COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 19.01.2024 N= 840

OBIIASI XAPAKTEPUCTHKA JI EKAPCTBERHOTO TIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O IIPEITAPATA
OmnanzanuH, 2,5 Mr, TaOJIETKH, TOKPHITHIE TUIEHOYHON 000JI0YKOH.
Onan3anvH, 5 Mr, Ta0JIETKH, TOKPBITHIE TUICHOYHOM 000JIOYKOM.

Onan3zanwvH, 7,5 Mr, TabJIETKH, MOKPHITHIC TIJICHOYHON 0007I0YKOH.

Omnanzanu, 10 mr, TabJIeTKH, TOKPHITHIE INIEHOYHOU 000IOUKOM.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JlelicTByro1E€E BEUIECTBO: OJAH3AIMH.

Onagzanud, 2.5 Mr., TaOJIETKH, IIOKPLITHIE INIEHOYHOU 000JI0YKOH

Kaxxgas Tabnerka, mOKpbITas INIEHOYHON 000JI0UKOM, COACPKUT 2,5 MI OJaH3aIHHA.
BcnomorarenbHbie BellecTBa, HaTUYME KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara; JJakTo3bl MOHOTHIpAT (caxap MOJIo4HbIH) (cM. pasaenst 4.3, 4.4).

OnaH3anuH, 5 MT, Ta6J'IeTKI/I, IMOKPBITHIE TNICHOYHOM 000JI0YKOH

Kaxnas Tabnerka, MOKpbITasl IJICHOYHOH 000JIOUKO#, COEPIKHUT 5 MI' OJIaH3aIuHA.
BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: JJaKTo3bl MOHOTHJIpAT (caxap MOJIOUHBIN) (cM. pasnensi 4.3, 4.4).

Onan3anud, 7.5 Mr, TaOJIETKH, TOKPLITHIE TUNIEHOYHOU 000J0YKOU

Kaxxgas Tabnerka, MOKpbITasi INIEHOYHON 00OIOUKOM, COAEPKUT 7,5 MI OJaH3aIHHA.
BcrnomoratenbHble BelecTBa, HaJIMYWe KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHJIpAT (caxap MOJIOUHBIN) (M. pasnensl 4.3, 4.4).

Omanszanud, 10 mr, TaOJIeTKHA, MOKPBITHIE INIEHOYHONW 000JI0YKOH

Kaxxnas Tabnerka, MOKpbITas INIECHOYHON 000JI0UKOM, cofepkuT 10 Mr onaH3anuHa.
BcnomoratenbHble BelecTBa, HaJIMYWe KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
mpenapara: JJaKTo3bl MOHOTHJIpAT (caxap MOJIOUHBIN) (cM. pasnensi 4.3, 4.4).

[TonHBIN TIEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

Ta0neTku, NOKPBITHIE TIICHOYHOH 000I0UKOM.

OumanzanuH, 2,5 Mr, TaGHCTKI/I, MMOKPBITHIC TIJIEHOYHOM 000J1049KOM

Kpyrible OBOSIKOBBINMYKJIbIE TaOJETKH, MOKPBITHIE IJICHOYHOW OOOJOYKON OT JKENToro A0
&KeNnTo-3eeHoro usera. Ha nonepednom paspese BUAHBI JBa CI0S — SIIPO CBETIIO-KEITOrO I[BETA

U IJICHOYHAs 000JI0UKa.
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Onan3anug, 5 Mr, TabJIeTKH, MOKPBITHIE TICHOYHOH 06otdo EADBATENEHOCTE 0001)

Kpyrnbie OBOSKOBBIMYKIIbIE TaOJIETKH, MOKPBITHIE MJICHOYHOM O0O0JOYKON Oenoro Wi MoYTH
Oemoro upera. Ha momepeuyHoM paspe3e BHIHBI [1Ba CIIOS — SAPO CBETIIO-KENTOIO IBETa U
IUIEHOYHast 000JI0UKa.

Onagzanud, 7.5 Mr, TaOJIETKH, ITIOKPLITHIE INIEHOYHOU 000JI0YKOH

Kpyribie IBOSIKOBBIMYKJIbIE TaOJETKH, IMOKPHITHIE IUIEHOYHOH OOOJIOYKOM OT KEenToro 10
JKEJITO-3eJIEHOr0 1BeTa. Ha monepeynoM paspese BUAHBI ABa CIIOS — AP0 CBETIO-XKEITOr0 LIBETA
U IJICHOYHAas 000JI0YKa.

Onagzanud, 10 mMr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JIOYKOH

Kpyrible TBOSIKOBBITYKIIbIC TAOJETKH, MOKPHITHIE TUICHOYHOH 000JIOYKOM OEIoro Wi IMOYTH
Oenoro mBera. Ha momepeyHom pas3pe3e BUAHBI JBa CJIOS — SIPO CBETJIO-KEITOrO ILBETa U

IJIEHOYHAas 000JI0YKa.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[Tpenapat OnaH3anuH NoKa3aH K IPUMEHEHHUIO Y B3POCIIBIX.

e OnaH3anyH MOKa3aH s JICUCHHSI IMU30()PCHUH.

e Omnanzanud 3G (EKTHBEH NPH MOJICPKUBAIONICH W JUTUTSIBHON TEpanuy y MAIUeHTOB C
mm30(peHnel, y KoTopbix Hadmoaancs 3G dekt ot iedeHns Ha Ha4aaIbHOM 3Talle.

e  OnaH3anyH MOKa3aH ISl JICICHHUSI MAaHHAKATBHOTO STTU30/1a YMEPEHHOH WITH TSHKEION CTEIIeHN
TSKECTH.

e QOnaH3anuH NOKa3aH I OPEeJOTBPALICHUS PEUUAMBOB Yy NAIUEHTOB C OWUIOJISPHBIM
pPacCTpOUWCTBOM, y KOTOPBIX OH TMOKa3and 3((PEKTUBHOCTh MPU JICUCHUH MaHUAKAIBHOTO

OIIHU30/4a.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upoBanus

Bspocnvie
Hluzoppenus
Pexomenayemast HauanbHas 1032 ojaH3anuHa coctaiseT 10 mr 1 pa3 B CyTKH.

ManuaxaivHolil 3nU300

HavaneHas no3a cocrasiser 15 Mr oauH pas B CyTKM IpH MOHOTepanuu uiau 10 Mr B CyTku B
cocTaBe KOMOMHHPOBAHHOU Teparuu (C TUTHEM WUJIH BAJILIIPOATOM).

HD@()OWZ@DGW@HU@ peuudueoe 6un0]lﬂDH020 paccmpoucmesa

PCKOMCHI{yeMaﬂ HaydaJlbHasg a03a OJIaH3allMHa COCTaBJIACT 10 Mr 1 pa3 B CYTKH. HaLII/IeHTaM,
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peLuanBa, ClieIyeT MPoI0JKATh TEPANUIO B TOM e j03€e. [Ipu pa3BUTHM HOBOIO MaHUAKAJIBHOTO,
CMEIIAaHHOTO WJIM JENPECCHUBHOTO JMHU30J/la CIEAYeT MPOAODKATh TEPANUI0 OJaH3alUuHOM
(c KOppeKIue 1036l B CIydae HEOOXOIMMOCTH ) Ha (hOHE JIOTIOJTHUTEIIBHON TePAITHH JTsl JICUCHUS
CHMIITOMOB PacCTPONCTBA HACTPOCHHS B COOTBETCTBUH C KIMHUYECKUMHM IMOKA3aHUSMH.

[Ipn nedeHnn wWH30(PPEHUN, MAHMAKAIBHOTO JMH30[lda ¥ MPEAOTBPAIICHUS pPELUIUBOB
OUTOJSPHOTO PACCTPONCTBA CYTOYHAS /1032 MOKET OBITh CKOPPEKTUPOBAHA B TUANIA30HE OT 5 MT
no 20 Mr B cyrku. [loBblllieHWE HadajabHOM 03Bl CJIEAYET OCYIIECTBIISITH TOJIBKO IIOCIHE
HAJUIC)KAIEr0 KIMHUYECKOTO oOcienoBanus. IloBbiIeHHE M03bI JIOJDKHO TPOBOAMTHCS C
WHTEpBajamMu He MeHee 24 yacoB. OnaH3anvH MOXKHO Ha3HAuYaTh BHE 3aBUCHUMOCTU OT IpHeMa
MUIIH, TOCKOJIBKY YIOTpEOICHNE TUINY HE OKAa3bIBACT BIMSHUS HAa BCACHIBAHUE TIperapara.

[Tpu npekpailieHuu JeueHus OJaH3aIuHOM 703y IIpenapara cielyeT CHUXKATh MOCTEIEHHO.

Oco0nIe T'pYIIIBI ITAIIMCHTOB

Tayuenmul noocunoeo éozpacma
MuHnuManbHass HadaibHas 11032 (5 Mr B CyTKH) OOBIYHO HE HAa3HAYAETCs, HO €¢ NMPUMCHCHHE
JOJKHO OBITH PACCMOTPEHO y TMAlMEHTOB B Bo3pacTe 65 JeT W crapile, eclid 3TOro Tpedyer
KJIMHUYECKOE COCTOSIHME KOHKPETHOTO MalMEeHTA.
Tayuenmoi ¢ napywenuem QyuKyuy novex u/uiu neyeHu
[TarueHnTaM ¢ OYEYHON W/WIIM MEYCHOYHON HEJOCTATOYHOCTHIO CIIEyeT HAYWHATH JICUCHUE C
MUHUMANbHON 103bl (5 Mr B cyTku). Ilpu medeHOYHOW HEAOCTATOYHOCTH CpEeIHEH CTerneHu
TshkecTH (Ippo3, kinacc A wim B no knaccudukanuu Yaitng-I1si0) HavanpHast q03a JOMKHA
COCTaBJISITh S5 MT, IPU HEOOXOIUMOCTH /103y CJIEIYET YBEIMUUBATH C OCTOPOKHOCTHIO.
Kypenue
HauanpHas n03a 1 1rManasoH 103, KaK IPAaBUIIO, HE HYXKIAKOTCSA B U3MEHEHHUSX B 3aBUCUMOCTH OT
TOTO, KYpUT TMAlMEHT WK HeT. MeTaboiu3M ojaH3amuHa MOXKET OBITh YCKOPEH KYpPEHHEM.
Pexomenayercs mNpoBOAWTH KIMHUYECKHW MOHUTOPHHI, B Clydyae HEOOXOIMMOCTH J103a
0JIaH3aIMHA MOKET ObITh YBEIMUYEHA.
[Tpu Hannuuu pakTopoB (6oJee 0AHOTO), KOTOPHIE MOTYT MPUBECTH K 3aMEICHUIO MEeTab0I13Ma
(MalMeHTHl JKEHCKOTO M0JIa, MOKUJIOTO BO3pacTa, HEKYpSIIHE), MOKET ObITh PEKOMEHIOBAHO
CHIDKEHUE HAYaJIbHOUW 103bl1. [1OBBIIIEHHE 03Bl Y TaKUX MAIMEHTOB MPHU HAJWYUU MOKa3aHUM,
HE0OXOMMO MPOBOJAUTH KOHCEPBATHUBHO.

eTH
[TpumeHneHue mpenapaTa y 1eTeil mpoTHUBOMOKa3aHo (cM. pazaen 4.3).

Criocob nmpuMeHeHu s

BHyTpb.
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(NOCNEQCBATENEHOCTE 0001)

4.3. IlpoTUBONOKA3aAHHS

® TUIEPUYYBCTBUTEIBHOCTh K OJIAH3AMHWHY W/WIH K JIFOOOMY M3 BCIIOMOTAaTElIbHBIX BEIIECTB,
MEePEUHCIICHHBIX B pazzene 6.1;

® [alMEHTHI C PUCKOM PAa3BUTHS 3aKPHITOYTOJIBHOM IIIAYKOMBIL;

e jieTckuil Bo3pacTt A0 18 mert;

®  PEIKO BCTPEUAIONIASICS HACIICACTBEHHAS HEIEPEHOCHMOCTD raJIAKTO3bI, AC(UIINT JTaKTa3bI HITH

TJIFOKO30-TaJIaKTO3Has1 Maﬂba6COp6HI/I${.

4.4. OcoOble yka3aHHus 1 MePbI NPeI0CTOPOKHOCTH MPH MPUMeHEeHUH

C 0CTOPOKHOCTBLIO

[TeueHoYHAsT HEMOCTATOYHOCTh, KIIMHMYECKH 3HAYMMasi TUIEPTPOQUS MPEICTATEIBHON Kee3bl,
3aKPBITOYTOJIbHAA I'NIayKOMa, IMMapaJluTUUCCKas KUIICUYHasd HCIIPOXOANMOCTb.

OnaHzanuH ciaenyeT NPUMEHSITh C OCTOPOKHOCTBHIO y MAIIMEHTOB C MOHUKEHHBIM KOJINYECTBOM
JICUKOIUTOB W/WIM HEUTpO(WIOB B TNepuPepUIecKOil KPOBH, OOYCIIOBJICHHBIM DPa3IUYHBIMU
MNpuiIruHaMu; C MpU3HaKaMH YITHCTCHUSA UM TOKCHUYCCKOTI'O HAPYIICHU A q)YHKHI/II/I KOCTHOT'O MO3ra
I0JT BO3/ICHICTBHEM JIEKapPCTBEHHBIX MTPENapaToB (B aHaMHE3€e); C YTHETCHHEM (PYHKIIUU KOCTHOTO
MO3ra, OOYCJIOBJICHHOTO COIYTCTBYIOIIUM 3a00JICBaHUEM, pajHo- WIH XUMHOTepanuen (B
aHaMHe3e); ¢ THIEePI03uHOMMIHEH HITH MUEIONPOJIM(EePaTUBHBIM 3a00JICBAHUECM.

OnaH3anuH ClIeAyeT NPHMEHSTh C OCTOPOKHOCTBIO Yy TMAIMEHTOB C SIUJICITHYCCKUMU
NpUNaKaMd B aHaMHE3€ WIM NPH HAIMYUKA (PAKTOPOB, CHIDKAIOIIMX TOPOT CYAOPOKHOU
TOTOBHOCTU. Y TaKuX TMAalMEHTOB TMpHU JICYCHUH OJAH3AIMUHOM CYAOPOXKHBIC MPUIATKU
HaAOIIOIATHUCh PEIKO.

C y4eToM OCHOBHOTO JICUCTBHS OJlaH3allMHA Ha IEHTpaibHyIo HepBHYIO cuctemy (LIHC), cnemyer
coOJTIOaTh OCTOPOXKHOCTh TIPH MPUMEHEHHH Tperapara OJaH3anvH B COYCTAaHWUU C JIPYTHMH
JIEKapCTBEHHBIMU CPEACTBAMH LIEHTPAIILHOTO JCUCTBUS U AJIKOTOJIEM.

Oco0ble yKkazaHus

Knunnueckoe yiydiieHue npu Je4eHUU aHTUTICUXOTHYECKUMHU CPEJICTBAMHM MOYKET HACTYIAaTh B
MepHoJi OT HECKOJBKHUX JHEH 10 HECKOJbKUX Henenb. B 3TOT mepuoa TpedyeTrcs THIaTelbHOE
HaOII0/IeHNUE 32 MAllMeHTaMU.

[Tcuxo3 w/umu HapYIICHUA ITOBCACHU A, O6VCJ'IOBJ'ICHHBI€ JEMEHITMEH

OnaH3anuH HE IIOKa3aH nmalmueHraMm C IICHX030M /U IMOBCACHUCCKMMU HApPYIICHUAMU,
06yCJ’IOBJ’IeHHBIMI/I )IeMeHHHeI)'I, BBUAY IIOBBIIICHHUA YPOBHA CMCPTHOCTH W PHCKA pPa3sBUTUA
HapyI_HCHI/Iﬁ MO3IroBoOIoO KpOB006paH_[eHI/I}I Y JaHHBIX MAUCHTOB. B HHaHeﬁo-KOHTpOJ'II/IpyeMLIX
HCCICIOBAHUAX (HpO)IOJ'DKI/ITCJIBHOCTLIO 6-12 HC,Z[CJ'IB) Yy MNalUCHTOB TIOXKHIIOTO BO3pacCTa

(cpemnuii Bo3pacT 78 JET) ¢ MCUX030M W/WJIHM MOBEISHYECKUM HapyIlleHHeM, 0OyCIOBIEHHBIM
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MOJTyYaBIIUX OJAH3AINH, TI0 CPABHEHUIO C MALMEHTaMu U3 Tpynisl ianedo (3,5 % npotus 1,5 %
COOTBETCTBEHHO). [loBBIIEHHAs YacTOTa Pa3BUTHSI JIETAJIbHBIX MCXOJIOB HE 3aBUCENA OT J103bI
OJlaH3alMHa (CpelHsAs CyTOYHas J03a cocTaBisia 4,4 Mr) U HPOAOIDKUTEIbHOCTH JICUCHMS.
@DakTOphl PUCKa, KOTOPHIE MOT'YT BIHUATH HA IIPEIPACIIOIOKEHHOCTh 3TOM I'PYINIbI MALIMEHTOB K
0oJsiee BBICOKOM CMEPTHOCTHU IpU JIEYEHUU OJaH3aIIMHOM, BKJIKOYAIOT BO3pacT cTapuie 65 e,
nucdaruro, ceaannio, HeI0CTaTOYHOE MUTaHUE U 00E3BOKMBAHUE, HAIMYHME MATOJOTUN JIETKUX
(HampuMep, NHEBMOHHS C acnupauuedl wim 0e3 Hee) MM COYETaHHOE IPUMEHEHHE C
OeH301a3eNnnHaM1; OJJHAKO YacTOTa JIETAIbHbIX HCXO0/10B ObLIa BhIIIE Y TAIUEHTOB, OTY4YaBIINX
TEpanuio 0JaH3allMHOM, 110 CPABHEHMIO C NAIIMEHTAMH, [10JIy4aBIIMMU I11a11e00, HE3aBUCUMO OT
3THUX (PaKTOPOB PUCKA.

B Tex jxe KIMHUYECKMX MCCIEOBAHUSAX OTMEYaIMCh LEepeOpOBACKYIApHBbIE HEXelaTelbHble
peakuuu (Hampumep, HHCYJbT, TpPaH3UTOpHAs HIIEMHUYECKas aTaka), BKIOYas claydau c
JeTalbHbIM ~ HUcXoaoM. OTMedalloch  TPEXKpPAaTHOE  YBEIMYEHHWE  YacTOThl  Pa3BUTHUSA
1epeOpOBACKYIISIPHBIX HEXEJIaTeIbHbIX PEAaKUMi y MNAalMEHTOB, MOJyYaBIIUX OJaH3alMH, I10
CPaBHEHHMIO C MalMeHTaMu, omy4yaBinmu mianebo (1,3 % nportus 0,4 % coorBeTcTBeHHO). Bee
HAlMEHTHI ¢ 11epeOpPOBaCKYIAPHBIMU HApYILIEHUSIMHU, [TOJyYaBILIUe OJaH3aMKH U I1ae0o, uUMenu
(dakTopbl pucka ux pa3BuTus. Bo3pact crapie 75 €T u 1eMEeHIHS COCYAUCTOT0 WIH CMEILIAHHOTO
TUIIA ONpPEAENSUINCh Kak (DaKTOpbl pHUCKA Pa3BUTHS LEpeOpOBACKYJIAPHBIX HEXKEIaTeIbHbIX
peakuuii Ha (OHE JEeYeHMs OJIaH3allMHOM. B Xozie MaHHBIX HccieoBaHUM 3(QQEeKTHUBHOCTH
OJIaH3alMHa He ObLIa yCTaHOBJICHA.

bonesus [lapknHcoHa

[lpumeHeHne onaH3amMHA ISl JICYCHHS TICMXO30B, OOYCIOBJICHHBIX MHPHUEMOM aroHHCTOB
n0(haMUHOBBIX pelentopoB npu Oone3nu IlapkuHcoHa, HE pekoMeHayeTcd. B kimHHuUecKux
UCCIIIOBAaHUAX YCYryOJIeHMe CUMNTOMAaTukKd Oosie3Hn IlapkuHCOHAa W TraIIOLUHALUU
(cm. paznen 4.8) oTMeUYaauch OYE€Hb YacTO U ¢ 00Jiee BBICOKOW YacTOTOM, YeM B TpyIIe 1uiaiedo,
a A(QQPEKTUBHOCTh TPU JICUCHHH TICHXOTUYECKHX CHMIITOMOB OJIAH3alIMHOM HE MpEBhIIIaNa
TaKOBYIO IPH MpueMe Mmianedo. B 1aHHBIX KIMHUYECKUX MCCIeIOBAHUAX COCTOSHUE MallieHTOB
NEPBOHAYAJILHO JIOJDKHO OBLIO OBITH CTAOMIM3MPOBAHO HA MHHHUMANBbHOW 3((EeKTUBHON /103e
npernapaToB 1Jis jeueHus Oone3nu [lapkuHcoHa (aroHUCTHI JOPaMHUHOBBIX PELIETITOPOB), @ TAKIKE
HE00X0IMMO OBLTO MPOJIOIDKATE MPUEM TEX K€ IPEnapaToB B TOU JKe /103€ Ha MPOTSHKEHUH BCETO
uccnenoBanus. HauanbHast 103a olaH3alMHA COCTaBIIsUIA 2,5 MT' B CYTKU U MOTJ1a OBITh YBEJIUYEeHA

J10 MaKCUMAaJIbHOM — 15MrB CYTKHU 110 pCIICHUIO UCCJICIOBATCIIA.
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3mokaecTBeHHBIH HeffponenTuueckuii curapont (3HC) [[UCTEACEATENEHOCTE D001

3HC — moTeHUMalbHO YrpoXKarollee *XU3HU COCTOSIHHE, BO3HMKaoIlee Ha (OHE NMPUMEHEHUS
HeiiponenTtukoB. Penkue cinydan 3HC Takxke ObUIM 3aperMCTPUPOBAHBI U NPU HPUMEHEHUHU
osan3anuHa. Kimmandeckue npossiaenus 3HC: runeprepMus, MpliieyHasi puriJHOCTb, U3MEHEHHE
IICUXUYECKOr0 CTaTyca M BEreTaTUBHbIE HapylIeHHs (HECTaOMJIbHBINA MYJIbC WIM apTepHaIbHOE
JIaBJICHHUE, TaXUKap/iUs, IOBBIILIEHHOE MOTOOTAEIEHUE U apUTMHH). [lOTIOJIHUTENbHBIE TPU3HAKU
MOTYT BKJIOYaTh: YBEJIMYCHHE CHIBOPOTOYHOW aKTUBHOCTH KpeatuHpochokunazel (KOK),
MHUOIIOOMHYpHIO (pablOMHMOJIM3) U OCTPYIO MOYEUYHYK HEAOCTaTO4HOCTb. Ecnu y manumeHnra
pasBuBatoTcsi npuszHaku u cumnTomMbl 3HC wuiam Bo3HMKaeT HEOOBSCHHMOE IOBBILICHHE
TeMIeparypsbl Tena 6e3 1onoHuTenbHbIX nposiBieHnit 3HC, Bce aHTUNICMXOTHYECKHE MTPETapaThl,
BKJIIOYAs OJIaH3AIIUH, CIEAYET OTMEHUTD.

'nneprivkeMus ¥ caxapHbIi I[I/Ia6eT

Heuacto cooOmanoch 0 TUNEPIIIMKEMUH W/WIUM Pa3BUTHH WIM JCKOMIIEHCAIUU CaXapHOTO
nuabera, WHOT/IA COIMPOBOXK/IABIIETOCS KETOAIMI030M WM TUA0CTUYCCKOW KOMOM, BKIIIOUast
HECKOJIBKO JIETAJIbHBIX CiIy4aeB (cM. pasnen 4.8). B HeKOTOphIX citydasix 0TMEYaIOCh MOBBIIIIEHUE
Macchl Tella, KOTOpPOEe MOTJIO TOCIYXHUTh MpeapacnoiaraiomuM ¢aktopoMm. Pekomenmyercs
TIIATENBHBI KIMHUYECKH MOHUTOPHHI TAIlMEHTOB C CaXapHbIM IuabeToOM M MAalUeHTOB C
(dakTopaMu prECKa pa3BUTHI CaXapHOTO JHa0eTa: M3MEPEHUE UCXOTHOW KOHIIEHTPAIIUHU TIFOKO3bI
B KpOBH, uepe3 12 Henenp mocie Hayana MpUeMa OJIaH3alMHA U BIIOCIEACTBUM E€XKETOAHO.
[TarueHTOB, MONTyYaroUX JIF0ObIe AHTUIICUXOTUYECKHE CPEACTBA, BKIIOYAs OJaH3aNH, CIEAYEeT
HaOM0/IaTh HA MPEAMET MPU3HAKOB M CUMITOMOB THUNEPTIIMKEMHH (TaKUX KaK MOJIUIUIICHS,
nonunypusi, noiaudarus u cinadocts). [lannentam ¢ caxapHbpiM quabeToM WU GaKkTOpaMu puUcKa
BO3HUKHOBEHHUS CaxapHOro amabera HEOOXOJWM pEryJIspHBIH MOHHUTOPHUHT KOHIICHTPAIUU
TIIOKO3bI B KpoBU. HeoOXoauMo mpOBOAUTE PETYIAPHBINA KOHTPOJIb MAacChl TeJa: Tepe]] HauaJoM
nedenus, uepe3 4, 8 u 12 Henenb mocie Havana MpUeMa OJlaH3allMHA M BIOCJEACTBUU KaXKIble
3 Mecsna.

Hapvymenne nunuaaoro oomMeHa

B xozme mane60-KOHTPOJIUPYEMBIX HCCIEAOBAHUM y MAIMEHTOB, MOJYYaBIIUX OJIAH3AIMH,
HaOJII0AaIMCh HEXeaTeabHble M3MEHEHUs JIMIMUAHOTO oOMmeHa (cM. paszaen 4.8). M3meHeHnus
JUOUAHOTO TpodmiIsi HEOOXOIMMO KOPPEKTHPOBaTh B COOTBETCTBHUM C KIMHHUYECKON
HE00XO0IUMOCTHI0, 0COOCHHO Y NMallMEHTOB C AUCIUIHIEMUEH U y TAIIUEHTOB C (paKTOpaMH pHUcKa
Pa3BUTHSI HApYIIEHUH JIMOUIHOTO OOMeHa. Y MaIMeHTOB, MPUHUMAIOIIUX AHTUIICUXOTHYECKHE
[Ipenaparsl, B TOM YUCIIE OJIaH3alMH, CIEAYET OCYLIECTBIIATh PETYJISIPHBINA KOHTPOJIb JIMIIHIHOTO
oOMeHa B COOTBETCTBUH C IEHCTBYIOIIMMH PEKOMEHJALUSMU: TIEpe]] HayalloM JieueHus, yepes3 12

HEACIIb ITOCJIC HaYaJla IIprueMa OJIaH3aIllhnHa 1 BIIOCICACTBUUN KaXK/bIC 5 ner.
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AHTUXOJIMHEPTrUYECKAs AKTUBHOCTD (NOCNEOCBATENEHOCTE 0001)

HecMotpst Ha TO, YTO OJAaH3aNMH MPOSBISIT AHTUXOJIMHEPTHYECKYI0O aKTUBHOCTh B YCJIOBHSX IN
VItro, mnpu TPOBEJICHUM KIMHUYECKUX HCCICIOBAHUI Tepamus OJIAH3AIIMHOM  PEIIKO
COIIPOBO’KAJIaCh aHTUXOJIMHEPTHUECKUMU 1T000UHBIMU 3 dexkramu. O1HAKO KIMHUYECKHUH OIBIT
IOPUMEHEHHs OJIaH3allMHa Yy HAallMeHTOB C CONYTCTBYIOIIMMH 3a00JIeBaHUSMHM OTpPaHUYEH,
IO9TOMY PEKOMEHAYETCS COOII0AATh OCTOPOKHOCTh IPU HA3HAYEHHMHU IIperapara IMalueHTaM C
runeprpodueil mpeacTaTeNbHOM JKeNe3bl, MapATUTHUECKOW KHIIEYHOW HEMpPOXOAWMOCTBIO U
HOJOOHBIMU COCTOSTHUSIMH.

Hapynienue d)VHKHI/II/I INCYCHU

[Ipuem osiaH3amMHAa YacTo, OCOOEHHO HA pPaHHUX JTamax TEpanuu, COMPOBOXKIAICT
TPaH3UTOPHBIM, OECCUMIITTOMHBIM YBEITUYCHUEM aKTHBHOCTH «II€UCHOYHBIX» aMHHOTpaHchepas
(acmapraTamunoTpanchepassl (ACT) u ananuHamuHoTpancdepassl (AJIT)) B miasme kpoBu. Y
naiueHToB ¢ mnoBeimieHueM akTuBHOCTH AJIT w/umu ACT B miasme KpoBH, CHMOTOMaMu
MEYCHOYHON HEIOCTATOYHOCTH, COCTOSIHHUSIMH, BBI3BIBAIOIIMMH CHUXKCHHE (DYHKIIMOHAIBHOTO
pe3epBa IEYCHH, WU y MAIIMCHTOB, IPUMEHSIOIINX TTOTEHITUAIBHO I'eIIaTOTOKCHYHBIC IPENapaThl,
clenyeT coOoIaTh OCTOPOXKHOCTh U MPOBOAUTH Hocieaytoniee HaOmoaeHe. Y MalueHTOB C
renaTuToM (BKJIIOYAs IEYEHOYHO-KIETOYHOE, XOJECTaTUYECKOE U CMEIIAHHOE TMOpakeHue
MICYCHHN ) JICUCHHUE OJIAH3AITITHOM CJICTyeT OTMCHHUTb.

Heitrponenus

OnaHzanuH cjielyeT ¢ OCTOPOKHOCTHIO MPUMEHSATH Y MAallMeHTOB ¢ HU3KUM IMOKa3aTeleM 4ucia
JCHKOIMTOB W/WIM HEUTPO(PHUIOB B KPOBU (BHE 3aBUCUMOCTH OT MPUYMHBI); Y TAIUEHTOB,
MOJTYYaIONIUX TIpenaparbl, KOTOPBIE MOTYT BBI3BIBATH HEHUTPONCHHWIO; Y IAIIMEHTOB C
JICKaPCTBCHHBIM yTHETCHUEM (YHKIIMM KOCTHOTO MO3ra B aHaMHe3e, a TaKKe C YrHETCHHEM
KOCTHOTO  MO3Ta, OOYCIIOBJICHHBIM  COMYTCTBYIOIIMM  3a0O0JeBaHUEM, JIy4€BOW WU
XUMHOTEpanue; y  MalUeHTOB €  TUMEPIO3UHO(DUIBHBIMH  COCTOSHHUSIMH WU
MUEIONPOIU(PEPaTUBHEIM  3a0oeBanneM. HeEHTponeHus: YacTo perucTpupoBaliach IpH
OJTHOBPEMEHHOM MPUMEHEHHH OJIAaH3aIIMHA U BAJILIPOEBON KUCIOTHI (CM. pa3aen 4.8).

[IpekpalieHne Tepanuu

ITpu peskoit ormene onan3anuHa peako (>0,01% u <0,1%) oTMeuanuch cieayronye
CHUMITOMBI: MOBBIIIEHHOE NTOTOOT/AETIEHIE, OECCOHHUIIA, TPEMOP, TPEBOTa, TOIIHOTA U PBOTA.
HurepBan QT

B knmHMUECKUX HCClIe0BaHUAX KIMHUYECKH 3HauuMoe y/uinHeHne natepBana QTc (koppekuus
QT no ¢popmyne @penepuka [QTcF] > 500 mc B 1100011 MOMEHT BpEMEHH TOCIIE Havalla JISYeHUs
npu ucxogHom QTcF < 500 mc) Bctpeuanoch Hewacto (0,1-1 %) y manueHToB, MOJyYaBIINX

OJIaH3aIlMH, ¢ OTCYTCTBUEM 3HAUYMUMBIX pa3n1/1q1/1171 B COIMMYTCTBYIOIIHUX OCJIOKHCHUAX CO CTOPOHBI
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cep/Ia mo cpaBHEHHIO ¢ 1uiane6o. OaHako caepyer co6%}u§ﬁ%6&g%ﬂ gr;'rI/ITﬁaQHét'!iléHHH

OJlaH3allMHA OJHOBPEMEHHO C TpemnaparaMu, yanuHsommmu uHTepBan QTc, ocobeHHO Yy
MAlMEeHTOB MOXKWJIOTO BO3pacTa € BPOXKIECHHBIM CHHAPOMOM yajluHeHHoro uHTepBaia QT,
XPOHUYECKOU CEpJCUYHON HENOCTATOYHOCTHIO, TUTIIEPTpodueid MHOKap/a, TUITIOKATUEMHECH HIN
THITOMarHueMuyei.

Tpom0O03MO0IHs

Ha ¢one tepanuun omanzanuaom Hedacto (> 0,1 % u < 1 %) coobmanocs 0 pa3BUTHH BEHO3HOM
TpoM60o3MOonuu (BTD). IlpuunHHO-CeAcTBEHHAs CBSI3b MEXKIY NPUMEHEHHWEM OJaH3almuHa U
BTD ne ycranopiena. OqHAKO YYUTHIBAs, YTO y MAMEHTOB C MM30(PEHUEH YacTO MUMEIOTCS
nproOpeTeHHbIe PaKTOphI prcka pa3puTus BT, He00X0IMMO BBISIBUTH BCE BOZMOXKHBIE (DAKTOPHI
pucka BTD (manpumep, uMMoOUIH3aIMs MAMEHTA), TPUHATh HEOOXOJUMEBIC MPEBCHTHBHBIC
MEpBI.

OO0111as1 aKTUBHOCTD B OTHOIIEHHH LIeHTpanbpHOU HepBHOU cucTtemsl (ITHC)

C yuerom ocHoBHoro neictBus onanzanuHa Ha LIHC, cienyer coOmonaTh OCTOPOKHOCTD MPU
IMPUMCHCHHUH OJIaH3aIllMHA B COUCTAHUU C JPYTUMU JICKAPCTBCHHBIMU IMTpCIIapaTaM LHCHTPAJIbHOI'O
nercTBug M ankorojeM. [10CKOJIbKY OJaH3almMH MOXKET MPOSBISATH AHTarOHW3M B OTHOLICHUH
I0(paMHUHOBBIX PELENTOPOB B YCIOBHSAX IN Vitr0, oH MOXeT ObITh aHTaroHHCTOM 3()(HEKTOB
MMPAMBIX U HCIIPAMBIX arOHUCTOB I[O(l)élMHHOBI)IX pPeuCuTOPOB.

Cynoporu

OunaH3anuH ciefyeT ¢ OCTOPOXKHOCTBIO MPUMEHATH y NMAlMEHTOB C CYyJ0pPOraMy B aHaMHEe3€ MU
MOJIBEPKEHHBIX BO3ACUCTBUIO (PaKTOPOB, CHIDKAIOLINX MOPOT CY10pOKHOM roToBHOCTH. Ciydan
Cya0por HEYAaCTO BCTPEYAIUCh Y TAIUCHTOB, IPUHUMAIONIUX OJIaH3aIlMH, 1 B OOJIBIIIMHCTBE dTHX
Clly4aeB COOOINAIOCh O HAJIMYUK CYAOPOT B aHaMHE3€ WM 0 (JaKTOpax pHCKa pa3BUTHS CYIOPOT.

[lo3aHss TMCKUHE3US

B cpaBHUTENBHBIX MCCIENOBAHUAX NPOAODKUTEIBHOCTBIO 10 TOAA JIEYEHHE OJIAH3AIMHOM
JIOCTOBEPHO pEeXe COMPOBOXKIAIOCH PAa3BUTHEM AMCKUHE3UHU, TPeOyromel MeauKaMeHTO3HOU
Koppekunu. OHAKO clieyeT YUYUTHIBATh YBEIIMUEHUE PUCKA PA3BUTHUS MO3/IHEN AUCKUHE3UU MPU
JUINTETIbHOW Tepanuu HeWposienTukaMmu. IIpu pasBUTMM NPU3HAKOB MO3AHEW JUCKUHE3UU
PEKOMEHIYETCSl CHWJKEHUE 03Bl MM OTMEHA oylaH3anvHa. CHUMNTOMBI MO3JHEH JUCKUHE3UU
MOTYT HapacTaTh WIK MaHU(eCTHPOBATh MOCIIE OTMEHBI NTpernapara.

[ocTypanpHasg THOOTEH3US

HOCTypaJ'IBHaSI TUIIOTCH3UA HEYACTO Ha6J'IIOI[aJ'IaCL B KIIMHUYCCKUX UCCIICAOBAHUAX OJIaH3aIlIMHA Y
MalUCHTOB TIOXKUJIOrO0 BO3pacTa. P CKOMCHAYCTCA TMCPUOANYCCKU H3MCPATH apTCPHAIBHOC

JIaBJICHUE y MMAllMEHTOB cTape 65 ner.
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BuezamHas cMepTh OT CepAeYHO-COCYIMCTON HE OCTaTOLHIOIé‘.I'HE":LI"‘: BATENBEHOCTE 0001 )

CornacHO NOCTPETUCTPALlOHHOMY OIIBITY IPUMEHEHMS OJIaH3aMMHA 3apEerUCTPUPOBAHbI Cllydan
BHE3AIIHOM CMEpPTH OT CEpACYHO-COCYIHUCTOM HENOCTAaTOYHOCTU. B  peTpoCrneKTMBHOM
HaOJII0AaTeIbHOM KOTOPTHOM MCCIIEJOBAHUU PHUCK IpeanojaraeMoil BHE3allHOW CMEpPTH OT
CepAECYHO-COCYTUCTON HEJOCTAaTOYHOCTH Yy NAIMEeHTOB, IOJYYaBIIUX OJIAH3AIMH, ObLI
IpUOIM3UTENBHO B JBa pa3a BBILIE, YEM Yy IALMEHTOB, HE IOJYYaBIIUX AHTUIICUXOTUYECKUE
cpeacTtBa. PHUCK NpuUMeHEHHUs OJaH3alMHA B HCCIEJOBAHUU OBUT COMOCTAaBUM C PHCKOM
ATUNHWYHBIX AHTUIICUXOTUYECKUX CPE/ICTB, BKIIOUCHHBIX B 00bEIMHEHHBINH aHAIH3.

BcnoMorareabpHEIC BEIECTBA

[Ipenapar Onau3zanuH coAep>KUT JakTo3y. [lanmMeHTamM ¢ penKko BCTPEHAIOIIMMUCS
HACJICICTBEHHBIMA  3a0O0JICBaHUSIMU,  TaKUMH  KaK  HENEPEHOCHUMOCTh  TalaKTO3blI,
HENEPEHOCHUMOCTb JIAKTO3bI BCJIEACTBUE 1e(DUIINTA JIAKTa3bl WIM CHHAPOM TIIIFOK030-TalaKTO3HON
MasbaOCopOINK, HE CleyeT IPUHUMATh JaHHbBIN JIEKApCTBEHHBIN Mpemnapar.

eTu
OnaH3anvH HE PEKOMEHJIYeTCs MPUMEHATh y JAETe W MOJAPOCTKOB. B wuccienoBaHuAX y
nopocTKkoB 13-17 et oTMevanuch pa3inyHble HeXeNaTeIbHbIC PeaKIINH, BKIIOYas MOBBIIICHUE

MacCChI TCJIa, HAPYHICHUC JIUMITUAHOTO obMeHa u TUIICPIIPOJIAKTUHCMHUIO.

4.5. B3aumojeiicTBie ¢ JAPYrHMH JIEKAPCTBEHHbIMHM MNpenapataMM M JApyrue BHJbI
B3aNMOJAeHCTBUSA

[loTeHnMaabHEIE B3aUMOJACMCTBHYS, OKA3bIBAIOIINE BIMSIHNE Ha OJIaH3aIlHH

[Tockonpky omaH3anuH MeTadbonusupyercs ¢ ydactuem uzodpepmenta CYP1A2, merabonuzm
OJIaH3aITMHA MOKET U3MEHSTHCS MO/ ACHCTBUEM WHTHOUTOPOB WM WHIYKTOPOB M30(DEpPMEHTOB
cuctembl 1uToxpoMa P450, mposBistONMX CcHeMUPUYECKYI0 AaKTUBHOCTb B OTHOIICHUU
uzopepmenta CYP1A2.

Nunykuus uzopepmenta CYP1A2

Metabonu3M oJlaH3alMHAa MOXET OBbITh HMHAYLIMPOBAH KYpPEHHEM WU NPUMEHEHHEM
KapOama3enuHa, YTO MOXKET MPUBOJIUTHh K CHUKEHUIO KOHIIEHTpaluu osaH3anuHa. OTMedanoch
JUIIb HEeOOJBIIOE WM YMEPEHHOE YyBENWYeHHEe KIMpeHca oJjaH3anuHa. KinHudeckue
MPOSIBIIEHUS, CKOpee BCero, OyayT OrpaHUYEHHBIMH, OJHAKO PEKOMEHIOBAH KIMHUYECKUUN
MOHMTOPHHT, U B CIydae HEOOXOJAMMOCTH - TIOBBIIICHHUE J03bI OJJaH3AINHA.

HNuaruduposanue nzobhepmenta CYP1A2

®dnyBokcamuH, crenudpuueckuit uHruourop uzodpepmenta CYP1A2, 3HauMmo mojaBiser
MeTabon3M onaH3anuHa. MakcuManbHast KoHIeHTpaus (Cmax) oJlaH3anMHA OCIIE TPUMEHEHUS

(dbyBOKCAaMUHA B CpEHEM yBEeIWUYUBAJIAch Ha 54 % y HEKypsIIHUX MAIMEHTOK >KEHCKOTO Ioja 1
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(AUC) onanzanunHa B cpeaHeMm yBenuuuBanach Ha 52 % u 108 % coorBercTBeHHO. Cremyer
paccMOTpeTh BO3MOXKHOCTh Ha3HAa4YeHHs OoJjiee HHU3KOM HayalbHOW 103l OJaH3alUHA Yy
MAalMCeHTOB, MPUMEHSIONUX (IyBOKCAMUH WM Apyrue WHruomtopel uzopepmenta CYP1A2,
Hanpumep, nunpodaokcanut. B Hayae npuMeHeHus penapaToB, OTHOCSIIUXCS K HHTHOUTOpaM
uzopepmenra CYPIA2, Ha ¢doHEe mpuema ollaH3alMHA CJIEIYEeT PACCMOTPETh BO3MOXKHOCTH
CHUYKEHUS JI03bI MOCIIEAHETO.

CHuKeHHas 6I/IOI[OCTV1'IHOCTB

AKTHBUPOBAaHHBIN YTOJIb CHHKAeT OMOIOCTYTHOCTD OJIaH3alMHa, IPUHATOr0 BHYTpPb, Ha 50-60 %,
[I03TOMY €r0 ClIeyeT IPUMEHATH 3a 2 Jaca /10 WIK [I0CiIe IpUeMa OJlaH3alluHa.

®nyokcerun (maTHONTOP M30Pepmenta CYP2D6), onHOKpaTHBIE 1036l AaHTAIIUIOB (ATFOMUHHIA-,
MarHuiicojiepkaiiyue) 1 IUMETHIMH He OKa3bIBAIOT 3HAYUMOTO BIHUSHUS Ha (PapMaKOKUHETUKY
OJIaH3aIMHa.

CnocoOHOCTh 0JIaH3aMIMHA BIUATH Ha d)aDMaKOKI/IHeTI/IKV APYTUuX JCKAPpCTBCHHBIX ITPCIIapaToOB

OnaH3anuH MOXET TOAaBIATh A((EKTHl MPSAMBIX W HENPSMBIX aroHHUCTOB J0()aMHUHOBBIX
pEeLenTOpOB.

OmnaH3anuH He ToAaBisieT ocHoBHbIe n3odepmentsl CYP450 B ycmoBusx in Vitro (Hampumep,
CYP1A2, CYP2D6, CYP2C9, CYP2C19, CYP3A4). CornacHo pe3yibraTaM HCCIICAOBaHHUI IN
VIVO He OXHIaeTCs 0cOo00ro B3aMMOJICHCTBHS C OJAH3AMHOM CJICIYIONIUX MPErapaToB:
TPULUKIMYECKUX aHTHICTIPECCAHTOB (META00IM3UPYEMBIX B OCHOBHOM C y4acTHEM U30(epMEHTA
CYP2D6), Bapdpapuna (CYP2C19), teopmmmmna (CYPIA2) u nuazenama (CYP3A4 wu
CYP2C19).

OnaH3anvH HE BCTYIMAeT BO B3aUMOJICHCTBUE C IMTUEM M OUTICPHUICHOM.

MOHUTOPUHT KOHIIEHTPAIIUH BaJbIIpoaTa B IIa3Me KPOBH HE BBISIBIII HEOOXOAUMOCTH KOPPEKIIUU
JI03BI BaJIbIIpoaTa MocJjie Havyaja ero MPUMEHEHHsI C OJIaH3aIMHOM.

OOmras aktuBHOCTh [THC

Crenyet coOIr01aTh OCTOPOKHOCTD Y MAIIMEHTOB, MOTPEOIISIOIINX aTKOT0JIb WA TPUHUMAIOIIHAX
JIeKapCTBeHHbIE mpernapatsl, yraeratonme [[HC.

OMHOBpEeMEHHOE NMPUMEHEHHE OJIaH3allMHA C MPOTHBONMAPKMHCOHUYECKUMHU JIEKapPCTBEHHBIMU
mpenaparaMi |y TMaiueHToB ¢ Ooisie3Hpio [lapkuHCOHAa W JAEMEHIMEH HE PEeKOMEHIYeTCs
(cMm. pasnen 4.4).

Hurepan QTc

CJ'IC,Z[YCT CO6HIOI[aTB OCTOPOKHOCTH HIpH OJHOBPCMCHHOM NPHUMCHCHUHN OJIaH3allMHa C

JIEKapCTBEHHBIMU TpenapaTamu, ytuHsomumMe natepsai QTc (M. pasaen 4.4).
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4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTAIMSA

bepemeHHOCTB

HccnenoBanust IpUMEHEHUS OJIaH3alMHA Y O€PEeMEHHBIX )KEHIIMH He MPOBOIMINCE. [lannenTku
JOJIKHBI OBITH MPEAYNPEKIACHBI, YTO B ClIydae HACTYIUICHUS WM IUIAHUPOBAHUS OEpEMEHHOCTH B
NEepUoJ JICYCHHs OJaH3aIIMHOM UM HEe00XO0IUMO COOOUIUTH 00 3TOM CBOEMY JieualleMy Bpauy.
Tem He MeHee, BCIIEICTBUE HEIOCTaTOYHOT'O OIBITa IPUMEHEHUS OJIaH3aIiHa TPU OEPEMEHHOCTH,
npenapar ClieAyeT Ha3HayaTb BO BpeMs OEpEeMEHHOCTH TOJIBKO B TOM CiIydae, eciii
MOTEHIMAIbHAs M0JIb3a JJI1 MaT€PU 3HAYUTEIBHO MPEBOCXOIUT BO3MOKHBIN PUCK AJIA IJI0/1A.
HoBoposxaeHHsle, MaTepy KOTOPBIX IPUHUMATIN HEHPOJIENTUKY (BKIIIOYAs OJJaH3aIMH) B TEUCHUE
IIT TpumecTpa GepeMeHHOCTH, TOABEPKEHBI PUCKY Pa3BUTHUS HEXKEJIATENIbHBIX PEAKIUI, BKIIIOYas
AKCTpAaNMpaMHUIHBIE PACCTPOMCTBA WM/MIM CHMIITOMBI CHHIPOMA «OTMEHBI», KOTOPBIE MOTYT
BapbUPOBATH MO CTEMEHH THKECTH U MPOJOIIKUTENLHOCTH MTociie poaoB. CoolIanoch o ciydasx
pa3BUTHUSA BO3OYKIEHUS, MBIILIEYHON TUIIEPTOHUU, MBIIIIEYHOM TUIIOTOHUH, TPEMOpPa, COHIIUBOCTH,
PECIMpaTOPHOTO AUCTPECC-CUHAPOMA, HAPYILIEHUSI COcaHus. B CBsI3U ¢ 3TUM HOBOPOX/ICHHBIE,
YbHM MaTepy MPUHUMAJIH OJIAH3AINH, JOJDKHBI HAXOIUTHCS MOJI METUIIMHCKUM HAOII0ICHUEM.
JlakTanuys

B uccnenoBanuu ObLIO BBISBIEHO, YTO OJIAH3AIMMH MPOHUKAET B rpyAHOE MOJIOKO. CpeaHss 103a,
nosrydaemMasi peOeHKoM (MI/KT) B PaBHOBECHOM COCTOSIHWH, cocTaBisuia 1,8 % oT m03bl
OJIaH3allMHA, ToJlydaeMoi wmareppio (Mr/kr). IlamueHTkaM mpu TpPUMEHEHWH OJIaH3aluHa
PEKOMEHIYEeTCsl OTKA3aThCsl OT TPYAHOTO0 BCKapMIIMBaHUSL.

DepTUabHOCTD

CBCI[GHI/I?I O BJIMSIHUU Ha q)epTI/IJ'II)HOCTI) OTCYTCTBYIOT.

4.7. BiusiHHe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeICTBAMHM M padoTarh ¢
MeXaHHU3MaMH

HccnenoBanust BIMAHHSA Ha CIOCOOHOCTh YOPABIATH TPAHCIOPTHBIMU CPEICTBAMU U
MeXaHU3MaMH He MpoBOAWIMCH. [lanmeHTam, NpUHUMAIOIIUM OJaH3alUH, CIEAYeT HPOSBIATh
OCTOPOXXHOCTh TIPH YNPABICHUM TPAHCIOPTHBIMU CPEACTBAMM M MEXaHM3MaMH, IOCKOJIbKY
OJIaH3allMH MOXKET BbI3bIBaTh COHJIMBOCTb U TOJIOBOKPYXKEHHE (OKa3blBaeT BIMSHUE Ha

ncuxo(u3nyecKue CnocoOHOCTH).

4.8. Hexkesnare/ibHbIE peaKINU

Pesrome npoduiist 0esonacHoCTH

Bspocnvie
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HawnGonee wacteiMu (OoTMeE4eHHBIE y =19 naunégll'_t'):l;)_l EP%gtgﬁ‘a]r_éﬂlﬁﬂi;p'r Tﬁ'e'ﬁfu'}ﬁ}m,

OOyCIIOBJICHHBIMH IPUMEHEHHUEM OJIaH3allMHAa B KJIMHUYECKUX UCCIIEJJOBAHMSX, OBLIM:
COHJIUBOCTb, YBEIIMYCHUE MACCHI TeJIa, Y03UHO(DMIINS, MOBHIIICHNE KOHIICHTPAIUU TPOJIAKTHHA,
xonecrepuna (XC), rmoko3bl u tpuriunepuaoB (TI) B mmasme kpoBu (cMm. pasgen 4.4),
[JIIOKO3YpHs, TIOBBIILICHUE aINEeTUTa, FOJOBOKPYKEHUE, aKaTU3Usl, TApKUHCOHU3M, JICHKOTECHNUS,
HeliTponenuss  (cM.  pasgmen  4.4),  JOUCKUHE3Us,  OPTOCTaTHuYeCKas  THIIOTEH3US,
AHTUXOJIMHEPTUYECKUE AP(PEKThI, TPAH3UTOPHOE OECCUMITOMHOE TIOBBIIIICHHE AKTHBHOCTHU
MEYCHOYHBIX aMUHOTpaHcdepa3 B Imia3zMe KpoBu (cM. pasznmen 4.4), KOXKHasi Chlllb, aCTCHUS,
yCTaJIoCTh, JIUXOPAJKa, apTpajrus, MOBBIIIEHHE aKTUBHOCTH LIENIOUYHON (ocdarasbl B miiazMe
KpPOBH, MOBBIIICHHE aKTUBHOCTH Y-TUIyTaMHUITpaHc(depasbl B IUIa3Me KPOBH, TUIIEPYPUKEMUS,
noBbilieHre akTuBHOCTH KOK B 1m1a3me KpoBU, OTEKH.

TabanuHoe pE3IOME HEKENATEILHBIX PCAKIIUN

B mpuBeneHHON HIbKe TaONMIlE TEPEUMCIICHBI HEKeIaTelIbHBIC PEakiMu W J1abopaTOpHBIC
JTAHHBIC, BBISIBIICHHBIC B KIMHUYECKUX MCCIICOBAHUSAX M MOJYYCHHBIC B XOJC CIIOHTAHHBIX
coolieHuii. B mpegenax KaxIoW TPYIIbl 4aCTOThI BCTPEUYACMOCTH HEXKETATeNbHBIC PEaKIIUH
MEPCUUCICHbI B TMOPSAAKE YOBIBAaHUS CTEMEHH HX CEephbe3HOCTH. YacToTa BCTPEYaEMOCTH
ompezesieHa CIeAYIInUM 00pa3om: ouens uacmo (> 1/10); yacmo (> 1/100, o < 1/10); neuacmo
(> 1/1000, HO < 1/100); peoxo (> 1/10000, Ho < 1/1000); ouens peoro (< 1/10000); uacmoma

HeuszeecnHda (He MOJKET OBITH OLI€CHCHA Ha OCHOBC MMCIOIIINXCA ,I[aHHHX).

Ouensb yacto | Yacto Heuacto Penko Yacrtora

HCHU3BCCTHA

Hapywenus co cmopoHul kposu u tumgpamuueckoii cucmemvl

Do3uHopUINsA TpombGouuTomne
Jleiikonenus ' Hns 't
Heitrponenus

Hapywenus co cmoponvl uMMyHHOU cucmembl

I'mnepuyscTBHTEN

BHOCTB !
Hapywenusa memabonuzma u numanus
VBenuuenue | IloBbiieHue PaszButne U FI/IHOTepMI/I;Il2
Macchl Tesal CBIBOPOTOYHOM obocTpeHue

xormenTpamun XC> 2 | caxaproro
[MoBbinIeHHE nuabera, WHOTIA

KOHICHTpalnuu COIMPOBOKAAOIICT
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—

CHITTENOEBATEITBHLIC T T
TJIIOKO3BI B KPOBH” ocsi kdroamumaosom - | =HEA TENEHUL TS UULT)

TloBrIIenue R0

koHneHTpauuu TT' B MadeTHIeCcKOn

mIa3Me KpoBu> ° KOMO#, B  TOM
I'mroxo3ypus qyucie c
[ToBbIieHNE JeTaJbHBIM
anrneTrura ncxomomt (cMm.
pasznen 4.4)
Hapywenus co cmoponul nepéHoii cucmemul
Connuocts | ['onoBokpyxeHue Cynoporu y | 3HC (cm.
Axarusus® HAlUEHTOB C paznen 4.4)12
[apkuacoHn3M® CyaoporaMu B | Cunapom
Jluckunesus® aHAMHe3e WJIH TIPH | «OTMEHBI» ' 2
HATAYHH

(hakTOpOB pHICKa
pa3BUTHUS
cynoportt
Jucronus
(BKITFOUAS
OKYJIOTUPHBIN
kpu3)'!
Tlo3gusas

}:[I/ICKI/IHC3I/I5111

Amuesus®
Rankanne'?
Juzaprpus
Cunapom
OCCITOKOMHBIX

HOl"ll

Hapywenus co cmoponul cepoya

bpaauxapaus Kenynoukosas
VY niinHeHue TaxuKapaus/
untepBasia  QTc | pubpmmsus

(cMm. pasnen 4.4) KEITYTOUKOB,
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T

1

cmeptt! (oM.

pasnen 4.4)

Hapywenus co cmoponwl cocyoos

Optocratuu

C€CKaida

FI/IHOTeH3I/I5Il

0

Tpom6osmbonus
(BKITIOUAS
IMOOJIHNIO
JICTOYHOM apTepuu
u TpOMO03

rITyOOKHX BEH)

(cMm. pasaen 4.4)

Hapywenus co cmoponul ovixamenvho

Ul cucmembl, Opeano8 2pyOHOU KIemKU U CpedoCmeHuUs

Hocosoe

KpOBOTE‘HeHI/Ie9

JKenyoouno-kuwieunvie HapyuieHus

Jlerkue, npexonsime
AHTHXOJIMHEPTUICCKU
€ 3¢ eKThI, BKITFOYas
3arop U CyXocThb

CIIM3UCTON 00OJIOUKH

MIOJIOCTH pTa

B3nyrtue XHUBOTA®

FI/IHepcaJII/IBaIII/Iﬂll

[ankpearut'!

HapymeHu}l CO CMOPOHbL neverHu u 9!C€ﬂ1t66bl800}lu/;ux nymeﬁ

[Tpexonsmee
0eccUMIITOMHOE
MTOBBILLICHUE
CBIBOPOTOYHOM
aKTUBHOCTH
«MEYEHOYHBIX»
aMuHOTpaHcdepas
(AJIT, ACT),
0COOEHHO B paHHUHI
MEepPHOJ] JIEYeHHUSI (CM.

pasnend.4)

I'enatut
(BKITIOUAst
renaToLeIII0N
SIPHBIM,
X0JIECTaTHYECK

(v

U 1

cMemanHbrif)

Crpanwvma 14 u3 26

e
LT UUUT)
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STTURLTT

ENCE ._.-'_'_'_” HOCTE OO
Hapywenus co cmopoHbl Kodcu U NOOKOACHBIX, MKAHEU' EEJEATENBRUL TR TV

Kosxnas ceinb Peakuus JlekapcTBeHHa
(hOTOYYBCTBUTEND g peaxius,
HOCTH COIIPOBOXK/IAI0
Anonerus mascs
503UHO(HUIINE
1787}
CUCTEMHBIMU
MIPOSIBIICHUSIM

u (DRESS-

CUHJIPOM)

Hapymeﬂu}z CO CNOPOHbL Mlee'—tHOL?, CKeNemHou U COeOUHUMENIbHOU MKAHU

9 11

Aptpanrus Pabnomuonus

Hapymeﬂwz CO CNIOPOHbL NOYeK U MOLtQSbZGO()ﬂM/;Mx nymezZ

Henepxanue Mmoun
3aiepKKa MOYH
3aiepKka Havana

MO‘IeI/ICHYCKaHI/Iﬂll

BepeMeHHocmb, nomepodoeblﬁ nepuod Uu nepunamailbHvle COCMOAHUA

Cunnpom

«OTMCHBI» Yy

HoBopoxnenn
BIX (CM.
paznen 4.6)
Hapywenus co cmopoHuvl penpoO0yKmusHoU cucmembl U MOJIOYHBIX JHCele3
OpeKTuibHas AmeHopest [Tpuanusm
TUCQHYHKITUS VYBenuuenue

CHuwxenune nubuao y | rpyau

MYKYHH U JKEHIIUH I'anakropes y
KEHIIHH
I'maexomactusi/yB
eIMYeHue Tpyau y

MYXYHUH
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oA .

EOOBATENEROCTE 000T)

Obwue napywenus u peakyuu 8 mecme 86e0eHus

Acrtenus
VYceTanoctb
Otek

JIuxopanka®®

Jlabopamopnvle u uncmpymenmanbHvle OaHHble

VBenuuenue | [loBblieHne [ToBbiIEHNE
KOHUEHTpALl | CBIBOPOTOYHOM CBIBOPOTOYHOU
uu AKTUBHOCTH KOHIICHTPALIUU
MPOJIAKTUHA | LIEJIOYHOU o0miero
B mia3me | pocharazprt’ omnnpyounHa
kposu® IToBpimenue

CBIBOPOTOYHOM

aktuBHOCTH KOK!?
IToBrIilICHUE
CBIBOPOTOYHOM
AKTHBHOCTH
raMMarilyTaMHJITPaHC
depazpr’
IToBrIilICHUE
KOHIEHTPALNHU
MOYEBOM KHCJIOTHI B

I1a3mMe KpOBI/I10

1V Bcex rpynn mamueHTOB, HE3aBHCHMO OT MCXOJHOTO MHJIEKCA MAcChl Tela, HabIIoAanoch
KJIIMHUYECKH 3HAUYMMOE YBeNW4YeHue Macchl Tena. [locime KpaTKoCpOYHOro Kypca Tepanuu
(cpenusis MpOAOIKUTETHHOCTD 47 JHEN) yBelInueHne Macchl Tea Ha 7 % 1 0oJiee OT UCXOTHOTO
3HaueHusl HabIoJaI0Cch 04eHb yacto (22,2 %), Ha 15 % u 6onee — yacto (4,2 %) u Ha 25 % u
6onee — Hewacto (0,8 %). Y manueHTOB, MOMyYaOIIUX [UIUTENbHOE JieueHHe (He MeHee 48
HEJIelb ), MoBbImeHue Ha > 7 %, > 15 % u > 25 % 6bu1o oueHs gacteim (64,4 %, 31,7 % u 12,3 %
COOTBETCTBEHHO).

2 CpenHee TOBBINIEHHE CHIBOPOTOYHOH KOHIEHTPAIMM JNHNUAOB HaTomak (obmero XC,
munonporenHoB HU3Ko# mnotHoctu (JITTHIT), TT') Ob110 Gosee BhIpaKEHHBIM y MAIMEHTOB 0e3
WCXOJHBIX MMPU3HAKOB HAPYIICHUS JTUMHIHOTO OOMEHA.

% Yacto HabMIOAaNI0Ch YBETHUIEHNE CHIBOPOTOUHOH KOHIEHTparmu o6mero XC oT HOPMaTbHBIX

3Ha4eHWH Haromak (< 5,17 MMonb/T) 10 TOBBIIEHHBIX (= 6,2 MMoib/m). M3MeHeHme
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KoHIIeHTpanuu oomiero XC HaTOMAK OT MOTPaHYHBIX n&%é’r—éﬁ% 'c:)'"r‘ g%qblﬁgk E,:2 'M‘o-lﬁb/n)

JI0 TIOBBIIIIEHHBIX (= 6,2 MMOJIB/JT) OBLIO OYEHB YaCTBIM.

* Yacro mabmonanocs yBennyeHne KOHIEHTPAIMK TIIFOKO36l B KPOBH HATOMIAK OT HOPMATbHBIX
3HaueHud (< 5,56 MMOJB/T) A0 TOBBIMICHHBIX (= 7 MMOJIB/IT). VI3MEHEHHE KOHIIEHTPAIUU
TJTFOKO3BI HATOIIAK OT TIOTPAHUYHBIX MTOKa3aTeneu (0T > 5,56 1o < 7 MMOJIb/JT) 10 TTOBBIIICHHBIX
(= 7 MMOJIB/IT) OBLIO OYEHB YACTHIM.

% Yacto Habmoanoch yBeInueHHe CHIBOPOTOUHOH KoHIeHTpanuy T HATOIAK 0T HOPMATbHBIX
3HaueHni (< 1,69 Mmmomnb/i) 10 MOBBIIEHHBIX (= 2,26 MMOB/n). M3MeHEHHE CHIBOPOTOYHOM
KoHIeHTpanuu TI' HaTomak oT morpaHWYHBIX IMOKazaTtene (ot > 1,69 mo < 2,26 MMoib/1) A0
MOBBIIICHHBIX (> 2,26 MMOJIB/) OBUIO OYE€Hb YaCThIM.

® Yacrora mapkuHCOHM3MA ¥ IMCTOHMH Y TIAIIMEHTOB, IPMHIMABIINX OJNAH3aMMH B KITHHUYECKHX
UCCJIEIOBAHMSIX, OblIa KOJWYECTBEHHO BBIIIE, HO CTATUCTUYECKH 3HAUYMMO OT IuTanedo He
OTIMYaach. Y TAIMEHTOB, NMPUHAMABIIUX OJIAH3AMMWH, TMApPKUHCOHU3M, aKaTU3HS, AUCTOHUS
HAOJIOTATMCH PeXe, YeM y MAIMCHTOB, TOTy4YaBIINX [MOA00paHHbIC 1036l rajonepuaoia. Beumy
OTCYTCTBHS MOAPOOHON MH(GOPMAILIMU O HAJIWYMHU y MAIMEHTOB B aHAMHE3€ OCTPBIX U MO3JIHUX
SKCTpanUpaMUIHBIX JBUTATEIbHBIX HApYIICHUW, B HACTOSAIIEe BpPEeMs HEBO3MOXKHO CJENaTh
BBIBOJI O TOM, YTO OJIAH3AIIMH B MEHBIIEH CTENEHHU BHI3bIBACT PA3BUTHE MO3IHEH JAUCKUHE3IUU
W/WJIHA IPYTHX TIO3HUX SKCTPATUPAMHIHBIX CUHIPOMOB.

"Tlpu peskoif OTMeHe ONaH3aNUHA HAONIONAINCH TaKHe CHMITOMBI, KAaK IOBBIIIEHHOE
MOTOOT/IeNIeHne, OECCOHHUIIA, TPEMOP, TPEBOTa, TOIIHOTA U PBOTA.

8 B KIMHMYECKMX HCCIENOBAHUAX MPOIOKUTENBHOCTBIO M0 12 Helemb KOHIIEHTDAIHS
MPOJIAKTHHA B TUTa3ME KPOBH IMPEBBINIATA BEPXHIOW TPAHHUIY HOPMBI MpuoOim3uTeasHo y 30 %
MAIUEHTOB ¢ HOPMAaJIHHBIM UCXOIHBIM MTOKA3aTeJIeM CHIBOPOTOYHON KOHIICHTPAITUH TIPOJIAKTHHA.
YV GONBIIMHCTBA TAKUX MAIMEHTOB MOBBIIIIEHHE CHIBOPOTOYHOM KOHIICHTPAIUH MTPOJaKTHHA OBLIO
YMEpPEHHBIM U He TPEBHIIIATI0 BEPXHHUE IPaHUIBI HOPMBI O0siee 4yeM B 2 pasa.

® HexenarenbHble SIBIGHHS, 3apETHCTPUPOBAHHBIE BO BpeMs KIMHHUUYECKHX HCCIIEIOBAHMI
OJIaH3aIHHA.

10 HesxenmaTenpHble ABIEHMS, 3aperMCTPHPOBAHHBIE BO BpeMs KIMHMYECKHX HCCIeJOBAHMI
OJIaH3aIlMHA U OLIEHEHHBIE TI0 (PaKTHYECKOMY 3HAYEHUIO.

11 HexenarenbHble SBICHNS, BBIABICHHBIE IIPH MOCTPETHCTPAIIMOHHOM HabroneHun. YacToTa
YCTaHOBJICHA C UCTIOJL30BaHUEM MHTETPUPOBAHHON 0a3bl JAaHHBIX OJaH3aIMHA.

12 HesxenaTenpHble SBIEGHNUS, BBISBICHHBIE TIPH MOCTPErHCTPAIMOHHOM HabmroneHnu. Yactora
yCTaHOBJEHA C BepxHell rpanuneil 95 % MOBEepUTENHHOTO HHTEpPBaIa C HCIOJIH30BAHHEM

MHTETPUPOBAHHOM 0a3bl TaHHBIX OJIaH3aIKHA.
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(NOCNEQCBATENEHOCTE 0001)

JlnnrenpHasa Tepanud (He MeHee 48 Henenn)

KonuuecTBO mnanMeHTOB, y KOTOPBIX OTMEYAJOCh YBEIMYEHUE MAcChl Teja, IOBBIIIEHUE
KOHIIGHTPALMU TJIIOKO3bI B KpoBHu, obmero XC/JITTHII/aumonpoTenHOB BBICOKOH IUIOTHOCTH
(JIIIBIT) umu TT' B mta3me KPOBH, ¢ TEUCHUEM BPEMEHH YBEITMYUBAIOCH. Y B3POCIBIX NAIMEHTOB,
KOTOpbIE€ 3aKOHUMIU 9-12 MecsuyHbld KypC Tepaluy, CKOPOCTh IOBBIIIEHHS KOHLIEHTpaluu
[JIIOKO3bI B KPOBU 3aMeJIsIach IPUMEPHO Uepe3 6 MecsLEB.

Oco0BbIe IPVIIILI TAIUEHTOB

B knuHMYecKHX HCCIEAOBAaHUAX Y MAlMEHTOB IOXHIOTO BO3pacTa € JEMEHLUEeH Tepamus
OJIAaH3AIMHOM B CPaBHEHUHU C I1J1arie00 MPUBOIUIIA K MTOBBIIIEHHONW YaCTOTE JIETAbHBIX UCXOJI0B
U 1epeOpPOBACKYISIPHBIX HEXENATEeNbHBIX peakiuii (cM. Takke pasznen 4.4). OdeHb YacThIMU
HE)KEJIATENIbHBIMA PEaKIUsIMH, CBS3aHHBIMH C IPUMEHEHHEM OJlaH3allMHa B ATOH TIpyIe
NAlMEHTOB, OBLUTM HapylleHWe TMOXOAKM U mnaaeHud. Yacro HaOMOZANMCh IMHEBMOHMUS,
MOBBILICHHE TEMIIEPaTyphl Tella, BSUIOCTh, )PUTEMA, 3PUTEIbHbBIE TATIONUHAIINN U HEJep>KaHUue
MOYH.

B kIMHMYECKMX HCCIEOBAHUSAX C YYacTHEM IAlMEHTOB C TICHMXO030M, WHAYIHPOBAHHBIM
JICKapCTBEHHBIMU ITIpernapaTaMu (aroHucTaMu JOo(QaMHHOBBIX pelenTopoB), Ha (oHe Oone3Hu
[TapkuHCOHAa O4YEHb YAcCTO OTMedajoch YycyryOieHwe cumnTomMoB Oone3Hu IlapkuHcoHa u
rajurronrHanuu. Yacrora pa3BUTHS JaHHBIX HEXENATEIbHBIX sBICHWN Oblia Bbime Ha (oHe
NPUMEHEHHS OJIaH3aIMHA, YeM B IpyIIe iane0o.

B omHOM M3 KIMHHYECKHUX HCCIENOBaHWM Yy TMAalMEeHTOB C OWIOISIPHON MaHUEH,
KOMOMHHMPOBaHHAs TEPAIUs BAIBIIPOEBON KUCIOTON U oJlaH3anmuHOM B 4,1 % ciydasx mpuBouiia
K HeWTponeHnd. Bo3aMokHas MpUYMHA HEUTPONEHWU — BBICOKAs IUIA3MEHHAs KOHIEHTPAIHS
BAJIBIIPOEBOI KHUCIOTHL. [IpuMeHeHne ojlaH3amMHa OJHOBPEMEHHO C IpenapaTaMy JUTHS WA
BaJILIIPOEBOM KHUCIOTOW NPHUBOIWIO K yBENWYEHHIO 4acToThl paszButus (=10 %) Ttpemopa,
CYXOCTH CIHM3HCTOW OOOJIOYKH TIOJIOCTH PTa, MOBBIIIEHHOMY AalllIETHTy W YBEIMYCHHIO MacCChHI
tesna. Kpome Toro, yacto cooOmanock o pacctpoiictBe peun. Ilpn koMOMHHPOBaHHOM Tepanuu
OJIaH3alMMHOM M JINTHEM WM KOMIUIEKCOM BajblIpoaTa HATpPUs W BaJbIIPOEBOM KHUCIOTHI B
cooTHomeHuu 1:1 yBennueHue macchbl Tesna > 7/ % OT MCXOAHOM Macchl Tela HaOIIOAAIoCh Y
17,4 % manueHToB B paMKax HEMPOAOKUTEIBHOTO Kypca JeueHus (1o 6 Hexens). JnurenpHas
Tepanusi oJIaH3amuHOM (70 12 MecseB) B HeNsX MPOPWIAKTHKU PElUANBa Y TMAlUEHTOB C
OUIIOJIIPHBIM PACCTPOWCTBOM MPHUBOJWIA K TOBBIIEHUIO > 7 % OT MCXOAHOH Macchl Tena y
39,9 % manueUToB.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxno COO6H_IaTB 0 IOAO3PCBACMBIX HECKCIIATCIBHBIX PCAKIUAX IIOCJIC PCrucTpanmuun

JICKApCTBCHHOT'O IMpeTiapaTra € LCJIbIO obecneueHUs HCMIPEPHIBHOI'O MOHUTOPHUHI'A COOTHOIICHUSA
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«TI0NTb3a — PHMCK» JIEKAPCTBEHHOTO IIPENapaTa. MendEHﬁﬁWbﬁ%%?%ﬁ I"ﬂeEO'_M'éHIIII}/éTCH

co00IaTh O JIFOOBIX MOM03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara
Yyepe3 HallMOHABHBIE CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEAKIIMIX TOCYIapCTB — YICHOB
EBpazuiickoro 3KOHOMHUYECKOTO CO03a.

Poccuiickas @enepanus

®denepasibHas Ciryx0a 1Mo Ha3OPY B chepe 3ApaBOOXPAHCHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl IIIomaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKAMOHHON ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CumMnToMbl

Ouensp yacteiMu cumnToMami (> 10 %) npu nmepeno3upoBKe OTaH3aMKMHA SABISIOTCS TaXUKApAHS,
QKUTAIHS/arpecCUBHOCTD, AU3APTPHUS, pa3IHUHbIe SKCTPATMPAMHIHBIE CUMIITOMBI U CHIDKEHHE
CO3HAHUS Pa3HOM CTENEHU TSHKECTH (OT CeJalluy 10 KOMBI).

Jlpyrue KIMHUYECKU 3HaYMMble IOCIEACTBHS NePEA03UPOBKH OJIaH3allMHA BKIIIOYAIIN JICIUPHA,
cynoporu, 3HC, yrHereHwe [bIXaHUs, AaclUPALUIO, aAPTEPUATBHYIO TUIEPTEH3UIO WU
TUIIOTEH3HUI0, apuTMHH (<2 % ciy4aeB NEpelo3UpOBKH) M OCTAHOBKY CEpAlla U JAbIXaHMS.
MuHuManbpHas 1032 MPH OCTPO TNEepeao3UpOBKE C JIETAIBHBIM HCXOI0M cocTaBuia 450 mr,
MaKCHUMajbHasi 7032 TpU TEpel0o3UPOBKE € OJaronpHsATHBIM HCXOIOM (BBDKHMBaHHE) — 2T
OJIaH3aMMHA.

Jleuenue

Crieruduueckoro  aHTUIOTa Ui OJaH3alWHA HE cymectByeT. He pekomeHnmyercs
npoBoLpoBaHKe pBOTHL. [loka3aHbl cTaHIapTHBIE NPU MEPEI03UPOBKE MPOLEAYPHI, HAIPUMED,
OPOMBIBAaHME  JKENyJIKa, TMpUEM  aKTUBUpPOBaHHOrO  yris. OJHOBpEMEHHBIH  IpHueM
AKTUBUPOBAHHOTO YIJISl M OJIAH3alMHA TMOKa3ajl CHUKEHHWE OMOIOCTYITHOCTH OJIaH3alMHA MpPU
npueme BHYTpsb 10 50-60 %.

[TokazaHo cuMITOMaTHYECKOE JICUEHNE B COOTBETCTBUU C KIIMHUYECKHM COCTOSIHUEM U KOHTPOJIb
KU3HEHHO BaKHBIX (YHKLUMH OpraHu3Mma, BKIIOYas KOPPEKUHUIO apTepUalbHOW THIIOTEH3HH,
HapyIIeHUs KPOBOOOpAIleHUs U ToIIep)KaHue AbIxaTeibHol GyHKIuu. He cinemyer npuMeHsTh
snuHEeDpPUH, JONMAMHH W JPYTrUe aJpeHOMHMETHKH, KOTOpHI€ SBISIOTCS arOHUCTaMH
-agpeHOpenenTopoB, IOCKOJBKY CTHUMYJALHMS OJTHUX PELENTOPOB MOXET yCyryOssTh

APTCPHUAIIBHYIO THUIIOTCH3UIO. HeO6XOIlI/IMO o0ecneynTh KOHTPOJIb CEPACYHO-COCYNUCTBIX
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namucHTa HGO6XOI[I/IMO A0 IMOJIHOT'O €TI0 BBI3AOPOBJICHUS.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

dapmakoTepaneBTUUYECKas IPyIIa: ICUXOJEITUKN; AHTUIICUXOTUYECKHUE CPEICTBA; TUA3EIUHBI,
OKCa3€eM1Hbl, TUA3EUHbI U OKCETIUHBI.

Kox ATX: NOSAHO03

Mexanuswm aeiictBus u hapMakoauHaMudeckue 3hheKTh

OnaHzanuH SBISETCS AHTUIICMXOTHYECKUM, aHTUMAaHUAKaJIbHBIM M CTAOWIM3UPYIOLIUM
HACTPOCHHE CPEJICTBOM, O0JAJAIOIIUM IIHUPOKUM (PapMaKOIOTMUYECKUM CHEKTPOM BIHUSHUS Ha
PAI PELENTOPHBIX CUCTEM.

B noxnMHMYECKHMX MCCIEAOBAaHUSAX YCTAaHOBJIEHO CPOJICTBO K Ppa3JIMYHBIM pELENTOpaM
(Ki < 100 amonb/n):  5-HT2anc-, 5-HT3-, 5-HTe-ceporonmnoBeiM, Di-, Dz-, Dz-, Da-,
Ds-nodbamMunoBeIM, M1.5-MyCKapuHOBBIM; Ou-afpeHo- u Hi-rucramMuHOBBIM perentopam. B
HCCJIEIOBAHMSIX Ha XUBOTHBIX, B KOTOPBHIX OLIEHHWBAJIOCH BJIMSHHE OJIaH3allMHA Ha MOBEJCHUE,
MOCIEAHUM TPOSABISAT AHTAarOHM3M [0 OTHOUICHHIO K CEPOTOHUHOBBIM, TO(GaMHUHOBBIM H
M-XOJIMHOPELIENITOPaM, UYTO COTJIaCyeTcsi ¢ IPOQUIEM CBI3bIBAHUS C PELIEITOPAMHU.

B ycmoBusx in Vitro u in VIVO onaH3anuH o00iamacT 0ojiee BBIPAKCHHBIM CPOJCTBOM U
AKTUBHOCTbIO B OTHOmEHUU S-HT2-cepOTOHMHOBBIX pELEnTOpOB MO CPaBHEHUIO C
D2-nodbamunoBeiMu  perientopamu. [lo JaHHBIM AIEKTPODUZHONIOTHUECKUX HCCIEAOBAHUIMA
OJIaH3AIMH CEJIEKTUBHO CHUXXAET aKTUBHOCTHh Me3onnMbuueckux (A10) mogamuHepruueckux
HEWPOHOB, M B TO € BPEMs OKa3bIBAET HE3HAUUTEIbHOE JIEHCTBUE HAa cTpuapHbie (A9) HepBHBIE
MyTH, YYaCTBYIOIINE B PETYISAIMA MOTOPHBIX (ABUraTeNnbHbIX) (GyHKIUN. ONaH3anuH CHUXKAET
YCIIOBHBIM 3alTUTHBIN pediekc (TecT, XapaKTepHU3yIOMUd aHTUIICUXOTHYECKYI0 aKTUBHOCTH) B
J103aX, HIDKE TEX, YTO BBI3BIBAIOT KaTayencuio (3PQeKT, CBUACTEIbCTBYIOMUNA O MOTOPHBIX
(TBUraTENBHBIX)  HEKENATENBHBIX  peakiusax). B  oTIMYWe OT HEKOTOPHIX  JPYIHUX
AQHTUIICUXOTHYECKUX CPECTB OJIaH3aIIMH MOBBIIIAET OTBET B «AHKCUOJIUTHUYECKOM) TECTE.

B uccnenoBanuu y 310poBbIX T0OPOBOJIBIEB C OAHOKPATHBIM MpreMoM (10 Mr) ¢ mocneayroumm
MIPOBEJCHUEM MO3UTPOHHO-IMUCCHOHHOM TOMOrpaduu oJaH3anuH OoJbIle CBS3BIBAICS C
5-HT2a-ceporonnnoBeiMU, Hexenu Do-modamuHoBEIME perenTopamu. Kpome Toro, mo
pe3ynbTaTaM HCCIEOBaHMs Yy TAIMEHTOB ¢ MIM30(ppeHHel ¢ NMpUMEHEHHEM OJHO(GOTOHHOU
OMHUCCHOHHOW KOMITBIOTEPHOW TOMOTpa(uul YCTAaHOBIIEHO, YTO Yy MAI[MEHTOB, OTBETHBIIMX Ha

OJIaH3aIMH, OTMeYasack 0oJiee HU3Kas CBSI3b CO CTPUAPHBIMH D2-perienTopaMu Mo CpaBHEHHUIO €
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nanueHTaMH, OTBETUBIINMHU Ha APYTUE aHTUIIC OTqucﬂ;[g'ﬁpg%ﬁ; i %MﬁﬁﬂBﬁ, .-I.)I;ll-li;TOM

COIOCTaBUMas C NMallUEHTaMH, OTBETUBIIMMHU Ha KJIO3alHH.
Knunuyeckue s¢ghgpexmot

B nByx u3 aByx miane6o0-KOHTPOJIMPYEMBIX KIMHUYECKUX MCCIIEOBAHUSAX U B JIBYX M3 Tpex
CPaBHUTENBHBIX KIMHMYECKMX MCCIEIOBaHUAX C ydactueM Oosnee 2900 namueHToB C
mu30(peHnel, y KOTOPBIX OTMEYanach Kak MPOAYKTHBHAs, TaK M HETaTWBHAs CUMITOMATHKa,
IPUMEHEHHUE OJIaH3allMHA [IPUBOJWIO K  CTaTUCTUYECKH 3HAYMMOMY  YMEHBLICHUIO
BBIPQ)KEHHOCTH 000UX TUIIOB HApyLIECHUH.

B MexnyHapogHOM ABOMHOM CJIENIOM CPaBHUTEILHOM MCCIIe0BaHUHU ¢ yyacTueM 1481 nmanuenrta
¢ mmu3odppenueit, mu3oah(HEeKTUBHBIMU W CBS3aHHBIMH C HHMH PacCTpPOMCTBaMU U
ACCOIIMMPOBAHHBIMU C YKa3aHHBIMU COCTOSIHUSIMH CHMIITOMaMH JeTIpeccuu (CpeaHuid 6amn mo
mkane Montromepu-Acoepra Juist OLIeHKH Jenpeccu — 16,6) npu npoBeeHUH NPOCIIEKTUBHOTO
BTOPUYHOIO aHAJIM3a U3MEHEHUH B CUeTe IO OLIEHKE HACTPOEHHs B KOHIE HCCIIEAOBAaHUS 110
CPaBHEHHUIO C MCXOJHBIMU 3HAYCHUSMH OBLIO MOKa3aHO cTatuctuiecku 3Haummoe (p = 0,001)
yIy4IIEHUE COCTOSHUS TAIMEHTOB Ha (oHe mpuema oian3anuHa (-6,0) MO CpaBHEHHIO C
ranorepugoiaom (-3,1).

[IpumeHeHue onaH3anuMHA B TEYEHHE TpeX HeAelb y NAalMEeHTOB C MaHUAKaJIbHBIM MU
CMEIIAaHHBIM SMU30/I0M MpH OUNOJISPHOM paccTpoiictBe Obuto Oonee 3((HEKTUBHBIM B
YMEHbBIIEHUN BBIPAXKEHHOCTH MAaHHUAKaJbHBIX NPOSBICHUI 10 CpaBHEHHIO C Ianedo u
KOMILJIEKCOM BaJIbIIPOATa HATPUS U BAJIbIIPOEBON KUCIOTHI B cooTHOoIeHnH 1:1. Takke onan3anux
MOKa3aJl CONMOCTaBUMYIO C TajonepuaosioM 3(PQeKTUBHOCTh MO J0j€ MalUeHTOB, JOCTUTILIUX
CUMITOMATUYECKOW pEeMHCCHHM B OTHOIIEHWM MaHMM W Jenpeccuu Ha 6 u 12 Hexensax
npuMmeHenusd. [Ipumenenne onanzanuHa B g03e 10 Mr B cocraBe KOMOMHUPOBAaHHOW TEpanuu B
KOMOUMHAIMY C MpernapaTaMy JUTHS WIN BaJIbIIPOEBON KUCIIOTHI B TEUEHHUE, 110 MEHbILEH Mepe,
JIBYX HeJleslb NMPUBOJWIO K OOJbIIEMY YMEHBIICHUIO BBHIPAXKEHHOCTU MPOSBICHUN MaHHMU, YeM
MOHOTEpAIHU MperapaTaMu JIUTUS UK BaJIbIIPOEBOI KMCIIOTHI I10CIIE IIECTH HEENb IPUMEHEHUS
MOCIIEAHUX.

B 12-mecsiuHOM KJIMHUYECKOM HCCIEIOBaHMM MO MPOQMIAKTUKE PEIMIUBOB Yy IAlUEHTOB C
MaHHMaKaJIbHBIM 31M30/10M, JOCTUTIINX PEMUCCUH Ha (JOHE MpUEeMa OJlaH3alMHA U BIIOCIIEACTBUU
PaHIOMU3UPOBAHHBIX B TPYIIbI OJaH3alMHA WK IU1ane0o, ObUIO MOKa3aHO CTaTUCTHYECKU
3HaYUMOE€ TPEBOCXOJICTBO OJIaH3allMHA HaJ IIane00 B OTHOUIEHHM JOCTUXKEHUS MEePBUYHON
KOHEYHO! TOUKHU — PelUIBa OUTIONISIPHOTO PAcCTPOHCTBA. BhIIO Takke MoKa3aHo MPEUMYIIECTBO
OpPUMEHEHHs OJIaH3allMHAa HaJ| IUlale0o B OTHOWIEHHM MPO(UIAKTUKH PEIHUIUBOB Kak

MaHHAKaJIbHBIX, TaK U JCTIPECCCUBHBIX 3ITU30/10B.
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B apyrom 12-MecsSaHOM KIMHHIECKOM HCCICAORAHAN 110 Hgb&ﬂ%@ﬁ%g@%ﬂgﬁﬁ%gnﬁémm

C MaHUAKAJIBbHBIM 3IHU30JI0M, JOCTUTIINX PEMHUCCUU Ha (POHE TpueMa OJlaH3alMHA B KOMOMHALIUN
C mpenaparaMyd JIMTHS W BIOCIEACTBUM PaHIOMH3UPOBAHHBIX B TIPYNIbl MOHOTEpANUU
OJIAaH3AMMHOM WM MpernapaToM JUTHUS, ObUIO MOKA3aHO, YTO OJAaH3alMH CTAaTHUCTUYECKU HE
yerynain 1o 3pQeKTUBHOCTH MpenapaTy JUTHs B OTHOIIEHUU JOCTHKEHUS EPBUYHON KOHEUHOU
TOYKHU — pelUIMBa OUIIONIIPHOTO paccTpoiicTBa (rpynma onanzanuHa — 30 %, rpynna npemnapara
mutus — 38,23 %; p = 0,055).

B 18-mecsiuHOM KIMHUYECKOM HCCIIEIOBAaHUM KOMOMHHPOBAHHOM TEpanuy OJaH3allMHOM B
COUYETaHUH C HOPMOTUMHUYECKUM CPEJCTBOM (IIperapaToM JIUTHUS WIH BaJILIIPOEBOM KUCIOTOM) y
NAIUMEHTOB ¢ MaHUAKaJIbHBIM WJIM CMELIAHHBIM 3IMM30[I0M HE OBLJIO MOKA3aHO CTATHCTUYECKHU
3HAUMMOTO MPEBOCXOJCTBA JIOJITOCPOUYHON KOMOMHUPOBAHHOM Tepanuu HaJl MOHOTEpamnueit
MpenapaToM JIMTHUS WK BaJIbIIPOEBOU KHUCIIOTHl B OTHOLLIEHWH BPEMEHU HACTYIUICHUS PELUANBA
OMMOJSIPHOTO  PACCTPOIICTBa, OMPEAENsIeMOr0 B COOTBETCTBUM C  JHUArHOCTHYECKUMHU
(cuHIpPOMaNbHBIMU) KPUTEPUSIMHU.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

[Tocne mprema BHYTPh OJIAH3AIIMH XOPOIIO BCachiBaeTCsl, ero Cmax B IJIa3Me KPOBH JOCTUTAETCS
yepe3 5-8 wacos. [Ipuem numm He BiuseT Ha abcopOunto. AOCOTIOTHYIO OMOJIOCTYITHOCTD TIPH
IIpYUE€ME BHYTPb B CPABHEHUH C BHYTPUBEHHBIM BBEICHUEM HE OIPEIEISUIN.

Pacupenenenue

CBsi3b OJIaH3anmMHA ¢ OCNKaMu IUIa3Mbl KpoBU coctaBisier 93 % (B nuama3oHe KOHIEHTpalui
7-1000 ar/mur). OnmaH3alnmvH TPEHMYIIECTBEHHO CBS3BIBACTCS C aTbOYMHHOM H C Ol-KHCIBIM
TJIMKOTIPOTEHHOM.

buorpaucdopmarms

OnaH3zanuH MeTaboIM3UPYyeTCsl B NEUYEHU MOCPEACTBOM KOHBIOTAlMU U OKHUCIIeHUs. OCHOBHBIM
HUPKYJIUpYOmKUM MeTabonutoM sBisercs 10-N-rirokypoHua, KOTOpBI HE MPOHMKAET depes
remarosHiedanuueckuit 6apbep. Mzopepmentst CYP1A2 u CYP2D6 cuctemsl nutoxpoma P450
y4acTBYIOT B 00pa3oBaHuM N-1e3METHII- U 2-TUIAPOKCUMETUI MeTabonuToB. B uccienoBanusx Ha
JKUBOTHBIX 00a mMeTabonuTa 00J1alajy 3HAYUTEIIbHO MEHEEe BBHIPAKEHHOU (hapMaKOIOTHYECKON
AKTHBHOCTBIO B YCJIOBHSIX N VIVO, uem onan3zanuH. OcHOBHas (papMakoJoruyeckass akTUBHOCTb
npemnapara 00ycloBlIeHa HCXOJHBIM COeIMHEHUEM — OJIaH3AITMHOM.

OJIMMUHAINSA

[Tocne mpuema BHYTpb CpeAHHI TepMUHAIbHBIA nepuoj nonyBbiBeneHus (T12) omanzanuna y

3A0POBBIX ,Z[O6pOBOJ'ILI_ICB 3aBHUCUT OT BO3pacCTa U 10JIa.
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Oco0nie T'pYHOIIbI TAaMEHTOB

Tlayuenmul nodcunozo eospacma

Y 310pOBBIX TOOPOBOJBIEB MOXKKIIOTO Bo3pacta (65 NeT U crapiie) o CPaBHEHUIO C JINIAMHU
Oosiee MoJIofOor0 Bo3pacTa yBenuwuuBaics cpennuid Tiz (51,8 mpotus 33,8 waca) m CHKaCS
kiupenc (17,5 n/4 nmpotus 18,2 1/4). @apMakoKHHETHYECKAss BapraOEIbHOCTh Y I0OPOBOJIBIIEB
MOXKHJIOTO BO3pacTa COOTBETCTBOBAJIA JHMAma3oHy Jull Oosee Mojojmoro Bo3pacta. Y 44
MAIUEHTOB ¢ mu30(hpeHneli cTapiie 65 et IpUMEeHEeHHe OJlaH3anuHa B 03ax 5-20 MT B CyTKH HE
MPUBOJUIO K OTIMYUSM B MTpoduiie HexKenaTeIbHbIX SIBICHUM.

Llon

Cpennuii T1/2 y KEHIIMH, 10 CPABHEHUIO C MYXYMHAMU, HECKOJIBKO yBenudeH (36,7 mpotus 32,3
yaca), a kiupeHc cHwkeH (18,9 n/u mporus 27,3 n/4). OnmHako mupoduias Oe30MmacHOCTH
onanzanuHa (B 1o3ax 5-20 M B CyTKHM) y MAallMEHTOB XEHCKOTO moia (n = 467) comoctaBuM ¢
TAKOBBIM Yy TIAIIMEHTOB MYXCKOT0 moja (n = 869).

THayuenmoi ¢ Hapywenuem hyHKyuu novex

VY nmanueHTOB ¢ MOYEYHOH HenocTaTOYHOCThIO (KimupeHc kpeatmHuHa (KK) < 10 mu/mun), mo
CPaBHEHMIO CO 3JJ0POBBIMU J0OPOBOJIbLIAMH, 3HAUMMBIX pa3inuuuil B cpeaHem Ti (37,7 vaca
npotuB 32,4 yaca) wim knupence (21,2 /g9 nporuB 25,0 1/4) HE oTMeuanock. MccrnenoBanue
MaTepuaJbHOrO OanaHca MOKa3ajio, YTO MPHUOIM3UTENBHO 57 % MEYEeHHOro pajarou30TONaMU
OJIaH3aMMHa O0OHAPYKUBACTCS B MOYE, TJIABHBIM 00pa30M, B BUJIC METa0OJIUTOB.

Tlayuenmsi ¢ Hapywenuem ynKyuy neveHu

HeOonpliioe uccnenoBaHue BIUSHUS HapylmleHHs (QYHKIUHM TEYeHH HpU MpHeMe OJlaH3alHMHa
BHYTpPb (2,5-7,5 M OTHOKpATHO) y 6 MalMEeHTOB ¢ KIMHUYECKH 3HAYMMbBIM LIUPPO30M Kiacca A
(n=5) u knacca B (n = 1) no knaccudpuranuu Yaina-I1bio BBISBUIO HE3HAYUTEILHOE BIUSHHUE
Ha (hapMaKOKWHETHKY: Y MaIlMeHTOB C HapylleHueM (QYHKIMU IEYeHHU JIETKOW U CpeHeN CTeneHH
TSKECTH OTMEUAINCh HE3HAYUTEIbHOE YBEJINYEHNE CHCTEMHOI0 KIIMpeHca u ykopoueHue T2 mo
CPaBHEHMIO C MalMeHTaMu 0e3 HapylieHus QyHkuuu nedeHu (N = 3). Cpenu JuI ¢ TUPPO3OM
ne4yeHu Obuto Gonblie Kypsamwmx (4/6; 67 %), ueM cpeau nui 0e3 HapylIeHUs QYHKIIMN eYeHU
(0/3; 0 %).

Kypenue

V KypsIImuX JIUIT C TEYEHOYHON HEOCTATOYHOCTHIO JIETKOM cTereHH (Kiaacc A 1o Kiaccuukanum
Yaiina-I1et0) yBenuuusaics cpeauuit T12 (39,3 yaca) u cumxaics kinupesc (18 11/4) ananmoruyHo
HEKYpSIIUM 310pOoBbIM jiuiiaM (48,8 yaca u 14,1 1/4 COOTBETCTBEHHO).

VY HeKypsALIMX MalUeHTOB, 10 CPABHEHUIO C KypAUIMMHU (MY>KYMHBI U SKEHIIMHBI), cpeHuil T/

ymmnsuics (38,6 gaca npotus 30,4 gaca), a knupeHnc cHmwkancs (18,6 n/4 mpotus 27,7 n/q).
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MOJIOJBIMH, Y MY>KUHUH 10 CPABHEHHUIO C KEHITUHAMU U Y HEKYPSAILKX [10 CPABHEHUIO C KYPSIIUMHU.
Opnnaxo 3aBUCUMOCTD KiMpeHca U T1/2 ojlaH3aIllMHa OT BO3pAcTa, 110J1a U KypEeHHs 110 CPaBHEHUIO
¢ o011el MeXUHAUBHUIYaJIbHOM BapruadebHOCThIO HEOOIbIIIas.

Pacosas npunaonescnocmo

B uccnenoBanuu ¢ ydactueMm JMIl €BPOIMEHUCKOr0, SIMTOHCKOTO W KUTAHCKOIO MPOUCXOXKICHUS

pa3nnunii B (hapMaKOKMHETHKE OJaH3aIMHA HE YCTaHOBJICHO.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
e JlakTo3bl MOHOTUAPAT (Caxap MOJIOUHBII)
e Ilemtrono3a mukpokpuctamummyeckas (MKII-101)
e Kpockapmesnnosza HaTpust
e JloBumoH-K25
e Maruus creapar
e KpemHus 1MOKCU] KOJIIIOUIHBIN

CocraB 000JI0YKH:

Onansanu, 2.5 Mr, Ta0JEeTKH, OKPBITHIE INIEHOYHOM 000JI0UKON

e [‘mnpomeriosa

e THTaHa TUOKCH]

e Makporon-4000

e Kpacurenb XHHOJIMHOBBIN KEITHIN

Ouman3anug, 5 Mr, Ta6J'IeTKI/I, TIOKPHITHIE IIJICHOYHOMN 000JI0YKOH

e ['mnpomemiosa
e TuTaHa TUOKCHUI
e Makporon-4000

Onangzanud, 7.5 Mr, TaOJIETKH, MOKPLITHIE INIEHOYHON 000JI0YKON

e [unpomemiosa

e Turana nuokcupg

e Makporon-4000

e Kpacurenb XMHOJIUHOBBIN JKEITHIN

Omanszanud, 10 mMr, Ta0JIETKH, HOKPBITHIE INIEHOYHONW 000JI0YKOH

e [unpomemiosa

e TwuraHa THMOKCHLI
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e Makporon-4000 (NOCNENOBATENBHOCTE 0001)

6.2. HecoBmMecTUMOCTDH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPU XPAHEHUU

XpaHUTh B 3alIUIIIEHHOM OT CBETa MECTE IpH Temmneparype He Boiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIIAKOBKHU

ITo 7, 10, 14, 20, 30 TabseTrok B KOHTYPHYI SYCHKOBYIO YIIAKOBKY U3 IUICHKH
MOJIMBUHUWIXJIOPUAHON JHOO TUIGHKH MOJMBUHIIXJIOPUIHOW/ MOMUBUHUINACHXIOPUAHON U
(doabry aFOMUHUEBOHN MEYaTHOM JTAKUPOBAHHOM.

Nmu nmo 7, 10, 14, 20, 30 TabneTok B KOHTYPHYIO SYEMKOBYIO YIIAKOBKY W3 Marepuaia
KOMOMHHPOBAHHOTO Ha OCHOBE (POJIBIH (TPEXCIOUHBIN MaTepuall, BKIIOUAIOIIUN aTFOMUHHEBYIO
domnbry, MICHKY U3 OPUEHTUPOBAHHOTO MOJTMAMU/A, TOTUBUHUIXJIOPUIHYIO IJICHKY), U (POIBIH
AJTIOMUHHMEBOM EYaTHOM JIAKUPOBAHHOM.

1,2,3,4,5,6,7,8 9 wimn 10 KOHTYpHBIX SYEUKOBBIX YIIAKOBOK BMECTE€ C MHCTPYKIHEH IO
MEIUIIMHCKOMY TPUMEHEHHUIO IIOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (MTauKy).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHUMEHEeHUus:
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUMYJIALIMHU ¢ PenapaToM

OcoOble TpeOoBaHUSI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccus
000 «ATomm»

445351, Camapckas o0:., r. XKurynesck, yin. ['mapoctpourenei, . 6.

7.1. IlpencraBuTe/ib AepaKaTelisi perHCTPALIMOHHOIO Y10CTOBePeHUsl

[Iperensnn moTpeOUTEIEH HAIIPABIISITH 10 AAPECY:

Poccus

000 «O308»

445351, Camapckas 0611., r.0. Kurynesck, r. XKurynesck, yi. ['mapoctpouteneit, a. 6.
Tem.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
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8. HOMEP PETUCTPAIIMOHHOI'O Y IOCTOBEPEHIs =MV T5 0007)

9. JATA TIEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

O6ma;1 XApAaKTCPUCTHKA JICKAPCTBCHHOI'O IIPpCIIapara OnaH3zanuH AOCTYIIHA Ha I/IH(i)OpMaI_II/IOHHOM
nopTajic EBpaSHﬁCKOFO 9KOHOMHYCCKOI'O COI03a B I/IHq)OpMaI_II/IOHHO-KOMMYHHKaHHOHHOﬁ CCTU

«Uutepuer» http://eec.eaeunion.org/.
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