TEeMUs; AOPTAIBHBIA  CTEHO3, MUTPAIBHBIA CTCHO3; THIEpTpodUIecKas
00CTpYKTHBHASI KapIMOMHOIIATHS; XPOHUYECKAs CepIeUHast HeIOCTaATOYHOCTh; OCTPBIA HH(APKT
MHUOKap/a; MEPBUYHBIH TUIIEePaNbIOCTEPOHU3M; apTepuaibHas TUTNOTEH3HUS;
nepeOpoBacKysipHble 3a0oneBaHus, wuileMudeckas Oone3np cepauna (MBC); koponaphas
HEJ0CTAaTOYHOCTh; AyTOMMMYHHBIC CHCTEMHBIC 3a00JICBaHUS COCIUHUTEILHON TKaHW (B T. H.
CKJIEpOJIEpMUSI, CUCTEMHasi KpacHasi BOJYaHKA), yTHETEHHE KOCTHOMO3TOBOTO KPOBETBOPEHHS,
UMMYHOCYTIPECCHBHAsI ~ Tepamus, OJHOBPEMEHHOE TMpPUMEHEHHE  aJUIONypUHONIa  HIIU
MpPOKaMHAMUJA, WJIM KOMOWHAIUS YKa3aHHBIX OCIOXHSIOMMX (HaKTOPOB (PHCK pPa3BUTHUS
HEUTPOTICHUH W arpaHyJIOIMTO3a); OJHOBPEMEHHOE NpHUMeHeHue HHruoutopoB AllD ¢
mperapaTamu, COoIePKAIUMHU AIMCKUPEH WIA aHTarOHUCTaMH PEIeNTOPOB aHTHOoTeH3uHA 11, KO-
TpuMoOKcazoiioMm, uHrHOuTopamMu mMTOR, runepkamuemMusi; OJHOBPEMEHHOE TNPUMEHEHHE C
KanuiicoeperamimMy InypeTuKaMu, TpenaparaMyu Kaausi, KaluicoIepKalliMe 3aMEHUTETISIMU
MUIICBOM  COJIM; OJHOBPEMEHHOE TIPUMEHEHHWE C TIpernaparaMyd  JIMTHS, COCTOSHUS,
COTIPOBOXAIOIITHECS CHIDKEHHEM oObeMa nupkyiupyromieit kposu (OLK), nmpumenenue y
MAIMEHTOB, HAXOMAIIUXCA Ha JMETe C OrpaHUYEHHEM TOBAPEHHOW CONU; caxapHbIM AuabeT;
OTSITOIIEHHBIN aJIEProJIOTHYECKUil aHaMHe3; PUMEHEHHE BO BpeMsl OOJBIINX XUPYPTrHUYECKUX
BMEIIATEILCTB WM TIPH MMPOBEICHUN OOIIEeH aHeCTe3UH; MPUMEHEHHE Y TTAIUCHTOB HETPOUTHON
pacbl;  OJHOBPEMEHHOE  TPOBEJACHHE  JIECCHCHOWIM3alMi  aJUIepreHoM W3 sijia

NepCIOHYATOKPBIIBIX; TI'CMOAHAIN3; OAHOBPEMCHHOC TIPOBCACHUC IIPOLCAYPHI a(pepeza
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MOXKHIJION BO3pacT (crapiie 65 yer).

IIpumeHenne npu GepeMEHHOCTH M B IIEPHO/L I'PYAHOI0 BCKAPMJIMBAHUSA

[Tpumenenne mnpenapata Jlusuhonpun-OBL  mnpu  GepeMeHHOCTH  IPOTHBOMNOKA3aHO.
JlusuHONpUI HpPOHMKAeT uepe3 IulaueHTapHbll Oapbep. Ilpu ycraHoBieHun OepeMeHHOCTH
IpUEeM Ipernapara CieyeT MPEeKpaTUTh Kak MOKHO panbiie. [Ipuem nnrudutopos AII® Bo Il u
III TpumecTpax OEpEeMEHHOCTH OKa3bIBACT HEOJArOMPHUATHOE BO3JCHCTBUE Ha IUIOJ (BO3MOXKHBI
BBIPAXCHHOE CHIDKEeHUE AJl, moyeuHas HeIOCTaTOYHOCTb, TMIIEPKAIMEMUS, TUIIOIIA3Usl KOCTEH
4eperna, BHYTPUYTPOOHas cMepTbh). J[aHHBIX O HEraTHBHBIX BIMSHUSAX MpernapaTa Ha IUIOA
B cily4yae npuMeHeHus B | Tpumectpe HeT. 3a HOBOPOXKIEHHBIMU U TPYIHBIMU JI€TbMHU, KOTOPBIE
MOABEPTIIUCH BHYTPUYTPOOHOMY BO3JIEHCTBHIO HHTHOUTOPOB AIID, pekoMeHayeTcs yCTaHOBUTD
TIIATEJIbHOE HAOJIOJICHUE MJIi CBOEBPEMEHHOI'O BBISBIECHUS BBIPAXKEHHOrO CHIDKEeHUs All,
OJIUTYPHUH, TUIIEPKAJIUEMUH.

JlaHHBIX O NIPOHUKHOBEHUM JM3MHONpWIA B IpyAHOe Mosoko HeT. [lpu HeoOxomumoctu
Ha3HA4YCHMs MperapaTa B IEPUO JaKTallUK IPYIHOE BCKAPMIIMBAHUE CIIENYET IPEKPATUTD.
Cnoco0 npuMeHeHMsI U 103bI

BuyTpb, | pa3 B CyTKM yTpoM, HE3aBHUCHUMO OT BPEMEHM IIpUEMa IHILY, PEANOYTUTEIBHO B
OJIHO U TO K€ BpeMH.

Apmepuanvnas cunepmensus

PekoMennyemass HauanbpHas [03a JIM3MHONpPWIA JUIsl [ALUEHTOB, HE NPUHUMAIOIIMX
TUIOTeH3UBHBIX cpeAcTB — 10 Mr 1 pa3 B cytku. IIpu oTcyTcTBHM TepamneBTHUYECKOTrO 3 deKTa
7103y TOBBIMIAIOT Kaxable 2—3 JHA HA 5 Mr B CYTKH JO CpETHEH TeparneBTUYECKOH 03B
20-40 mr B cytku. OObYHAs TOAJEp)KUBaromas go3a coctasimsier 20 mMr 1 pa3 B CyTKH.
MakcumanbHasg cyTouHas Jo3a JusuHonpwia — 40 mr 1 pa3 B cyTku (B KIMHMYECKHX
UCCIIEOBAHMIX MaKCHUMallbHas J03a JIM3MHOIpWIa cocraBisiia 80 MI B CYTKHM, OJHAKO
yBenuueHue 7036l cBbilie 40 Mr B CyTKM OOBIYHO HE BENET K JajbHeilleMy cHMkeHuo AJl).
TepaneBtuueckuii 3pdext pazpuBaerca yepe3 2—4 HelenM OT Hayaja JICYEHHs, UYTO CIeAyeT
YUUTBIBAaTh NIPU YBEIMUEHUHU J103bl. [Ipu HemocTaTOUHOM TepaneBTHYECKOM 3 dekTe BOZMOXKHO
KOMOWHUPOBATh JTU3UHONPUII C APYTUMH TMITIOTEH3UBHBIMU CPEJCTBAMHU.

Ecnu manueHT npeaBapuTeabHO MOJMydal JeUeHUE TUYpPeTHKaMH, TO WX MPHEM JOJKEH ObITh
IpeKpamieH 3a 2—3 OHA J0 Hadaja INPUMEHEHHWs JIM3MHONpWia. ECiM 3TO HEBO3MOXKHO, TO
HayaJbpHas /103a Mpernapara He JOJDKHA MpeBBIIaTh 5 Mr B cyTkH. Ilocne npuema nepBoii 103bl
HE00X0MMO HalJI0JIeHHe Bpaya B TEUEHHE HECKOJIbKMX 4YacoB, TaK KaK MOXXET BO3HUKHYTh
BBIpOKEHHOE CHIKeHne A/l

PeHOGCICKyJZﬂpHa}Z cunepmeHn3usl uiu ()pyeue COCHMOSIHUSL C NOBLLUUEHHOU AKMUBHOCMbBIO PEHUH-
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aquomeus’uH-aﬂbdocmeponoeoﬁ cucmemusl

Hauanpnast n03a nu3uHONpuUiIa cOCTaBisieT 2,5—5 Mr B CYTKH IOJ KOHTPOJIEM apTepUATIbLHOTO
naBicHUs, (YHKIUU MMOYEK, KOHIEHTPALMU Kalus B Tuta3Me KpoBu. [loanepkKuBaroIIyo 03y
YCTaHABIIMBAIOT B 3aBUCUMOCTH OT BelHunHbI A/l

XpoHuueckas cepoeyHas HeOOCMamoyHOCmb

[Ipu XCH nauanpHas n03a JU3MHOINpWIA cocTaBisieT 2,5 mr 1 pa3 B cytku. [lepBbiii npuem
JTU3UHOMPHUIA HEOOXOANMMO HAaYMHATH TOJ] MPUCTATBHBIM BPadyeOHBIM HAOJIOICHUEM JUISl TOTO,
yTOOBl OLICHUTH BIMSHUE IIpenapaTa Ha apTepualbHOE [aBieHHe. B panpHeiimem 103y
JU3WHOIIPUIIA CIIEAYET MOCTENEHHO YBEIMYMBATh HAa 2,5 MI' ¢ MHTepBaJIoM B 3—5 mHel mo 5-10—
20 mr B cyTtku. He pekoMeHIyeTcsl MpeBbIIaTh MAaKCUMAJIbHYIO CYTOYHYIO J03Y JIM3UHOMNPUIIA
20 Mr (B KIMHAYECKHUX MCCIIEIOBAHUSIX MaKCHUMalIbHAs J103a JU3UHONpmiIa y nanueHToB ¢ XCH
cocrtamsiia 35 Mr 1 pas B cyTkn).

[To BO3MOXKHOCTH A0 Hayalla MpuemMa JU3WHOMPUIA CIEAYeT YMEHBIIUTh 103y AuypeTuka. Jlo
Hayaja JICYeHUs! JTU3UHONPUIIOM U Jlajlee B XOJE JICYEHHUS CIIEyEeT PEryJIIpHO KOHTPOJIUPOBATh
AJl, byHKIIMIO TTOYEK, COAEPKaHUE KA U HATPUSI B CBIBOPOTKE KPOBU BO M30€KAHUE PA3BUTHS
apTepHalibHOM TUIIOTEH3UH U CBSI3aHHOTO C HEMl HapylIeHHs (PYHKIIMH MTOYEK.

Panee neuenue ocmpoeo unghapkma muoxapoa

Cmapmosas mepanus (nepsvie 3 cymox ocmpo20 ungdapkma muoxapoa)

B nepBbie 24 4 nocne ocTporo nHpapkTa MHOKapa Ha3HA4aloT 5 MI JIM3UHOIPUIIA OJTHOKPATHO.
Yepes 24 yaca (1 cyTku) Ha3HAyarOT 5 Mr JM3UMHONpPUIA OJHOKpPATHO, yepe3 48 yacoB (IBoe
cyToK) — 10 Mr IM3MHONpPUIA OTHOKPATHO.

Henb3st naunnath jgedenne npu cucronnaeckom AJl menee 100 mm pt. cT. [laniueHTam ¢ HU3KUM
cuctonnueckuMm A/l (<120 mm pT. cT.) B Hayase JeUeHUs U B TEUEHUE MEPBBIX 3-X CYTOK IOCIIE
0CTporo MH(papKTa MUOKapAa Ha3HAYAIOT MEHBUIYIO 103y JU3UHOIpUia — 2,5 Mr 1 pa3 B CyTKH.

[loooeparcusarowas mepanus

[TonnepxuBatomas no03a au3uHonpuia coctasiser 10 mr 1 pas B cytku. Kypce neuenus —
He MeHee 6 Henmenb. B manmpHelmeM clieqyeT OICHUTH I1€J1eCO00pa3HOCTh MPOIOJDKEHUS
tepanuu. [lanueHTaMm ¢ cUMIITOMaMu CEpACUYHON HEJOCTATOYHOCTH PEKOMEHIYETCSl TPOI0JIKATh
MIPUEM JIM3UHOMIPUIIA.

B cnywae pasButHs aprepuanibHOM THmoTeH3uH (cuctommyeckoe AJ[ < 100 mm prt. CT.)
CYTOUYHYIO 7103y JIM3UHOIPHUIIA BPEMEHHO CHIDKAIOT JI0 5 MT, TPH HEOOXOIUMOCTH — JI0 2,5 MT.

B ciydae qnurensHOTO BhIpaskeHHOTO cHIDKeHUS A/l (cuctonmmueckoe AJl Hike 90 MM pT. CT. B
TedeHue Oonee 1 4) mpuMeHeHue JIM3UHOIPIIIA HEOOXOIMMO MTPEKPATUTb.

Jluabemuueckasn negpponamus (crHudicenue arbOYMUHypuu y NAYUueHmo8 ¢ CaxapHulmM ouabemom

1 muna npu HopmanLHOM apmMepuarbHOM 0AsNleHUU U Yy NAYUEHMO8 ¢ CaxapHvim ouabemom 2
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 08.08.2022 N= 18532

(NOCNEQCBATENEHOCTE 0002)

MUna ¢ apmepuanbHoLl cunepmensueti)

Hauvanpnas no3a nusuHompuia coctasisieT 10 Mr B CyTKH, KOTOPYIO MPH HEOOXOJUMOCTH
NOBBIIAIOT 10 20 Mr B CyTKHM J0 JOCTHMIKEHHUS LEJEBBIX 3HAUYEHUH JIMACTOIMYECKOTO
apTepuanbHOro napieHus (auactonuuyeckoe AJl Huxke 75 MM pT. CT. B MOJOXKEHUU «CHIA» Y
NAlMEHTOB C CaxapHbIM A1abeToM 2 TUIa).

[Mpu wapymenun ¢ynkimu nodek (KK menee 80 mu/mMuH) HavanbHas 103a ONpeIessieTcs B
3aBUCUMOCTH OT KIIMPEHCA KPEaTUHHUHA (CM. HUXKE).

Ocobvie epynnvl nayuenmos

Hayuenmui ¢ noueunou He00Cmamo4HoCmbio

[TockoNbKY JTM3WHONPHII BBIBOJAMUTCS IMOYKAMH, MPU MOYCYHONW HEAOCTATOYHOCTH HavalbHas
71032 ONpEIEIIIeTCs B 3aBUCUMOCTH OT KiMpeHca KpeatuHuHa. [lpu kinupence kpeatununa (KK)
31-80 mu/mMMH HauanbHas na03a Ju3uHOmpuia coctaBiaser 5-10 mr B cytku, npu KK
10-30 ma/mun — 2,5-5 mr B cytku, npu KK menee 10 mi/MuH, B TOM 4HClie y MallEHTOB,
HaxOJAIIMXCS Ha remoauanusze — 2,5 Mr B cyTku. llommepikuBaroimias jo03a Ompenesnsercs B
3aBUCHUMOCTH OT apTePUAIBHOTO JaBieHHS (TPU PEryIsIpHOM KOHTpoJje (YHKIUU IOYEK,
KOHIEHTPAILlUU KaJus U HATPUs B KPOBH).

ITo0ouHOE nelicTBHE

Knaccugmukarus yactoTsl pa3Butus mooounsx 3¢dexros (BO3):

Ouenp vacto (> 1/10), gacteie (= 1/100 u < 1/10), vewactsie (= 1/1000 u < 1/100), peakue
(> 1/10000 u < 1/1000) u oyensb penkue (< 1/10000), BKIrOYast OTAENbHBIE COOOIIEHNUS; YACTOTa
HEU3BECTHA (YACTOTY HEBO3MOXHO OMPEICIUTh 0 UMEIOUTUMCS TaHHBIM).

Hapywenus co cmoponsl Kposu u aumpamuyeckoi cucmemvl:

PEAKO: CHIKEHUE IreMOTI00NHA, CHIKEHIE TeMaTOKPHUTA;

OUYEHb PEJIKO: MOAABIICHUE JIEATEIHLHOCTH KOCTHOTO MO3Ta, aHEMUS, JICHKOTIeHHsI, HEUTPOTICHHUS,
arpaHyJoIKUTO3, TPOMOOIIUTONEHHUS, YO3UHOMUINS, SPUTPONEHUS, TeMOJIUTHYECKas aHEMHUs,
nuMdaeHonaTus, ayTOUMMYHHbIE 3a00JICBaHUSI.

Hapywenus co cmoponsl umMmyHHOU cucmembyl:

OUeHb PEIKO: aHapUIAKTHYECKass/aHa(DUITAKTONTHAS PEAKITHSI.

Hapywenus co cmopoHrvl 2HOOKPUHHOTL CUCTNEMbL:

pENKO: HeaJeKBaTHAs CEKPEIHs aHTUNYPETHISCKOTO TOPMOHA.

Hapywenus co cmoponwvl obmena eéeugecme u numanus:

OUYEHb PEJIKO: TUITOTTUKEMHUSI.

Hapywenus co cmopoHvl HepeHoill cucmembl.

4acTO: TOJIOBOKPYKEHHUE, TOJIOBHAS OOJIb;

HEYacTo: JaOWIBbHOCTh HACTPOCHHMS, TapecTe3us, H3MEHEHHs BKyca, HapylIeHHUs CHa,
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 08.08.2022 N= 18532

(NOCNEQCBATENEHOCTE 0002)

TAJUTIOIIUHAIINHN, BEPTHUTO;

PEIKO: CITyTaHHOCTh CO3HAHMSA, HAPYLICHHWE OOOHSHHS, aCTEHUYECKUN CHHIPOM, CYIOPOKHBIE
NOJEPrUBAHUS MBI KOHEYHOCTEH U TY0, COHIMBOCTb;

OUYEHb PEJIKO: CUMIITOMBI JEPECCUU, OOMOPOK.

Hapywenus co cmoponwl cepoya:

HEeYacTo: MH(APKT MUOKAp/a WU LEepeOpOBACKYJIISPHBIA HHCYIJIBT, BO3MOXXHO BTOPUYHBIN H3-3a
BBIPQKEHHOTO CHIDKEHHSI apTepHabHOIO JABICHHS y TAlMEHTOB TPYIIBI BHICOKOTO PHCKAa,
TaxHKap/us, OLUlyIleHHe cepaALeOneHus;

penko: Opaaukapaus, ycyryojieHHe CUMITOMOB CepJeUYHON HEAOCTAaTOYHOCTH, HapylieHue AV
IPOBOIUMOCTH (aTPHOBEHTPUKYIJISIPHON MPOBOAUMOCTH), O0JIb B TPy IH.

Hapywenus co cmoponwl cocyoos:

4acTo: oprocTatnyeckue 3P ekt (BKIIOYAs THITOTECH3HIO);

HEYacTo: cuHIpoM PeiiHo.

Hapywenus co cmopoHnvl ObixamenbHOU cUcmeMvl, Op2aHo8 cpYOHOU KIeMKU U CPeOOCMeHUs.:
4acTo: Kallellb;

HEYacTO: PUHUT;

OUYEHb PENIKO: CHHYCHUT, OPOHXOCIA3M, aNIEPrUYECKUN anbBEOTUT/I03MHO(DUIbHAS THEBMOHHSI,
OJIBIIIIKA.

Hapywenus co cmoponbl sceny0ouno-Kumedno2o mpaxkma.:

4acTo: Juapesi, pBoTa;

HEYacTo: TOIIHOTA, AUCHENCcHus, 00JIb B )KUBOTE;

PENKO: CyXOCTh CIM3UCTON 000JI0UKH TIOJIOCTH PTa;

OUYCHb PEIKO: TMAHKPEATHUT, XKEeNTyxa (TernaToleUTIoNIsipHas WM XOJecTaTHYecKas), TelaTHT,
NEeYEHOYHAsl HeIOCTATOYHOCTh, MHTECTUHAIBHBIN OTEK, aHOPEKCHSL.

Hapywenus co cmoponbl Kodtcu 1 N0OOKONCHBIX MKAHENL:

HEYaCTO: KOKHBIN 3y]I, KOXKHAS CHIIIb;

PEIKO: THUIEPUYBCTBUTEIHHOCTH/AaHTHOHEBPOTHYECKHI OTEK: aHTMOHEBPOTHYECKHN OTEK JIMIIA,
KOHEYHOCTEH, I'y0, f3bIKa, TOPTaHU H/UIIH TJIOTKH, KpAalMBHULIA, aJOTEIHs, ICOpHa3;

OYCHb PEIKO: TOBBIIIEHHOE MOTOOT/AEICHNE, BACKYJHUT, Iy3blpuyaTKa, (POTOCEHCHOMIU3AIIMS,
TOKCHUYECKHI 3MuIepMabHbIi HeKponu3 (cunapom Jlaiienna), cuaapom CtuBeHca — [oHcoHa,
MyJIbTU(OPMHAS SpUTEMA, TICEBAOTUM(POMA KOXKH.

Coo01manocs 0 CHHIpOME, BKIIOYAIOLIEM B ce€0sl OIMH WM HECKOJIBKO CUMIITOMOB: JIMXOPAJIKa,
BaCKYJIUT, MUAIITHS, apTPAITUS/apTPUT, MOSBICHUE TIOJOKUTEIbHBIX aHTUHYKIICAPHBIX aHTUTEI
(AHA), yBenmmuenue ckopoctu ocenanus sputpounutoB (COD), 3203MHOGUINS U JIEUKOIUTO3,

CHIIIb, (bOTOCGHCI/I6I/IJ'II/ISaIII/I$I WM APYTUC KOXKHBIC ITPOSABIICHUSA.
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. T CIE & HOCTS 00027
Hapywenus co cmoponul ckenemuo-moiuieynouu coeduﬂameﬂg%‘f&azgﬂt HOCTb 0002)

HEHM3BECTHO: apTPANITHs/apTPUT, MUAIITHSL.

Hapywenus co cmopoHvl nouexk u Mo4esbl800AUUX NYymell:

4acTo: HapylieHue GyHKIUU MOYEK;

HEYaCTO: YpeMHsl, OCTpasi oYeYHasi HEJOCTATOUYHOCTb;

OUYEHb PEJIKO: aHYpHSs, OJIUTYpUsl, IPOTEUHYPHUSL.

Hapywenus co cmopoHbl nono8wix 0peanos u MOJOYHOU JHcenesvl.

HEYacTO: UMITIOTCHIIHS;

pPENKO: THHEKOMACTHS.

Obwue paccmpoticmea u HapyuieHusi 8 Mecme 66€0eHUsl.

HEYacTO: ACTE€HUS, IIOBBIIIEHHAS YTOMIISIEMOCTb.

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble:

HEYACTO: TOBBIIICHHWE KOHIEHTPAllMd MOYEBMHBI B  KPOBH, THUIEPKPEATHUHUHEMUS,
THIIEPKAIMEMHUS, TOBBIIICHUE aKTUBHOCTHU «IIEYEHOYHBIX)» TPAHCAMUHA3;

penko: runepounupyOuHemusi, runoHatrpuemusi, noBbimeHne COD, MOJIOKUTETbHBIE
pe3yNbTaThl TECTa HA aHTUHYKJIEApHbIE aHTHUTENA.

ITepexo3upoBka

Cumnmombi. BblpaxeHHoe cHUWkeHHe AJl, koiamnc, HapylleHHE BOJHO-3JIEKTPOJIUTHOIO
OanmaHca, TOYeyHass HEAOCTAaTOYHOCTb, Y4YAllleHWE JbIXaHWs, TaxUKaplIus, OLIyIIEHUE
cepaueOuenns, Opagukapus, roJIOBOKpPYXeHHEe, OECIIOKOWCTBO, Kalllellb, CyXOCTh CIM3HCTOM
000JIOYKU TOJOCTH PTa, COCTOSHUE TPEBOTH, MOBBIIMIEHHAs pa3fApakKUTEIbHOCTb, COHJIUBOCTb,
3a/iep’KKa MOYEHCITyCKaHus, 3a11op.

Jleuenue: cnenupuyeckuil aHTUIOT OTCyTCTBYeT. [IpombIBaHuEe Kellyjaka, NpHUMEHEHUe
HHTEPOCOPOEHTOB M crabuTenbHbIX cpenctB. Ilokasano BHyTpuBeHHoe BBenaeHue 0,9 %
pacTBOopa HaTpus XxJjopuzaa. B ciydae ycToiumBoi K JiedeHUIO OpagukapIuu, HE0OXOAMMO
IPUMEHEHUE 3JIeKTpoKapaArnocTumyisitopa. HeoOxoaum koHTpoib AJl, BOIHO-3JEKTPOIUTHOTO
6ananca. ['emoguanus 3 pexTuBeH.

B3aumopeiicTBue ¢ APYTUMHU JIEKAPCTBEHHBIMH CPeACTBAMH

Heouinas 6roxada penun-aneuomensut-aaboocmeporogotl cucmemst (PAAC)

VY nanueHToB C aTepoCKIEpPOTHUYECKHM 3a00JIeBaHMEM, CEpJCYHON HEAOCTAaTOYHOCTHIO WM
caxapHbIM J1a0eTOM ¢ MOpaKeHHEM OpraHOB-MHUILEHEH, OAHOBPEMEHHAsI Teparusi HHTHOUTOPOM
AIl® u anraronucramu penentopoB anruoreHsuHa II (APA II) ces3ana ¢ Ooinee BBICOKOI
YacTOTOM pa3BUTHs apTEepUANTbHON THUMOTEH3MH, OOMOPOKA, TUMEPKATHMEMUU M YXyILICHHS
GyHKIMM MoYeK (BKJIOYAas OCTPYI0 IOYEYHYIO HEJOCTaTOYHOCTb) II0 CpPaBHEHUIO C

MPUMEHEHHEM TOJIbKO OJJHOTO Ipenaparta, snustoniero Ha PAAC.
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JBoitHast Gyiokana (Hampumep, IpU COYETaHHUH HHFHGPW&&JTQWE%&E'EMHB I:'I[-BJ_'I)QPFI.IEI—I%BITB

OTpaHHWYEHA OTJCIbHBIMU CIyYassMH C TIIATEIbHBIM MOHHUTOPHUHTOM (YHKIUU TIOYEK,
COJIepKaHUs KUl ¥ PEryJsIpHBIM KOHTpoJieM AJl.

OnHoBpeMEHHOE TpUMEHEHHE MHTruOuTOpoB AIlD ¢  JIeKapCTBEHHBIMH  CPEIICTBAMH,
COJIepKallMMK  aJIMCKUPEH, MPOTHBOIOKA3aHO Yy TMAalHUEHTOB C CaXapHbIM AHA0ETOM W/HWIU
C YMEpeHHOH WM TsKeIoi modeunoil Hepocratounocthio (CK® menee 60 mu/mun/1,73 M2
TUTONIA/IA TTIOBEPXHOCTH TeJla) U HEe PEKOMEHYETCS y IPYTUX MaIMeHTOB.

OpnnoBpemenHoe npumeHeHre HHruouTopoB AIID ¢ anTaroHncTaMu peLenTopoB aHTMOTEH3UHA
I (APA 1II) mnpoTuBOmOKa3aHO y TAIMEHTOB ¢ aAuabeTnueckod Hedpomatuen u
HE PEKOMEHYeTCS y IPYTHX MaIeHTOB.

Kanuiicoepezarowue ouypemuxu, npenapamol Kaius, Kamuucooepicawue 3ameHumeni NUeot
conu u opyeue JeKapCmeeHHbvle npenapamovl, CNOCOOHble YBeIUUUBAMb COOEPHCaAHUe KAalusl 6
Cbl8OpOMKeE KPOBU

[Ipy OAHOBpEMEHHOM MPUMEHEHWH JU3WHOMNPUIA C KaIHWCOSperaronMu JHypPeTUKAMU
(CIUPOHONAKTOH,  TPUAMTEPEH, AaMIJIOPHUJ, OJIUICPEHOH), TMpernaparaMd  Kajuus  WId
KaJmuicoepKalliMH 3aMEHUTENSIMU TTUIIEBON MOBAPEHHOM COJM M IPYTUMH JIEKAPCTBEHHBIMU
npenapaTamMu, CIOCOOHBIMH YBEIWYHBATh COJIEpP)KaHUE Kallis B CHIBOPOTKE KPOBH (BKIIIOUast
AHTArOHUCTHl PEIENTOPOB K aHruoreHsmHy |l, remapwH, TaKpoIUMyC, ITHUKJIOCIIOPHUH;
npenaparsl, CoAepKaliue KO-TPUMOKCa30Jl [TPUMETONPHUM + CyJIbPaMeTOKCa3071]), TOBBIIIAETCS
PUCK pa3BHUTUS TUIMEPKATUEMUU (OCOOEHHO Yy MAlMEHTOB C HapyUICHHsIMH (YHKIUU TOYEK).
[ToaToMy naHHBIE KOMOWHAIIMM HAa3HAYAIOT C OCTOPOKHOCTBIO, MOJ| KOHTPOJEM COJEp>KaHUs
KaJTusl B TUIa3Me U (QYHKITUH TIOYEK.

Y NOXWJIBIX MMAMEHTOB W MAIMEHTOB ¢ HAPYIICHHEM (DYHKIIMH MMOYEK OJHOBPEMEHHBIA TTPHEM
uaruoutopoB AII® c¢ cynbdamMeTokca3onoM/TPUMETONIPUMOM  COMPOBOXKAAJICS — TSIKEION
TUIepKaueMueli, KOoTopas, KaK CuUdTaeTcs,, Obla BBI3BaHA TPUMETONPUMOM, IOITOMY
JU3WHONIPUII  CIEAYyeT TMPUMEHSATh C OCTOPOKHOCTBIO C MpemnaparaMu, COACpKaIIUuMU
TPUMETOIIPHM, PETYJIIPHO KOHTPOIHMPYS COACPKAHKE KA B TTa3Me KPOBH.
Kanutinecoepezarowue ouypemuxu

[Ipy ogHOBpEeMEHHOM TMPUMEHEHUHW JHM3UHOIPHIA C KaluiHecOeperalomuMu IUypeTUuKaMu
TUTIOKAJIMEMUS, BBI3BAaHHAS MX IPUMEHEHUEM, MOXET ObITh YMCHBIIICHA.

pyaue eunomensugnole 1ekapcmeerHvle Cpeocmea

[Ipy omHOBpEeMEHHOM TPHUMEHEHHHM C Ba3oAWJIaTaToOpamu, OeTa-aJApeHOOIOKATOpaMH,
OJIoKaToOpaMu «MEIJIEHHBIX» KaJbI[MEBBIX KAHAIIOB, JUYPETHKAMH U IPYTUMHU TUTIOTEH3UBHBIMU
JICKaPCTBCHHBIMHU CPEJICTBAMHU YCHIIUBACTCS BBIPAXXCHHOCTh AHTUTHIICPTCH3UBHOTO JICHCTBHS

JU3UHOINpUIIA.

10



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 08.08.2022 N= 18532

(NOCNEQCBATENEHOCTE 0002)

IIpenapamol numus

ITpy 0JHOBpPEMEHHOM NPUMEHEHUU JU3UHONPUIA C IperapaTaMy JIMTUS BbIBEIACHUE JINTUS U3
OopraHusMa 3aMeuIsieTcs (PUCK yCUIIEHUS KapAMOTOKCUYECKOIO U HEHPOTOKCUYECKOTO IEHCTBUS
autusi). OMHOBpEMEHHOE MPUMEHEHUE JTU3UHONpUIa ¢ MpenapaTaMu JINTUS HE PEKOMEH]IyeTCsl.
B ciysae HeoOXOAMMOCTHM MNPUMEHEHMs] MJAaHHOW KOMOHMHAIIMM  CIEAYeT PEeryJsipHO
KOHTPOJIMPOBAaTh KOHLIEHTPALMIO JIMTUS B IJIa3ME KPOBHU.

Hecmepouonvie npomugosocnanumenvuvie npenapamol (HIIBII), exnwouaa cenekmughvle
uneubumopwl yuxiooxcueenaszvi-2 (LJOI-2) u 6vicokue 0036l AYeMUICATUYULOBOL KUCTOMbL
(= 3 e/cymxu)

Hectepouanpie mpoTHBOBOCHATUTENbHBIC TIpenapaTsl (B TOM YUCIIE CEEKTUBHBIC MHTHOUTOPHI
[IOI'-2) w ameTwicanMuWiIOBas KWCIOTa B Jo3ax Oojee 3  T/CYTKH, CHHXKAIOT
AHTUTUIIEPTEH3UBHBIN 3 (HEKT TU3NHOTPHUIIA.

Y HEKOTOpPBIX MAlMEHTOB C HApyIIEHHOW (QyHKIMEH MoYeK (Harpumep, Y MOXKUIbIX MAIMeHTOB
WIN TIAMEHTOB C 00€3BOKMBAHWEM, B TOM YHWCIIC MPUHUMAIONINX JUYPETHKH), TOIYYaIOIIHX
teparmto HIIBIT (B ToM wumcne cenektuBHbiME uHrHOMTOpamu I[[OI'-2), omHOBpeMeHHOE
npuMmeHenne HHruOuTopoB AlID wmmum APA 11 moxer BbI3BaTh JajbHEiIIee YXyIIICHUE
GYHKIIUM TOYEK, BKJIIOYAs Pa3BUTUE OCTPOM MOUYEYHON HENOCTATOUYHOCTH, M TUIEPKATHEMHIO.
Jannbie >gdexTsl 00braHO 00paTuMbl. OMHOBpEeMEHHOE NpuMeHeHne HHruOuTopoB AllD u
HIIBII nomkHO NpPOBOIUTHCS C OCTOPOKHOCTHIO (OCOOEHHO Y MOXKWUJIBIX MAallMEHTOB U Y
MAIMEHTOB C HapylieHHOW ¢yHKIMed mnouek). [larueHTsl JOMKHBI TMONyYaTh aJeKBAaTHOE
KOJIMUECTBO JKUIKOCTH. PeKoMeHIyeTcsl TIIATENbHO KOHTPOJIMPOBATh (DYHKIIMIO MOYEK KaK B
Hayaje, Tak U B IIPOLIECCE JICYEHHUS.

He mnpotuBonokazaHo mNpUMEHEHHE JIM3UMHOIpPHIA B KOMOMHAIMM C aUEeTHJICATHIIMIOBON
KHCJIOTOM B KQUE€CTBE AHTUATPETaHTHOI'O CPEACTBA.

T'unoznuxemuueckue nexapcmeenHvle cpeocmea

OnHoBpeMEeHHBIN TPUEM JTU3UHONIPUIIA U UHCYJIMHA, & TAKXKE IePOPATbHBIX THITOTITUKEMUYECKUX
CPEICTB MOXET NPUBOJUTH K PAa3BUTUIO THUNorinkemMuu. HamGonpmmii puck pasBuUTHS
HaOJro1aeTCcsl B TeUEHHE MEPBbIX HEJENIb COBMECTHOTO NMPHUMEHEHHs, a TaKXKe y MAIMEeHTOB C
HapylieHneM (QyHKIUU TOYeK.

Tpuyuxnuueckue anmuodenpeccanmvl / Hetipoienmuku / cpeocmea Ons obwen anecmesuu |
Hapromuieckue cpeocmea

[Ipy  OgHOBpEMEHHOM  MPUMEHEHMM €  TPUUUKIMYECKUMHU  aHTHUJICTIPECCAHTaMHU,
HEHpoNenTuKaMu, cpeAcTBaMu IJisi OOIel aHecTe3uu, OapOUTypaTamu, MHUOpPETaKCaHTaMHU
Ha0JI0/1aeTCsl YCUJIEHUE aHTUTUIIEPTEH3UBHOTO JIEHCTBUS JIM3UHOIIPHUIIA.

Anvgha- u bema-aopeHoMumemuxu
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LR

Anbda- u Oera-ampeHOMHUMETHKHA (CUMITATOM MCTI/IKI/I{)I,_I ';h;cﬂg%gig'ﬁglﬁgh)lﬁﬁ_ﬂ'

“
-
1

{ap&iriotn),

U30MPOTEPEHON, J00yTaMUH, JONAMHH, MOTYT CHIDKAaTh aHTUTHIIEPTEH3UBHBIA 3 dekT
JU3UHOINpUIIA.

baknoghen

YcunuBaer aHTHTUINEpTEH3WBHBIM 3QdekTt wunruoutopo AllD. Crnemyer THIaTEIbHO
KOHTponupoBaTth AJl u B ciayyae HEOOXOAMMOCTH KOPPEKTUPOBAThH 103y aHTUTMIIEPTEH3UBHBIX
IIpenapaToB.

Omanon

[Ipy ogHOBpEMEHHOM MPUMEHEHUM JTaHOJA YCWIMBAETCS AaHTUTHIIEPTECH3UBHOE JIEHCTBUE
JU3UHONpUIIA.

Ocmpoeennvl

OcTporeHsl OciHabisioT aHTUTUIEPTEH3UBHBIA A(PGEKT JTU3UHOMPUIA BCIEICTBUE 3aICPKKU
KUJKOCTH.

Annonypunon, npokauHamuo, yumocmamurku, UMMYHOOEeNnpeccanmsl, 210KOKOPMUKOCMEPOUbl
(npu cucmemHom npUMeHeHul)

CoBMecTHOe mnpuMeHeHue uHTHOUTOpoB AllD ¢ amionypuHOIOM, NPOKAMHAMUIIOM,
[IUTOCTaTUKAMU yBEIIMYMBACT PUCK PA3BUTHUS HEUTPOIIEHUHU / arpaHyJIOLUTO3a.

IIpenapamul 3010ma

[Tpu ogHOBpEeMEHHOM NMPUMEHEHHUH JIM3UHONPUIIA U MPENapaToB 30710Ta BHYTPUBEHHO (HATPHUS
aypOTHOMAJIaT) ONMUCAaH CUMIITOMOKOMILIEKC, BKIFOYAIONIUI THIIEPEMHUIO JIUIA, TOIIHOTY, PBOTY
u cHmkerue AJl.

Cenexmuenvie unH2ubUmMopvl 06pamHoO20 3ax6ama cepomoHUHA

CoBMecTHOE MPUMEHEHHME JU3UHONPUIA C CEJIEKTUBHBIMU MHIHOMTOpaMU OOpaTHOrO 3axBaTa
CEepOTOHMHA MOXET MPUBOAUTH K BBIPAKEHHON TMIIOHATPUEMHH.

Hneubumoper mTOR (mammalian Target o f Rapamycin — MmuwieHb panamuyuna  Kiemkax
MIEKONUMAowux) (Hanpumep, memcuposumyc, CUpOIUMYC, I6EPOTUMYC)

VYV mnauueHToB, NPUHUMAIOIIUX OJHOBpeMEHHO HHruOuTOopbl AII® u unrubutopsr mTOR
(TEeMCHpPOIUMYC, CHUPOJIUMYC, 3BEPOJMMYC), HAONIONANIOCh YBEIMYEHUE YacTOTHl Pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKA.

Hneubumopor  ounenmuounnenmuoaszer 1V muna  (JQIII-1V) (enunmunvl), Hanpumep,
CUMANUNMUH, CAKCATUNMUH, BUIOATUNMUH, TUHATUNTUH

Y  panMeHToB, MNPUHUMABIIUX OJHOBpeMEHHO HHruOMTOpbl All® u  UHrUOUTOPHI
qunentuawiInentuaassl [V o tuna (TIUnTuHBD), HAOMIOAAIOCh YBEIHMYEHHE YacTOThl Pa3BUTHS
AQHTMOHEBPOTUYECKOTO OTEKa.

dcmpamycmun
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4

1

infnls BL HOCTE

VBenMYeHHe 4YacTOThl  Pa3BUTHs aHrHOHeBpOTI/Iqe%ﬂoro-_IE(A' "TEH/J:HIO,H‘H-EB

I
YEMCHHOM

npuMeHeHnu ¢ uaruouropamu AIlD.

Hneubumopwl netimpanvroii snoonenmuodazvl (HII)

Coo0manoch O TMOBBIIIEHHOM pPHCKE Ppa3BUTUS AHTMOHEBPOTMYECKOTO OTEKa IpHU
OJTHOBPEMEHHOM  INpUMEHeHUH HHruoutopoB All® wu  paunekagorpuna  (MHIHOUTOD
SHKe(aTUHA3HI).

[Ipyu omHOBpEeMEHHOM MpUMEHEHHH HHruoutopoB AIID ¢ ekapCTBEHHBIMH NpenapaTamu,
colepXallUMM  CaKyOuTpuia  (MHTMOWTOpP  HENPUIM3MHA), BO3PACTaeT pPUCK  Pa3BUTHS
AHTMOHEBPOTUYECKOTO OTEKa, B CBS3M C YEM OJHOBPEMEHHOE IIPUMEHEHHE YKa3aHHBIX
IIpenapaToB NMpoTUBOIOKa3aHo. MHruburtopsl AII® crnenyer Ha3HauaTh HE paHee, YEM uepe3
36 4acoB nocje OTMEHBI PENnaparoB, coAepKalux cakyoutpui. IlpoTuBonokasaHo Ha3HaYEHHUE
IpenapaToB, COAEPKAIIUX CaKyOUTpuII, MalUeHTaM, noaydaomum nHruoutopsl AIID, a takxke
B TeueHue 36 4acoB mocie oTMeHbI HHTHOuTOpoB AIID.

Tkanesvie axkmueamopbl NIA3MUHO2EHA

B oOcepBamMOHHBIX  HWCCIIEAOBAaHMSIX  BBISBICHA  IOBBIIICHHAs  4YacTOTa  Pa3BHUTHUSA
AQHTMOHEBPOTUYECKOTO OTEeKa Yy MAalUeHTOB, NpUHMMaBmMX uUHruoutopsl AlldD, mnocne
OPUMEHEHUS aJITEeIUIasbl JUIsl TPOMOOIMTHYECKOM Tepanuy UIIEMUYECKOT0 UHCYJIbTA.
Dapmaxokuremuyeckue 63aumMo0eticmsus

AHTanuabl U KOJECTMPAMUH CHUXKAIOT BCAChIBAHME JIM3MHONPUIIA B JKEITYJOYHO-KHUIIEYHOM
TpaKTe.

Oco0ble yka3anus

Apmepuanvnas cunomensus

Yame Bcero BelpakeHHOE CHUKEeHHME AJ] BO3SHHMKAeT IMpU CHUKEHUH 00beMa LUPKYJIUpPYIOLIEH
kpoBu (OLIK), BbI3BaHHOTO Tepanueil JUypeTUKaMH, YMEHBIIEHUEM COJEepXKaHUs OBapeHHOU
COJMM B MHUIIE, OUAJIN30M, JUapeel WIN PBOTOM, a TaKK€ y MAlMEHTOB, C TSDKEIOW pPEHHUH-
3aBUCHMOM apTEPHUAIBHON TUIIEPTEH3UEH.

IIpy  XpOHMYECKOW  CEpIEYHOM  HEIOCTAaTOYHOCTH, C  OJHOBPEMEHHOM  IOYEYHOU
HE/IOCTaTOYHOCThIO WM 0e3 Hee, BO3MOXKHO BbIpakeHHoe cHmxkeHue AJl. Yame Bcero
BBIpQXEHHOE CHMIKeHUE A/l BBIABISETCS y NALMEHTOB C CEPAECYHONW HENOCTATOYHOCTHIO B
TSDKEJION CTENeHU, KaK CJECTBUE NMPUMEHEHHS «IETJEBbIX» TUYPETUKOB B BBICOKHX J103aX,
TUIIOHATPUEMHUH WM HapylleHUs (QyHKIUU MOYeK. Y TaKUX MAIMeHTOB JIEYeHHE IpernapaToM
Jlmsunonpun-OBL Hajno HauMHATR MOJ CTPOrMM KOHTPOJIEM Bpada (C OCTOPOKHOCTBIO
IPOBOJUTH MTOIO0P 103! penapaTa u INypeTHKOB).

[TomoOHBIX TIpaBHI CIEMYET MPHUACPKUBATHCS MPH Ha3HaueHWH mpernapara Jlnsuaomnpmi-OBL

nanuentam ¢ MbC, nepeGpoBacKyIsIpHON HEIOCTATOYHOCTHIO, Y KOTOPBIX pe3Koe cHIKeHne A /|
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 08.08.2022 N= 18532

(NOCNEQCBATENEHOCTE 0002)

MOJKET IPUBECTU K MH(DAPKTY MUOKAPAA UIH UHCYIIBTY.

TpaH3uTOpHAsE TUIOTEH3UBHAs peakUus HE SBIAETCA IPOTUBOIIOKA3aHUEM Ul IIpUeMa
CIEAYIOLIEH 103bI MTperapara.

[Ipu nmpumenenun mnpemnapara JlusuHonpmi-OBL y HEKOTOpBIX MaUEHTOB € XPOHUYECKOU
CepJICYHON HEIOCTATOYHOCTHIO, HO C HOPMAJIbHBIM MU CHIKEHHBIM AJl, MOXKET OTMeyaThCs
cHkeHre AJl, 4To 0ObIYHO HE SIBJISETCS MIPUYUHOMN IS IPEKPAICHUS JICUSHUSI.

Jlo nauana nedenus npemnaparom JluzuHonpuia-OBL 1o BO3MOXKHOCTH ClleAyeT HOPMaJIN30BaTh
KOHIEHTpauuio Hatpus u/wium BocnoiaHuth OILK, TmiaTenbHO KOHTPOJIUPOBATH JIEHCTBUE
HavyaJIbHOM J103bI npemnapata Jlmzunonpmwi-OBL Ha A/l manuenra.

[Tpy BOZHUKHOBEHMH CUMITOMAaTHYECKON apTepHaIbHON IMIIOTEH3UH MOXKET OBITHh HEOOXOIUMMO
CHI)KEHME JI03bl WM IIPEKpallleHue MprueMa JIM3UHOIIPUJIA.

ApmepuanvHan 2unomeH3us npu 0CMpPoM UHGaApKme MUOKapoa

[Ipu octpom uH(papkTe MHOKapAa HENb3s HAUMHATH TEPANHUI0 JIM3HMHOMPHIOM, €CIH HU3-3a
IPEJbIIYIIEro JEUYEHUsT COCYJOPACIIUPSIOUIMMH IIpernapaTaMy CyIIEeCTBYET PUCK JajdbHEHUIIEro
CEpbE3HOr0 YXYyALIEHUS TIeMOJMHAMUYECKHX IIOKa3aTeseldl. OTO KacaeTcsl MalUeHTOB C
CUCTOJIMYECKUM apTepuaibHbiM faBieHueM < 100 MM pT. CT. WIH C KapAHOTCHHBIM IIOKOM.
B mepBeie 3 aHs mocne mH(papKkTa cieayeT CHHU3UTH 03y IpermapaTra, e€ClIM CHUCTOJIUYECKOe
aprepuasibHoe gaBieHue < 120 mm pt. cT. llpu cucronnueckom aprepualibHOM JaBJICHUU
< 100 MM pT. CT. HOJAECPKHUBAIOUIYIO O3y CIEAYET CHU3UTH /10 5 MI' MJIM BPEMEHHO 110 2,5 Mr.
[Ipu ycroiumBoi aprepuanbHON THUNOTEH3UH (CHCTOIMYECKOE apTepHalibHOE JaBliCHHE
<90 MM pT. CT. Ha MPOTSDKEHUM OoJiee 1 yaca) Tepanuio JTU3UHOIPUIIOM CIIEAYeT MPEKPATHUTb.
[ToxazaHo mpUMEHEHHE CTaHAApTHOW Tepanuu (TPOMOOJIUTHKH, aleTHJICAIULINIIOBAs KUCIOTa
(B m03ax, MPUMEHSEMBIX B KAYECTBE aHTUArPETAHTHOTO CPEJICTBA), P-aJAPEHOOIOKATOPHI).
Bo3moskHO mpumMenenue npenapara Jinsunonpuin-OBL coBMecTHO ¢ BHYTPUBEHHBIM BBEIEHUEM
WIM C IPUMEHEHUEM TEPANIEBTUYECKUX TPAHCAEPMAIbHBIX CHCTEM HUTPOTIIMLEPHHA.
Aopmanbhblti U MUMPATLHBIL CMEHO3bl/2UNEPMPOPUIECKas KAPOUOMUONAMUSL

Kak u B cnywae c¢ npyrumu wunruoutopamu All®, nusuHompui cienyeT MNPUMEHSTh C
OCTOPOKHOCTBIO y MALMEHTOB CO CTEHO30M MHUTPAJIBHOIO KJanaHa U 0OCTPYKIMeH BHIHOCSIIErO
TpakTa JIEBOTO JKelyAouka (MpH  aopTaJbHOM  CTE€HO3€ WJIM  THUIEPTPOPHUECKOM
KapIMOMHUOTIATHH ).

Hapywenue ¢pynkyuu novex

VY marnueHTOB ¢ HapyuieHHeM ¢yHkuu modek (knupeHc kpearnnuHa (KK) menee 80 mmn/mun),
HayalbHas J103a JIM3MHONpPWIA JOJDKHA ObITh mogoOpaHa B coorBerctBuM ¢ KK marnumenra
(cM. paznen «Crocod mpUMEHEeHMsI U J103bD»). PeryisipHblii KOHTPOJb Kajlusg M KOHLEHTPALUU

Kp€aTHHHHA B IJIa3ME KPOBU SABJISAIOTCA 0053aTeNIbHOM TAKTUKOM JICUECHUS TaKUX ITIaITMEHTOB.
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COOTBETCTEBY ET_ 3_' Kl

ot 08.08.2022 N= 1

‘O M
V mnaumentoB ¢ XCH, aprepuanbHas THIIOTEH3HS, (6n 151

uHrnouTopoB AIl®, MOXeT MPUBECTH K JNalbHEHIIEMY HapyIIEHHIO (QYHKIUHU MOYEK. Y TaKuX
NaIMEeHTOB OMMCAHBI CIIyYau OCTPOM MOYEUHOM HEOCTATOYHOCTH, OOBIYHO 0OPATUMOM.

IIpu cTeHo3e moveuyHbIX apTepuil (B OCOOEHHOCTH MpHU JABYCTOPOHHEM CTEHO3€ WM IpU
HQJIMYUM CTEHO3a apTepuu €IMHCTBEHHOW IIOYKM), a TaKXke IpU HEAOCTaTOUYHOCTU
KPOBOOOPpAIIICHUsI BCJIEACTBHE HEAOCTaTKA HOHOB HATPUS W/MIM JKUAKOCTH, INPHUMEHEHHE
npenapata Jlmzunonpuin-OBL mMoxeT npuBecTH K yBETHUEHHIO KOHIICHTPAIIMA CHIBOPOTOYHOTO
KpEaTHUHUHA U MOYEBUHBI B IUIa3M€ KPOBH, HapYIICHUIO (DYHKIMU IMOYEK, OCTPOM MOYEeYHOMH
HEI0CTaTOYHOCTH, KOTOpasi 0OBIYHO OKa3bIBAa€TCsl HEOOPATUMOM IOCIe OTMEHBI IIpenapara.

IIpyn HAIIMUMK PEHOBACKYJIAPHON TMIIEPTEH3UHM BBICOK PUCK PAa3BUTHs TSKEIOW apTepUabHOU
TUIIOTEH3UU U MOYEYHON HEOCTaTOYHOCTH. JIJId TaKuX MalMeHTOB JICYEHUE CIIEyeT HauMHATh
O] TUIATEIbHBIM MEIUIUHCKUM HaOJIOJEHUEM C MalbIX /103, KOTOpbIE JOJKHBI OBITH TOYHO
nogo6pansl. I1ockosIbKYy ITUYpEeTHKM MOTYT BHECTH BKJIAJ B OINHMCAHHYIO BbIIIE KIMHUYECKYIO
JTMHAMUKY, B TCUCHHE JICUCHUS JIM3UHOIIPUIIOM MX NIPUEM JOJDKEH OBITh NMPEKpaIleH, a QyHKIHS
MOYEK HY>KJIaeTCsl B TIIATEIIbHOM HAOJIOJICHUH B TEUEHHUE NIEPBBIX HEJIENb.

VY HEKOTOpPHIX MALMEHTOB C apTepHabHOW TuUnepTeH3uel 0e3 sIBHOro 3a0o0JieBaHMs COCYJIOB
HOYEK MPUEM JM3UHOIpPUIA, 0COOEHHO Ha (POHE JAUYPETHKOB, BbI3bIBAET MOBBILIEHUE YPOBHS
MOUEBHHBI B KPOBU M KpEaTUHUHA B CHIBOPOTKE KPOBHU; 3TH M3MEHEHUs, KaK MIPaBUIIO, ObIBAIOT
HE3HAYUTENIbHBIMU U MPEeXOASIUMU. BeposTHOCT WX BO3HMKHOBEHHS BBILIE y MAllMEHTOB C
HapyleHHeM (QYHKLIHMU IOoYeK. B Takux ciydasx MOXET BO3HUKHYTh HEOOXOJUMOCTb B
CHIDKEHHHM JI03bI /UM MTPEKPAIIEHUH NTpHeMa AUYPeTHKa W/ UIH JTU3UHONPUIIA.

[Tpu octpom mH(papKTe MUOKap/Aa TEPANUIO JIM3UHOMPUIIOM HE CleAyeT HaYMHATh MalueHTaM ¢
IpU3HAKaMU HapylIeHHUs (PyHKIUU MOYEK, T. €. IPU KOHUEHTpalluu KpeaTUHUHA B IJIa3Me KPOBU
177 mxmons/n n/unun nporennypun 500 mr/cyt. Ecnu QyHkuus nmodek HapymiaeTcst Ha (oHe
OPUMEHEHHs JIM3UHONpUia (KOHLEHTpalus KpeaTWHWHAa B IUla3Me€ KPOBU IPEBBINIAET
265 MKMOJIB/JT UJTH yJIBAaMBAETCS €€ 3HAUCHUE JI0 Havyasa JISYCHUs ), HEOOXOIMMO PEIINTH BOIIPOC
00 oTMEeHe mpernapara.

Peakyuu cunepyyecmeumenbHOCmu/aH2UOHEBPOMUYECK UL OMeK

AHTHOHEBPOTUYECKUN OTEK JIUIlA, KOHEUHOCTEH, I'y0, sI3bIKa, TJIOTKU W/WIM TOPTaHU, KOTOPBIHA
MO’KET BO3HUKHYTH B JIF0OOOM NEpHOJ JIeYEHHs, PEIKO OTMEUalCs y MalleHTOB, JICYUBIINXCS
uaruoutopom All®D, Brmroyas nau3uHONPWI. B  Takux ciaydasx JedeHHE IIpernapaToMm
HEOOXOIMMO KaK MOYKHO CKOpee NMpEeKpaTuTh, a 3a MAIMeHTOM YCTaHOBUTH HaOJIIOJEHUE /10
MIOJIHOM pErpeccuy CUMIITOMOB.

Jaxxe B Tex ciywasx, KOIJla OTEK 3aTparuBaeT TOJIBKO SI3bIK 0O€3 IMPU3HAKOB HapyIICHUS

JIBIXaHUsI, MOKET TOHATOOUTHCS TUTEIHPHOE HAOIOICHNE 32 MAIlMEeHTOM, ITOCKOJBKY Teparus
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TR HORT AR

AHTUTUCTAMHUHHBIMHU ITpe€riapaTaMi U I''TFOKOKOP I/IKOCTebBII/I_')II-agE‘gg}Ebﬁ

B penkux ciydasx aHTHOHEBPOTHMYECKHH OTEK C OTEKOM TOPTaHH WM S3bIKa MOXKET OBITH
netanbHbIM. OTEK $3bIKA, HAATOPTAHHMKA WM TOPTAHH MOXXET OBITh NMPUYMHOW OOCTPYKIHH
JBIXAaTeNbHbIX IyTel, OCOOEHHO y TALMEHTOB, paHEee IEPEHECIINX XUPYPrHuecKoe
BMEILIATEIbCTBO HAa OpraHax JAbIXaHUs, II03TOMY HEOO0XOAMMO HEMEUIEHHO IPOBOJUTH
cootBercTByromyo tepanuio (0,3-0,5 mm 1:1000 pactBopa »snuHeppuHa (agpeHaNHHA)
MOJKOKHO) HW/MIM Mepbl MO OOECIEYEHHUIO MPOXOAWMOCTH JbIXaTeNbHBIX MyTed. [lamumeHt
JIOJDKEH HaXOAWUTHCS IMOJ THIATENbHBIM MEIUIMHCKUM HAOIIOJEHUEM 0 IMOJHOIO M CTOHKOro
VICYE3HOBEHHSI CUMIITOMATUKH.

B penkux ciydasx Ha ¢one tepanuu uHruoOnTOpamu AII® pazBuBaeTcs MHTECTHHAIBHBIA OTEK
(aHrMOHEBPOTHUYECKUN OTEK KHILIeYHMKA). [Ipy 3TOM y manueHToB oTMedaeTcsi 00Jb B KUBOTE
KaK M30JMPOBAaHHBIM CUMITOM WIM B COYETAHUU C TOIIHOTON M PBOTOM, B HEKOTOPBIX CIIydasx
0e3 MpeaIIeCTBYIOUEr0 aHTMOHEBPOTUYECKOTO OTEKa JIMLA W MpH HopMmajabHOM ypoBHe Cl-
actepasbl. JlmarHo3 ycTaHaBIMBAaeTCS C IMOMOIIBIO KOMIBIOTEPHOH TOMOrpaduu OpromrHon
MOJIOCTH, YJbTPA3BYKOBOI'O HCCJIEIOBAaHUS WM NPU XHUPYPrHUECKOM BMEIIATENILCTBE.
CuMITOMBI HCYE3aJIM TOCTIE MTPEeKpalleHus npuemMa nHruouropos AIlD.

B03M0OXHOCTh pa3BUTUSI MHTECTUHAIBHOTO OTEKa HEOOXOAMMO YYMTBHIBATh IPU IPOBEIECHUU
QG epeHnaIbHON THarHoCTUKU 00Jiei B )KMBOTE y MAIlMEHTOB, TPUHUMAIOIINX HHTHOUTOPHI
AllD.

[TanueHTsl, MMEMOIIME B AaHAMHE3€ AHTMOHEBPOTUYECKUN OTEK, HE CBA3aHHBIA C IMPHUEMOM
uHruouropoB AII®D, moryr ObITb B OoJbllell CTENEHH IOABEP)KEHbl PHUCKY pa3BUTHS
AQHTMOHEBPOTUYECKOr0 OTeKa Ha (poHe Tepanuu uHruouropamu AIlO.

VY nmanueHToB HETPOUHON pachl, TPUHUMABIINX UHTUOUTOPHI AII®, aHTMOHEBPOTHYECKHUIT OTEK
HaOJro1asICs yalle, 4eM y NpeJicTaBuTeNel Apyrux pac.

OpnHoBpeMeHHOe  mpuMeHeHue  uHruoutopoB Al ¢ cakyOuTpuioM/BaicapTaHOM
MPOTUBOMNOKA3aHO M3-3a MOBBIILIEHHOTO PUCKA Pa3BUTHS AHTHOHEBPOTHUYECKOTO OTEKA.

Jleyenue cakyOuTpUIIOM/BajIcCapTaHOM HeE ciieyeT HauMHaTh paHee, yeM uepe3 36 JacoB mocie
nocjaeAHeW 1036l JIM3UHONpUIA. JleueHne JIM3MHONPUIOM HE JIOJDKHO HAuMHATHCS paHee, YeM
yepe3 36 yacoB Mociie NociaeIHe 1036l CaKyOUTpHIIa/BancapTaHa.

VYBenuueHrne pucka pa3BUTUS AHTMOHEBPOTHMYECKOrO OTeKa HaOMI0anoch Yy MalHeHTOB,
OJIHOBPEMEHHO MpHUHUMAaOMMUX HHruoutopsl AIl® u Takue nexkapcTBEHHBIE CPEACTBA, Kak
unruouroper mTOR  (Temcuponumyc, CHUPOJIUMYC,  DBEpPOJIUMYC),  MHTHOUTOPHI
JUMENTUAWINENTHAa3b! [V THna (CUTarmunTHH, CaKCarJIMNTHH, BUJIATIUNTHH, JIMHATIUIITHH),
ACTPAaMyCTHUH, MHTUOUTOPBI HEUTpaibHOM OSHAOMENTHIA3bl (paleKaaoTpwui, CaKyOuTpuia) u

TKAaHEBBIC aKTUBATOPLI IIJIA3MUHOT'CHA.
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 08.08.2022 N= 1853

JEJyeT MPOSBISTh OCTOPOKHOCTh MpH Haufute JedbHis- (2B e S s anm
Cneny P P p QIIBQQ%EM,IJ GIPI“

mTOR (Hanpumep, CUPOIUMYC, 3BEPOIUMYC, TEMCUPOIMMYC) U BUIAATIMIITUHOM Y MTallUEHTOB,
y>Ke PUHUMAIOIINX HHTUOUTOpSI AT1D.

AHnaghunaxmouonwvie peakyuu npu cemoouanuze

AHapWIakTOMIHbIE pPEaKUUH OTMEYAIOTCd W Yy MAlUEHTOB, MOABEPIHYTHIX I'€MOAHAINU3Y C
HCIIOJIb30BAHUEM BBICOKOMPOTOUHBIX AMANM3HBIX MeMmOpan (mampumep, AN 69®), kotopsie
OJTHOBPEMEHHO TNpUHHMa0T HHTHOUTOpHl AllD. B Takux cioyyasx Hago pacCMOTPETh
BO3MOXHOCTb IPUMEHEHUs Jpyroro TUIa MeMOpaHbl [ JAMaidu3a MWIM  ApYyroro
TUIIOTEH3UBHOIO CPEICTBA.

Anagunakmouonvie peakyuu npu nposedeHuu aghepesa IUNONPOMEUHOE HUKOU HNIOMHOCHU
(JIIIHII)

B penkux cinydasx npu nposeaenuu adepesa JIITHII ¢ ucnons3oBanueM aekcTpaH cyibdara y
NAlMEeHTOB, NoJy4arommx HHruouropel AIID, MOryT pa3BUTbCS Yrpo’Karollue >KU3HU
aHaUIaKTOUHBIE peakuuu. s TmpemaynpexaeHus pa3BUTHsS aHA(PWIAKTOMTHOW pEaKINu
CIIEZyeT MPEeKpaTUTh npuMeHeHne uHruouropa AIl® nepen kaxapiM ceancom adepesa.
Hecencubunusayus

VY nanuenTtoB, npuHuUMaromux UHruoutopsl AIlD, Ha QoHe neceHcHOMIM3MpyOIEel Tepanuu
(HampuMep, TPOTHB s/a MEPEeNOHYATOKPBUIBIX), Pa3BUBAIOTCS aHA()MUIAKTOUIHBIC PEaKIIHH.
OTOro MOXXHO H30€XaTb, €CIM BPEMEHHO MNpEeKpaTuTh JieueHue uHruouropom AIID mnepen
KaX/10i JieceHcuOniIM3anreil Ha TUMEHONTepy, OAHAKo ciyyaiiHoe mpuMeHeHue AIID moxer
CIPOBOLMPOBATh aHA(PWIAKTOUTHYIO PEAKIIHIO.

Hapywenue ¢ynxyuu neuenu

[Tpumenenue nHruOuTOpoB AII® MOXKET NMPUBOAUTH K Pa3BUTHUIO XOJECTATUYECKON KENTYXH C
IPOTPECCUPOBAHUEM BIUIOTH 10 (YJIbMHUHAHTHOI'O HEKpO3a MeueHH U (B PEIKUX Cllydyasix)
JeTaNbHOTO MCX0/Aa. MexXxaHu3M pa3BUTHS 3TOr0 CHHApoMa He siceH. IloaTomy Heob6xoanmo
IIPEKpPaTUTh IIPUEM IIpernapara IMpU IOBBILICHUM AKTUBHOCTH II€YEHOYHBIX TPAHCAMHUHA3 B
IJ1a3M€e KPOBH U MOSIBIICHUH CHMIITOMOB XOJIECTa3a.

Heiimponenus/azpanynoyumos

N MAIMEHTOB, NPUHUMAIOIINX MHTUOUTOPHI AllD, MOTYT pa3BUBaTHCA
HEUTpONeHMs1/arpaHyIo1uTo3, TPOMOOIMTONIEHUS U aHeMHus. [Ipyu HopMalbHON (QYHKIMU TOYEK
Y B OTCYTCTBUU OCJIOKHEHUI HEUTPONEHUS pa3BUBaeTCs penko. HelTponeHnns u arpanyionnTos3
00paTUMBI U IPOXOJIAT MOCIe MpeKpalieHus npuema uaruouropa AIld.

C 0co00if OCTOPOKHOCTBIO HEOOXOJUMO TPHUMEHATh JIM3UHONPHI Yy TAalUEHTOB C
3a00JIeBaHUSMU COEIMHUTEIBHON TKaHHM, C COCYJIMCTBIMU TPOSIBICHUSIMHU, MPOXOIALINX KypC

JCYCHUA HUMMYHOJCIIPECCAHTAMH, a TaKXKEe B KOM6I/IHaHI/II/I C AQJUIOIMYPHUHOJOM WA
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T
POKAMHAMHJIOM, OCOOEHHO Y MALMEHTOB C HApP /meHHeM”byHIM"

VY Takux ManuMeHTOB, BCIEACTBHE OOJIBIION BEPOATHOCTH PAa3BUTHS BHIPAKEHHOW HEUTPONIEHUH U
arpaHyJIOIINTO3a, TOBBIIIEH PHCK pa3BUTHS TOKEIBIX HH(EKIHHA, B HEKOTOPBIX CIydasx
YCTOMUMBOM K MHTEHCUBHOM Tepaluu aHTUOMOTHKaMU. B ciydae mpumeHeHus mnpemnapara
Jlusunonpuin-OBL y Takux NanmeHTOB, PEKOMEHAYETCs MPOBOAUTH PETYJISAPHBI KOHTPOJb
JCUKOIUTOB KPOBH, MPUYEM MAIMEHTOB CIEAYeT MPeayNpeanTh O HEOOXOAMMOCTH cOOOIaTh
Bpauy O JIOOBIX MPU3HAKAaX HH(EKLINH.

/lsotinas baoxaoa penun-aneuomen3uH-aib0ocmeporosou cucmemol (PAAC)

Coob1manocs 0 ciayyasx apTepUallbHOM I'MIIOTEH3UH, OOMOpPOKE, MHCYJIbTE, TUIEPKATUEMUN U
HapymeHussX (QYHKIMM TOYeK (BKIOYAas OCTPYIO IMOYEYHYIO HEAOCTaTOYHOCTH) ¥y
BOCIPUHUMYMBBIX MAIlMEHTOB, OCOOCHHO MPU OJTHOBPEMEHHOM NPUMEHEHHUH C JIEKAPCTBEHHBIMU
npenapaTtamMi, KOTOpble BIMAIOT Ha 3Ty cuctemy. Ilostomy nBoiiHas Onokaga PAAC B
pe3ynbrate coyetanus uaruoutopa AII® ¢ APA II unm anuckupeHoOM He peKOMEHIyeTCsl.
OnHoBpeMeHHOE puMeHeHne HHruouTopoB AIID c mpemaparamu, copepiKallMMyA ATUCKUPEH,
INPOTHBOIIOKA3aHO y TAIMEHTOB C CaXapHBIM JHA0CTOM W/WIM YMEPEHHOH WM TSKEION
noveyHoi HepocTtaTouHOCThI0 (CK®D menee 60 mn/mun/1,73 M? TUTOIIA TH MMOBEPXHOCTH Tea) U
HE PEKOMEHYETCS y JPYTHX NalEeHTOB.

OpHOBpeMeHHOE TpuMeHeHHe uHruouropoB AIID ¢ aHTaroHMcTaMm  peUENTOPOB
anrnotensuHa Il (APA II) npoTuBonoka3aHo y nanueHToB ¢ AuadeTHuecKkoi HedponaTtuel U He
PEKOMEHIYETCSl y IPYTUX MMallUEHTOB.

Pacosas npunaonesxcrnocmeo

Wurubutopel AII® wyamne BBI3BIBAIOT pa3BUTHE AHTMOHEBPOTUYECKOTO OTEKa Yy MAI[MEHTOB
HErpOMJHOM pachkl IO CPaBHEHUIO C MAllMEHTAaMU JPYyTOM pacoBOM INpHHAUIeKHOCTH. Kak n
npyrue uHruoutopsl AIID, nu3uHompui MoxeT ObITh MeHee 3(PPEKTHBHBIM B CHIKEHUH
apTepUaNbHOTO JABJICHUS Yy MAIMEeHTOB HErPOMJIHON pachkl, BO3MOXHO, BCIEACTBUE Ooiee
BBICOKOM YacCTOTHI JIMI] C HU3KUM YPOBHEM PEHHHA B MOIMYJISILMM NAllMEHTOB HETPOUTHON pachl,
CTPAAOIINX apTEPUATIBHON THIIEPTEH3UEH.

Kawenv

[Tpu mpumenenun wuHruOUTOpoB AIID oTMeuancs kamens. Kamienb Cyxo#, AIHTEIbHBIH,
KOTOPBIN ncYe3aeT ocJe MIpEKpalICHUS JICYEeHUS UHTHOUTOPOM AllD.
[Ipu nuddepennmanbHOM JUArHo3e Kamulsd HAAO YYUTHIBaTh W Kalllelb, BbI3BAaHHBIN
npuMeHeHneM uHruoutopa AI1D.

Xupypeuueckoe emeuamenscmeo/odujas anecmesus

[lepen XUpPypruvecKuM BMEMIATEILCTBOM (BKJIFOUYAsi CTOMATOJOTMYECKYIO XHPYPTHIO) CICIyeT

uH(pOpMUpOBaTh Bpauda/aHecTe3nosiora o mnpumeHeHun uHruburtopa AIID. Ilpu oOmmpHBIX
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XUPYPru4ecKX BMEUIATEeNIbCTBAX, a TAaKXKe Ip anMeﬂgmﬂ—M;ﬁ&“ﬁ%%HJmX- CTB,

MY OTHETY

r.-——

BBI3BIBAIOIINX CHWKEeHHe AJl, mu3nHompui, OJOKupys oOpa3oBanme aHrmoTeH3uHa II, Moxer
BBI3BIBATH BHIPAXKEHHOE HEMPOTHO3UpyeMoe cHkeHue A/l.

T'unepranuemus

Wurubutopelr AII® MOryT BbI3BIBATH THUIEPKATUEMHIO, IIOCKOJIBKY OHHU HWHTUOUPYIOT
BBICBOOOXK/ICHUE AJIBIOCTEPOHA. Y MAalMEHTOB C HOPMAIbHOHU (hyHKIMEH ouek d3PPeKT 0OBITHO
HE3HAYUTEIbHBIN, OHAKO Yy MAIMEHTOB ¢ HAPYMICHUSAMHU (DYHKIIUU TOYEK W/HIU y TAIMCHTOB,
NPUHUMAIOIIMX — Kaluiicoiepxkamiue muuieBble 100aBKM  (BKJIOYas — Kajuiicojeprkaliue
3aMEHUTEIM COJH), KanuiicOeperaromme JAWYpPEeTUKH, TPUMETOIPHM, KO-TPUMOKCA30Il
[TpumeTonpuM + Cynb(haMeTOKCa30Ji|, U OCOOCHHO aHTArOHUCTHI AJIbIOCTEPOHA WU OJIOKATOPBI
pEeLenTOpOB aHTMOTEH3MHA, BO3MOKHO BO3HUKHOBEHHE THNepkaauemuu. KanmiicOeperaromme
JTUYPETUKU U OJIOKATOPHI PELENTOPOB aHTHOTEH3UHA CIEAYyEeT MPUMEHATh C OCTOPOKHOCTHIO Y
MAIMEHTOB, MONXyYaromux UHruOuTopsl AIID, a Takke cienayeT KOHTPOIMPOBATH MOUYCUHYIO
GYyHKIMIO U colepKaHUE Kajiusl B CBHIBOPOTKE KpoBH. EciaM mpueM MNepeyucieHHBIX BBIIIE
npemapaToB Ha (GoHe nedueHus nHruouTopom AIID mpusHaeTcss HEOOXOIUMBIM, PEKOMEHYETCs
pEryJsipHbIA KOHTPOJIb YPOBHS KaJlusl B CBIBOPOTKE KPOBH.

Tlayuenmui ¢ caxaprvim ouabemom

Y manueHToB C caxapHbIM JUA0ETOM, MPUHUMAIONIMX THUIOTJIMKEMUYECKHUE CPEJICTBA HIIH
WHCYJIMH, HEOOXOJMMO TIIATEIbHO KOHTPOJIMPOBATH YPOBEHb TJIIOKO3bI B KPOBHM B TEUCHUE
MEepBOro MecsIa JiedeHus: HHruoutopom AIID.

Jlumuii

OOBIYHO HE PEKOMEHIYETCS COUYETATh MPUEM JIUTHUS U JTU3UHOIIPHIIA.

Loorcunou eospacm

VY manueHTOoB MOXKUIIOTO BO3pacTa MPUMEHEHHE CTaHJIAPTHBIX 103 MPUBOJIUT K OOJee BBICOKOM
KOHIIEHTpAllMK TpernapaTa B KpOBU, MO3TOMYy Tpebyercs ocobasi OCTOPOKHOCTh TMpHU
OTpENIETICHUN 1036l HECMOTPSI Ha TO, YTO DPA3JIMYMM B TUIIOTEH3UBHOM JIEHCTBHM Ipenapara
JInzunonpuin-OBL y OXWIIBIX ¥ MOJIOJIBIX MAITUCHTOB HE BBISIBIICHO.

Tpancnnanmayus nouxku

OnbIT NIpUMEHEHU JIM3UHONPUIIA Y MALMEHTOB, HEJIaBHO MEPEHECIINX TPAHCIIAaHTAIUIO TOYKH,
OTCYTCTBYET.

Ankoeono

B mepuwon nedeHuss He PEKOMEHIYETCs YIMOTPEONATHh AlKOTONbHBIE HAMHTKH, T. K. ATAHOIN
YCHUIIMBAET aHTUTUTIEPTEH3UBHOE JeiicTBrEe NHIHOUTOPOB ATID.

Tlepsuunwiii cunepanbO0ocmepoHU3M

IIpn mepBHUYHOM TrHIIEPATBAOCTEPOHU3ME THIIOTEH3UBHBIE IIpENapaThl, BO3IAEHCTBHE KOTOPBIX
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OCHOBAaHO Ha MHTUOMPOBAHUU PEHUH-AHTHUOTE BI/IHOBO%lEII;I;:'—Ilg\*AE%%J%HI%%JW%;{Q;EHH,

[103TOMY ITPUMEHEHHNE JIM3UHOIIPUIIa HE PEKOMEHYETCS.
Binsinne Ha cIoCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHM3MaMHU

Her naHHBIX O BAMSHMM JIM3MHOIPHJIA Ha CIOCOOHOCTh K YIPABICHUIO TPAHCHOPTHBIMU
CpeICTBAaMHU M MEXaHM3MaMH, OJHAKO HEOOXOAUMO YUYHUTHIBATh, YTO BO3MOXXHO BO3HHKHOBEHHE
TOJIOBOKPY)KEHUS, TIO3TOMY CIIEyeT COOII0IaTh OCTOPOKHOCTb.

dopMa BbINIYCKA

Tabmerku 2,5 mr, 5 mr, 10 Mr u 20 mr.

ITo 10, 15, 20, 30 TabneToK B KOHTYPHYIO SYEHKOBYI) YIIAKOBKY W3 IUICHKHU
MOJIMBUHUJIXJIOPUAHON U (POTBIH aTFOMUHUEBOM MMEYaTHOH JIAKMPOBAHHOM.

ITo 1, 2, 3, 4, 5 KOHTYpHBIX SIYEHKOBBIX YIaKOBOK BMECTE€ C MHCTPYKIHMEH 10 MPUMEHEHUIO
MOMEIIAIOT B MAYKy U3 KapTOHA.

YciaoBus xpanenust

[Tpu Temneparype He Boiie 25 °C.

XpaHUTb B HEJOCTYITHOM JUIs IETEH MecTe.

Cpox roaHocTu

3 rona.

He ucnonp3oBaThk 10 HCTEUEHNUHU CPOKA FOJHOCTH.

YcaoBust ornycka

OTIycKarT MO peuenty.

IIponssoanTesns/ Opranusanusi, NPUHAMAIONIAs PETEH3NHN NOTPednTe el

AO «AJINYM», Poccus.

MockoBckas 0611, 1.0. Cepryxos, . O6omneHck, Tep. KBapran A, 1. 2.

Buvinyckarowuii konmpons kavecmea

MockoBckas 0611., r.0. Cepnyxos, n. O6oneHnck, tep. Kpapran A, a. 2, ctp. 1.

Temedon: +7 (495) 646-28-68.

e-mail: info@binnopharmgroup.ru
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