COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 30.05.2025 N2 13776

(NOCNEOOBATENBLHOCTL 0002)

OBILIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O ITPEITAPATA

Omnanzanua KanoH, 5 Mr, TaGieTKH, MOKPHITHIC TFICHOYHONW 000JI0UKOM
Omnanzanun Kanon, 10 mr, TabneTKH, MOKPHITHIC TNIEHOYHON 000T0YKON

1. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JelicTByrolee BEUIECTBO: OJaH3aIMH.
Omnanzanud KaHoH, 5 Mr, Ta0JIeTKH, TOKPHITHIC TNICHOYHON 000JI09KOH
Kaxxnas Tabnerka coiepKuT 5 Mr oJiaH3annHa.

BcnomorarenbHbie BellecTBa, HATUYUE KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npernapara: MaHHUTOI (cM. pa3zen 4.4).

Onangzanug Kanod, 10 Mr, TaOJIETKH, ITIOKPLITHIE INIEHOYHON 000JI0YKON

Kaxxnas tabnerka comepxkut 10 Mr ojaH3anuHa.
BcrnomoratenbHble BelIecTBa, HAJIMYUE KOTOPBIX HAM0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: MaHHUTOJ (cM. pasznaen 4.4).

[TonHbI# TepeueHb BCIIOMOTaTENbHBIX BEIIECTB NMPHBEIEH B pa3zaene 6.1.
2. JEKAPCTBEHHAS ®OPMA

Ta0neTku, NOKPHIThIE MIICHOYHOH 000I0UKOM.
TabneTku Kpyrible ABOSKOBBITYKIIbIE, OKPBIThIE IUIEHOUYHOW 000J04YKOW kenToro mpera. Ha
IIONIEPEYHOM Pa3pe3€ KENTOIo IBETA.

3. KKIMHUNYECKUE JAHHBIE
3.1. Tloka3aHusi K NPpUMEHEHUIO

[Tpenapat Onan3anuH KaHOH Moka3aH K IPUMEHEHUIO Y B3pOCIBIX B Bo3pacTte oT 18 meT:

* JJIs JIeYeHUs MU30(PpeHun.

* 3(ddexTuBeH Npu MOAEPKUBAIOIIEH U ATUTEILHON Tepanuy y NalMeHTOB ¢ MU30(ppeHne, y
KOTOPBIX HaOroas1cs 3 GEKT OT JIeUeHUsI Ha HauaJIbHOM JTare.

* JJIs JICUEHUS] MaHUAKAJIBHOT'O 3MHN30/1a YMEPEHHON WM TSKEIION CTENIEHU TSHKECTH.

* IS IPEJOTBPAILCHHS PELUANBOB Y MMAIUEHTOB ¢ OUIOISIPHBIM PACCTPONCTBOM, Y KOTOPBIX OH
nokasaj 3(pQeKTUBHOCTD MPH JICYEHUHU MaHUAKaIbHOTO SITU30/1a.

4.2.  PeuM 103MPOBAHMSA H CTIOCOO MPUMEHEHHS

PexuMm no3upoBanus

. Hluzogpenus
Pexomenyemas HauanbHas no3a — 10 mr 1 pa3 B cyTku.

. ManuakanvHulil 5nu300
Havanpnas no3a — 15 mr 1 pa3 B cyTku npu moHotepanuu uiau 10 mr 1 pa3 B CyTKu B cOCTaBe
KOMOWHHUPOBAHHOM Teparnuu (C JIUTHEM HIIA BATLIIPOATOM).



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 30.05.2025 N= 13776

. Ipedomspatyenue peyudusos Gunorspubeo pacemposichrg - - EITEHOCTE 0002)

Pexomennyemast HauanbpHas 1o3a onan3anuaa — 10 mr 1 pa3 B cytku. [lanmentam, momydaBmmm
OJIaH3aIlMH I JICUCHUA MAHMUMAKAJIbHOTI'O 313014, AJId MPCAOTBPAIICHUA PCHUAUBOB CIICAYCT
MpoaoJKaTh TCpalnuro B TOH Ke J03€. HpI/I Pa3BUTHH HOBOT'O MaHHAKaJIbHOI'0, CMCIIAHHOI'O UJIN
JEIPECCUBHOTO AMU30/a CIEAYET MPOJ0JKATh TEPAIINI0 OJAH3AIIMHOM (C KOpPpPEKLMEN /103bI B
cillyyae HEoO0XOAMMOCTH) Ha (OHE [OINOJHUTEIbHONM Tepanuu A JIEYEHHs CHMIITOMOB
paccTpoiicTBa HACTPOEHUS B COOTBETCTBUHU C KIIMHUYECKUMHU ITOKA3aHUSIMH.

[Ipu JsedeHum MWU30(QpPEHUM, MAHUAKAIBHOTO SIH30Jla M MPEAOTBPAIICHUS PELUIANBOB
OUIIOJIAPHOTO PACCTPONCTBA CYTOUYHAS 1032 MOXKET ObITh CKOPPEKTUPOBAaHA B JMana3oHe OT 5 10
20 mMr B cyrtkd. [loBpllieHHMe HAYaJlbHOW 03Bl CIEAYET OCYIIECTBISATh TOJBKO IOCIE
HaJJIeXkallero KIMHU4Yeckoro oocnenoBanus. I1oBbiieHre 1036l IPOBOJUTCS C UHTEPBAIOM HE
MeHee 24 yacos.

[Tpu npexpallieHuy JIeYeHHs OJaH3aluHOM 03y IIpenapara cielyeT CHUXaTh [IOCTEIEHHO.

Oco0nIe I'pYIIIBI IAIIMCHTOB

Tayuenmsi nodcunozo eospacma

MunumanbHas HavalbHas 703a (5 MI' B CyTKH) OOBIYHO HE Ha3HAuYaeTcs, HO €€ MpUMEHEHHUe
JIOJDKHO OBITH PACCMOTPEHO Y MAIIMEHTOB >65 JIeT, €CIIU 3TOTO TPEOyeT KIMHUIECKOE COCTOSTHHE
KOHKPETHOTO MMaIMEHTA.

THayuenmul ¢ napywenuem GyHKyuu nowex
[MTanpeHTam ¢ MOYEYHON HEJIOCTATOYHOCTBIO CIIEAYET HAYMHATH JIEYEHHE ¢ MUHHMAIILHOM JIO3bI
(5 mr B cyTKH).

Tayuenmsi ¢ Hapywenuem QyuKyuy neveHu

[TaneHTaM ¢ NEYEHOYHOM HENOCTATOUYHOCTHIO CIEAYET HAYNHATH JICUEHUE C MUHUMAJIbHOMU JO3bI
(5 mr B cyTkH). [Ipu eueHOUHON HETOCTATOYHOCTH YMEPEHHOU CTETEHH TSHKECTH (LIUPPO3, Ki1acce
A wm B mo knaccupukanuu Yainn-Ileto) HavanpHas 1032 JODKHA COCTaBISITH 5 MT, MU
HEOOXOIUMOCTH J103Y CIIEIYET YBEIIMUUBATH C OCTOPOKHOCTHIO.

Kypenue

Hauanbnast 103a v AuanasoH 103, KaK MPaBUIIO, HE HYKJAIOTCSA B U3MEHEHUSIX B 3aBUCUMOCTH OT
TOTO, KYPUT JIM TAIMEHT WU HeT. MeTabosnu3M oJlaH3aluHa MOXKET OBITh YCKOPEH KypEHHUEM.
PekoMenayercss NpoOBOAWUTH KIMHUYECKUW MOHHUTOPHUHI, B CIydae HEOOXOAMMOCTH J103a
OJIaH3aMKMHA MOKET ObITh YBETHYCHA.

[Tpu Hamuuuu Gonee ogHOTO (PaKTOpa, KOTOPHIE MOTYT MPHUBECTH K 3aMEIJICHHUI0 MeTaboIr3Ma
(TalMeHTHl KEHCKOTO ToJia, MOKUIIOTO0 BO3pacTa, HEKYpSIIHe) MOXKET OBITh PEKOMEHJIO0BaHO
CHIDKEHUE HadaJbHOM 103bl. [IpyM Hanmymu moka3aHWil MOBBINIEHUE J03bl Y TAKUX MAlMEHTOB
HEO0OXOMMO MPOBOJAUTH KOHCEPBATHUBHO.

€T
IIpenapar Onan3anuH KaHOH MpOTHBONOKa3aH K IPUMEHEHHIO y JIeTEN B Bo3pacTe A0 18 mer.

Cnooco0 nmpuMeHeHus

BHyTpb, HE3aBHCHUMO OT IpHEMa MHIH, TOCKOJIbKY YIOTpeOIeHHEe UM HE OKA3bIBAET BIUSHUSA
Ha BcachblBaHUE Ipernapara.
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4.3. TlporuBomoka3zaHusi

® TUIMEPUYBCTBUTEIBHOCTh K OJIAH3AlMHY WM K JIOOOMY M3 BCIOMOIaTEJIbHBIX BEILECTB,
MepEUYUCIICHHBIX B pazjene 6.1.;

e gerckuil Bo3pacT a0 18 mer (6e3omacHocTh U 3(G(PEKTUBHOCTH HA JAHHBII MOMEHT He
YCTaHOBJICHBI);

® TAIMCHTHI C PUCKOM Pa3BUTHSI 3aKPHITOYTOIHHON TJIAYKOMEI;

e 0OepeMEeHHOCTb U MEePUOJ IPYTHOTO BCcKapMiiuBaHus (cM. pasnen 4.6.).

4.4. OcoOble ykazaHusl M1 Mepbl PeI0CTOPOKHOCTH NIPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

[leyeHouHast HEAOCTATOYHOCTD, KIMHUYECKN 3HAYMMAs THIIEPTPOQHS NPEACTaTEIbHON JKeINe3Hl,
napaquTHYecKasi KUIeyHas HeIpOX0AUMOCTb.

OmaH3anuH cieayeT MPUMEHSATh ¢ OCTOPOKHOCTBIO Y MAI[IEHTOB C MOHMKEHHBIM KOJIHYECTBOM
JICUKOIUTOB W/WIN HEUTpO(WIOB B mepupepudeckoil KpoBH, OOYCIIOBIEHHBIM DPa3TUYHBIMU
NPUYMHAME; C TPU3HAKAMHU YITHETEHHSI I TOKCHUYECKOTO HapymeHHs (PYHKIIMH KOCTHOTO MO3Ta
I0JT BO3/ICHICTBHEM JIEKapPCTBEHHBIX MTPENapaToB (B aHaMHe3€); C YTHETCHHEM (PYHKIIUU KOCTHOTO
Mo3ra, OOYCIIOBIEHHOTO COIYTCTBYIOLUIMM 3a00J€BaHHEM, paauo- WM XUMUOTepanued (B
aHaMHe3e); C TUIEPAO3NHODUINEH NI MUEIIONIPOIH()EpaTUBHBIM 3a00JICBAHUEM.

OunaH3anuH ciegyeT NPUMEHATh ¢ OCTOPOXKHOCTBIO Y OOJIBHBIX C SMMJICHTUYECKUMHU MpUIaKaMu
B aHaMHe3€ WJIH MIPU HAIWYUK (PaKTOPOB, CHUKAIOIIUX [TOPOT CYI0OPOKHON TOTOBHOCTHU. Y TaKHX
NAlMEHTOB MPY JICYEHUH OJIaH3aIIMHOM CYAOPOKHBIE TPUTIAIKU HAOIIOAAINCH PEIKO.

C y4eToM OCHOBHOTO JICUCTBHS OJIaH3alMHA Ha IIEHTpaibHyio HepBHYIO cuctemy (LIHC), cnemyer
COONIIO/IaTh OCTOPOXKHOCTh TpH NpuUMeHeHWH npenapata OnanzanuH KaHOH B coderaHwu ¢
JPYTUMH JICKQPCTBEHHBIMH CPEJICTBAMHU IIEHTPAILHOTO AEUCTBUS U AIIKOTOJIEM.

Oco0ble yKa3auus

Knuangeckoe YIYUHICHUC MOKET HACTyIAaTb B IEPHUOA OT HECKOJIbKUX JHEH 0 HECKOJbKHUX
HCACIIb. Tpe6yeTc;I TIDATCIBHOC Ha6JHO,Z[eHI/Ie 34 MaqUC€HTaMHU B 3TOT IEPUOI.

Ilcuxo3 Ha pone demenyuu u/unu HapyuieHus noseoeHus

OnaH3anuH He MoKa3aH JUisl ISYEHHUs 11cuX03a Ha OHEe JEeMEHIIMH U/UIU HapylIeHUH TOBEIeHUs
BBUJly TIOBBIIIEHUS YPOBHS CMEPTHOCTM U pPHCKA pa3BUTHS HApyLIEHUH MO3rOBOrO
KpOBOOOpaIlleHusl y JaHHBIX MalMeHTOB. B  m1ane60-KOHTPOIUPYEMBIX HCCIIEOBAHMSIX
(TPOJOIKUTENBHOCTBIO OT 6 710 12 Hesenb) y MOXKMIBIX MAllMeHTOB (CpeqHui Bo3pacT 78 jer) ¢
IICUX030M Ha (pOHE JEMEHLMH H/MIU C HapyIIEHUSMH IMOBEJIEHHs OTMEYaloch IBYKpaTHOE
yBEJIMYEHHUE CITy4aeB CMEPTHU B IPYIIIE OJaH3alMHa 10 CpaBHEHUIO ¢ rpynmnoii miamnebo (3,5 % u
1,5 % cootBercTBeHHO). bosiee BBICOKMI YpOBEHb CMEPTHOCTH HE CBSI3aH C J030# OJaH3amnuHa
(cpennsist no3a 4,4 Mr) WU C ATUTEIBHOCTBIO JeueHus. @akTopbl pUCKa, KOTOPHIE MOTYT BIUSTH
Ha TPEeIpacooKEHHOCTb 3TOM TPYIIBI MAlMEHTOB K 00Jiee BHICOKOW CMEPTHOCTH MPH JICUEHUN
OJIaH3aMMHOM, BKJIIOYAIOT: BO3pacT >65 ner, aucharuio, ceganuio, HeJOCTaTOUHOE MUTAaHUE U
00€e3BOKMBaHNE, HATMYUE TATOJIOTUH JIETKUX (HallpUMep, THEBMOHMUS C acupanuen uim 6e3 Hee)
WIN COYeTaHHOE MpUMEHeHHe ¢ OeHzoanazenuHaMu. OTHAKO YacToTa JeTaJbHBIX HCXO0/I0B ObLIa
BBIIIIE Yy TMAI[MEHTOB, IOJYYaBIIMX TEPANUIO OJAH3AMHOM IO CPAaBHEHHMIO C TMallMEHTaMH,
MOJTY4aBIITUMH TUIAIe00, HE3aBUCUMO OT 3TUX (PAKTOPOB pHUCKa.

B Tex ke KIMHHYECKHX HUCCICAOBAHUAX OTMCYAIUCh HCpCGpOBaCKy.H}IpHInle HCXKCIaTCIbHBIC
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ABJIEHUSl (HAmpUMeEp, HUHCYJIBT, TPAH3UTOPH T '“aTEJQleﬁ'c;ia; :'le'IVI"vll‘aIII/I C

JETAJbHBIM UCXOJOM. B miane0o-KOHTpOJUMpPYEMBIX HMCCIEAOBaHUSAX OTMeuanach B TpU pasa
0oJiee BHICOKASI HaCTOTA LIEPEOPOBACKYIISIPHBIX HEXEJIaTEeIbHbIX SIBJICHUHN Yy MALMEHTOB B TPyMIe
OJIaH3allMHA MO0 cpaBHEHUIO ¢ rpymmoi mianedo (1,3 % nporus 0,4 %, cooTBeTcTBeHHO). Bee
HAIMEHTHI ¢ IepeOpOBaCKYISAPHBIMHA HAPYIIEHUSIMHU, MTOTy4YaBIINe OJaH3aHH U Tu1ane0o, nMenu
npeIecTByIonme (pakTopbl pucka pa3BUTHs 1epeOPOBACKYIISPHBIX HEXKEIATEIbHBIX SBIICHHA.
Bospact >75 5ieT u geMeHIs COCYUCTOrO MIIM CMEIIAaHHOTO THIIA ONPEICIISUIACH KaK (GaKTOPbI
pHiCKa pa3BHTHSI LEPEeOPOBACKYJSIPHBIX HEKEJIATENbHBIX SIBICHHA Ha (OHE JICUCHHUS
OJIaH3allMHOM. B Xoj;e HaHHBIX UCCleIoBaHWid APPEKTHBHOCTh OJIAH3allMHA HE ObuIa
yCTaHOBJICHA.

bonesns I[lapkuncona

He pexomeHayercs NpUMEHEHHME OJIaH3allMHA IPU JIEYEHUHU IICUX030B, WHAYLUPOBAHHBIX
IPHUEMOM aroHUCTOB JO0(PaMUHOBBIX PeLENTOPOB MpH Oosie3nu [TapkuHCcoHAa.

B ximHMYeckux HccieloBaHUAX yCyryOileHue cumnromMatuku Oone3nu IlapkuHcoHa u
raJUTIOLIMHAIIMMY OTMEYaJIMCh OYEHb YacTo U ¢ 0oJiee BBICOKON 4acTOTOM, yeM B rpymine mianedo,
a 3(QQPEKTUBHOCTh IPU JIEUECHUM INCUXOTHYECKUX CHMIITOMOB OJIaH3allMHOM HE IpeBbllIaia
wianebo. B MaHHBIX KIMHUYECKUX MCCIETOBAHUAX IMALMEHThl [IEPBOHAYAIBHO JOJKHBI OBLIN
JOCTUTHYTh CTaOWJIM3allMd Ha MUHUMAaIbHON 3>(PQEKTHBHOI 03¢ MpemapaTroB s JICYCHUS
6one3nu IlapkuHcoHa (aroHHMcThl nodaMuHA) U MPOJOJKATh UX NPUEM B TOW e /103€ Ha
IPOTSKEHUM BCero uccienoBanusd. HavanbHas no3a onaH3anuHa cocTaBisula 2,5 MI' B CYTKH U
MorJia ObITh yBEJIMYEHA 10 MAKCUMAJIbHOM — 15 MI' B CYyTKHU IO PELICHUIO UCCIIeI0BaTEIs.

3nokauecmeennwiil netiponenmudeckuti cunopom (3HC)

3nokauecTBeHHBIH Helponentuueckuit cunapoM (3HC) — moTeHnManbHO yrposkaroliee >KU3HU
COCTOsIHUE, BO3HMKaroIee Ha (GoHe mpuMeHeHus: HelposienTukoB. Penkue cmyyan 3HC takske
ObUIM 3aperuCTPUPOBAaHBl W TPH TPUMEHEHWH OJlaH3anuHa. KIMHWYECKHe TMPOSIBICHUS
3JI0KQUYECTBEHHOTO HEHPOJENTUYECKOTO CHHIPOMAa BKIIOYAIOT THUIEPIUPEKCHIO, PUTHIHOCTH
MBIIII, ©3MEHEHHE TICUXUYECKOTO CTaTyca M BEreTaTUBHBIC HApYyIICHHUS (HEPETYJSPHBIA MyIbC
WIN apTepHajbHOE JaBJICHWE, TaxWKapaus, auadope3 M HapylIeHHE CEpACYHOr0 pPUTMA).
JlonosHUTENbHbIE NpU3HAKU MOTYT BKJIIOYATh MOBBIIIEHUE KOHIIEHTpPALH
KpeaTUHUHPOC(HOKNHA3BI,  MHUOTIOOMHYpUIO  (pabAOMHONM3) M OCTPYIO  IOYEUYHYIO
HEI0CTaTOYHOCTh. KiMHUYeckre nposiBIeHNs 3I0Kaue€CTBEHHOT0 HEMPOJIENTUYECKOT0 CHHAPOMA
WIA 3HAYUTEIbHOE HEOOBSICHUMOE IOBBILIICHWE TEeMIIepaTyphl Tena 0e3 APYrHuX CHUMITOMOB
37I0KaYECTBEHHOTO HEHPOJENTHYECKOTO CHHIpOMa TPeOyIOT OTMEHBI BCEX HEHpPOJIENTHKOB,
BKJTFOYasl OJITAaH3aINH.

Tunepenuxemus u caxapmwiii ouabem

Hewacto oTMe4anucey ciydyau TUNEPTIIMKEMUN W/ WU PA3BUTUS WM JEKOMIICHCAIIUU CaXapHOTO
nuabera, B HEKOTOPBIX CIIydasx COMPOBOXKIAIOIINECS KETOAIMI030M U THa0eTHUECKON KOMOH, B
TOM YHCIJIE C JIETAJbHBIM UCX0JI0M. B HEKOTOPBIX ciydasx OTMEYaIOCh MOBBIIIEHUE MACCHI Tela,
KOTOpPOE MOTJIO TOCTYXKUTh MpeApacroiiaralomuM ¢GakTopoM. PekoMeHIyeTcst TIIaTeNbHBIN
KIIMHUYECKU MOHUTOPUHT TAIMEHTOB C CaxapHbIM JHA0ETOM U MAIMEHTOB ¢ (DaKTOpaMH pUCKa
Pa3BUTHSI CaxapHOTO JauabeTa B COOTBETCTBHHM CO CIEAYIOIIMMH YKa3aHUSMH: W3MEpPECHUE
MCXOJHON KOHIIEHTPAIIMH TJII0KO3bI KPOBH, uepe3 12 Henenb mociie Hayaia npueMa ojaH3anuHa u
BITOCJIEJICTBUH €KEr0JJHO. Y MAIleHTOB, IPUHUMAIOLIUX aHTUIICUXOTHYECKHE MTpernapaThl, B TOM
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YHUCJIe OJIaH3aMMH, HEOOXOIUMO TIPOBEPATHh HAUINE nﬁﬁgaﬁﬁ%'%ﬁﬁﬁﬁﬂwﬁo'ﬁ' I;II/II'IeBI'Jl'I‘I/II'IICéIIVII/II/I

(TakMX Kak MONHIUIICHUS, TONnypus, monudarus, cnadocts). [lanmentam ¢ caxapHbIM quabeToM
win paKTOpaMu PUCKa BOZHUKHOBEHUS CaXapHOTO AruadeTa HE0OXOMM PeryIsipHbIA MOHUTOPHHT
KOHIIEHTPAIIUHU TIIFOKO3bI KpoBU. HeoOX0IuMO MpOBOUTE PETYISPHBIA KOHTPOJIb MAacChl Tela:
nepea HauvajgoMm JieueHus, 4epe3 4, 8§ u 12 Henmenb mocie Hayala MpUeMa OJIAH3alMHA U
BIIOCJICJICTBUH KaX/ble 3 MecsIia.

Hsmenenus aunuonoeo npoghuns

B xoxe miane®o-KOHTPOIMPYEMBIX HCCICAOBAaHHWN, y MAIMEHTOB, IOIYy4YaBIIUX OJIAH3allMH,
HaAOJIIOAMNCh HEXKeJaTeJIbHbIe HM3MEHEHUS JIMIUAHOTO CIeKTpa. V3MeHeHHs JHUIHUIHOTO
npodmiss HEOOXOAUMO KOPPEKTUPOBATh B COOTBETCTBHM C KIMHHYECKOW HEOOXOAMMOCTHIO,
0COOEHHO y TAlMEHTOB C TUCIUIHIEMHEH M y TAalHMEeHTOB ¢ (paKTOpaMu pHCKa pa3BUTHS
HapYyIIEHUH JINITUIHOTO OOMeHa. Y MalueHTOB, IPHHUMAIOUINX aHTHIICUXOTHYECKUE MTPETapaThl,
B TOM 4YHCIIC OJIaH3alMH, HEOOXOAMMO PEryJsipHO TMPOBEPATh JIMMUIHBIA NPOQHUIL B
COOTBETCTBUH C PEKOMEHJAIMSIMU: TIepe]] Ha4ajloM JiedyeHus, yepe3 12 Hexenp mocie Havana
npueMa OJIaH3allMHA U BIOCIIEACTBUH KaXIbIe 5 JIeT.

AHMMXOJZMHepZull€CKCl}l AKMueHoCnb

HCCMOTpﬂ Ha TO, YTO OJIaH3aIllMH NPOABJIAT AHTUXOJIMHCPIUICCKYIHO aKTUBHOCTD B UCCIICAOBAHUAX
in VitrO, IMPUMCHCHHUEC OJIaH3allMHa B KIMHUYCCKUX HUCCIICAOBAHUAX BBIABUIIO HU3KYIO YaCTOTY
CBSI3aHHBIX C HEHM OCIIOKHCHUM. OIIHaKO IOCKOJIbKY KJIWHAYECKUM OITBIT IMPpUMCHCHU OJIaH3allnHa
Yy HnanueHToB C CONYTCTBYHOIIMMU 3a00/1€BaHUSIMU OrpaHHU4CH, CJICAYCT CO6J'IIO,Z[8.TB
OCTOPOIKHOCTD ITPH HA3HAYCHUHU OJIaH3allMHa IMalUCHTaM C KIIMHUYCCKU 3HAYUMOM FI/IHeprO(I)Heﬁ
HpeHCTaTCHLHOﬁ KCJIC3hI, HapaHHTH‘{eCKOﬁ KUIIIEYHOM HCIIPOXOAUMOCTBIO U HO)IO6HBIMI/I
COCTOSAHHAMMU.

Hapywenus ¢pynkyuu nevenu

YacTo, 0COOCHHO Ha paHHUX dTalax TepanuH, OTMEYaIOCh TPAH3UTOPHOE OECCHMIITOMHOE
MOBBINICHHE KOHIICHTPAIMU «IIEUYEHOYHBIX» aMHUHOTpaHcdepas (acmapraramuHOTpaHchepasbl
(ACT) wu ananunamuaoTpancdepassl (AJIT)). Ocobas OCTOPOKHOCTH HEOOXOAMMA TPH
yBenuueHuu KoHreHTpanuu ACT u/umu AJIT B CBIBOPOTKE KPOBH Yy MAIIMEHTOB C CUMIITOMAMHU
HapylieHuss (QYHKIUU TIEYCHH, C PaHee TUArHOCTUPOBAHHBIMH COCTOSIHUSMH, CBSI3aHHBIMHU C
OrpaHuveHueM (DYHKIIMOHAILHOTO pe3epBa MEUCHH WM y TAIMEHTOB, MOJIYYAIONIUX JICYCHUE
MOTEHIMAIBHO TNeNaTOTOKCUYECKUMU TpenaparamMu. [Ipu TuarHocTUpOBaHWM TenaTurta (B TOM
YHCIIe TeNaToleUTIONIIPHOTO, XOJECTaTHIeCKOTO WM CMEUIAHHOTO) NMPHMEHEHHE OJIaH3aIHA
CIIEIyeT MPEKPATHTh.

Heumponenus

C OCTOpPOKHOCTBIO CIEAYET MPUMEHSTh OJIAH3ANMH Y MALUEHTOB C HU3KUM YUCJIOM JIEUKOLIUTOB
W/WIH HEUTPOPUIIOB B KPOBH: Y MAIIMEHTOB, MOJIYYAIOIIUX MIPerapaTsl, KOTOPbIE MOTYT BHI3bIBATh
HEUTPONIEHNIO; y TMAlMEHTOB C JIEKAPCTBEHHBIM YTHETEHHEM (YHKIIMH KOCTHOTO MO3ra B
aHamMHe3e; Yy TMAalMeHTOB C yrHeTeHHeM (YHKIUU KOCTHOTO MO3ra, OOYCIOBJICHHBIM
COMYTCTBYIOIMM 3a00JICBaHUEM, Jy4e€BOM WM XHMHUOTEpamnueil; a TakkKe y MalueHTOB C
s03uHODUIME WM MuenonpoiudepatuBHbIME  3a0oieBaHusiMU. O clydasix pa3BUTHS
HEUTPONEHUH YacTO CO00IIanoch IPpHU OJAHOBPEMEHHOM IIPUMEHEHUH OJIaH3allMHa U BaJIbIIpoaTa.

IIpexpawenue mepanuu
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B peaxux cmyqasx (>0,01 % u <0,1 %) npu pe3kom ﬁg@ﬁaﬁgpﬁﬁgmgﬁxT&ﬁH%ﬁHa

OTMCHAJIIMCh  CIICAYIOINHUE OCTPBIC CHUMIITOMBI: TTOTOOTACICHHUC, 6CCCOHHI/IL[3., TpEMOP,
TPEBOXHOCTD, TOIIHOTA UJIM PBOTA.

Humepesan QT

B ximHnYeckux ucciae10BaHUAX KIMHUYECKU 3HaYNMOoe yInHeHne nurepsaia QTC (koppekiuus
QT mo dopmyne @punepuxa [QTCF] >500 mummucekyna] B 1000 MOMEHT BPEMEHH ITOCIIE
Havana JsedeHuss npu ucxogHoM QTcF <500 mc) Berpeuanocy newacto (0,1 % — 1%) y
NAIMEHTOB, MOJYYaBIIUX OJIAH3AMHMH, C OTCYTCTBHEM 3HAYMMBIX PAa3IMYUN B COIYTCTBYIOILIUX
OCJIOHEHHUSAX CO CTOPOHBI Cepila MO CpaBHEHHUIO ¢ Iuianebo. OpHako cieayer coOIroaaTh
OCTOPOXHOCTh TIPYM HA3HAYCHWHU OJIaH3allMHA COBMECTHO C MpermapaTaMH, YBEIHMYUBAIOITUMHU
uaTepBanl QTC, ocoOEHHO Yy MAIMEHTOB IMOXXHIOTO BO3pacTa C BPOXKIACHHBIM CHHAPOMOM
ynmuHeHHoro uHTepBaia QT, 3acToitHOI cepIeuHOl HeJ0OCTaTOYHOCTRIO, THIIepTpodueii cepana,
TUIIOKAJTUEMUEN U TUIIOMATHUEMHUEH.

Tpombosmbous

Heuacro (>0,1 % u <1 %) cooOmianocs o ciy4asx BpeMEHHOH CBSI3U MEXKAY Pa3BUTHEM BEHO3HOU
TpOoMOOOMOONMH W Tepamueil onaH3anmuHOM. Hannmume mpUYMHHO-CIIEICTBEHHOM CBS3H MEXIY
IPUEMOM OJIaH3aIIMHA U BEHO3HOH TpoMO0IMOoIHeit He ycTaHoBiIeHO. OHAKO YUUTHIBAs, U4TO Y
NAlUEHTOB € MMU30(ppEeHHENd YacTo HUMEITCS NpuoOpeTeHHble (HAKTOPbl pHUCKA pa3BUTUS
TPOMOOOMOOINH, CIEIYET BBISABIATH BCE BO3MOXKHBIC (DaKTOPBHI PHCKA JAHHOTO OCJIOKHEHHUS, B
TOM 4MCJIe, UMMOOMIIN3ALMIO TAIUEHTOB, U IPUHUMATh HEOOXOIUMbIE MEPBI IO IPOPHIAKTHKE.

Obwas axmueHocms 8 OMHOWEeHUU YeHmpanibHol Heperoti cucmemsl (L{HC)

C ydyeroMm ocHOBHOrO jeiicTBus onansanuHa Ha ITHC, cnenyer co0mnronaTh OCTOPOKHOCTD MPH
IIPUMEHEHNN OJIaH3alMHA B COUETAaHUU C JPYTHMH JIEKAPCTBEHHBIMHU IPENapaTaMiy LIEHTPAJILHOTO
nefcTBUs U ankorosieM. [I0CKONbKY OJIaH3allMH MOJKET MPOSIBISATh aHTarOHU3M B OTHOIIEHUU
N10(haMHHOBBIX PEIENTOPOB B YCIOBHSAX IN VIro, oH MOXeT ObITh AHTarOHHCTOM A3(PPEKTOB
IPSIMBIX U HEMIPSIMBIX arOHUCTOB 10()aMUHOBBIX PELIEITOPOB.

Cydopoeu

OnaH3anuH cieyeT NPUMEHSTh C OCTOPOKHOCTBIO Y TIALIMEHTOB € CYI0pOraMH B aHAMHE3€ WU
MOJIBEPKEHHBIX BO3AECUCTBHUIO (PaKTOPOB, CHUKAIOIUX MOPOT CYAOPOKHON akTUBHOCTH. Ciydan
CYZOpOTI' HEYaCTO BCTPEYAIUCH Y MAIUEHTOB, IPUHUMAIOIINX OJIaH3aIUH, U B OOJIBIINHCTBE ITHX
CllydaeB cOOOIIAIOCh O HATMYUU CYI0OPOTr B aHAMHE3€ WU O (haKTOpax pUCKa pa3BUTHS CyIOpOr.

To30ns8 ouckunesus

B cpaBHUTENBHBIX HCCIENOBAHUSX, MPOJOJIKUTEILHOCTIO J0 T0j/a, JIEUEHUE OJIaH3alHMHOM
JIOCTOBEPHO PEXKE COMPOBOXKAAIOCH Pa3BUTHEM JUCKHUHE3UH, TpeOyIoIed MeTuKaMEeHTO3HOU
Koppekuuu. OJHAaKO CleIyeT YYUTBIBaTh YBEIUYEHHUE pHUCKA IIO3IHEH JUCKUHE3UU IIPU
JUINTENIbHOW Tepanuu HelposenTukaMu. Ilpm pa3sBUTMM NPU3HAKOB NO3AHEW IUCKUHE3NUU
PEKOMEHIYETCSl CHMJKEHUE 03Bl MM OTMEHA oJslaH3anvHa. CHUMNTOMBI MO3JHEH JUCKUHE3UU
MOTYT HapacTaTh WK MaHU(eCTHPOBATh MTOCIE OTMEHBI Npernapara.
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Hocmypaﬂbnaﬂ 2UNOMEH3UA

[ToctypanbHasi THIOTEH3HSI HEYACTO HAOII01aTach B KIIMHHYECKHUX UCCIICIOBAaHUSX OJIaH3aMMHA Y
MOXKUJIBIX TAIMEHTOB. PeKOMEHIyeTcs TEepUOAMYECKd H3MEPSTh apTepHalbHOE HaBIICHUE Y
MalUEeHTOB cTapie 65 JieT.

Buesannas cepoeunas cmepmo

[To pe3ynapTaTaM MOCTMApKETHHIOBBIX HAONIOACHUI OJlaH3amuHa ObLI 3a(UKCUPOBaH ciydail
BHE3aMHOM cMepThu. B perpocrnekTMBHOM  HAOMIOAATEILHOM  MCCIEJIOBAaHUU  PHUCK
MpeAnojaraeMoil BHE3aMHOM CEepJIeYHON CMEPTH y MAaIlMEeHTOB, MOJYYaBIIUX OJIAH3aIUH ObLI
HpI/I6JII/I3I/ITeJIBHO BABOC BbBINIC TAKOBOI'0 y IMAllMCHTOB, HC IPHHUMABIINX HeﬁpOHeHTI/IKI/I. B
JaHHOM HCCJIICJOBAHUMU PUCK IIPpHU MPUMCHCHUH OJIaH3aIllMHa OBLII COIIOCTAaBUM C PUCKOM IIpU
MPUMCHCHUHN aTUITMYHBIX HGprOJIGHTHKOB, BKIIFOUYCHHBIX B O6’b€I[PIH€HHBII>1 aHaJIn3.

CTHu

HpenapaT Onansanua  Kanon IIPOTHUBOIIOKA3aH K IPHUMCHCHUIO Y z[eTeﬁ n IOAPOCTKOB.
I/ICCJ'IG,I[OBaHI/IH C Yy4dJaCTHEM IIAlIUCHTOB B BO3paCTC 13—-17 ner BBIABUIHN Pa3JINIHbIC
HCXKCJIATCIbHBIC PCAKIHMKM, BKIIIOYaA IMPUPOCT MACChl TCJjIa, H3MCHCHUA MeTa00INYECKUX
IMOKa3aTelIeii ¥ MOBBIIICHUE KOHOCHTpAIMHU ITPOJIAKTHHA.

BcnomMorarensHble BelecTBa

I[aHHBIfI mnperapar COACPKUT MAHHUTOJ U MOXKCT OKa3bIBaATb cinaboe ci1aduTeIbHOe HeﬁCTBHe.

45, B3aumopneiictBue ¢ JAPYruMH JIEKAPDCTBEHHBIMHM MpenapartaMu H Jpyrue BH/IbI
B3auUMOAelCTBUSA

[loTeHnMaabHEIE B3aUMOJACHCTBHYS, OKA3bIBAIOIINE BIMSIHNE Ha OJIaH3allHuH

[Tockonbky osaHzanuH MeTaboymsupyercs ¢ ydactueM m3odepmenta CYPLA2, merabonmsm
OJIaH3aITMHA MOXKET M3MEHATHCS O] IEHCTBHEM HHTHOWTOPOB MIIM WHAYKTOPOB M30(EpPMEHTOB
nutoxpoMa P450, mposBisiromux crnenupuyeckylo aKTUBHOCTh B OTHOILIEHUM H30(pEepMEHTa
CYP1A2.

Hnoyrkyus uzogpepmenma CYPLA2

Metabonu3m onaH3almMHAa MOXKET OBITh MHIYIHUPOBAaH KypeHHEM WU MPHUMEHEHHEM
KapOamasenuHa, 4YT0 MOXKET MPUBOJUTh K CHIKEHHUIO KOHIIGHTpAIMK ojlaH3anuHa. OTMedanoch
JUIIb HEOONIbIIOE WM YMEpPEHHOE YBEIMYEHHE KIMpeHca ojaH3anuHa. KinHuueckue
MIPOSIBJICHUSI CKOpEE BCETro OyayT OrpaHUYECHHBIMU, OJIHAKO, PEKOMEHJOBAaH KIMHUYCCKUN
MOHUTOPHUHT, U, B CIIydae HEOOXOIMMOCTH, TIOBBIIIICHUE 03Bl OJIaH3aIMHA.

Hneubuposanue uzopepmenma CYP1A2

®dnyBokcamuH, crenupuueckuit uHruourop uzodpepmenta CYPLA2, 3Haunmo mopaBiser
MeTa0oJIM3M  OJIaH3amuHAa. MakcuManbHas KoHHeHTpauus ojaH3anuHa (Cmax) mocie
(iryBOKCaMuHa B CpelHEM yBEIMUMBaNach Ha 54 % y HEeKypsAUIMX MAIMEeHTOK KEHCKOTo moja 1
Ha 77 % y KypsAIMX TAIlMEHTOB MYXCKOTO Ioja, a mokazatens AUC (turomane moj KpuBOu
CKOHIIEHTpAIUSA-BPEMS») OJaH3allMHAa B CpeaHeM yBenuuuBaics Ha 52 % wu 108 %,
cooTBeTCTBEeHHO. CreayeT pacCMOTPETh BO3MOXKHOCTh Ha3HAUYCHMs O0Jjiee HU3KOM HavdalbHOU
036l OJIaH3allMHA y MAI[MEHTOB, MNPUMEHSIOMMX (GIYBOKCAMUH WM APYyTUe€ HHTUOUTOPHI
uzopepmenta CYPLA2, manpumep, munpodiokcanuH. B Havane mpuMeHEHUs NIpenapaTos,
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OTHOCSIIIUXCS K MHTHOUTOpaM n3odepMeHTa CYP1A2,': gz'i_" M‘é&gghﬂi;%ﬁﬁa‘l EgéﬁyeT

paccMOTPECTh BO3BMOKHOCTh CHUKCHHA OO3bI ITOCICIHETO.

CHudicenue 6uodocmynuocmu

AKTHBUPOBAaHHBIA YTrOJb CHMKACT OHMOIOCTYIHOCTH OJIAH3AlMHA IOCJIE TpHeMa BHYTPh Ha
50-60% u momkeH HPUMEHATHbCS KaKk MHUHHUMYM 3a 2 4aca J0 WIH MOCle HpUMEHEHUs
onanszanuna. OuyokcetnH (naruourop nzopepmenta CYP2D6), ogHOKpaTHBIE JO3BI AaHTALIKUIOB
(adroMHHMNA, MarHUHCOZEp)KAIlKe) WIM IMMETHIWH HE OKa3blBajM 3HAUYMMOTO BIUSHHS Ha
(apMaKOKUHETHKY OJIaH3aITuHA.

CnocoOHOCTh 0JIaH3AIIMHA BIUATH Ha APYTUe JICKApPpCTBCHHBIC ITPCIIapaThl

OnaH3anH MOXET MOJABISATh BO3JCHCTBUE MPSAMBIX W HEMPSAMBIX aroHUCTOB Ao(aMuHa.
Oumnan3anuH He nojasisieT ocHoBHbIE n3odepmentsl CYP450 in vitro (Hampumep, 1A2, 2D6, 2C9,
2C19, 3A4). CornmacHo pe3yiabTaTaM HCCICAOBaHUN (N VIVO He OXHAaeTcs 0co0oro
B3aMMOJICHCTBHS C OJIAH3AIMMMHOM CIIEAYIOLIUX MPENapaToB: TPUIUKINIYECKUX aHTHICTIPECCAHTOB
(MeTaboNMu3upyeMbIX B OCHOBHOM ¢ y4actreM m3ohepmenta CYP2D6), Bapdpapuna (CYP2C9),
teopmuinHa (CYPLA2) u nuaszenama (CYP3A4 u 2C19).

OmaH3anuH He BCTYNaJ BO B3aMMOJICHCTBHE C JINTHEM U OUTIEPUACHOM.

MOHHUTOPHHT KOHIIEHTPAIIMY BAJILIIPOATA B IJIa3Me KPOBH HE BBISIBUII HEOOXOMMOCTH KOPPEKIIUN
JI03bI BAJILIIPOATa MOCiIe Hadaia ero MPUMEHEHHS ¢ OJIAaH3aITHHOM.

Obwas akmusnocms [[HC

HeoOxoqumMo TpOSBISTH OCTOPOKHOCTH MPU MPUMEHEHUU OJaH3aliHa Yy MalUeHTOB,
yIOTPeOISIONNX AIKOTOIb UITU MOJIYYaIOIIUX JIEKaPCTBEHHBIE MpernapaThl, KOTOPHIE BBI3BIBAIOT
YTHETEHHE LICHTPAJIbHON HEPBHOM CUCTEMBIL.

CoBMecTHOE TPUMEHEHUE OJIaH3ANKMHA C TIPOTUBONAPKUHCOHUYECKUMHU CPEICTBAMU Y MAIIUEHTOB
¢ 6one3nbio [lapkuHCOHA U AeMEHITUEN HE PEKOMEHIYETCS.

Humepean QTC

Crnemyer mposIBISITE OCTOPOXKHOCTD IPH MPUMEHEHUH OJIaH3alliHA COBMECTHO C TpernapaTaMH,
CHOCOOHBIMH YAJIUHATH HHTepBan QTC.

4.6. @epTHIBHOCTH, 0€PEMEHHOCTH U JAKTALUS

bepemeHnHoCTH

JlanHble O IPUMEHEHUH OJaH3anuHa Yy OEpEeMEHHBIX KEHIIUH OTCYTCTBYIOT. [TaliueHTKH 1OIKHBI
OBITH MPENYNPEXKIEHBI, UTO B ClIydae HACTYIJICHUS WIN IIJIaHUPOBAaHUS OEPEMEHHOCTH B MEPHOJ
JICYCHUS OJIAH3aITMHOM MM HEOOXOJUMO COOONIMTH 00 ATOM CBoeMy JjedameMmy Bpauy. M3-3a
HEI0CTaTOYHOI'O OIbITa MPUMEHEHMs OJIaH3allMHA BO BpeMsi OEPEeMEHHOCTH, Mpenapar cleayer
Ha3HayaTh BO BpeMsi OEpEeMEHHOCTH TOJIbKO B TOM Cilydae, €CM MOTEHIHajbHas MoJb3a JJIs
NAIUEHTKN 3HAYMUTEIbHO IPEBBINIAET MOTEHUUAIBHBIA PUCK Ui IUIOAA. Y HOBOPOXKIEHHBIX
(mereii), ybM MaTepu NpPHUHUMAIM HeHponenTuku (BkIo4as onanzanuH) B Il Tpumectpe
OepeMEeHHOCTH, CYyLIECTBYET PHUCK  pa3BUTHS  HEXKENATeNbHBIX  peakuui, BKIOYas
JKCTpanupaMuIHbIe PACCTPONCTBA M CUMIITOMBI CHHAPOMA «OTMEHBI», pa3JInyHbIE MO TSKECTH U
IPOAOIKUTENBLHOCTH. COOOIIAIOCh O CllydasiX pa3BUTUS BO30YXKIE€HUS, THIIEPTOHUU, TUIIOTOHUH,
TPEMOpa, COHIIMBOCTH, PECIIUPATOPHOIO JUCTPECC-CUHAPOMA U HAPYIIEHUs cocaHus. B ¢BA3m ¢
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9THUM, HOBOPOXKJEHHBIE (JIETH), YbH MATEPH II HHMMM&HE%EIEJ%ﬁIl;aIXEZ_['I/I'{“BICIﬂ'I :'r[oz[

MEIULIMHCKAM HAOIIOICHUEM.

[Tpumenenue npenapara Onanzanun Kanon Bo BpeMst 6epeMEeHHOCTH U Y )KEHIIHH C I€TOPOTHBIM
MIOTEHIMAIIOM, HE UCITOJIb3YIOLIUX KOHTPALICTILHIO, HE PEKOMEHIYETCH.

JlakTanms

OmnaH3anyH NPOHUKAET B TPYIHOE MOJIOKO YEJIOBEKA B KOJIMYECTBE, JOCTATOYHOM ISl OKa3aHHs
BJIMSHUS Ha HOBOPOXKICHHBIX (JeTei), HaXOJIIMXCS Ha TPYAHOM BCKapMiIMBaHUH. CpemHss
71032, Mmojry4aemMas peOeHKOM (MI/KT) IpH JOCTHKEHUU PaBHOBECHOW KOHIICHTpAIMH y MaTepH,
cocrasisiia 1,8 % 036l oaH3anuHa Matepu (MI/KT).

B mepuon neuenus mnpenapatom OmanzanuH KaHOH rpyaHOoe BCKapMIIMBaHUE CJEIyeT
NPEKPaTUTh.

DdepTUIbHOCTD

I[aHHBIe O BJIMAIHHHU OJIaH3aIllMHa Ha q)epTI/IJ'IBHOCTB Y 4C€JIOBCKA OTCYTCTBYIOT.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHU CpeICTBaMU M padorarh ¢
MeXaHU3MaMH

HccnenoBanuil BAMSHUS MpenapaTa Ha CIOCOOHOCTh YIPABJIATh TPAHCIOPTHBIMU CPEACTBAMM U
MeXaHM3MaMH He NpoBOAMJIOCH. llanenTaM, NpUHUMAIOLIMM OJIaH3alMH, CJIEAYET MpPOSBIATH
OCTOPOXHOCTh TPH YIPABICHUM TPAHCIOPTHBIMU CPEACTBAMM M MEXaHM3MaMH, IOCKOJBbKY
0JIAaH3AIIMH MOJKET BBI3bIBATH COHJIMBOCTH U FOJIOBOKPYKEHUE.

4.8. Hexkenare/jibHbIE peakKUHU

Pesrome mpoduiist 6e3onacHOCTH

HanOonee uacTbIMM HeKeNaTeNbHBIMU peakuusaMu (HaOmronaBmmecs y >1 % manueHTos),
CBSI3aHHBIMH C ITPHEMOM OJIaH3allMHA BO BpeMs KJIMHUYECKHUX HCCIIEeI0BaHNM, ObIITH COHJIMBOCTD,
YBEJIMUEHUE MAcChl Tella, 503MHO(UIINS, TTOBBIIIEHNE KOHLEHTPALUU MTPOJaKTHHA, XOJIECTEPHHA,
[JIIOKO3bl M TPUTIIMLEPUIOB, TIIIOKO3YpHUsl, MOBBIIIEHUE aNNEeTUTa, FOJOBOKPYKEHUE, aKaTU3Us,
NAapKUHCOHU3M, JICHKOMEHUs, HEWTPOIEHUs, AMCKUHE3Us, OpTOCTAaTHYeCKas TUIIOTEH3US,
AHTUXOJIMHEpruyeckue >PQeKThl, Mmpexoasiee OeCCUMITOMHOE IOBBIIIEHNE KOHLEHTpAlUU
aMHHOTpaHc(epa3 MeYeHH, Chlllb, ACTCHUS, YTOMIIIEMOCTh, JIMXOPa/iKa, apTPaNIrHs, OBbIILICHUE
KOHIIEHTPALUH IeJI04HON (pocdarasbl, BHICOKAs KOHIEHTpALUs raMMa-TiayTaMUITpaHc(epassbl,
MOYEBOH KUCIIOTHI, KpeaTuH(HOCPOKUHAZBI U OTEK.

Tabauunoe pe3loMe HeXKellaTeIbHbIX peaKIInii

Hwxe mpejcraBieHbl HeXellaTeIbHBIC PEaKIMH W JIA00pATOPHBIC MOKA3aTeNH, BHIIBICHHBIC B
CIIOHTAHHBIX COOOIIEHUSAX W KIMHUYCCKMX WCCIEAOBaHUAX. HexenarenpbHble peakIuu
CUCTEMATH3UPOBAHBI OTHOCHUTEIHHO KAKIOW M3 CHCTEM OPraHOB B 3aBHUCHMOCTH OT YaCTOTHI
BCTPEUAaEMOCTH  C  WCIOJNb30BaHWEM  Kiaccuukarmuu  BceMupHOW — opraHu3anuu
3IpaBoOXpaHeHus: o4eHb 4acto (>1/10), wacto (>1/100, <1/10), mewacto (>1/1000, <1/100),
penko (>1/10000, <1/1000), ouens penko (<1/10000), wactora HeusBecTHa (Ha OCHOBAHUU
UMCIOINXCS IAHHBIX OLICHUTh HEBO3MOXKHO). B Ka)10# 4acTOTHOW KaTerOpHH HEKEJIaTeIbHbIC
pEaKIMU PUBOATCS B MOPSIKE YMEHBIIICHHS UX CEPbE3HOCTH.
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Yacrora
KJ1ace
Hapymienuss co CTOpPOHBI | 4acTO s03uHO(GUIHS, elikonenus’, neiTponenus ™’
KPOBH M JUM(ATUIECKON | pesKo TpoMbonuTonenus’t
CHCTEMBI
HapymieHuss co CTOpOHBI | HEYACTO TUNEPYyBCTBUTENBHOCTE

HMMYHHOfI CHUCTEMBI

Hapymennss metabonmnzma
Y TTIUTaHUS

OYCHb 4acCToO

YBCJIMYCHUC MACChL Tenal

qacTo

MIOBBILIIEHNE KOHIIEHTpaIH xonectepuna’?,
MOBBINIEHUE KOHIEHTPALMA TJIFOKO3bIY, MOBBINIEHHE
KOHIIEHTPallMd  TPUIIIMIEPUIOBZ®,  IIIIOKO3ypwus,
MIOBBILICHNE aNlETUTA

HCYACTO

pa3BUTHE WIH JEKOMIICHCAIMS caxapHoro amabera, B
HEKOTOPBIX CIIyJasx COIPOBOXKIAIOIITHECA
KETOaIU030M U THa0eTHIECKOI KOMOI, B TOM YHCIIE C
JeTaJbHBIM UCXOI0M™M

penKo

TUNOTEpMUs

Hapymienus co cTOpoHBI
HEPBHOU CUCTEMBI

OYCHb 4aCTO

COHJIMBOCTH

qacTo

rOJIOBOKPYKEHHE, axkaTu3us’, NapKMHCOHU3M®,

JMCKUHE3Us®

HCYaCTO

CY/IOPOTH y TIAIMEHTOB C CyJ0POTaMi B aHAMHE3E MK
npu HamudauK (aKTOPOB PUCKA PA3BUTHS CyHOPOrtl,
UCTOHMs (BKJIFOYAs OKYJIOTMPHBIM Kpu3)M, mosmmss
nuckunesus'!, ammesus®,  auzapTpUs,  CHHAPOM
OECHOKOMHBIX HOT, 3aUKaHHE

penko

3JI0KAYECTBEHHBIA  HEWPONENTUYECKUH  CcHHApPOMY?,

CHHJIPOM «OTMEHB» 2

Hapymenus co cTOpoHbI
cepaua

HCYaCcToO

Opajukapus, yaauHeHue uarepsana QTc

peaxo

KEITYTOIKOBAS TaxuKapus/ GUOPUIISAIIISL
JKEITYJIOYKOB, BHE3AIHASI CMEPTH -

Hapymenus co cTOpoHbI

OYCHb 4acCTO

OpTOCTaTHYECKas TMIOTEH3US

COCYyZIOB HEYacTo TPOMO0IMOOIHS (BKITIOYAst TPOMOOIMOOJIHIO JISTOYHON
aptepun ¥ TpoMO03 TITyOOKHX BEH)
Hapymenuss co CTOpOHBI | HEUacTo HOCOBOE KpoBOTeueHue’
JIBIXaTeIbHOU CUCTEMBI,
OpPraHoB I'PYJIHOM KIIETKH U
CPEAOCTEHUs
Hapymenuss co CTOpOHBI | 4acTo CJ1a00BBIPAKEHHBIE, KpaTKOBpPEMEHHBIE
KENyJOUYHO-KHIIIEYHOTO aHTUXONMHeprudeckue d(QQeKThl, BKIOYas 3armop H
TpakTa CYXOCTbh BO PTY
HEYacTo B3/yTHE KMBOTA’, NOBBINIEHHOE CIIOHOOT/IETIEHHE
pesKo HaHKpeaTuT
Hapymennss co CTOpOHBI | 4acTo npexosiiee 6€CCHMIITOMHOE TTOBBIIIICHHE aKTHBHOCTH
MIeYCHH u «TeYeHOYHbIX» amuHoTpaHcdepas (AJIT, ACT),
KETUEeBBIBOAAIINX ITyTeH 0c00EHHO B paHHU MEPUOJT JICUEHHS
penko renaTuT (BKIMIOYAs renaToLeIUTIOIS PHBIN,
XOJIECTATUYECKUH MITM CMEITaHHbIN )
Hapymennss co CTOpOHBI | 4acToO CBITTb
KOXXM M IOAKOXXHBIX TKaHEH | HeuacTo peakius GoTOCEHCHOMIN3AINH, aJIONeIHs
gacrora JICKapCTBEHHBIE B3aMMOJECHCTBUS € d03MHO(UIMEH U
HENU3BECTHA cuctemHbiMu cumntomMamu (DRESS-cuanpom)
Hapymenuss co CTOpOHBI | 4acTo aprpairus’
MBIIIEYHOM, KOCTHOM H | PEIKO pa6):[OMI/IOJ'II/I311

COCIMHUTEIIFHON TKaHU
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Hapyuienuss co CTOpOHBI | HEYACTO Hefepkanue |- = 'vodh; - Bajfepikka | -

[OYEK M MOYEBBIBOISIINX MOYEHCITYCKaHUS, 3aTpyIHEHHOE HAYaIo
nyTeii MOYEHCITyCKaHus

BepeMeHHOCTS, yacTora CHUHJIPOM «OTMEHBD» Y HOBOPOXKIEHHBIX

MTOCIIEPOMOBEI TIEPHOA W | HEM3BECTHA
TIepUHATAIBHBIE COCTOSHUS

Hapymenus co cTopoHsI | 4acTo SpeKTWIbHAs JUCHYHKUUS Y MYXKYWH, CHIDKCHUE
PENpPOAYKTUBHOM CHCTEMBI TUOUA0 Y MY>KUYHH U JKSHINH
U MOJIOUHBIX XKeJle3 HE4acTo aMeHopes], YBEJINUEHHE MOJIOYHBIX JKEJIe3, TalaKTopest

Y IKCHIIUH, FI/IHCKOMaCTI/ISI/YBeJ'II/I‘ICHHC MOJIOYHBIX
JKCJIC3 Y MYXKYMH.

PENIKO npuanuzm’
O6mue  HapymeHHs M | 4acTo aCTeHUs1, yCTaIOCTh, OTEK, JUXopajka'’
peaKIMK B MECTE BBEICHHMSI
JlaGopaTopHbie ¥ | OYEHb 4aCTO | yBeJMYEHHE KOHIEHTPAIMH IIPOJIAKTHHA B Mia3me?
MHCTPYMEHTaIbHbIE 4acTo MOBBILIEHHE KOHIEHTpAlMK LIeao4Hol (ocdorasbill,
JIAHHBIE TIOBBIIIEHNE KOHIEHTPAlMK KpeaTHH(GOocpoKuHashIt?,
TIOBBIIIEHHE KOHLICHTPALMH ramma-

rryTamMmuiTpancepassil’, HOBbILIEHHE KOHIEHTPALMH
MO4€BOM KHMCIIOTHI'
HEYacTo MTOBBINIIEHHE KOHIICHTPAINX 00IIero OmimpyonHa

s Bcex rpynm NMalMeHTOB, HE3aBUCMMO OT MHjekca macchl Tena (MMT), Habmrofanoch KIMHHYECKH 3HAYUMOE
YBEJIMYCHUE MaccChl Tejia. YBeluueHHe Macchl Tena Ha 7 % u 0ojee OT CpeAHEero 3HaueHHs TOCie MPOBEICHUS
KOPOTKOTO Kypca JieueHusi (CpelHssi MPOAOJDKUTENbHOCTs — 47 aHeit) Habmromanock odeHb yacto (22,2 %),
yBenuueHue Ha 15 % u Oonee 6buT0 yacThiM (4,2 %) U yBenuueHue Ha 25 % u Oonee O6bu10 HeyacThiM (0,8 %). YV
MAIMEHTOB, MOJTYYaBIINX JUIUTENBFHOE JeueHne (He MeHee 48 Helelns), moBkIeHne Ha >7 %, >15 % u >25 % Oputo
oueHb yacTbiM (64,4 %, 31,7 %, 12,3 % COOTBETCTBEHHO).

2CpejiHee NOBBIIEHHE KOHIEHTPALMH JUIMAOB HATOMIAK (XOJECTEPUHA, JMIONPOTEUAOB HU3KOH ILIOTHOCTH
(JIITHI'T), tpurmuuepuaoB) Obuio Ooliee BHIpaKEHHBIM Y MAIMEHTOB 0€3 HCXOMHBIX IMPH3HAKOB HAapYIICHUS
JTUMHAIHOTO OOMEHa.

SHaburo/1a10Ch yBEIMUEHHE KOHIEHTPALMK XOJIECTEPUHA OT HOPMaJbHBIX 3HaUYeHU HaTomak (<5,17 MMOJIB/) 110
MOBBINIEHHBIX (>0,2 MMOJIB/IT). MI3MEHEeHNe KOHIEHTpAIMK XOJIECTEpHUHA OT MOIPaHUYHBIX MOKa3aTesieil HaToIIaK
(>5,17 — <6,2 MMOJIB/1T) 10 MOBBILIEHHBIX (>6,2 MMOJIB/T) OBLIIO OYEHD YACTHIM.

“Habmioanoch yBelMYeHHME KOHLEHTPALUU TIIIOKO3bl OT HOPMAJbHBIX 3HAYeHMil HaTomak (<5,56 MMOIL/I) 10
MOBBILIEHHBIX (>7 MMOJIB/11). VI3MeHeHHe KOHIIEHTPALWH [IIF0KO3bI OT IIOrPaHUYHbIX MoKa3aresneil Haromak (>5,56 —
<7 MMOJIB/JT) 10 OBBIICHHBIX (>7 MMOJIB/JT) OBLIIO OYEHB YACTBIM.

SHabmoanoch yBeIndeHUe KOHIEHTPAMH TPHIIULEPUIOB OT HOPMAIBHBIX 3HAYE€HUH HaToImAK (<1,69 MMOJIB/I) 10
MOBEIIIEHHBIX (>2,26 MMOJIB/IT). I3MeHeHNe KOHIIEHTPAINY TPUTIIALEPUAOB OT IIOTPAaHUYHBIX IIOKA3aTeleil HaTOIaK
(>1,69 — <2,26 MMOJIB/T) 10 MOBBILMIEHHBIX (>2,26 MMOJIB/JI) OBLIO OYEHB YACTHIM.

®B Xome KIMHHYECKHX HCCIENOBAHMY, CIy4ad NAPKUHCOHM3MA M JHCTOHHH y MAIUEHTOB, IPUHMMAIOIINX
ONlaH3anMH, ObUIM OoJiee YacCTHIMM, HO pa3iuyuue C IPynnoil miane6o He ObUI0 CTATHCTHYECKU 3HAYUMBIM. Y
MAlMeHTOB, MPUHUMABIINX OJIAaH3AINH, CIIy4ad pPa3BUTHS MAPKUHCOHU3MA, aKaTH3WH, JAUCTOHWH, HAOJIOTAIUCH
pexe, 4eM y TAlMEeHTOB, MOJYy4YaBIIMX THTPOBAHHBIE J03bl rajolepuioia. BBULy OTCYTCTBHS MOIPOOHOI
uH(OpMAaLIUK O HATMYUH Y TALIMSHTOB B aHAMHE3€ OCTPBIX M MMO3IHUX IKCTPAIHUPAMHUJIHBIX PACCTPOMCTB B HACTOAIIEE
BpeMsi HEBO3MOXKHO CJieJiaTh BBIBOJ O TOM, YTO OJIaH3allMH B MEHbIIEW CTENEHH BBI3BIBACT PA3BUTHE IMO3IHHX
JUCKIHE3UH MU IPYTHX MMO3THUX SKCTPATHPAMUTHBIX CHHIPOMOB.

TIpu pe3koii OTMEHE ONaH3aNMHa HAOIIOAIUCH TAKUE CHMIITOMBI, KaK MOTJINBOCTh, OECCOHHUIIA, TPEMOP, TPEBOTA,
TOIITHOTA U PBOTA.

8B KIMHHMYECKMX HCCIIEN0BAHUAX IIPOJIOJDKUTENLHOCTEIO N0 12 Heslenh KOHIEHTpalusi MPOJAKTHHA B ILIA3ME
MPEBHINIAIAa BEPXHIOK TPAHUIy HOPMBI Yy, mpuOmMM3uTenbHO, 30 % MAIMeHTOB C HOPMAIBHBIMUA HCXOIHBIMH
MOKa3aTeIsIMA TIPOJIAKTHHA. Y OOJNBIIMHCTBA TAKUX MAIIMEHTOB YBEIMYCHHE KOHICHTPAIMW IMPOJAKTHHA OBLIO
YMEpEeHHBIM, M MEHee 4eM B 2 pa3a MPEBHIIIANI0 BEPXHIO TPAHHUITY HOPMBL.

*HesxenaTenbHble peakiuu, 3aQUKCUPOBAHHbIE BO BPEMs KIIMHUYECKUX MCCIIEI0BAHUI C OJaH3aHHOM.
HesxenarenbHble peakiuy, 3apUKCUPOBAHHBIE BO BPEMS KIIMHUYECKUX UCCIIE0BAHMI C 0J1aH3aIIMHOM U OLIEHEHHbIE
Mo (paKTHIECKOMY 3HAUCHHUIO.
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UHesxenarenbHble peakiuu, 3aQUKCUPOBAHHBIE TIPU HOCTMapKeTﬂ{EL‘IﬁlB:Ol\Zl E)l;L'HcE

4acTOTOIA.
12Hesxenarensuple sBIEHUs, 3aQUKCHPOBAHHBIE TPH MOCTMAPKETHHIOBOM OIBITE MPUMEHEHHS € YacTOTOM,
OTIpeZIeTIEHHOI 10 BepXHEeH rpanutie 95 % moBepUTEILHOTO HHTEPBAA.

Honeocpounas sxcnozuyus (ne menee 48 Hedeiv)

KonunuecTBO mManueHToB, y KOTOPBIX OTMEYANUCh HEXKeJaTelbHble, KIMHUYECKH 3HAUMMBbIE
MU3MEHEHUS Macchbl Tena (yBenuueHue), KOHIEHTPALUU TJTFOKO3BI, o0urero
xosiecrepuna/JIITHIT/JITNIBIT wiu TpuraunepuaoB, ¢ TEYECHHUEM BPEMEHH YBEIWYUBAIOCH. Y
B3POCJIBIX MAIIUEHTOB, KOTOPBIE 3aKOHUMIHN 9—12 MecAaYHbIN KypC Teparnuu, CKOPOCTh MOBBIIICHUS
KOHIEHTPALIUHU TIIOKO3bl B KPOBU 3aMeIsUIach MPUMEPHO yepe3 6 MecsIIeB.

Heorcenamenvnuvie peakyuu 'y 0cobObIX epynn nayueHmoe

B kimHMYecKUX HCCIENOBAHUAX Y MOXKWIBIX MAllMEHTOB C JAEMEHLUEN Tepamnus OJaH3aluHOM
Obuta cBs3aHa ¢ OoJyiee BBICOKOW YACTOTOM JIETAIBHBIX HCXOJOB U LEPEOPOBACKYIISPHBIX
HE)KeJIaTeJIbHbIX peaklui, YeM Mpu MpUMEHEHUHU Iane0o. O4eHb 4acThIMU HEXKeNaTeIbHbIMU
peaKUMsAMHU, CBA3aHHBIMU C IPUMEHEHHMEM OJIaH3allMHA Yy JAHHOM TpyNIbl MalMeHTOB, ObUIN
HapylIeHUEe MOXOJAKM U najeHus. Yacto HaOaroAanuch MHEBMOHUS, HOBBIILIEHHE TeMIEpaTypbl
TeJa, JIETApIUs, 3pUTEMA, 3pUTENIbHBIE TAJUTIOLMHALIMY U HEJIepKaHUEe MOYH.

B KIMHHMYECKHMX HCCIIEOBAaHUAX C Yy4YacTUEM IMAIMEHTOB C IICUX030M, HMHJIYyLUPOBAHHBIM
npenapatamu (aroHUCToM jaodamuna), Ha GoHe O6one3nn [TapkuHCOHA OYEHb YacTO 0TMEYAJIOCh
ycyrybonenne cumntomMoB Oosneznu [lapkuHcoHa W rayumronuHanuu. YacTota pa3BUTHS JaHHBIX
HE)KEeJIaTeNbHBIX peakiuii Oblia BIe Ha (POHE MPUMEHEHUS OJIaH3aIMHA, YeM B TPYIIIE I1aneoo.
B oaHOM W3 KIMHMYECKHMX HCCIENOBAaHUM Yy TMAllMEHTOB C OUIOJSPHOM MaHMEH,
KOMOMHUpPOBaHHAs TepaIus OJIaH3aIMHA C BaJIbIpoaToM B 4,1 % citydaeB NpUBOIMIIA K PA3BUTHIO
HEUTpOIEeHNH, NOTEHIMAIbHBIM IpeIpacroyiaralouM (BakTopoM KOTOpOW OblIa BbICOKas
KOHIIGHTpalusi BajlblipoaTa B IJia3Me KpoBU. lIpumeHeHue ojaH3anmMHa B KOMOWHAIMM C
npenapaTtamMM JHUTHS WIM BaJblIpoaTa MPUBOAMIO K yBEIMUEHHIO 4acToTsl (>10 %) pa3Butus
TpEMOpa, CyXOCTH BO PTY, MOBBIIICHUS alleTUTa U yBEIWYEHHIO Macchl Tena. Takke 4acTto
coOo0IIaIoch O paccTpoiicTBe peud. Bo Bpemsi Tepanuu oJlaH3alMHOM B KOMOWHAIIMHM C
npernapaTaMi JIUTUS WIA JUBAIbIPOEKCAa, YBEIMYEHUE HCXOAHOM Macchl Tena Ha >7 %
HaOmoganock y 17,4 % manueHToB B paMKax KpaTKOBPEMEHHOTO Kypca JieueHus (10 6 Heaenb).
JloarocpouHblil Kypc JIeueHHs OJaH3anuHOM (10 12 Mecs1eB) Ui NpeloTBPAIIEHUs] PELUIUBOB
y MAIMEHTOB ¢ OUTIOISIPHBIM PACCTPOICTBOM MPUBOIMI K YBEJIMYSHUIO UCXOTHONW MacChl Tella Ha
>7 % y 39,9 % nanueHTos.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOJ03peBaeMbIX HEXKENaTeNIbHbIX peakIUsX IOoclie pPerucTpauuu
JIEKapCTBEHHOT'0 Tperapara ¢ 1eJbio 00ecredeHns] HeMpepbIBHOIO MOHUTOPHUHTA COOTHOIIEHUS
«T10J1b3a—PUCK» JIEKAPCTBEHHOTO Tpemnapara. MeAUIMHCKUM pa0OTHUKAM pPEKOMEHAYETCs
coo01aTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENaTeIbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAJIBHBIE CUCTEMBbI COOOIIEHUS O HEeXeJaTelIbHBIX PEAKIUAX TOoCylapCTB—UJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.
Poccniickas @enepanvs
DenepanbHas ciry:k0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBaaazop)
Anpec: 109012, r. MockBa, CriaBsiHCKasl IUI0Iaap, 1. 4, ctp. 1.
Tenedon: + 7 (800) 550-99-03.
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https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
CumMnOTOMBI

OueHp YyacTBIMM CHMIITOMaMH IIpH IepeAo3upoBke onan3zanuHa (>10 %) Obuin Taxukapaus,
IICUXOMOTOPHOE BO30YK/I€HHE/arpeCCUBHOCTb, JNU3APTPUsl, DPA3JIUYHbIE SKCTpanupamMuIHbIe
paccTpoiicTBa U HApPYLICHHUS CO3HAHUS PAa3HOM CTENEHU TsLKECTH (0T cernaTHBHOTO 3ddexra 10
KOMBI).

Jpyrue KIMHUYECKN 3HAYUMBIE IOCIEACTBUS NIEPENO3UPOBKHU OJAH3ANMHA BKIKOYAINA JEIUPUH,
CyZllOpOTH, KOMY, 3JIOKAYECTBEHHBIH HEHUPOJIENTUYECKUNA CHUHIPOM, YIHETCHUE JbIXaHUS,
acrupaluio, NOBHIILIEHUE U CHWKEHHE apTepUalIbHOrO JaBlieHUs, cepeuHble aputMuu (<2 %
CllyyaeB IEepelo3UPOBKM) M OCTAHOBKY ceplua M JblXxaHus. MUHMManbHas 103a OpU OCTPOH
IIEPEIO3UPOBKE C JIETabHBIM HCXOIOM cocraBuina 450 Mr, MakcuManbpHas Jo03a IIpU
Hepe03UPOBKe ¢ OJIaronpHUsITHBIM UCXO0/10M (BbKUBaHHE) — 2 T.

Jleuenue

Cremuduueckoro aHTUAOTa I OJNIaH3allMHa He cymectByer. He  pexkomeHmyercs
IIPOBOLIMPOBAaHUE PBOTHI. MOryT ObITh IOKa3aHbl CTAHJAPTHBIE IPOLEAYPHI IIPU MEPETIO3UPOBKE
(mpombIBaHUE Key/iKa, IPUEM aKTUBUPOBAHHOTO yruisd). COBMECTHBIN MTPUEM aKTUBUPOBAHHOTO
YIJISL ¥ OJIaH3AIIMHA I0Ka3ajl CHIKEHHE OMOI0CTYIIHOCTH OJIaH3alliHa IPU IpueMe BHYTpb 10 50—
60 %.

Crnenyer o0ecnieuynTh CUMOTOMATHYECKOE JIEYEHHE M KOHTPOJIb (DYHKIMH KU3HEHHO Ba’KHBIX
OpPraHOB B 3aBUCUMOCTH OT KJIIMHUYECKON KapTUHBI, BKIKOYas JICYCHUE apTEPUAIILHON TUITOTCH3UU
U COCYAMCTOrO KoJIjarnca M MoJjep)kaHue JpixarenbHol (yHkiuu. He cnenyer nmpumeHsTh
SMUHEPPUH, JAONAMUH U JApPYrUe CUMIATOMUMETHKH, KOTOpbIE SBIISIOTCA aroHHWCTaMu Oerta-
aJ]pEHOPELENTOPOB, TaK KaK CTUMYJISLUS ITUX PELENTOPOB MOXKET YCYI'yOJIsTh apTepHAIbHYIO
runoreH3uo. HeobxonnMo obecneunTs KOHTPOJIb CEPACYHO-COCYIUCTBIX TOKa3aTeled s
BBISIBJICHUSI BO3MOXKHOM aputMuu. TiiareiabHoe HaONIOIEHHE 3a COCTOSIHMEM MallMeHTa
HE00X0/IMMO JI0 TIOJHOTO €TI0 BBI3I0POBIICHHUS.

5. PAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

dapmakorepaneBTHUecKas rpyria: [ICHXOMeNTHKH; aHTUIICHXOTHYECKUE CPEICTBA; AHA3CIHUHBI,
OKCa3eIMHb], THA3EUHEI 1 OKCEITHHEL.
Kon ATX: NOSAHO03

MexauusM JercTBus U (hapMakoauHaMudeckie Y dEKTHI

OnaHzanuH SBISETCS AHTUICHUXOTHYECKUM CPEACTBOM (HEHPOJENTHKOM) C IIUPOKUM
(bapMaKoIOTUYECKUM CHEKTPOM BIIMSHUS Ha P PELENTOPHBIX CHUCTEM. B JTOKIMHHUYECKHX
MCCJICIOBAHMIX YCTAaHOBIIEHO CPOJCTBO OJaH3amuHa K cepoToHuHOBBIM SHT2a/c, SHT3, SHTs;
nodamuHoBbIM D1, D2, D3, D4, Ds; myckapuHOBBIM M1.5; aApEHEPTHUECKUM 011 ¥ THCTAMHUHOBBIM
Hi-penenropam. B skcnepuMeHTaX Ha JKMBOTHBIX OBIJIO BBISBICHO HAJWYUE aHTaroHW3Ma
osanzanuHa 1o otHomeHuto k SHT, modamMuHOBBEIM M XOJIMHEPrUYECKUM perentopam. B
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B OTHOIICHWH CcepoTOHMHOBBIX SHT2-penentopoB, B cpaBHeHUH ¢ JodaMuHOBBIMEH Do-
peuentopamu. [1o naHHBIM 37EKTPOPU3UOIOTHUECKUX HCCIEAOBAHUI OJAaH3aMUH CENEKTUBHO
CHIDKAeT B030yauMocTh MezonmuMbOuueckux (A10) nodamMuHEprHYecKux HEHPOHOB, U B TO Ke
BpeMsl OKa3bIBae€T HE3HAYUTEIbHOE JAeCTBUE Ha cTpuapHbie (A9) HEpBHBIE TyTH, YYACTBYIOIIUE
B PEryJsiliMM MOTOPHBIX (yHKUMHA. OyaH3allMH CHUXKAET YCJIOBHBIM 3allUTHBIN peduiekc (TecT,
XapaKTepU3yIOIUH aHTUIICUXOTUYECKYI0 aKTUBHOCTb) B J03aX Ooyieeé HHU3KUX, YeM JI03Bl,
BBI3BIBAIOIIME KATAJIENCUIO (paccCTpOMCTBO, OTpakarollee MOOOYHOE BIMSHHE Ha MOTOPHYIO
¢yHkuui0). B oTnuune ot Ipyrux HEHpOJNENTHKOB, OJaH3alMH YCHWJIMBAET MPOTUBOTPEBOMKHBIHI
abdeKkT Tpu TPOBEACHHHM «AHKCHOJHMTHYECKOTO» Tecta. OnaH3amuH o0ecrneuynBaeT
CTaTUCTHUYECKHU JOCTOBEPHYIO PEAYKLHUIO KaK MPOIYKTUBHBIX (Ope, TaJUTIOLUHALIY U p.), TaK 1
HEraTUBHBIX PACCTPOMCTB.

5.2. dapmakoKMHeTHYeCKHe CBOICTBa

AOGcopOuus

[Tocne mnepopanbHOro IpHeMa OJaH3alMH XOPOILIO BCAChIBAETCS, W €ro MaKCUMallbHas
KOHIIGHTpalus B IUIa3Me JocTuraercs yepes 5—8 u. BecacklBaeMOCTh OJIaH3aIIMHA HE 3aBUCHUT OT
npueMa nuuy. B uccrienoBaHMsIX ¢ pa3HBIMU J03aMU B Juana3oHe oT 1 mr go 20 mr nokasao,
YTO KOHLEHTpALMs OJIaH3aIlMHA B IIa3M€ U3MEHSIETCS JIMHEHHO U MPONOPLHUOHAIBHO J103€.

Pacnpenenenne

[Tpu koHneHTpanuu B miasme ot 7 g0 1000 Hr/mi ¢ 6enkamMu 1a3Mbl CBsA3bIBaeTCs 0koyio 93 %
onanzanuHa. OnaH3aiH B OCHOBHOM CBSI3BIBA€TCA C ajlbOYMHHOM U C 01-KHCIOTHBIM
TJIIMKOITPOTEUHOM.

BI/IOTDaHCd)ODMaHI/IH

OnaH3anuH MeTadoIU3UPYETCs B IEUEHU B PE3yJIbTaTe MPOLIECCOB KOHBIOTALUU U OKHCIICHUS.
OCHOBHBIM  IUPKyJIUpYROIIMM  MeTtabomutoMm  sBisercss  10-N-rmrokypoHua,  KoTopbIid
TEOPETUYECKH HE NMPOHUKAET uyepe3 remaTosHuedannueckuil 6aprep. M3opepmentst CYP1A2 u
CYP2D6 unuroxpoma P450 yuactByroT B o0Opa3oBaHuu N-Ie3METUI U 2-TUIPOKCHUMETHUII
MeTa0oauTOB ojaH3anmuHa. O0a MeraboiMTa B HCCIEAOBAHMAX Ha JKUBOTHBIX 0OOIagaiu
3HAYUTEIbHO MEHEEe BhIpaKEHHOH (hapMaKoJIOTHYeCKOH aKTUBHOCTBIO In ViVO, YeM OJIaH3aIlUH.
OcHoBHas (apMakoJIOTHYeCKass aKTUBHOCTD Ipernapara 00ycIOBJICHA MCXOJHBIM BEIIECTBOM —
OJIAaH3AIIUHOM.

DIuMHHAIHS

[Tocne mpreMa BHYTPb CPEIHHIA ITEPHO,T TIOTYBBIBEICHHS OJIaH3aIUH Y 3JI0POBBIX TOOPOBOJIBIICE
BapbUPOBAI B 3aBUCIMOCTH OT BO3pacTa U MoJa.

Y 310pOBBIX JOOpPOBONBIEB TOXKWIOIO Bo3pacta (65 51eT W crapiie) CpeaHud Mepuos
MOJTyBBIBEIeHUS ObLT 3ameIeHHbIM (51,8 1), a knupenc Obu1 cHrkeH (17,5 11/4) mo cpaBHEHUIO ¢
AQHAJIOTMYHBIMHU TIOKa3aTesIMH  y JuI Oonee wmomomoro Bo3pacta (33,84 u 18,2 n/4,
COOTBETCTBEHHO). DapMaKOKMHETHYECKass BapHaOEIbHOCTh HE MEHSUIACh B 3aBHCHMOCTH OT
BO3pacta. Y MalMeHTOB, CTpaJarolIuX IMU30(QpPEeHHe B Bo3pacTe crapiie 65 jeT Tepanus
OJIAH3AITMHOM B JI03aX OT 5 Mr/cyTku 710 20 MI/CYTKH HE COITPOBOKIaIach H3MEHEHUEM TTPO(HIIs
HEXKETATEbHBIX PEaKIUii.
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(36,74 mo cpaBHeHuto ¢ 32,3 4), a KIMPEHC OJIaH3alnuHa B I1a3Me cHiked (18,9 m/4 mo
cpaBHenuio ¢ 27,3 n/4). OgHako npoduiim 6€30NaCHOCTH y KEHIIUH U Y MYKYHH MIPH [IpHEMe
OJIaH3aIMHA B 103aX OT 5 MI/cyTkH 710 20 MI/CyTKH OBUIH COITOCTaBUMBI.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmsi ¢ HapyweHuem QyHKyuy novex

VY NaIyeHToB ¢ HapylmIeHHeM QYHKIIUY MMouYeK (KIMpeHC KpeaTnHuHa <10 MII/MUH) TI0 CPaBHEHUIO
CO 3J0pOBBIMH JOOPOBOJBIIAMH OTCYTCTBOBIM 3HAUUMbBIC pPAa3JIM4Msi CPEIHEro Iepuoja
nonyBbiBesieHus (37,7 4 1o cpaBHeHUIO ¢ 32,4 1) u kiaupeHca (21,2 /4 o cpaBHenuto ¢ 25,0 1/4).
Oxo110 57 % MedeHOro paguon30TONIaMH OJIaH3aITMHA BBIBOJIUTCS C MOUYOW B OCHOBHOM B (hopme
METa0OJIUTOB.

THayuenmoi ¢ HapywieHuem QyHKyuu neveHu

Jlns n3ydeHus: BIUSHUS HapylIeHusl GyHKIUH NIeYeHU Ha (apMaKOKWHETUKY OJIaH3alMHa ObLIO
NPOBEJCHO HEOOJNBIIOE HCCleoBaHMe. B HeM ydacTBOBaIM WAlMEHTHI C KIMHUYECKH
BBIpQ)KEHHBIM LIUPPO30M IeyeHu (kiacc A u B no knaccudukanuun Yaiuig-I1sto). 3Haunmoro
BJIMSIHUS HAapylIeHUs QyHKIMY Me4eHn Ha (papMaKOKHMHETHKY OJIaH3allMHAa [TPU IIPUEMe BHYTPb B
no3ax ot 2,5 no 7,5 mr oOHapy>keHO He ObUIO. Y MAalMEHTOB C MEYEHOYHOM HEJOCTAaTOYHOCTHIO
JETKOM W CcpenHeill CTEeNeHW THKECTH HE3HAYMTENbHO YBEIMYHMBAJICSH KIMPEHC, a BpeMs
MOJTyBBIBE/IEHHS OBIJIO KOPOUE 110 CPAaBHEHHUIO C TTAlMEHTaMU 0e3 HapyleHuH QyHKIIA neyeHu.
Kypsimmx mamueHToB 0110 O0JIbIIE B TPYIIIE ¢ IUPPO30OM IIEUSHH, YeM B TpyIIe 0e3 HapyIIeHUs
(GYyHKLINU TIEYSHH.

Kypenue

VY HekypsAlMX MaUeHTOB (MYXCKOTO M >KEHCKOTO TMOja) CPEeIHUN MEepUOJ IMONYBBIBEICHUS
OJlaH3aluHa ObUT JOJbINE, YeM aHAJIOTMYHBIA TMOKa3aTelnb y Kypsmmx nanueHtoB (38,6 4 u
30,4 4), a KIUPEHC — HUKE.

Kmupenc osaHzannHa B TUTa3Me KPOBH OBUT HUKE Y IMAIMEHTOB ITOXHJIOTO BO3pacTa II0
CPaBHEHHIO C MOJIOJBIMHU MAIMEHTAMH, Y )KCHIUH 110 CPABHCHHIO C MY)KIMHAMH H Y HEKYPSIIIHX
0 CpaBHEHMIO ¢ KypsimuMu. OJTHAKO CTETICHb BIUSHUS BO3PACTa, IT0JIa WIH KYPEHHUS Ha KITMPEHC
OJIaH3aIlMHA B TUTa3Me W TIEPUOJI MOJTYBBIBEICHHUS OJIAH3AIMMHA HEBEJIMKA B CPABHEHHUH C OOIICH
BaprabeIbHOCTHI0 MEXKIY MAllHeHTaMHU.

B uccnenoBaHuy ¢ ydacTHEM JIMIl €BPOMEMCKOTO, SMOHCKOTO M KUTAHCKOTO MPOUCXOXKICHUS
pa3nuuuii B (hapMaKOKMHETHKE OJIAH3alHMHA, CBSI3aHHBIX C PAcOBOW MPUHAAIE)KHOCTBHIO, HE
YCTaHOBJICHO.
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 30.05.2025 N= 13776

4. ®APMAIIEBTUUECKHE CBOWICTBA (MOCTIEQOBATENEHOCTS 0002)

4.1. Hepeqenb BCIIOMOraTeJIbHbIX BCIIECTB

TUIPOJ103a (TUIPOKCUITPOTIHIILIEIUTION03a) HU3KO3aMEeIlIeHHAS
Kanbus rugapodocdar

KpOCKapMeJu103a HaTpus

MaHHUTOJ

HaTpus creapuidymapat

Cocmag nienouHot 060104KU.

Omnappait 11 85F32410 xentelil, B TOM YuCIe:
MakKporoJ (IOJIUITUIICHIIIMKOJIb)
MOJIMBUHUJIOBBIN CIIHPT

TalbK

tutana quokeun (E171)

KpacuTesb xkele3a okcu sxentoiid (E172).

6.2. HecoBmecTUMOCTH

He npumennmo.

6.3. Cpok roaHoctu (CpoK XpaHeHHSs )

2 roja.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH TPH XPaHEHUH

XpaHuTh NpH TemnepaType He Bbliie 25 °C Bo BTOpUYHOI ymakoBke (Iayke KapTOHHOM).
6.5. XapakTep M cojiep:kaHue NEPBUYHON YIIAKOBKH

[To 7 unm 28 TabneTok B KOHTYPHYIO SIUEHKOBYIO YIMAKOBKY M3 IUIEHKH MOJMBHUHMUIXJIOPHUIHON
v rieHku [IBX/TIBJIX 1 Gonbru amoMUHUEBOM Me4aTHON JTaKUPOBAHHOM.

[To 1, 2, 3, 4, 6, 8§ KOHTYPHBIX STYEHKOBBIX YIIAKOBOK IO 7 TabMeTOK WiK 1o 1, 2, 3, 4 KOHTYpHBIX
STYEHKOBBIX YIMAKOBKU TO 28 TabJIETOK BMECTE C MHCTPYKIMEH MO MPUMEHEHUIO NMOMENIAIoT B
MayKy U3 KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHHYTOKEHHMH HMCHOJIH30BAHHOTO
JIEKAPCTBEHHOI0 Npenapara MWJH  OTXOJA0B, TMOJYYEHHBIX IOcjde TNPUMEHEHHUs
JIEKAPCTBEHHOI0 NMpenapara, i Ipyrue MaHUMyJIsIHM C NpPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

5. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

Poccuiickas @enepanus

3A0 «KaHnoHpapma mpogaKIIH»

141100, Mockogckas 00u1., T.0. [1]&nkoBo, r. [I]énkoBo, yn. 3apeunas, a. 105.
Tem.: +7 (495) 797-99-54.

OnekTponHas noyra: safety@canonpharma.ru
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.05.2025 N2 13776

7.1. llpencraBuTeib AepKaTessi perucTPalMOHHOIO &EL‘)%%EM&TEHEHG CTb 0002

[Iperen3un HOTDC6I/ITGJICI71 HalpasJIATH 110 aAPECyY.

Poccniickas @enepanus

3A0 «Kanondapma npogaxis»

141100, MockoBckas 00u1., T.0. [1[&1koBo, r. [I]énkoBo, yiu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54

+ 7 (800) 700-59-99 (6ecruiatnas munus 24 yaca)

DnexTponHas noura: safety@canonpharma.ru

6. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

7. IATA NEPBUYHOI PETMCTPALMU (IMOATBEPXKIEHWUSI PETUCTPALMU,
MEPEPETCTPALIMN)

Jlara nepBoii peructpanumu:

8. IATA IEPECMOTPA TEKCTA

OOmiass xapakTepucTHKa JiekapcTBeHHoro mpemnapara OmanszanuH KaHoH joctynHa Ha
UHPOpPMALlMOHHOM TmopTrane EBpa3uiickoro 5KOHOMHYECKOTO0 CO3a B HH(DOPMAIMOHHO-

KOMMYHHKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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