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MUHUCTEPCTBO 3/IPABOOXPAHEHVET POCCHCKOVT OEAEPATI VT

MHCTPYKILIVS
1O MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

KBeruanuu-Buaa

PerucrpanmosHbiii HOMEp:
Toprosoe HanmenoBanue: Keetnanus-Buan
MexnyHnapoaHoe HenatenToBannoe Haumenosanne (MHH): xseTnanun

JlexapcTrBenHas popma: TabneTKH, HOKPHITHIE INICHOYHOR 000I0YKOM.

Cocras:

1 TabaeTka 25 Mr coiep;KHT:

Heticmeyrowee sewecmego: xBervarmua ¢(ymapar — 28,78 Mr, B mepecuere Ha KBETHAIMH —
25,00 mr.

Bcromozamenvhble 6eujecmea; TaKTO3BI MOHOTHAPAT — 13,545 Mr, Ie/UT0T03a MEKPOKDHCTAI-
mageckas (tun 102) — 34,150 mr, xapbokcumeTmikpaxmain Hatpus — 3,800 mr, moBumon-K25 —

4,275 mr, maraust creapat — 0,950 Mr, kanbuus ragpodocdara uruapar — 9,500 Mr..

Obonouxa: TATAHA JTUOKCUT — 0,’750 Mr, Makporon-4000 — 0,375 mr, runpomeiutosza — 1,375 mr.

1 rabaerxa 100 Mr cogepkuT:
Heiicmeyrowee eewjecmeo: xsernanuHa ¢ymapar — 115,13 Mr, B mepecuere Ha KBETHAIIMH —
100,00 Mr.

Bcnomozamenvnvie euecmea: naxrossl MoHOoruapar — 10,720 mr, nemnoo3a MEKpOKpPHCTAI-

nmaeckas (tam 102) — 27,100 mr, xapboxcuMeTrnkpaxman HaTpust — 7,600 Mr, moBumon-K25 —

- 8,550 mr, maraus creapat — 1,900 mr, xamsums rugpodocdara qurumpar — 19,000 mr.

Obonouxa: Tatana guoxeup — 1,500 mr, makporon-4000 — 0,750 mr, runpomeinosa — 2,750 mr.

1 Tabnerxa 200 Mr cogepikur:

Heiticmsyrowee eewecmso: xBerHanmaa ¢ymapar — 230,26 Mr, B mepecueTe Ha KBETHAMH —
200,00 Mr.

Bcnomozamenvnuvle gewyecmea: naxto3sl MoHoruapar — 21,440 Mr, memmosno3a MUKpOKpPUCTAN-
mageckas (tan 102) — 54,200 mr, kapboxcumeTunkpaxman HaTpus — 15,200 mr, moBunon-K25 —
17,100 mr, Marsus creapar — 3,800 mr, kamsius ruapodocdara quruapart — 38,000 Mr.

Obonouka: tatasa quokena — 3,000 mr, makporon-4000 — 1,500 mr, runpomemnnosa — 5,500 mr.
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Onucanne

prrJ'IBIC JBOSAKOBBIITYKIIBIC Ta6J'I€TKI/I, IIOKDPBLITBIC IUIEHOYHOM 000JIOUKOM O€Noro WM IOYTH

0eJIoro 1BeTAa.

dapMaKoTepaneBTHYECKAs TPYNIA: aHTHIICHXOTUYECKOE CPECTBO (HEHPOJIENITHK)

Kox ATX: NOSAHO4

dapMakoJIOrayecKne cBoiicTBa

DapmakoOuHamuxa

Mexanusm Oeticmeus

KBeTHAmMH SBISETCS ATHIAIHBIM AHTHIICHXOTHIECKHM npenaparoM. Keermanus 1 ero
aKTUBHBIA MeTabomuT N-Ie3anKumIKBETHAaNWH (HOPKBETHAIIMH) B3aUMOAEHCTBYET C IIMPOKUM
CIIEKTPOM  HEHTPOTPAaHCMUTTEPHBIX  PELENTOPOB TOJOBHOTO  Mosra. Ksermanme u
N-Zie3aKUIKBETHATIMHE TIPOSIBISIOT BBICOKOE ¢poAcTBO K SHT2-cepoToHMHOBBIM penentopam
D1- u Dz-nodamMrHOBEIM penienTopaM roJOBHOTO MO3ra. AHTaroHM3M K yKa3aHHBIM pelenTopam
B COYETAHMH C 0ojiee BHICOKOH CENEKTHBHOCTBIO K SHT2-C€pOTOHMHOBEIM pelenTopaM, 9eM K
D»-10dhaMHHOBEIM penenTopaM, o0yclaBIiBaeT KIHHHUIECKHE AHTHUIICHXOTHYECKHE CBOMCTBA
KBETHAIlMHA X HA3KYIO YACTOTY Pa3BUTHUS SKCTpaIMpaMUIHBIX T000YHEIX 3¢ hexToB. KBeTnamun
He 00JaaeT CpOJCTBOM K INEPEHOCYMKY HOpaJpeHaIMHAa M 00JagacT HHU3KHM CPOACTBOM K
SHT1A-cepOTOHMHOBOMY pELENTOPY, B TO BpeMsA KaK N-A€3alIKUIKBETHAlMH IIPOSIBIIET
BEICOKO€ cponcmao K obomMm. MHrnOupoBaHwe NepeHOCYHWKA HOpaJpEeHAIMHA W YaCTHIHBIHA
aroHu3M B OTHOIIEHUH SHT1A-c€pOTOHHHOBBIX PEeLenTopoB, HpOSIBIIAEMEIE
N-ne3arkuaKBeTHAIMHOM, MOTYT OOyClaBIMBaTh aHTHICIPECCHBHOE MIEHCTBHE IIperapara.
Kpernamma w N-nesanxunkBeTHalWH o00JalaloT BBICOKMM CPOACTBOM K THCTAMHHOBBIM ¥
a1-agpeHOpelenTopaM M yYMEPEHHBIM CpOJICTBOM IIO OTHOIIEHHIO K O2-apeHOPELENTOpaM.
Kpome Toro, xBermanue He obnamaeT WM OONaJaeT HHU3KHM CPOICTBOM K MYCKapHHOBBIM
peuenTopaM, B TO BpeMs Kak N-Je3aJKMIKBETHAlHH NPOSBISET YMEPEHHOE WM BBICOKOE
CPOJCTBO K HECKOJBKMM IIOJATHIIAM MYCKapHHOBBIX PELENTOPOB, C KOTOPBIM MOIYT OBITH
CBSI3aHBI aHTUXOJIMHEPTHIeCKHe (MyCKapuHOIOH00HbIE) 3P PEKTHI. |

B cTaBmapTHBIX TecTaX KBETHAKMH IPOSIBIIIET AaHTUIICUXOTUIECKYIO aKTUBHOCTb.

VienbHBH BKIag MeTaGomurta N-Ie3alKHIKBETHAIMHA B (hapMaKoJIOTHYECKYIO aKTHBHOCTH
KBETHAIIHHA HE yCTaﬁOBneH.

Pe3ynpTaThl H3y4EeHHS SKCTpanupaMUuAHbIX cuMITOMOB (JIIC) y XHBOTHBIX BBIABHIH, YTO
KBeTHAlMH BBI3BIBAET CHA0YyI0 KaTaleNCHI0O B  J03aX, SG(EKTUBHO OJIOKHPYIOIMX

Dz-pCHeHTOpLI. KseTnamms - BBI3BIBACT CECJICKTHBHOC YMCHBUICHUC aKTHBHOCTH
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MesommMbuuecknx AlQ-modaMuHepruueckax HEHpPOHOUB B CPaBHEHUH C A9-HUTPOCTPHAPHBIMA

HeApOHaMHM, BOBJIEYEHHEIMY B MOTOPHYIO QYHKIIHIO.

Oppexmuenocmo

Kpetnamua 3¢@exTBeH B OTHOINEHWM KAaK IIO3UTHBHBIX, TAaK W HETATHBHBIX CHMIITOMOB
mu30¢peHNH.

Ksetnanus 3ppexTHBeH B Ka9€CTBE MOHOTEPAIIMHU IIPH MaHHAKAJIBHBIX 3MH30aX OT YMEPEHHOM
JI0 BEID@KEHHON CTENEHW TsOKECTH. J[aHHBIE O AJMTEIBHOM IIPUMEHEHWH KBETHAIIMHA ML
IpOGHUIAKTAKE MOCIEOYIOIMX MAaHUAKAJIPHBIX M JENPECCHBHBIX 3MH30I0B OTCYTCTBYIOT.
Jlaugsle 0 NPAMEHEHWIO KBETHAIIMHA B KOMOWHAIMH C BalblIPOAaTOM CEMMHATPUS HIH
IpenapartamMu JTUTHS IPY MaHMaKalbHBIX 3ﬁn3011ax OT YMEpPEHHOH 10 BBIPAXEHHOM CTEICHH
TSDKECTH  OTPaHMYEHbl, OJ(HAKO, [aHHas KOMOMHHpOBAaHHAfS TeEpalisi, B IENOM, XOpOIIO
neperocuiaack. Kpome Toro, xserramus B go3e 300 mr um 600 mr adpdexTrpen y DalMeHTOB C
ounossipaEM pacctpoiicTBoM 1 u Il Tuma oT ymepeHHo#t 10 BEIpaXXeHHOHU cTeneHy TshxecTH. [Ipn
3ToM 3¢ (PeKTUBHOCTE KBeTHANMHA IpH Ipreme B Jo3e 300 mr u 600 Mr B CyTKH coloCTaBUMA.
Kgernamun 3¢ ¢exTrBeH y ManueHToB ¢ mu3odpeHneit 1 MaHuel pu npueMe mpenapara 2 pasa
B CYTKH HECMOTPS Ha TO, UTO NEpHOJ MoiyBbBeneHus (112) KBETHANIMHA COCTABIIAET OKOJIO
7 9acoB.

Bosneiictue kBetnanuna Ha SHT2. 1 D;-penentopsl npogomwkaercs 10 12 gacoB mnocie npaeMa
Ipemnapara. '
ITpu npﬁeMe KBETHAlMHA C THTPOBaHHEM 03kl Hpd Imu3oppeHun dacrora IIIC- m
COIyTCTBYIOLIEr0 IPHMEHEHHs M-XOIMHOOIOKAaTOpoB ObLIa COIIOCTaBAMA C TAKOBOH IIpH
upueme manebo. [Ipy HasHaueHWH KBeTHANHWHA B (PUKCHPOBaHHBIX J03ax oT 75 ;o 750 Mr/cyt
nanuesTaM ¢ mmsodperneit yactora BosHukHOBeHUS OIIC 1 HEOOXOAUMOCTE COINYTCTBYIOLIETO
[IPUMEHECHHS M-XOJMHOOIOKAaTOPOB HE YBEIMIHBAIINCE.

[Ipu npuMeHEeHHH KBETHaUMHA B Jo3ax Ao 800 MI/cyT Is JedeHHsS MaHHAKAIBHBIX 3MU300B
OT yYMEpEeHHO! N0 BBIPAKEHHONM CTEIIEHH TSDKECTH KaK B BHAE MOHOTEpAaldd, TaKk H B
KoMOMHAIMKM € TpenapaTaMH JUTHS WM BaIbOpoaToM ceMuHaTpusa, 4dactoTta OIIC u
COIIyTICTBYIOIIETO IPUMEHEHUS M-XOIHHOOIOKAaTOPOB ObLIa COIOCTABUMA C TAKOBOM IIPH
npueme mianebo.

DapmaKkoKUHemuKa

Beacwvieanue

[Ipu mepopallbHOM IPUMEHEHHH KBemannﬁ XOPOIIIO BCACEHIBAETCS U3 JKEIYIOYHO-KHIIEYHOIO
tpakTa (JKKT) u akTHBHO MeTaboNHU3UpyeTCs B IEUSHH. A

an/IeM IHIIA CYINECTBEHHO HE BIMACT Ha 6I/IOJIOCTy1'IHOCTB KBE€THaAlIAHA.




Pacnpeoenenue

[IpubmusuTensuo 83 % KBeTHaNKHA CBA3BIBACTCA C OENKAMHU IUIa3MBI.

PaBHOBeCcHas MOISIpHAS KOHIEHTpalWs aKTHBHOIO MeTrabonura N-Ie3aIKIIKBeTHAINHA
cocTassteT 35 % OT TakOBOH KBETHAIIMHA.

Memabonuzm

VeranoBneno, yto CYP3A4 sBiseTcs KIFOYEBBIM H30(EepMEHTOM MeTaboiu3Ma KBETHAIMHa,
OIIOCPENOBAaHHOro IuroxpomoM P450. N-me3ankuikBeTHanuH oO0pasyercs ¢ y49acTHEM
m3opepmenta CYP3A4.

KBeTranuy 1 HEKOTOPEIE €ro MeTaboIUTHI (BKIIIOYast N-nesanfcnnmemannﬂ) obnanarot ciaboit
HHHOMpPYIOIE} aKTHBHOCTHIO IO OTHOLIEHHIO K H30(epmeHTaM murtoxpoma P450 1A2, 2C9,
2C19, 2D6 u 3A4, HO TONBKO NP KOHIEHTpAIHH, B 5-50 pa3 mpeBpINarolell KOHIEHTPAlMH,
Hal0JIroqaeMble Ipy 00BIYHO UCIIoNb3yeMoit 3¢ dexTrBHOM Ho3e 300-800 Mr/cyT.

OcHOBEIBasICh Ha pe3yibTarax in Vitro, He CIeXyeT OXHAATh, YTO OJHOBPEMEHHOE Ha3HAYCHHE
KBETHAIMHA C JPYTUMH IIperapaTaMy MPUBEET K KIMHMYECKH BBIPRXXEHHOMY MHIMOHPOBAHUIO
MeTaboNm3Ma APYTHX JIEKapCTBEHHBIX CPE/ICTB, ONOCPEAOBAHHOIO M30(epMEHTAMHU UTOXPOMa
P450.

Buigeoenue

Ilepuon momyBriBenenus (112) kBetwanmHa u N-A€3aIKMIKBETHAlMHA COCTaBISET OKOJIO
7 u 12 gacoB, coorBercTBeHHO. (DapMakOKMHETHKAa KBEeTHamMHa U N-Je3aKHIKBETHAHHA
TMHeHHas, pa3nuauil GapMaKOKMHETHIECKHX [I0OKa3aTeNel Y My»KIMH U )KEHIMH He Ha0Io1aeTCs.
B cpemnem wMmenee 5% Monapnqﬁ o036l (Qpakiye  CcBOOOJHOrO KBETHAIMHA M
N-ge3ankuIKBeTHAMHA IUIa3Mbl BBIBOASATCS ¢ Mouoi. llpmbmmsurenmsHo 73 % kBeTHanmwHa
BeBoguTCA ¢ Mouod m 21 % ¢ dexamusmu. Menee 5 % KBeTHamWHa HE ITOJBEPracTCs
MeTaGoIU3MY 1 BEIBOIUTCS B HEM3MEHHOM BHAC IIOUKAME HIIA C dexanusmm.

Oco0nle IPYINEI TAUEHTOB

Hayuenmul noscunozo 8o3pacma

CpenHuii KMpeHC KBETHATHHA Y TIOXKUIBIX TanueHToB Ha 30-50 % MeHbIIe, ueM y IaueHToB B
Bo3pacte oT 18 10 65 ner.

Iayuenmvl ¢ no4eunoii He)OCMAMOYHOCMbIO

CpenHuii IIa3MEHHBIT KIMPEHC KBETHAIIMHA CHIDKAETCS IPHOIIM3HUTENEHO Ha 25 % V NALHEHTOB
C ToOKeNoM  moyedHoM — HemocTaTowHOCTRIO  (kimpenc  kpeatmHmHa (KK)  MeHee
30 ma/Mus/1,73M%), HO HHAMBHAyalbHBIE IOKA3aTeNd KIMPEHCA HAXOLATCS B Ipenenax

3Ha‘{eHI/Iﬁ, BBIABJIEHHBIX Y 3I0POBEIX )IO6p0BOJ'II>I.IeB.
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Ilayuenmul ¢ neyeHoOYHOU 1HeDOCTMAMOYHOCbIO
V HanmeHToB ¢ NeYeHOYHOH HEJOCTATOYHOCTHIO (KOMIICHCHPOBAHHBIN aJKOTONBHBIA IUPPO3)
CpeIHMi IUIa3sMEHHbIH KIMPEHC KBETHAIMHA CHIDKEH NpubmmsurensHo Ha 25 %. Ilockonmbky
KBETHAIIMH WHTCHCHBHO METa0OIM3MpyeTcs B IIEYeHHW, y MAlWEeHTOB C IEYeHOYHOH
HEIOCTATOYHOCTHI0 BO3MOJKHO IIOBBIIICHWE IUIa3MEHHOM KOHLEHTpalUy KBETHAIMHA, 9YTO

TpebyeT KOPPEKTUPOBKH JO3bI.

Iloxazapus K NPAMEHEHHIO
o Jlns JledeHusI ITU30(pPEHIH.
o s eveHrs MaHHAKAIBHBIX 330108 B CTPYKTYpe OHIIOISIPHOIO PacCTPOMCTBA.
e Jlis IeYeHUs AEIPECCHBHAIX 3MU30JI0B OT CPeAHEH O BEIPAKEHHOH CTENEHM TSDKECTH B
CTPYKTYp€ OMIIOJIIPHOIO pacCTPOHCTBA.

-Hpenapa’r HC ITOKas3aH IJI1 HpO(bI/IJIaKTI/IKI/I MaHHaKaAJIbHBIX H ACIIPECCUBHBIX 3ITU3000B.

4

IIporuBONoOKa3anus
e T'MmepuyBCTBUTENHHOCTD K KBETHAIMHY WIX K HEOOOMY M3 BCIOMOTATEIbHBIX BEIIECTB,
BXOJAINUX B COCTaB IIpelapara.
e JledunuT maKTaspl, HEIEPEHOCUMOCTD JIAKTO3H], ITIFOK030-TJIaKTO3HA MaJIbabcopOIus.
e CoBmecTHOe IIpAMeHEHNE KBETHANMHA M HHIHOUTOPOB M30(ePMEHTOB nroxpoma P450,
TaKAX Kak IPOTHBOTPHOKOBBIE IIpemaparhl IpPyNIbEl  a30J0B, 3PUTPOMMIMH,
KJIAPUTPOMHUIIME M He(a3omoH, a TaxkKe HMHIUOMTOPOB IPOTEa3bl BUY (cm. pasznmen
«B3auMoIeiiCTBYE ¢ IPYTHME JIEKAPCTBEHHBIMY CPEIICTBAMHEY). |
Hecmortps Ha TO, 9TO 3()(EKTHBHOCTS U 0€301IacHOCTH KBETHAIIHHA y IeTed U IOJpPOCTKOB B
Bo3pacte 10-17 ner m3yyanach B KIMHHYECKUX HCCIEIOBAHUSAX, IIPAMEHEHHE IIpenapara

Keetnanuu-Buan y manuenToB B Bo3pacTe 1o 18 jreT He moxazaHo.

C ochpoxcHOCTblo

VY nanueHToB ¢ KapIHOBaCKYJISIPHEIMUE B IepeOpoBacKyIIPHEIMU 3a00JIEBaHUSIMH WU JPYTHMHU
COCTOSIHHSIMM, IIpEeIpachoNiaraloNuMyU K apTepHaIbHOM THIIOTEH3HH, [OXWIOH BO3pacT,
IeYeHOYHas HeJJOCTATOYHOCTD, CYAOPOXKHEIE IPUIIAAKA B aHAMHE3€E, PUCK Pa3BHTHS HHCYJIbTA U

aCHHpaHI/IOHHOﬁ ITHEBMOHHH.
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CMEPTHOMY OTYETY

Ipumenenne npu GepeMeHHOCTH B B IEPHOJ TPYAHOT U BCKAPMIHBAHHS

BezomacHocTh w 3P ()EeKTHBHOCTH KBETHANMHA y OEpPEMEHHBIX JXCHIIMH HE YCTAHOBIECHEL
[TosTomy BO Bpemsi GEpeMEHHOCTH KBETHAIMH MOXHO IIPMMEHATH TONBKO, €CIM OXKHAaeMasd
T0JIb3a JTSL JKEHIIWHEI ONPABIBIBAET TTOTEHITAATBHBIN PUCK JUIS MIOMA.

[Mpn TpUMeHEHWH AHTHIICHXOTHYESCKHX IIperiapaToB, B TOM YHCIIE KBETHAIIMHA, B TPETHEM
TpUMecTpe GEPEeMEHHOCTH Y HOBOPOXKIECHHBIX NOSBISETCA PUCK Pa3BUTH NOOOUHBIX peaKI{ui
Pa3HOM CTENEHH BBIPAXEHHOCTH M JUIATeNbHOCTH, Bimodas JIIC W/MimM CHHIPOM «OTMEHBIN.
Coobmanoch 0 BO30YXIECHUH, TUIIEPTOHNH, THIIOTOHUH, TPEMOPE, COHIIMBOCTH, PECIIUPATOPHOM
JUICTPECC-CHHIAPOME HWJIH HapyIIeHWSX KopMmileHus. B cBS3M ¢ 3TUM clemyeT TINATeNbHO

Ha6J'[I0ﬂaTB 3a COCTOAHHUEM HOBOPOXICHHBIX.

Ony6nmuKoBaHbl COOOIMEHNS 00 SKCKPEUMH KBETHAIMHA C IPYAHBIM MOJOKOM, OJTHAKO CTEIECHb

JOKCKpE€IMH HE YCTAHOBJICHA. Kenmunam HCO6XOHI/IMO PEKOMEHIOBATH n36erarthp Tpyanoro

KOpMJIEHHSI BO BpeMsI IpeMa KBeTHAIIMHA.

Coocob npuMeHeHHs H J03bI

IIpenapar Ketnanuu-Buan cienyer npuHAMaTh BHYTPb, HE3aBUCHMO OT NPUEMA ITUIIIH.
Bspocneie

Jleuenue wuszoppenuu

IIpenapar Keernanun-Buan HazHagaeTcs 2 pa3a B CYTKH.

Cyrounas mo3a sl mepBBIX 4 CYTOK Tepamuu cocraBiseT: 1-e cytkm — 50 Mr, 2- CyTKH —
100 M, 3-it cyTka — 200 Mr, 4-€ cyTku — 300 mr.

Haumnag ¢ 4-x cytok, no3a OoipkHa moxduparbes A0 3¢ (eKkTHBHOM, OOBIMHO B Ipemenax
or 300 mo 450 wmr/cyr. B 3aBEHCHMOCTH OT KIMHHYECKOTO S(PQPEKTa W HHIWBHIAYAIHHOMN
[IEPEHOCHMOCTH IIALHEHTOM, 034 MOXET BappHpoBaTh B mperenax or 150 mo 750 mr/cyr.
MaxcrMansHas peKOMEH/IOBaHHAS CYTOHAs A03a COCTaBIeT 750 Mr.

JleueHue MaHUAKANbHBIX FNU30008 8 CMPYKmMYpe OUNONIAPHO20 PAcCmMpolcmed

Ilpenapar KBernanuH-Buan mpuMeHseTcss B Ka4eCTBE MOHOTEpAllMd WIH B KOMOWHAIMH C
IpenapaTramu, 00JaAaloIIMA HOPMOTUMHUYECKIM JAEHCTBUEM.

Ilpenapar KseTnanus-Buan HasHadaercs 2 pasa B CYTKH.

CyTounas no3a juis nepBeIX 4 CyTOK Tepamuu cocTaBiserT: 1-e cytku - 100 wmr, 2-e cyTku -
200 wmr, 3-u cytku - 300 mr, 4-e cytku - 400 mMr. B nansHeiiimem K 6-My JTHIO TEpalldy CyTOYHAS
J03a mpenapaTta MoxeT ObITh yBenudeHa 1o 800 Mr. YBenuueHHe CyTOYHOH HO3BI HE HOIDKHO
npeBbimars 200 Mr B cyTku. B 3aBHCHMOCTH OT KIMHHYECKOIro 3¢d¢dekTa U MHIUBHAYATBHOU

MIEPEHOCUMOCTH, 1032 MOXeT BapbupoBaTh B mpemenax ot 200 mo 800 mr/cyr. OO6BraHO




sdexruBHas noza cocrasiier or 400 mo

cyTouHas go3a cocrapiseT 800 mr.

COOTBETCTBYET 3KCIEI MY OTYETY
ot 21.03.2023 N2 5361
(Bxopmwmit M3 N24194553)

Jleuenue denpeccugHuvix 3nU30008 8 CMpykmype OUnoISAPHO20 pacCmpolicmea

KBeTnanus-Buas HazgagaeTcs OOuH pa3 B CYTKH Ha HOYb.

Cyrounas mo3a JUId IEPBBHIX 4-X CYTOK TE€palHMé COCTaBIseT: 1-e¢ cyTku — 50 Mr, 2-€ CyTKH —

100 mr, 3-u cytkm — 200 mr, 4-e cyTtku — 300 mr. Pexomernyemas no3a cocrapisteT 300 mr/cyT.

MakcumansHas PEKOMCHOOBAHHAA CYTOYHAA J03a KBETHAITMHA COCTABIISCT 600 mr.

ABTHIETIpECCHUBHBIN 3G ¢eKT KBeTHanusa OBUI NOATBEPXAEH IIPH HCIOIb30BaHHK €0 B JI03€

300 1 600 mr/cyt. IIpu kpaTkocpodHO# Tepanuu 3PPeKTUBHOCTH KBeTHanuHa B fo3ax 300 u

600 mr/cyT 65112 conocTaBUMOM (cM. pasnen «PapMakoIUHAMUKAY).

Hoorcunvie

VYV IOXWIBIX NaMEHTOB HadalbHas 103a KBETHANMHA cocTaBisier 25 mr/cyt. Jlo3dy ciemyer

yBEIMIUBATh €XeJHEeBHO Ha 25-50 Mr 10 mocTmkeHus 3GGEKTHBHOM JO3BI, KOTOPas, BEPOSATHO,

6y,ueT MCHBIIC, €M Y MOJIOABIX ITAalTMCHTOB.
Hauuenmbz C NOYe4HOl HedOCMAamoYHOCMbIO

Koppexkius mo3s1 He TpebyeTcsl.

Iayuenmul ¢ neueHoYHOU HEOOCMAMOYHOCHBIO

KBermanue WHTEHCHBHO MeTabomm3upyeTcss B IedeHd. [loaToMy ciemyeT coOmonarh

OCTOPOXKHOCTD IIPpY IIpUMCHCHUH KBETHAIIMHA Yy ITAITUCHTOB C TICYEHOYHOM HEIOCTAaTOYHOCTBIO,

0cOOEHHO B Hayale TEpaluu. PCKOMCHI[YCTC}I HaYdHATh TCpAA0 KBCTHAIIMHOM C JO3BI

25 Mr/cyT | yBeNMYUBATE 103y €XKETHEBHO Ha 25-50 MT 10 JoCTIKEHHSA ) GEKTHBHOH JO3EL.

IToGounkbIEe neiicTBUS

HamnGonee wactrie mobounsle ¢ dexTs! kBetramuHa (> 10 %) - COHINBOCTH, TOIIOBOKPYKEHHE,

CYXOCTBh BO PTY, CHHAPOM OTMCHBEI», IIOBBIIEHUE KOHIECHTPAUH TPUITIMICPHIOB (TF), 0611161“0

xonecrepuaa (XC, miaBHEM o6pasoM, XC IMOONpPOTEHAOB HU3KOH miorHocTH - JIITHIT),

CHIDKeHHe KoHIeHTpaiuu XC jmmonporennioB BbIcoKoM minotHoctd (JITIBIT), yBenuuenwue

MAaccHI Tejla, CHIDKEHHE KOHIIeHTpauuy remornodunna u J11C.

YacTtoTa I0OOYHBIX peakluii NpHBe/eHa B BHJE CIEAYIOUIEH rpajanuu: o4eHs gacto (>1/10);
gacto (>1/100, <1/10); mewacto (>1/1000, <1/100); penxo (>1/10000, <1/1000); ouenp pemxo

(<1/10000), gacToTa Ben3BecTHA (HEBO3MOXKHO OIIEHUTH HA OCHOBaHMH MMEIOIINXCS AAHHEIX).

Ouens yacro (>1/10)

Hapymenus co cTOpoHE! HEPBHOM CHCTEMEI

roynoBokpyxenue 17,

COHIHBOCTE =17,

rosoBHas 601b, DIICH




COOTBETCTBYET 3K
ot 21.03.2023 N= 5.

(Bxopmwwid M3 N=4134553)

Hapyuienuss €O CTOPOHBI  JKEIYHOYHO-

kumeunoro Tpakta (JKKT)

CYXOCTE BO PTY

OOmume paccTpOUCTBA U HApYyLIEHHS B MECTE

BBECACHUA

'CHHIAPOM «OTMEHBI»

10

JlabopaTopHble U HHCTPYMEHTANILHBIC JJAHHEIE

Iopimenne kommentpamuu 1Ll obmero
obpazom  XC-JIITHID2,
XC-JIIBIIY, |

CHHIKCHHUEC

XC (rnaBHBIM

CHHIKCHHC KOHIEHTpallun

9

YBEIHNYCHUC MacCcChI Te€IIa“,

KOHICHTpallun FeMOFJIOGPIHaZ3

Yacro (>1/100, <1/10)

HapymeHHs CO  CTOPOHBI  KDOBH M | JIHKOUeHHs' >
maM$paTHIECKOA CHCTEMBI

HapyImenus co CTOpOHBI HEPBHOMN CHCTEMEI IU3apTPHL,

HEOOBIYHEIE 1 KOIIIMapHBIC CHOBUACHHU,

ITOBBINICHHEC aIllICTHTA

Hapyinesns co cTOpOHEI Oprasa 3peHus

HEIETKOCTE 3pEHHA

Hapy1meHusi co CTOPOHEI Cep/ma TaxuKapmusa ',
cepnuebuenne'’
Hapymenus co cTOpOHEI COCYIOB oprocTaTHuecKas runoteHsus 17
HapymeHHss €O CTOPOHBI  JBIXaTeTbHOH | ompimka'’
CHCTEMB], OpraHOB TIPYJHOM KIETKH ¥
CpelOCTEH S
Hapymenus co croponst XXKT 3a1op,
JUCIIETNICHS,
psora®!

O61mue paccTpoiicTBa

HE3HAYUTENNBHO BEIPAXKECHHAS aCTEHHUS,
Pa3IpaXUTEINBHOCTE,
nepudepruIecKue 0TeKH,

JIAXopaixKa

JIabopaTopHBIe 1 HHCTPYMEHTAIBHBIE JAHHEIE

HOBBIICHHE aKTHBHOCTH
anaguHamMuHOTpanchepassl (AJIT),
TIOBHIIUCHAE AaKTUBHOCTH TraMMa-TiIyTaMHUII-

tpancnentuaasst ([TT),
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COOTBETCTBY
ot 21.03.2023 N= 5.

(Bxopswwmit M3 N=4134553)

MY OTYETY

. 1,22
CHIDKCHUE KOJIHICTTBA HGHTPO(i)I/IJIOB T,

THOBBIIEHHE KOMYECTBA 303HHOMIIOB>,

THIeprIMKeMHs
MOBBIIICHAE KOHIGHTPA¥ IPOJAKTHHA
CHIBOpOTKE KpoBu 'S,

CHIDKGHHE  KOHIIEHTpAaruH  OOIIEro
cBoGomHoro T4,
CHIIKeHHe KoHIeHTpanuy odmero T32,

noBpImenye xoHnenTpamuu TTI2

B

Heuacro (>1/1000, <1/100)

HapymeHnus co cTOpoHBI HMMYHHOR CHCTEMBI

PpCaKknuu ruli€pIyBCTBUTCIIBHOCTH

Hapymrenus co cTOpOHEI HEPBHOM CHCTEMBI

cymoporu!,

CHHAPOM «OECIIOKOMHBIX HOT»,

HO3IHSAS JUCKHUHE3 s,

o6mopok 17
HapyImeHus co CTOpOHEI CepAua 6pamaxapmas®
Hapymenuss Cco  CTOPOHBI  JIBIXATEJNLHOM | PUHHUT
CHCTEMBI, OpraHOB TIPYOHOH KIETKH M
CPENOCTEHUS
Hapymenus co cropons JKKT mucharns’®
Hapymenns co  CTOpOHEI ~ HOYeK ¥ | 3a/epiKKa MOYH

MOYEBBIBOAAIIUX ITyTEH

JlabopaTopHble ¥ HHCTPYMEHTAIBHEIE JaHHBIE

TToBbImenue aKTHBHOCTH
acmapTaramusoTpanchepassr (ACT)?,
6 14
TPOMOOIUTOIIEHUS *,
yanmuHerre uaTepsana QT 13,

CHIDKEHHE KOHIeHTpanuu cBo6ogaoro T3

Penxo (>1/10000, <1/1000)

HapymmeHust co CTOpOHEI HEPBHOM CHCTEMBI

COMHaM6y.HI/I3M H CBA3AHHBIC C HUM SBJICHUSA

Hapymenns co croponst XKT

HEIIPOXOAUMOCTDh KAINICYHHKA, HIICYC

HapymeHus co  CTOpOHBl IeEUeHM M | KenTyxa’
YKEITYEeBBIBOASIUMAX IyTEH

HapymeHusi co CTOpOHBI IIOJIOBBIX OPraHOB U | IPHUAIIN3M,
MOJIOYHOH KEJIEe3BI rajakTopes




COOTBETCTBYET 3IKCNEPTHOMY OTUETY
: ot 21.03.2023 N= 5. '
(Bxopmuwmit M3 N=4194553)
O6mue paccTpoiicTBa U HAapyLIEHHS B MECTE | 3IOKa9ECTBEHHEIN HEWPOJIEITAIECKA Y

BBEJICHHUA cuagpom (3HC)!,
THIIOTEPMHUSL
JIabopatopusie 1 HHCTpYMEHTAIbHEIE JaHHEIe | IloBenmenne

AaKTHBHOCTH KpeaTHH(ochoKuHa3s'’,

arpasyJIonuTos?’

Ouens peaxo (<1/10 000)

Hapymemm CO CTOPOHBIL I/IMM}’HHOﬁ CHUCTEMBI

aHa(l)I’IJIaKTI/I‘IeCKI/IC peElKIJ,'I/II/I6

Hapymenus co ctopossl oO6MeHa BEIIECTB H

IIATaHuA

caxapHsli quaber’:>

Hapymenuss co  CTOpOHBI TEYEHH |

JKEIMYEBBIBOISIINX ITyTEH

renartut (C JKeNTyXoH uim 6e3 xenTyxn)®

HapymeHm{ CO CTOPOHBI KOXXH U ITOOKOXHBIX

TKaHeH

6

aHI‘I/IOHeBPOTI'I‘IeCKI/Iﬁ OTCK,

Crusenca-JIxoncona’

CHHIPOM

YacToTa HEM3BECTHA

Hapymenns co  CTOPOHBI  KpPOBH  H

MG aTHIECKOM CHCTEMET

HeRTponeHmns!

Hapymenus co cTOpOHBI KOXH U TTOAKOXKHBIX

TKanel

JeKapCTBEHHAS PeaKUUs ¢ 303UBO(UIHei u
CHCTEMHBIMH CHMIITOMAaMH

(DRESS-cusapom)

O6iue paccTpoiicTBa U HApYIIEHHS B MeCTe

BBEIECHUS

CHHIPOM «OTMEHEI» Y HOBOPOXKAEHHEIX>

1. Cwm. pazgen «Ocobsle yka3aHusy»

2. CoHNMBOCTB, OOBIYHO BOHUKAET B TEUCHHUE IIEPBHIX 2 HEAENb MOCNIE Hadala Tepaluu u,

KaK mmpaBHIIO, pa3p€InacTCsa Ha (bOHe IIPOAOJDKAIOIIECTOCA NIprEMa KBETHAIIHA.

3. Bo3moxnO 6eccHMITOMHOE NOBBILECHHE (>3 pasza oT BepxHel rpanusl HopMmel (BI'H)

npu u3MepeHnd B mo6oe BpeMsi) aktuBHOCTH ACT, AJIT, I'TT B cRIBOpOTKE KpOBH, KaK

IIpaBuio, 06paTHMOG Ha (bOHe IIPOAOJDKAOLIIECTOCH ITpHUEMa KBETHAIIMHA.

4. Kak u gpyrue aHTUICHXOTHUYECKHE IIpenapaTsl ¢ 0.1-aJpeHOOIIOKHPYIOIINAM IeHCTBHEM,

KBCTHAIIHH 9aCTO BBI3BIBACT OPTOCTATHYCCKYIO 'MIIOTCH3HIO, KOTOpasi COIIPOBOXIACTCS

TOJIOBOKPYIXCHUCM, TaXHKapHHGﬁ, B HCKOTOPBIX ClIy4adx — O6MOpOKOM, 0co0eHHo B

Havasle Tepanuy (cM. paszen «Ocobble yKa3zaHusy).

5. OtMedeHBI OYEHD PEAKHUC ClIydald AEKOMIICHCAIIUX CaXapHOIro III/Ia6CTa.
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COOTBETCTBY

CNEPTHOMY OTUYETY
oT 21 23 N
(Bxogmwmid M3 N24194553)

6. OmeHxa dYacTOTHl JAHHOTO IT000YHOTO 3({EeKTa NPOU3BONMIACE Ha OCHOBAHHH
PEe3yIILTATOB NOCTPErUCTPAIIMOHHOTO HAaO IO EHNA.

7. TloBBIIEHHE KOHIEHTPALUH [IOKO3BI KPOBH HATOIAK > 126 Mr/mt (> 7,0 MMous/it) Him
IIOKO3BI KpoBH mocie mpuema mumm > 200 mr/mn (>11,1 mMMons/m) XoTst OBl mpH
OJTHOKPATHOM OIIpEICIEHIH.

8. Bornee BhIcOKas vacToTa aucharuy Ha GoHe KBeTHANKHA IO CPAaBHEHMIO ¢ Ianedo Oblna
OTMEeYEeHA TOJBKO Y MAIMEHTOB ¢ Jenpeccuell B CTpyKType OUIIONIpHOIro paccTpOHCTBa.

9. TloBeimeHue Vncxom{oﬁ Macchl Tela He MeHee 9eM Ha 7 %. B OCHOBHOM BO3HHKAaeT B
HavaJie Tepalyuy Y B3POCIIBIX.

10.Tlpy W3yYeHHH CHHAPOMAa «OTMEHBI» B KpPaTKOCPOYHBIX INIae00-KOHTPOIMpPYEMBIX
KIMHAYECKUX HCCIICAOBAHUAX KBETHANIMHA B PEXHME MOHOTEpalyy OBUIH OTMEYEHBHI
CIEAYIOIHE CHMIITOMBI: OECCOHHUIIA, TOIIHOTA,  TOOBHAs Oomb, Ouapes, pBOTA,
TOJIOBOKPYXKEHHE W pa3paKUTENbHOCTh. JacToTa CHHIPOMAa «OTMEHBI» CYIIECTBEHHO
CHIDKaJIach depe3 | Heemro mocie mpeKpaeHys IpreMa Ipenapara.

11. TleBeimenue xorneHTpanud 11" > 200 mr/mr (= 2,258 Mmons/n) y manuenToB > 18 ner
w > 150 mr/mn (> 1,694 Mmons/n) y nanuenToB < 18 jer, XoTsa OB OpU OTHOKPATHOM
OLIpENENCHUN.

12. ITornnenue kornentpanuu odmero XC > 240 mr/mn (> 6,2064 MMons/m) y IanUeHTOB
> 18 ner mma > 200 mr/mn (> 5,172 mmons/n) y mamuerToB < 18 1€T, XoTs 6B Impu
OJTHOKPATHOM OTIpeIeNICHHH.

13. Cm. panee no Texery UHCTpYKIHH.

14. Camxernne KommuecTBa TpoMbomuToB < 100 x 10°/m, XoTs OB IpH OJHOKPATHOM

OIpEACIICHUN.

15. Bes cBasu co 3HC. Ilo mapHsIM KIIMHAYECKNX HCCIEIOBAHMIA.

16. IloBplnerre KOHIEHTpAalMH [IPOJIaKTHHA Yy @anueHToB > 18 ner: > 20 wmkr/n
(> 869,56 mmons/n) y myxums; > 30 Mxr/n (> 1304, 34 n1MoIb/T) Y J)KEHIIHH.

17. Moxer MIPUBOIHTE K IIaJACHHIO.

18. Camxenne xonuentpamu XC JIIBII < 40 mr/mn (<1,03 mmoms/m) y MY)K‘II/IH. U
< 50 Mr/mr (<1,29 MMOJIB/T) Y JKSHIIHH.

19. lanuple  sBIEHHS YacTO OTMEYaIM Ha (oHE TaxWKapAHWH, TOJIOBOKDPYXEHHS,
OPTOCTAaTHIECKO} THITOTEH3UU M/WIM COITYyTCTBYIONIEH MaTOJIOTHH CePREeIHO-COCYIUCTOM
WM JBIXaTeNbHOM CHCTEM.

20. Ha ocHOBaHWM TMOTEHIHAIBHO KJIMHUYECKH 3HAYUMBIX OTKJIOHEHHH OT HOPMAaJIBHOTO
HCXONHOI'O YPOBHS, OTMEYCHHBIX BO BCEX KIMHHYECKHX HCCIECIOBaHUSIX. M3MeHeHHs

KoHIeHTpauuy obmero T4, ceobomuoro T4, obmero T3, ceoboxuoro T3 mo 3HageHwmi

11
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COOTBETCTBY

oT 21.03.2023 N= 2.
. (Bxopswwmit M3 N24194553)
< 80 % oOT HXHEH TpaHHUBl HOPMBI (IIMOTE/TT) TIPA W3MEPEHUA B JIF000UE BPEM.

Hamenenune xouuenTpamuy TTT > 5 MMEnR/1 npu u3amepenny B moboe BpeMs.
21.Ha ocsOBaHWM IOBBIIEHHOH YacTOTHI BO3HHUKHOBEHHS PBOTHl Y IOXKHIBLIX IAI[MEHTOB

(Bo3pacT > 65 1er).

22.B KpaTKOCpOYHBIX KIMHHYECKHAX HCCICIOBAHUAX MOHOTEpAllMH KBETHAIIUHOM Y }
JIAIHEHTOB C KOTHYECTBOM HEHTpodMIOB 10 Hadana Tepanmu > 1,5 x 10°/1 ciyuam
HeiTpoNeHHH (KOIImIecTBo Heiirpodmnos <1,5 x 10%/1) ormedens y 1,9 % manuenToB B
rpynme kBetmanumHa npotuB 1,5% B rpynne 1wrane6o. CHIDKEHHE KOJIMYECTBA
gefitpopmmo > 0,5, HO < 1,0 % 10°/n ormewanocs ¢ dgactoroit 0,2 % B rpyIIe
KBETHAIlMHA W InTane6o. CHmKeHuWe KoimdecTsa Heitpodunos < 0,5 x 10°/m xors 651
IpU OJHOKPATHOM oupeaeneHun otMedeHo y 0,21 % mamueHToB B Ipyle KBETHAMHA
npotus 0 % B rpymnne miamne6o.
23. CHmKeHHe KOHICHTpaImu reMoriioonHa < 13 r/mr y MyxuuH # <12 1/[1 y >XeHIIUH,
XOT OBl IpH OJHOKPATHOM OIpeleNneHuH oTMedanoch y 11 % paummeHTOB Ha ¢oHe
IpUeMa KBeTHaluHa BO BCEX KIMHUYECKAX HCCIENOBaHHUSIX, BKIIOYAs UIMTEIBHYIO
Tepanuio. B KpaTKOCPOYHEIX IUIAneb0-KOHTPOIHUPYEMBIX HCCIEIOBAHUSX CHIDKCHHE
| KOHIIEHTpanuy remoriaobuHa < 13 r/mn y MyxuuH 1 < 12 /A1 y XKEeHINUH, XOTs OBl IpH
\ OJTHOKPATHOM OIIpeNEeIeHHH, OTMedaloch ¥ 8,3 % MalueHTOB B rpyIile KBeTHAMHA II0
|
.cpaBHeHHIO ¢ 6,2 % B rpynne miane6o.
‘ 24.Ha ocCHOBaHMM IIOTSHUMAIHHO KIMHUYECKH 3HAYAMBIX OTKJIOHEHHH OT HCXOXHO
HOPMAaJIBHOTO YPOBHSI, OTMEUEHHBIX BO BCEX KIIMHUYECKUX HCCNeNoBaHuIX. IIoBbIIIeHIE
| KOJIMYECTBa 503MHO(GHIOB > 1 x 10°/1 npu m3Mepennu B mo6oe BpeMs.
| 25.Ha ocHOBaHHW NOTEHIMATBHO KIMHWYECKH 3HAYUMBIX OTKIOHEHHH OT HCXOMIHO
HOpPMAaJIbHOTO YPOBHS, OTMEUEHHBIX BO BCEX KJIMHHUYECKHX HccienoBaHusx. CHIDKEHHE
KOJIYECTBA JeiKkoruToB < 3 x 10°/1 npu u3Mepernn B mo6oe BpeMms.
26. MoxeT pa3BUTBCS B MOMEHT MJIM BCKOpE IIOCIE Hagaja TepallHd U COIMPOBOXKIATHCS
TUIIOTeH3HEH n/mm‘ obMopokoM. YacToTa yCTaHOBIIEHA Ha OCHOBAHHU COOOIIEHHI O
pa3BuUTHM OpaJuKapAUU U CBSI3aHHBIX HEXXENIAaTEIbHBIX SIBICHHA BO BCEX KIIMHHUYECKHX
HCCIEeIOBaHUSIX KBETHAIIMHA. ]
27.Ha ocHOBaHHMH OLEHKH YacTOTHl Y naunerOB, IpUHUMABIIMX YYacTHE BO BCeX
KIIMHAYECKAX ~ HMCCIENOBAHUAX KBETHANMHA, Y KOTOPHIX OTMEYAlach —TsDKEasd

mefirponenns (< 0,5 x 10°/m) B cogeTanny ¢ HHGEKIMIMAY.

28. Cwm. pasnen «I[IpuMeHeHNe Ipy GEPEMEHHOCTH U B IEPHOJ IPYIHOTO BCKAPMIIHBAHUSY.




COOTBETCTBYET 3KI

o1 21.03.20

Ymeenue uarepata QT, sxenynodxosas ap

IBYHAIIPABIEHHAS O KEIyJOUKOBAS TAXUKADIUS CYMTAOTCS MOGOYHBIMH  3hdeKTamu,
OPUCYIIAMH HEHPOJIETITUKAM.

Yacrora OIIC B KpaTKOCPOYHBIX KIMHHYECKHMX MCCIEIOBAHMAX Y B3POCHBIX IAIUEHTOB C
3o peHrel 1 MaHueH B CTPYKType OHIIOISIPHOTO paccTpoicTBa OblIa COIOCTaBUMA B IPYIIIE
KBETHallyHa ¥ IUIane0o (IauueHTs! ¢ muzoppenner: 7,8 % B rpynne xBermanuaa u 8,0 % B
rpynme Iurane6o; MaHAM B CTpPyKType OmmoisipHoro paccrpoiictsa: 11,2 % B rpymme
kBeTranuHa 1 11,4 % B rpymme miane6o).

Yacrotra JIIC B KpaTKbcpquBIX KIIMHWYECKAX HCCICHOBAaHUAX Y B3POCIBIX IAIKAEHTOB C
Jlenpeccueil B CTpyKType OUIIOIPHOTO pacCTpOMCTBA B IpyIIle KBeTHANMHA cocTaBmia 8,9 %, B
rpymumne miane6o. - 3,8 %. Ilpu sTom wacroTta oTaensHbIX cuMnToMoB JIIC (Takux kak akaTusus,
OKCTpalIUPaMUIHBIE  pPacCTpOMCTBA, TPEMOp, MAWCKUHE3Ws, [AHUCTOHHI, OECIIOKOHCTBO,
HENPOM3BOJIEHBIE COKpAIEHMsT MBI, IICHXOMOTOPHOE BO30OYXXIEHHE U  MBIIICYHAS
PUTHIHOCTE), KaK IpaBuiio, ObUIa HU3KOU U He IpeBbimnana 4 % B xax1oi U3 rpynn Tepamnuy. B
JOJTOCPOYHBIX KIMHUYECKHX HCCIEIOBAaHUAX KBETHAMHA IpH IMM30PPEHHH U OHUIIOISIPHOM
paccTpoiicTBe ¥ B3pocibIX nanuenToB yactora OIIC 6pula comocTaBuMa B Ipynmax KBeTHATHHA
U rutane6o.

Ha ¢one Tepanuy KBETHAIMHOM MOXET OTMEYAThCS 0303aBUCHMOE CHIDKEHHE KOHI[CHTPAIUH
TOPMOHOB IMHTOBHIHOM jkene3bl. YacToTa MOTEHIHANBHO KIMHUYECKH 3HAUYHMBIX H3MEHEHHMI
KOHUEHTpalii TOPMOHOB  IIUTOBHJHOM JKene3bl B  KPATKOCPOYHBIX ~ KIIMHHYECKHX
uccreoBaHusax s obmero T4 cocraBuna 3,4 % B rpynme kBertuanmHa W 0,6 % B rpymme
mwrane6o; gt ceoboxnoro T4 — 0,7 % B rpymnme KBeTHAlMHA npotus 0,1 % B rpynme mrane6o;
g obmero T3 - 0,54 % B rpynne kBermanupa npotuB 0,0 % B rpymme miane6o; Iis
ceoboxroro T3 - 0,2 % B rpynne xseruanuaa npotuB 0,0 % B rpynune riane6o. Msmenenue
xonnenrpamuu TTT" otmedeno ¢ gacroroit 3,2 % B rpynme kBetwanuna 4 2,7 % B rpymme
mwiane6o. B  KpaTKOCPOYHBIX- KIMHWYECKHX HCCIEHOBAHMSX MOHOTEpAlMM  dYacToTa
NOTCHIUAIBHO KIMHAYECCKH 3HAa4UMBIX H3MeHeHnH koHueHTpanuu 13 u TTI cocraBuna 0,0 % B
rpyune kBetganuHa u mianebo: mr T4 u TTI cocrasuna 0,1 % B rpynie KBeTHanuHa IPOTHB
0,0 % B rpynne mimane6o. [lanHble W3MEHEHMs, KaK IIPABWJIO, HE CBA3aHBI C KIMHHYECKH
BBID@&XCHHBIM THINOTHPEO30M. MakCHMallbHOe CHIDKEHHE ofmero u cBobommoro T4
3apErHCTPUPOBAHO Ha 6-0if Hejmene Tepanuyd KBETHAIIHHOM, 0€3 NaJbHEHINEro CHEKEHHS
KOHIIEHTpalluyl TOPMOHOB IIpH JJIUTENFHOM JIeUeHMH. [IpakTHYecKH BO BCEX CIydasx
KOHIeHTpanuss obmero u cBobomHoro T4 Bo3Bpamanach K HCXOZHOMY YPOBHIO ITOCIE

TIPEKPAICHUAA TEPAIllUd KBETHAIIMHOM, HE3aBUCUMO OT [UIATCIIBHOCTH JICUYCHHUS. KOHHCHTpaIII/I}I
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COOTBETCTBYET 3KI

ot 21.03.202;
(Bxogswmit M3 !
THPOKCHHCBs3BbIBarommero rodymiHa (TCI)

HEU3MEHHOH.

ITlepenozmpoBka

Coobmanock O JETAIRHOM HCX0Ae Inpu mnpueme 13,6 I XBeTwanwHa Yy MalUeHTa,
Y4aCTBOBABILETO B KIMHMYECKOM HCCIEJOBAHKH, a TAIOKE O JIETAJIPHOM HCXOJE MOCHe IIpHeMa
6 T KBEeTHAllMHA B ITOCTPETHCTPAIHOHHOM IlepHoze. B To Xe BpeMs, ONMCaH Clydail mpHeMma
KBETHANlKHA B 103¢€, pepbimaromeit 30 r, 6e3 IeTalsHoro ucxoua.

HmeroTcst cooOIIEH s O KpaifHe pefKHX CIydasx Iepefo3UpOBKH KBETHAIIMHA, IPHBOLUBIINX K
yBemmaeHno QTc uaTEepBaIa, CMEPTH MIIA KOME.

Y manueHToB ¢ TSHKENBIMU CepIeIHO-COCYAUCTHIME 3a00NICBAaHUAMY B aHAMHE3€ PUCK Pa3sBUTHA
0609HBIX 3((GEKTOB IpH MEpEeIO3UPOBKE MOXKET yBenwduBarbcs (cM. pasgen «Ocobsbie
YKa3aHus»). '

CuMIITOMEI, OTMEYEeHHBIE IpPH IEPENO3UPOBKE, B OCHOBHOM, OBLIM CICJCTBHEM YCHIICHHS
M3BECTHRIX (hapMakosoruyeckux 3((deKToB Ipemapara, TakKuX Kak COHJMBOCTh M CeEAlHs,
Taanépnm, CHIDKEHHE apTepuaitbHoro AapienHus (AJ]) u anTuxonuHepriudeckue 3 QeKTsl.
Jleyenue

CoeundryecKux aHTHIOTOB K KBETHANMHY HET. B CyYasx TspKelnod MHTOKCHKALUH CIEAYET
IIOMHHTH O BO3MOXXHOCTH IIE€PEIO3UPOBKH HECKOJNBKAMHU JIEKAPCTBEHHBIMH IIperiapaTaMH.
PexoMeHyeTCs IPOBOIUTE MEPOIIPUSATHS, HAllpaBJICHHBIE Ha TIoOAnep Xanue HYHKIUH IbIXaHHS
M CEepIEeYHO-COCYOMCTOH CHCTEMBI, OOCCIICdEHHE aJeKBAaTHOM OKCHUTE€HAIIMH ¥ BEHTHIIALIUA.
Ony6auKoBaHEl COOOINEHUS O pa3pelleHIH TDKENBIX HEKETATEbHEIX 9¢}EeKTOB CO CTOPOHBI
nenTpanbHoit HepBHOM cuctembl (ITHC), B ToM uucie KOMBI, HOETHPHS U  SBHOTO
AHTUXOJIMHEPTMIECKOTO CHHOPOMA, IIOCIE€ BHYTPUBEHHOTO BBEIEHHS  (H30CTHIMHHA
(B mo3e 1-2 mr) mox nocTossHHEIM KoHTpoJieM OKI'.

B ciy4ae BO3HHKHOBEHHUS pedpakTepHOH THIIOTEH3MH MIPH EPET03MPOBKE KBETHANIMHA JICUEHHE
CIIEAyeT  OCYIIECTBISATH  IyTeM  BHYTPHBEHHOIO  BBEINECHHS  JKAIOKOCTH  W/WIIH
CHMIIATOMHAMETHYECKUX IpEenapaToB (He cleyeT Ha3HAUaTh MUHEDPHH U Jo0GaMUH, IIOCKOIBKY
CTUMYJIAIHS (-8 JpEHOPEIENTOPOB MOXET BHI3BaTh YCHIICHWE T'MIIOTEH3HH Ha (oHEe OI0KambI
0-aApEHOPEIENTOPOB KBETHAIIMHOM).

IlpoMbiBanue xexynxa (mocne HWHTyOamuy, €Cclnyd HanueHT 0e3 CO3HaHWSI) W TNPHMEHEHHE
AKTUBHPOBAHHOIO YIJII W CIA0UTENbHBIX CPEACTB MOXKET CIIOCOOCTBOBATH BBIBEJECHHIO
HeabCcopOUPOBAaHHOTO KBETHAIIMHA, OTHAKO 3()(EKTHBHOCTE STHX Mep He H3y4eHa.

[MpucransHOE METUIIMHCKOE HaOIOEHHE JOJDKHO IPOJOIDKAThCI OO YIYIIIEHHS COCTOSHHUS

IHamucHTa.
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COOTBETCTBYET 3KCNEP
 fin "

ot 21.03.2023 1
(Bxoomwmin M3 Nz

4194553)

B3aumopeiicTBHe ¢ APYrAMH J1eKAPCTBEHHDBI

Crenyer coOiofaTh OCTOPOXKHOCTh IpY KOMOMHHPOBAaHHOM IIPMMEHEHHHM KBETHAIIMHA C
JpYTAMY TIpenaparamu, BosaeicTeyromume Ha ITHC, a Taroke ¢ ankoronem. -

CrenyeT coOMOaTh OCTOPOXKHOCTH IIPH COBMECTHOM IPHMEHEHHMM KBETHANHMHA C JPYTHMH
npenaparamu, O0JAJArOUIUMU aHTHXOJTHHEPIHIECKIMU (MYyCKapHHOIOAOOHBIME) S dexTamu
(cM. pazzen «OcoOble yKa3zaHHU). | ’
Nzodpepment uuroxpoma P450 (CYP) 3A4 saBisercss OCHOBHEIM H30()€pMEHTOM, OTBEIAFOIIHM
3a MeTaboNM3M KBETHAIMHA, OCYIIECTBILIIOIIMUCS depe3 cucreMy muToxpoma P450.
V 300poBEIX J0OpOBOJBLEB ' COBMECTHOE IpHUMEHEHHE KBeTHanmuHa (B Jo3e 25 MI) ¢
KeToKOoHa30j10M, HHrubuTopoM m3opepmenta CYP3A4, npUBOAMIO K YBEIMYECHUIO INIOIIANH
o KpuBO# «koHueHTpanus-spems» (AUC) xBernanusa B 5-8 pas.

[TosToMy COBMECTHOE INpMMEHEHHE KBETHANMHA W MHrubuTopoB uzodepmenta CYP3A4
IPOTHUBOIIOKAa3aHo. Takxe He peKOMEHIOBaHO IPHHUMATH KBETHAIIMH BMECTE ¢ IpedTppyTOBEIM
COKOM.

B ¢apMakOKMHETHYECKOM HCCICIOBAaHMH C MHOTOKPATHBIM IIPMEMOM KBETHAIMHA IO MM
ONHOBpPEMEHHO ¢ Ip¥eMoM KapbaMa3zelnnHa IpPUBOAMIIO K 3HAYUTEIPHOMY IOBBILEHHIO
KJIIMPEHCa KBETHAIlMHA M, COOTBETCTBEHHO, yMmeHslneHuto AUC, B cpemmeMm, BHa 13 %, 1o
CPaBHEHHIO C IIPUEMOM KBeTHanmmHa 6e3 xapbamasenuHa. Y HEKOTOPHIX NAIMECHTOB CHIKECHHUE
AUC 6ruto eme OoJiee BRIpaXEHHBIM. Takoe B3auMOJIeicTBHE conpOBomﬁaeTcz CHIDKEHUEM
KOHIICHTpallil KBETHAIlMHA B IJa3M€ W MOXET CHIDKaTh J((EeKTHBHOCTh Tepalnud
KBETHAIIUHOM.

CoBMecTHOE MPUMEHEHHE KBETHAMUHA C (PEHUTOMHOM, APYTHM MHIAYKTOPOM MHKPOCOMAIBHBIX
(bepMEeHTOB IICYEHH, CONPOBOXKAAIOCH emle Ooiiee BBIpaXEHHBIM (mpumepHo Ha 450 %)
IIOBBHIIICHUEM KIIHpEHCa KBETHAIINHA.

[lpuMeHeHHe KBETHANWHA MNANMEHTAMHM, NONYYAIOIIUMH WHIYKTOPHl MHKPOCOMAIBHBIX
(EepMEHTOB IMEeYeHH, BO3MOXKHO JIHINb B TOM CIydae, €CId OXHAaeMmas II0Nb3a OT TepaIlny
KBETHAIIMHOM  IIPEBOCXOAMT  PHUCK, CBSI3aHHBIH C © OTMeHOi Ipelnapara-uHIyKTopa
MHKpPOCOMAJIbHEIX EpPMEHTOB II€UECHH.

W3menenne 10361 IpenapaToB-UHAYKTOPOB MUKPOCOMAIBHEIX (PEPMEHTOB IEUEHH JOJDKHO OBITH
nmocrerneHysM.  [Ipu HeOGXONAMOCTH, BOSMOXHO HX 3aMCIICHHE [penaparamy, He
WHAYIUPYIOIIMMH  MHKpPOCOMaJbHbIE  (epMEHTH IIeUYeHH (HaupuMmep, IpenapaTramy
BaJBIIPOEBON KHUCIOTHI). DapMakOKMHETHKa KBETHAIIMHA CYIIECTBEHHO HE H3MEHSNIACh IIpH
OIHOBPEMEHHOM IIPMMEHEHHH aHTHIEIpPECCAaHTa MMHIpaMuHA (MHTHOMTOpP H30(hepMeHTa

CYP2D6) i dayokcerura (narudurop nzodpepmentoB CYP3A4 u CYP2D6).
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COOTBETCTBYET 2KI(

Wl
Fi

ot 21.03.202.
(Bxoomwmia M3
(DapMakoKMHETHKA KBETHAIMHA CYLIECTBEHHO —HE U3MEHSCTCS —TPH  OXHOBPEMEHHOM ——

OpHMMEHCHHHN C AaHTHICUXOTHYCCKHUMH JICKApPCTBCHHBIMHA CpPEACTBAMH PUCTICpHIAOHOM HIIHA

raJoNEepHUIOJIOM.

OnHaKko OJHOBPEMEHHBIM IpHeM KBETHAllMHA M THOPHIA3MHA IIPUBOAWUI K IIOBBIICHHIO
KIIHpeHca KBeTHanusa npuMepso Ha 70 %.

(dapMakOKMHETHKA KBETHAIIMHA CYIIECTBEHHO HE M3MEHAETCS IIPH  ONHOBPEMEHHOM
IpUMEHECHNY IIMMETHANHA.

[Ipu oHOKpaTHOM IIpreMe 2 MT Jiopa3enamMa Ha (oHe IpreMa KBeTHanuHa B no3e 250 mr 2 pasa
B CYTKH KIIMPEHC JIopa3enaMa cHikaercst npauMepHo Ha 20 %.

dapMakOKWHETHKA IPEeapaToB JUTHS HE H3MEHAETCA IIPpH OJHOBPEMEHHOM IIPUMEHEHHH
KkBeTHanvHa. He 0TMEYEeHO KIMHHIECKH 3HAYMMEIX M3MEeHEHUH (hapMaKOKHHETUKH BallbIIPOEBOH
KUCJIOTHI ¥ KBETHAIMHA TP COBMECTHOM NPHUMEHEHHHM BaJbIIpoaTa CEMHHATPHUS X KBETHAIIUHA.
dapMaKOKMHETHYECKUE HUCCIENOBaHMA IO M3YYEHHMIO B3aMMOJCHCTBHA KBETHAUMHA C
TIperapaTaMH, IPHIMEHIEMEIMI IPH CEPAEYHO-COCYIUCTEIX 3a00I€BaHMAX, HE IPOBOIMIINCE.
Crenyer cobmromaTh OCTOPOXKHOCTH IpH KOMOMHHpPOBaHHOM IIPUMEHEHHMH KBETHANUHA MU
IpenaparoB, CHOCOOHBIX BBI3BATh HApyLUIEHHE 53JICKTPOJUTHOrO OamaHca M YAIMHECHHE
uatepBana QTc. KeermanuH He BBI3BIBAJI MHAYKIUM MHUKPOCOMAIBHBIX (EPMEHTOB IICUCHH,
y4acTBYIONIMX B MeTabomu3Me (hesa3oHa.

VYV nmanueHToB, IPUHAMABIIMX KBETHAIMH, OBUTH OTMEYEHE! JIOXKHOIIONOXKUTENbHEIE Pe3yIbTaThl
CKPHHHMHI-TECTOB Ha BBHISABJICHHE METa/IOHA W TPUIUKIINYECKHX AHTHIEIPECCAHTOB METOJIOM
IMMYHO(EPMEHTHOTO aHamu3a. [l MOATBEP)KICHUS Pe3y/IbTaTOB CKPUHUHIA PEKOMEHIYETCS

IIPpOBEOCHUEC xpOMaTorpa(quecxoro HCCICHNOBAHUA.

Oco0rb1e yrkazanus

Hemu u noopocmxu (e éo3pacme om 10 0o 17 nem)

Keetnanwn He mmoxasaH I MIpAMEHEHHS Y AeTel U OIPOCTKOB B Bo3pacTe 10 18 jer B cBs3uM ¢
HEJIOCTATOYHOCTHIO JIAHHBIX 10 NMPHMEHEHWIO B 5TOH Bo3pacTHod rpymnme. Ilo pesynpraram
KIMHAYECKHX HCCIICIOBAHUH KBETHAIMHA HEKOTOphle Mo0Oo4HBlE 3(dexTsl (ToBBIIICHHE
alllleTHTa, MOBBINCHUE KOHIIEHTPAIMH IPONAKTHHA B CHIBOPOTKE KPOBH, PBOTA, HACMOPK U
00MOpOKH) y [HOeTell ¥ NOApPOCTKOB HaOmomanu ¢ Oonplnell 9acTOTOH, 4eM Y B3POCHBIX
nanpentoB. Hexoropeie mo6ounsie 3ddexrsr (JIIC) y nmere U MOOPOCTKOB MOTYT HMETH
pa3HBIe IMOCIEACTRHS II0 CPABHEHUIO CO B3POCIBIMY NalMeHTaMH. Taioke OTMEUESHO [TOBBIIICHHE
AJl, He HabmomaBmreecs y B3pOCHBIX MAI[HEHTOB. Y AETeH M HOAPOCTKOB TAKOKE HaOIIOIANA

H3MeHEeHNe (YHKIIMH DIUTOBUIHOM KENE3bl.
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COOTBETCTBYET 3KI

oT .:7 A 4_:.- -
i = XOMALLLMIA M3 |

Brnusare Ha pocT, MOJIOBOE CO3PEBAHHUE, YMCT

jsBsle V) PCI.JDI’ILHC 1 HUBCUAVOAUVURALV PJUARIFLEL 1IPEL

JUTHTENILHOM IIpHMeHeHHH (Ooee 26 Heenb) KBETHAMHA HE H3yJanoch.

B mane6o-KoOHTpOIMPYEMEIX HCCIEI0BAHMSX Y AeTel U MOAPOCTKOB C IMM30QpEHUEH U MaHUEH

B CTPYKType OMIONSIpHOro paccTpoiicTBa yacToTa passuTis JIIC Opuia Bele MPH MIPUMEHEHHA

KB€THAIIHA 110 CPaBHEHHIO C mlaue6o.

Cyuuuo/cyuyuoansrsie Myicau uil KIUHUYECKOe yXyouienue

HCHPGCCI/I}I Ipua 6I/IHOJ'[$IpHOM paCCTpOfICTBe CBjA3aHa C IIOBBRIHICHHBIM PHUCKOM BO3HHKHOBCHHA

CYHIMIANBHEIX MBICTEH, CaMOIIOBPEXKICHHI M CydImaa (COOBITHH, CBA3aHHBIX C CYHIHIOM).

HaHHBIfI PHCK COXPaHACTCA 1O MOMEHTA HACTYIIIICHUA BBIpa)KeHHOI‘/‘I PEMHUCCHHU. BBI/IIIy TOro, 4TO

JO YIIYy4HIICHHUA COCTOSHHA IMalhCHTa ¢ Hadalla JIEYCHUS MOXKET HpOf/'ITI/I HCCKOJIBKO HEACIb UIIH

60J’IBIIIC, [MaMUECHThI JOJDKHBI HAXOMUTECS IIOA IIPHUCTAJIbHBIM MEIUIUHCKHUM Ha0IIOIEHHEM 0

HACTYIUICHHS YTy IIICHHAS.

Ilo 'nanHbIM 06I.II81'IpI/IH}ITOI‘O KIIMHHAYECKOro OIIblTa, PUCK CYHIHJa MOXCT IIOBBICUTBCA Ha

pPaHHHX CTaIuAX HACTyIUIeHHs pemuccuu. ClenyeT Npenynpexnaarh NalueHTOB (0COOEHHO

OTHOCAINUXCA K I'PYIIIC IIOBBIICHHOI'O PHCKa C}’I/IHI/I)Ia) U UX TOIEYUTENIeH 0 HeOOXOIUMOCTH

KOHTPOJII KIIMHUYECCKOI'0 YXYAIICHHUSA, CYHINHUIAAIIBHOTO HOBEICHUS HINA MBICIIEH, HEOOBIYHOIO

U3MCHCHMS B IIOBCIACHUH H HCO6XOIII/IMOCTI/I HEMCIJICHHO 06paTI/ITI>C$I K Bpady B ClIydac HX

IIOSABJICHUA.

Ilo JaHHBIM KJIMHUYECKHX HCCIIeHOBaHUH Yy IAACHTOB C ,uenpeccneﬁ IIpu 6PIIIOJI}{pHOM

paccTpoHCTBE PUCK pasBUTHS COOBITHH, CBS3aHHBIX C cyunumoM, coctasui 3,0 % (7/233) mna

kBetnanmHa 1 0 % (0/120) ang nnane6o y marueHToB B Bo3pacre 18-24 roma; 1,8 % (19/1616)

Juist kBetranusa 1 1,8 % (11/622) ans mnane6o Uit DaMeHTOB cTapine 25 JieT.

Jpyrue ncuxudeckue paccTpOMCTBA, UL TEpaldy KOTOPHIX Ha3HAdaeTCsl KBETHAIWH, TaKKe

CBA3aHbl C IIOBBINICHHBIM PHCKOM CO6LITI/II71, CBA3AHHBIX C CYHIIHIIOM. KpOMC TOro, TaxKue

COCTOSIHHSL MOTYT OBITh KOMOPOMAHBIMU C NEIPECCHBHBIM SIHM30I0M. TakuM 00pa3oM, MepsI

HpeI[OCTopO)I(HbCTH, HpI/IMeHSIGMBiC IOpd TEepaoud IIAaUCHTOB C JCNPECCHBHBIM JIIM30I0M,

JOJDKHBI IPHHUAMATHCA 4 IIPH JICUCHUH ITaMUEHTOB C NPDYTUMH IICUXUICCKUMHU paCCTpOﬁCTBaMH.

HpI/I PE3KOM MPEKpAllCHUN TCpallid KBCTHAIIMHOM CIICOAYET IIPUHUMATE BO BHHMAHHC

TNOTEHITHAIBHBIA PHUCK pa3sBHTUSA CO6BITHfI, CBA3aHHEBIX C CYHIIUAOM.

[TamenTH C CYHuIUOaJIbHBIMHA COORITHIMHA B aHaMHE3€, a TaKKe NanHuCHTHI, OTYCTIINBO

BBICKA3BIBAOINUE CYUIIMAAIBHBIE MBICIIH IIEPEN HA4YaJIOM TEPAINU, OTHOCATCA K TPYIIIC

TIOBBIIICHHOI'O pHCKa CYHIIHIAIBLHBIX HaMCpCHI/Iﬁ A CYHIUJAIBHBLIX IIOHNBITOK H JOJDKHBI

TINATeNbHO Habmromarbest B mporecce yiedeHus. lIposemennsiii FDA (ApaMmunncrpanueil 1mo

IHUINEBHIM NpPOXYKTaM M JieKapcTBeHHBIM cpexactBaM, CIIJA) Meraanamus manebo-

KOHTPOJIHPYEMBIX HUCCIIeJOBAaHU I AHTHUAEIIPECCAHTOB, 0606111a10m1/n71 JaHHBIE TIPUMEPHO
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COOTBETCTBY
o1 21 77 N
(Bxopmwmit M3 N24194553)

CMEPTHOMY OTUETY

4400 pereit m noxpoctkoB ¥ 7700 B3poCHBIX TANWEHTOB ¢ LUCHXHAYECKAMH pPacCTpOUCTBAM,
BBISBAJI IIOBBIIICHHBIM DPHCK CYHLIMZAIBHOTO IIOBEOEHHS Ha (OHE aHTHICIPECCAHTOB II0
CpaBHEHHIO C Iranedo y neTei, MOAPOCTKOB M B3POCIBIX HMAIMEHTOB B BO3pacTe JO 25 JIET.
JIaHHBIT MeTaaHATH3 He BKIIOYAET HCCIENOBAHNS, I[/Ie MCIIONb30BAICS KBETHAIE (cM. pazmen
«DapMaKoAMHAMHUKA).

ITo masHBEIM KpaTKOCPOYHBIX INTanedo-KOHTPONMPYEMbIX HCCIENOBAHU 110 BCeM NOKa3aHUSIM U
BO BCEX BO3PACTHHIX IPYINAX YACTOTA COOHITHIL, CBI3AHHBIX C CYHIHIOM, cocTasmia 0,8 % xak
It kBeTranuna (76/9327), Tak u i mwianebo (37/4845).

B 91X MCCIEZOBAHUSX y IAMEHTOB ¢ MU30(GpeHNed PUCK PasBATHS COOBITHH, CBA3AHHBIX C
cynnnzde, coctaBun 1,4 % (3/212) mns xperranusa u 1,6 % (1/62) st totane6o y manueHToB B
Bo3pacte 18-24 roma: 0,8 % (13/1663) mna xBetmanmsaa u 1,1 % (5/463) mns mrane6o y
MaIMeHToB craprie 25 néT; 1,4 % (2/147) nna xeBetmanuaa u 1,3 % (1/75) mns mwrane6o y .
MANWEeHTOB B Bo3pacTe 10 18 yet.

V narpeHToB ¢ MaHHEH IIpU OUIIOISIPHOM PACCTPOHCTBE PUCK Pa3BUTUS COOBITUH, CBA3aHHBIX C
cyunugoM, coctaBun 0 % (0/60) mis xeernanmaa 1 0 % (0/58) mng mrane6o y namueHToB B
Bo3pacte 18-24 roma: 1,2 % (6/496) nna xeerranmea 1 1,2 % (6/503) mns nnanebo y marueHToB
crapme 25 net; 1,0 % (2/193) nns xsernamuna u 0 % (0/90) amt mraune6o y manueHToB B
Bo3pacte 10 18 Jyer.

Connugocmp

Bo BpemMs Tepanuu KBETHAIMHOM MOXET OTMEYaThCS COHIHBOCTD H CBSI3aHHBIE C HEl
CHUMIITOMBI, HampuMmep, cemanus (cM. paszen «lloGodnoe peficTBue»). B ximmHHMYeckux
HCCIIEOBAHUAX C YIACTHEM MAIIMEHTOB C JIEIPECCHEl B CTPYKTYpe OUIIOJIIPHOTO PacCTpOMCTBa,
COHJIMBOCTH, KaK MPaBHJIO, Pa3BHBAIACEH B TEUCHHE IIEPBEIX TPeX AHEH Tepanuu. BelpaxeHHOCTH
3TOro Mo60YHOro 3¢dexra, B OCHOBHOM, OBLIA HE3HAUNTENbHOM Wiu yMepeHHoH. 11py pa3zsuTin
BEID@XEHHON COHJIMBOCTH IAlHEHTaM C IeNpeccHeil B CTPYKType GHIONIPHOTO paccTpoiicTa
MOIyT HoTpeboBaThcs Gollee YacThle BH3WTEI K Bpady B TeUeHHE 2 HeEHeTb C MOMEHTa
BO3HHKHOBEHMS COHJIABOCTH HIIH JI0 YMEHBIIEHWS BHIPAXKEHHOCTH CHMIITOMOB. B HEKOTOPHIX
CIIy9asx MOXKET MOTpedoBaThCA IpeKpalieHie Tepaiy KBeTHAIHHOM.

Ilayuenmel ¢ cepoeuro-cocyoucmeimu 3a0601€6aHUAMU

Crenyer cobmomarh OCTOPOXKHOCTh IPM HAa3HAYCHHWM KBETHANWHA IalMeHTaM C CepIEedHO-
COCYNMCTHIMH ¥ IepeOpOBacKyJSIpHBIMH 3a00JECBaHMAMH, M JPYTMMH COCTOSHHSIMH,
IpeapacioiaraloliuMu K runoteHsud. Ha ¢oHe Tepamuy KBETHAMHOM MOXET BO3HUKATH

OpTOCTaTH4YECKass THIIOTCH3HA, OCOOEHHO BO BpEMA THTPOBAHHA JO3Bl B Ha4Jall€ TEpalnu.

OpTOCTaTI/I‘IeCKaSI THIIOTEH3US B CBS3aHHOE C HEW T OJIOBOKPYXCHHUEC MOIYT IOBBIIIATH PUCK

ClaydJaiiHOH TpaBMBl (TIafieHHs), OCOOEHHO Y IAIMEHTOB IIOXHMIIONo Bo3pacrta. Ilamuenrtam
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COOTBETCTBY
o1 21 77 N
(Bxopmwmit M3 N24194553)

CNEPTHOMY OTYETY

clenyer cobmiomaTh OCTOPOXKHOCTH IO TeX IOp, LIOKa OHW HE ANANTHPYIOTCH K HadHbIM
IOTCHIMAIbHEIM MO00YHEIM 3¢ dexram. [Ipy BOZHHKHOBEHHH OPTOCTATHYECKOM THIIOTEH3HMHA
MOJKET IOTpeOOBaThCS CHIKEHUE O3B! MK OoJiee MeIUICHHOE ee TUTPOBAHHE.

Cunopom annos 6o cHe

VY nanueHTOB, NPUHUMABIINX KBETHANMH OBUT OTMEYECH CHHAPOM amHod BO cHe. Crexyer
co0JIF0JaTh OCTOPOKHOCTH IIPU HAa3HAUCHUM KBETHANMHA NAlMEeHTaM, MOyJaloUM IpenapaThl,
oKasbIBaromue yraeraromee geiicteue Ha [THC, a Taxoke manuesTaMm ¢ GakTopaMu pHCKa alHOd
BO CHE (Hampumep, H30BITOYHAs Macca Tela/OKUpeHHe, MYKCKOM II0J) WM C allHO? BO CHE B
aHaMHe3e.

Cyooposicrpie npunaoxu

He BrraBneno pa3znuumii B 4acTOTE pa3BUTHS CYJOpPOT Y NMAIIMEHTOB, IPHHIMABIIAX KBETHAIIUH
unu wiane6o. OgHaKo, KaKk W IIPH Tepalvd JPYTUMU AHTUIICHXOTHIECKAMH JIEKapCTBEHHBIMU
cpe;:chaMn, peKomeHnyeT;:x cobinoaTh OCTOPOXKHOCTD IIPU JIEYCHUH ITal[HEHTOB C HaTTIeM
CYAOPOXHBIX IIPUCTYIIOB B aHaMHe3e (cM. pasznen «Ilo6ounoe necTBreY).
IKkcmpanupamuonvie CUMRMOMBbI

OTMedeHO yBeNIndeHne YacToTsl Bo3HuKHOBeHUs DIIC y manneHToB ¢ ,uenpeccueﬁ' B CTPYKType
OUIIOISIPHOrO PacCcTPOUCTBA IIPH NPHEME KBETHAIIHHA IO IIOBOAY NENPECCUBHBIX SIH30I0B II0
cpaBHeHMIO ¢ Ianebo (cM. paszpen «Ilo6ognoe neiicTBHEY).

Ha ¢one npuema xBeTHammHa MOKET BO3HHKATh aKaTH3WsA, KOTOpas XapaKTepH3yeTCs
HENPHUATHEIM 9YyBCTBOM JBUIaTEIbHOTO OECIOKOHMCTBA M NOTPEOHOCTBIO JBUTATHCA, H
LOpOSBIIETCS HECIOCOOHOCTBIO NanMeHTa CHAETh WIM CTOSTh 0Oe3 JABWXeHus. llpu
BO3HHKHOBEHUH MTOIOOHEIX CUMIITOMOB HE CJICAYET YBEJIHYUBATE 103y KBETHAIIMHA.

Ilo30Haa Ouckunezus

B ciygae pa3BUTHS CUMIITOMOB IO3/IHEH AUCKUMHE3UM PEKOMEHAYETCS CHHU3UTH 03y Iperapara
WM TIOCTETIEHHO ero oTMeHuTh (cMm. pasnen «[lobounoe pelictBuey»). CHMITOMBI MO3IHEH
JUCKUHE3UM MOTYT YCUIIMBAThCS WM XK€ BO3HUKATE I10CIIE IPEKPAlieHHs IpUeMa Iperapara.
3nokauecmeeH LIl HelpoienmuYecKuii CUHOpOM

Ha ¢oHe mnpueMa aHTHUICHXOTHYECKHX IIPEMapaTroB, B TOM YHCIE, KBETHAIWHA, MOXET
pazsuBathbes 3HC (cMm. pasznen «Ilo6ounoe meiictBuey). KinHMYecKre NPOSBICHHS CHHAPOMA
BKIIIOYAIOT B ¢e0sl THIEPTEPMUIO, H3MEHEHHBIH MEHTAIBHBIH CTaTyc, MBIIICUHYIO PUTHOHOCTD,
NabUIBHOCTD BEreTaTUBHOU HEPBHOH CHUCTEMBI, YBEIIHYCHUE aKTHBHOCTH
kpeatuHdochoknaazpl. B Taxux cioydgasx HeE0oOXOAUMMO OTMEHHTh KBETHAllUH M IIPOBECTH
COOTBETCTBYIOIIEE JIEICHHUE.

Tasrcenasn HelimponeHua u azpaHyioyumos

B KpaTKOCPOUYHBIX nnaue6o-K0HTpoanyeme KIIHHHYIECKNX HCCIEAOBaHUAX MOHOTECpaAIlNU
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OMY OTHETY

COOTBETCTBY
o1 21.03.2023 N2
(Bxopawmit M3 N24194553)

[v3

[v3 v}

KBETHAIUHEOM HEYacTO OTMEYaNlUCh CIIy4ad TsI
<0,5x10°m) 6e3 wumbexmum. CoobMATOCH O pasBUTHM AarpaHyJIONETO3a  (TSDKENOH
HEHTPOIIEHNH, aCCOLMMPOBaBIIeHcs ¢ HHGEKIHIMH) Y MAIMEHTOB, NONYYaBIIMX KBETHAIHH B
paMKax KIMHUYECKUX UCCIENOBaHMH (PEAKO), a TAKOKE B IIOCTPETHCTPAMOHHOM Ieproe (B TOM
9HCIIE, C JIETANBHBIM HCX0A0M). BONBINIMHCTBO 3THX CIyYaeB TOHKENOH HEHTPOIIEHUH BO3HUKAIIO
9gepe3 HECKONBKO MECAIEB IIOcIe Hayajla TEpalnud KBeTHAmuHOM. He OBUIO BBIIBIEHO
no3o3aBacuMoro 3¢ dexra. Jlelikonenus u/uny HEUTPOTICHNS pa3pelIanach MoCie IpeKpaIeHus
TEpalMy KBETHAIIMHOM. B03MOXHEIM (akTopoM pHCKa IS BO3HMKHOBEHHS HEUTpPOIEHHMH
ABJISETCSA IMPEIUIECTBYIOMEE ITOHKEHHOE KONWYECTBO JICHKOIMTOB M CIy4ad JEKapCTBEHHO
UHIYIUPOBAHHON HEUTPOIICHUY B aHAMHE3E.

Pasputwe arpamysonmuTo3a OTMEYany H Yy HanueHToB 6e3 ¢akTopos pucka. Heobxomumo
YIUTHIBATH BO3MOYKHOCTH DPA3BHTHS HEUTPONEHHHM y MAleHTOB ¢ HMHGMEKIHeH, OCOGEHHO B
Cllyyae OTCYTCTBHS OYEBHIHBIX IIpEeApacloyararolmuX (axkTopoB, WM Yy IAIHEHTOB C
HEOOBACHIMOM JIMXOpaIKOH; MaHHBIE CIy4al JOJDKHEI BECTHCh B COOTBETCTBHH C
KIMHAYECKUME PEKOMEHIAUMsIMH. Y DalHEeHTOB ¢ KOIMYecTBOM HeiiTpodmmos < 1,0 x 10°/n
IpUEM KBETHAIIMHA CIENyeT MpeKpaTuTh. llanueHta HeoOXoauMo HaOIONATh JUIS BBIIBICHUS
BO3MOXHBIX CHMIITOMOB HH(EKIIMH ¥ KOHTPOJIUPOBAT YPOBEHb HEUTPO(HUIIOB (JI0 IPEBLINICHHAS
ypoBas 1,5 x 10° /).

Bsaumooeiicmeue c Opyzumu nekapcmeeHHbIMU CPEOCMEAMU

Tarxoxe cM. pasmen «B3auMonelicTBrE ¢ APYTHMH JIEKAPCTBEHHBIMU CpeACcTBAaMmy. [IpuMeHenne
KBETHAIIMHA B KOMOMHAIMKM C MOLIHBIMU HHAYKTOPaAMH MHUKPOCOMAIBHEIX (EPMEHTOB NEYEHH,
TaKAMH Kak Kapbama3enuH U (EHUTOUH, CIIOCOOCTBYET CHIDKEHUIO KOHIIEHTPALMH KBETHAIIMHA
B IUIa3Me€ KPOBHM M MOJMKET yMEHbINAaTh 3Q(EKTHBHOCTH Tepaluu KBETHANMHOM. Hasnaderue
npenapara Kserwanun-Buan manueHTaM, IONYYalOIMM —HHAYKTOPHl MHKPOCOMATBHEBIX
(bepMEHTOB IEYeHM, BO3MOXXHO JIMIIb B TOM CIIydae, €CIld OXKHJaeMas MOJb3a OT TepaluH
npenapatoM KseTwanun-Buan IIpEBOCXONMT DPHCK, CBS3aHHBIM C OTMEHOM mpemapara-
HHIYKTOpPa MUKPOCOMAaIBHBIX (pepMeHTOB medeHH. M3MeneHne 0351 IpenapaToB-uHAYKTOPOB
MHKpPOCOMAIIPHBIX (EPMEHTOB IEYEHH JOIDKHO OBITh IIOCTEHNEHHBIM. IIpM HEOOXOIMMOCTH,
BO3MOXKHO MX 3aMEINEHHE IpernapaTaMH, HE MHAYIHUPYIOIMUMHA MHKPOCOMAIBHEIE (DEPMEHTEI
[eYeHH (HalpuMep, Ipenaparhl BAIBIIPOEBOM KUCIOTH).

T'unepznuxkemusn

Ha ¢one nmpuéma KBeTHANMHA BO3MOXXHO Pa3BHTHE HIICPIIIMKEMUN WK 00OCTPEHHS CaXapHOTO
nuabera (B paAe CIy4aeB - ¢ Pa3BUTHEM KETOAIMAO03a I KOMEL, B TOM YHCIE, C JIETAIBHEIM
HCXOJIOM), y NAllUEHTOB C CaxapHBIM JuabeToM B aHaMHese. PexomenpmyeTcs HabmoieHue 3a

HaleHTaMH, ITOyJalolIMMy KBETHAIIUH U JIPYIHe HEHPOJIEIITHKH, IS BEIABIEHHS BO3MOXKHEIX
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COOTBETCTBY
ot 21.03.2

(Bxopswmit M3 N

CHMIITOMOB THIIEPIJIMKEMHUH, TakuX KakK IMONHYPHS (YBEIHYEHHE KOJMYECTBA BBIIEIEMOM
MOYH), TIOJH/IATICHS (TIATOJOTMYECKH YCHICHHAs XKax/a), Momubards (MOBBIICHHbIH alleTHT)
u cmabocts. Takke peKOMEHAyeTcs HaONIOJeHHE 3a IalUEeHTaMH C CaxapHbIM IHabeToM M
HanpeHTaMud ¢ (GpakTopaMH PUCKa PasBUTHS CaXxapHOIro AuadeTa AJII BBIABJICHHS BO3MOXKHOTO
YXYALIEHAS KOHTpoNs riumkeMmuu (cM. pasmen «lloGoyrnoe meiicTBHe»). ClemyeT perymspHO
KOHTPOJMpPOBATh MAcCCy TeIa. ‘

Cooepacanue nunuooe

Ha ¢one mprema xBeTranvHa Bo3MoXxHO noBeimenne kornerTpanuu 11, XC u JIIIHII, a Taroxe
camkenne xonrenTpanun JIIIBII (cM. paznen «Ilo6odnoe neficTBre»).

Memabonuueckue HapywieHus

VYBenmpueHHe Macchl TeNa, MOBHINEHWE KOHUCHTPAlWM IVIOKO3bl H JIAIHMIOB B KPOBH Y
HEKOTOPBIX IIAlMEHTOB MOTYT IIPUBECTH K YXYAINEHHIO METa0OIMYECKOT0 Npo¢mMiIsL, dYTO
TpeOyeT COOTBETCTBYIOIIEro HaOIIONCHHUS.

Yonunenue unmepeana QT

He BrbIIBIIEHO B3aMOCBSI3U MEXITY ni)HeMOM KBETHAlMHA X CTOXKUM IIOBBIICHHEM a0COFOTHOM
BemauHbl uuTepBana QT. Onxako yamuHeHne nuTepsana QT 0TMedanoch Ipu nepeo3upoBKe
mpenapata (cM. pasgen «llepemosmpoBxay). Craenmyer coOmrofaTe OCTOPOXKHOCTH —IIpH
Ha3HAYEeHWH KBETHAIMHA, KaK W JIPYIMX AHTUICHXOTHYECKUX [PENapaToB, MalHeHTaM C
CEepAEIHO-COCYIUCTHIMU 3a00JIEBaHUAMY M paHee OTMEUYABIIUMCS YIUIHHEHUEM HHTepBéna QT.
Taxoxe HE06X0AMMO COOIIOAATH OCTOPOXKHOCTD IIpH HAa3HAYSHWH KBETHAIIMHA OJHOBPEMEHHO C
IpenaparaMy, yAmuHsomuMu ueTepBan QTc, Apyrumu HeHposenTHKaMH, OCOOCHHO V JIHII
IOKUJIOTO BO3pacTa, y HAIMEHTOB C CHHIPOMOM BpPOXXIEHHOTO yAIuHenus wHTepBada QT,
XPOHUYECKOH CepledHO HEeOCTaTOYHOCTHIO, runepTpodueil MuoKapaa, THIIOKaTMEMHEH I
TUIoMarsueMuei (cM. pasuen «B3auMoieiiCTBYE C IPYTHMH JIEKAPCTBEHHBIMHI CPEICTBAMUIY).
Kapouomuonamua u muoxapoum | ‘

B xonme KIMHHYECKHX HUCCIEIOBAHHH M B IOCTPETHCTPALIMOHHOM IIE€pHOJie OBUIM OTMEYEHEI
Cllydyayd pa3BUTHS KapIUOMHOIATHH M MHOKapAWTa, OJHAKO IIPUYMHHAS CBS3b C IIPHEMOM
mpenapata He ycrasoBieHa. CleayeT OLEHMTh LeNecoOOpasHOCTh TEpaluy KBETHAIIMHOM Y
IAIlMEHTOB C MIOJ03PEHUEM Ha KapAXOMUONIATHIO HIIM MUOKAPAHUT.

Tasicensie KodcHbIE HecelAMenbHble PaKyul

Ilpn npuMeHeHWM KBeTHAanydHA COOOINANIOCH O PA3BUTHH TSDKENBIX KOXHBIX HEXENIaTeIbHBIX
peaxnuit, Brmodas cuaapoM CrtuBeHca-J/[XKOHCOHA, TOKCHYECKUHA SUHACPMANbHBIA HEKPOIH3 H
JEKapCTBEHHYIO peakiuio ¢ 303uHodumueid u cucreMHbMu cumuToMamu (DRESS-cunapom),
KOT‘OpB-Ie SIBIIIOTCS. TOTEHIIMATBHO YIPOKAIOIIMMH JKU3HH HEXENATeIbHBIMU JIEKapCTBEHHLIMU

PCaKnAMH. Tsoxenble KOXHBIE HEXEIaTelIbHEIE PE€aKIIuu OOBIYHO IIpOABIAAOTCSA B BHJIAC
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KOMOMHANWH CIEAYIOIIAX CHMIITOMOB: OOII
JIEPMATHT, JUX0paaKa, TuM(ateHonaThs] ¥ NOTeHIHaIbHas 3030HOoG KA. [IpH BO3HUKHOBEHUH
TSDKEITBIX KOXHBIX HEXXeNaTeNbHBIX peaKiyii IpaeM KBETHAIMHA CIELYET IPEKPATHTh.

Ocmpele peakyuu, c6A3aHHbIE C OMMEHOIL Rpenapama

Ipu be31<oﬁ OTMEHE KBETHAIIMHA MOTYT HaOJIIOHaThCs CIENYIONHe OCTPhIE peakiuu (CHHAPOM
OTMEHEI») — TOINHOTA, pPBOTa, OECCOHHMIIA, TIONOBHAasE OONb, TONOBOKPYXEHHE U
pa3npaxuTeNbHOCT. [09TOMYy OTMEHY mpemapara peKOMEHIYETCsS IPOBOAHUTH IIOCTEIEHHO
B T€UECHHUE, KAaK MUHUMYM, OJHOU MM IBYX HEENb.

HenpasunsHnoe npumenenue u 310ynompedienue npenapamom

Bolii  OTMEYeHBI ClyYad HENPaBHIBHOTO IPUMEHEHHsS M 3JI0YNOTpeOIEHHs IIpenaparoMm.
Cnenyer cobmonaTs OCTOPOXKHOCTH IIpH Ha3HAYEHWM KBETHANMHA MallAEHTaM NpU HATUYHH B
agaMHe3€ 370yTIOTpeOJICHHUS aJIKOT0JIEM HIIH JIEKAPCTBEHHBIMH IIpenapaTaMy.

Hoscunvie nayuenmol ¢ demerHyueil |

KBernanun He IIOKa3aH I JICYEHHUA IICHX030B, CBS3aHHBIX C JEMEHIHCH. HeKOTopBIe

.ATHIIAYHEBIC HeﬁPOHCHTHKH B PaHIOMHU3HPOBAHHBIX l'IJIaIIe60-KOHTpOJ'[preMBIX HCCIICOOBAHHUAX

OPUMEPHO B 3 pasa YBEIWYUBAIA DPUCK pa3BUTHS [epeOpPOBACKYIAPHBIX OCIOKHEHHH ¥

NAIUeHTOB C JeMeHnuell. MexaHu3M JaHHOTO YBETHYEHHS PUCKa HE H3YUeH. AHAIOTMYHBIH

'PHCK YBENHMYEHHs JACTOTHI IEepeOPOBACKYIAPHEIX OCIOXHEHMH He MOXET GBITh MCKIIOYEH IS

JIPYTHX aHTUIICUXOTHYECKHUX JIEKAPCTBEHHBIX CpEACTB WM APYIHX TIPYII IAIHEHTOB.
KBetnanua HODKEH IPHUMEHATHCS C OCTOPOXKHOCTBIO y IAIMEHTOB C DPUCKOM Da3BUTHS
HAHCYTbTA.

ABany3 NpPUMEHEHUS AaTUIWYHBIX HEHPONENTHKOB IS JICYCHHS ICHXO030B, CBS3AHHBIX C
JEMEHIMEH Yy IIOKHMIIBIX NALHEHTOB, BBIABHI IOBBINIEHHE YPOBHS CMEPTHOCTH B TpYIITE
HAIMEHTOB, IOJIy4aBIIUX IpenapaTsl 3TOH Ipynnsl, II0 CPaBHEHMIO ¢ rpynmo# mwiane6o. Kpome
TOrO, B2 10-HenenpHbIX 1ane00-KOHTPOIUPYEMBIX UCCIEIOBAHUS KBETHAIMHA Y aHAJIOTHIHON
rpynnsl nanueHToB (n=710; cpemnuit Bo3pacT: 83 ropma; Bo3pacTHOHM auamnazoH: 56-99 ner)
[IOKa3aJld, 9YTO YPOBEHb CMEPTHOCTH B IPYIIIIE MTAIIUEHTOB, IPUHUMABIINX KBETHAIIMH, COCTABUI
55 %, u 3,2 % B rpymne minane6o. I[IpHdguHEl JEeTaIPHBIX HCXOJOB, OTMEYEHHEIX y 3THX

NallU€HTOB, COOTBETCTBOBANIM OXHUJIACMBIM JUIS JaHHOM TIOITYJIAIMH. He Brrasneno IIpUIHHHO-

' CIISICTBEHHOM CBS3H MEXAY JIEYCHUEM KBETHAIIMHOM H PHCKOM IIOBBINICHHUS CMCPTHOCTH Y

MOXHJIBIX TIAIUEHTOB C IEMEHITHEH.

Anmuxonunepzuieckue (MycKapunonoooonsie) 3¢ gexmot

HopKBeTHaIuH, aKTHBHEIM MeTaboNMT KBETHAIMHA, O00JaZaeT CPOICTBOM (OT YMEpEHHOM
CTENEHH IO BBIPAXKEHHON) K HECKOJIBKMM IIOATHIIAM MYCKapUHOBBEIX perentopoB. C sTuMm

CBsA3aHBI HEXEJIATCIIBHBIC JICKapCTBECHHBIE PEaKIIHH, 06YCHOBJICHHBIC AHTHXOJHHCPIrUICCKHM
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JefcTBHEM KBETHANHHA NPH €ro INPHUMEHEHHUH
IpYyTUMHM IIpelapaTaMd, OKa3bIBAIOIMMK aHTHXONHHEprudeckne >5QGeKThl, a TakxKe IIpH
nepenosuposke. Ciieqyer coOMonaTh OCTOPOKHOCTD IIPH IPHMEHEHUY KBETHAIIMHA COBMECTHO
c JIeKapCTBEHHBIMH CpeICTBaMH, OKa3bIBAIOIIIMHU AHTUXOJIMHEPTHYECKUE
(myckapuromomoOusle) 3¢ ¢dexTel. CnemyeT coOmogaTe OCTOPOXKHOCTh IPH HasHAYCHHH
KBETHAIIMHA TTAMEHTaM C 3aJIEpPXKKOM MOYH KM C 3aI€pXKKOH MOYHM B aHAMHE3e, KIMHHIECKH
3HAYMMON TWIEPIUIA3HeH MpPEACTATENBHON JKENe3bl, KHIIEYHOH HEeMPOXOAMMOCTBIO HIIH
POJICTBEHHBIMH COCTOSIHHSIMH, ITOBBIIICHHBIM BHYTPHMIVIA3HBIM JABICHHEM HIIH Y3KOYTOJIBHOH
rmaykomoit (cM. pasgens! «®apmaxkomunamukay, «Ilobodnoe neiictBue», «llepenosuposka» u
«B3anMoelicTBye ¢ NpYTUMU JIEKapCTBEHHBIMU CPEACTBAMKY).

Hapywenusa co cmopoHsl nevenu

B citygae pa3BUTHS KENTYXHU IPUEM KBETHAIMHA CIEAYET IPEKPATHTb.

Hucghazua

Hucdarus (cm. pazgen «IloGouroe nedicTBrmey») M acuMpanys HabOTaMMCh IIPH TEpANUH
KBETHAIIHOM.

IIpuMHHO-CIENCTBEHHAsA CBA3b BO3HUKHOBEHHS AaCIHUPALOHHON IHEBMOHHH C IIPHEMOM
KBEeTHAllMHa He ycraHoBjeHa. OmHaKo clemyeT coOJoAaTh OCTOPOXKHOCTH IIPH Ha3zHAYCHUH
TpenapaTa Oal¥eHTaM ¢ PHICKOM BO3HMKHOBEHHS ACTHPAITHOHHOM ITHEBMOHMM,

Benoznaa mpombomobonua

Ha (¢one mnpuemMa HeHpONENTHKOB OTMEYEHBI CIy4ad BO3HHKHOBCHHS BEHO3HOU
Tpomb0o3MOouH. [I0CKONBKY y IAaIHeHTOB, IPUHIUMAIOIINX HEHPONENTHKY, YaCTO BCTPEIAIOTCSI
daxkToper pucka BeHO3HOH TpomOosMOonmM, IO Hadydiia M BO BpEMS Tepanuu
AHTHIICUXOTHYECKHMH IperapaTaMy, B TOM YHCIIE, KBETHAIMHOM, CIEIyeT OIEHHTH (PaKTOpHI
PHCKA U TIPHHATH TPOGUITAKTHIECKIE MEPEIL.

3anop u Henpoxooumocms KUMIeHHUKA

3amop sBiaseTcs (GAKTOpOM pHCKAa HEIPOXOAMMOCTH kuimeunuka. Ha ¢one npumeneHms
KBETHATHHA OTMEYATH pa3BUTHE 3alopa M HENPOXOAUMOCTH KWINEYHHWKa (CM. pasgen
«[To6ounoe neiicTBHEY), BKIIOYAs CIydad C JIETAIBHBIM MCXOJOM Y NAIMEHTOB TPYIIIIEI
BBICOKOT'O PHCKa HENPOXOTUMOCTH KHUIIEYHWKA, B TOM YHCIE IIOJYJalOIIUX MHOXKECTBEHHEIE
COILYyTCTBYIOIIME IperapaThl, KOTOPBIE CHIDKAIOT MOTOPUKY KUIIEYHUKA, T)XKE IIPH OTCYTCTBHI
xanob Ha 3arop.

IHaukpeamum

Bo BpeMst KIMHHYECKHX HCCIIEJOBAHWH H B IOCTPETMCTPAIlMOHHOM IIEpHOJE OBUIM OTMEYEHEI
clydyal pa3BHUTHs IIaHKpeaTHTa, OJHAKO IIpUYMHHAs CBS3b C IIPHEMOM IIpenapara

HEC YyCTaHOBJICHA. B IIOCTPETUCTPAlAOHHOM II€PUOALC OBLIO YKazaHO, 4TO Y MHOT'UX ITalTUCHTOB
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IIPHACYTCTBOBAII (baKTOpBI PHCKa pa3BUTH: IIaHKPCATATA, TAKNC KaK TTOBBIHCHAC KOHICHTPAT It

TT (em. mogpasaen «ComepikaHue JTUIAI0BY), XOJIEIUTHA3 H YIOTPEOIIEHHE alIKOTOJIA.
Hononnumensuaa ungpopmayua

JlauHple 0 COBMECTHOM IIPUMEHEHHAHM KBETHAIIMHA C JUBAIBIIPOATOM MM JIMTHEM IIPH OCTPHIX
MAHMAKATbHBIX SMH30[aX JIETKOH WM CPefHEH CICHCHH TDKECTH OrpaHMyeHsl. OTMEYCHEI
XOpOIlIas IEPEHOCHMOCTh 3TOW KOMOMHHMPOBAaHHOHM Tepamuy M aJiuTHBHBIA d(dexT Ha 3-i

HeJele Tepaum.

Biusuue Ha c10COOHOCTH YIPABJIATH TPAHCHOPTHHIMHE CPEACTBAMH, MeXaHU3MAMH

Benencreue BO3IEHCTBHS HA IEHTPAIGHYIO HEPBHYIO CHCTEMY KBETHAIMH MOXET BIHUATH Ha
CKOpOCTh IICHXOMOTOPHBIX pEaKiMif M BHI3BIBATh COHJIMBOCTH. I03TOMy B IEpHOZ JICYEHHS
JTAIWEHTaM HE pPEKOMEHJyeTcs paboTaTrh ¢ MeXaHW3MaMH, TpPEOYIOINMMH IIOBBIIEHHOH
KOHIEHTpAllMy BHUMAHWI, B TOM YHCIEe HE DPEKOMEHIYETCS YIpaBIE€HWE TPAHCIIOPTHHIMU

cp€acTBaMu, II0Ka HE 6}’HCT YCTaHOBJICHA HHOUBHAYAJIbHAA IICPCHOCUMOCTD TEPAIIHH.

Popma BbIyCKA
TabneTku, TOKPHITHIE IUIEHOYHOM 0607109K0H, 25 Mr, 100 Mr, 200 Mmr.

Tabnemxu 25 me:

ITo 10 mma 24 TabNeTK B KOHTYPHYIO SYEUKOBYIO YIIaKOBKY M3 IUIEHKH IOJUBHHIIXJIOPUIHON
¥ GOJIEIY aMOMIHUEBO ITeYaTHOHR JIAKUPOBAHHOM.

2, 5 KOHTYPHBIX SYEHKOBBIX YIAKOBOK BMECTE C MHCTPYKLHEH IO NIPUMEHEHHIO IIOMEINAIOT B
[IauKy U3 KapTOHA ISl TOTPEOUTENIECKOM Taphl.

Tabremxu 100 me:

ITo 10 TabmeToK B KOHTYPHYIO SHYEHKOBYIO YIIAaKOBKY W3 IUICHKH NOJNWBHHWIXIOPUIHON U
¢oabpru amoMUHNEBOH ITe9aTHON TaKUPOBAHHOM.

2, 3, 6 KOHTYPHBIX SYSHKOBBIX YIAKOBOK BMECTE C HHCTPYKIHEH 1O IPUMEHEHUIO TIOMEINAIOT B
IaYKy U3 KapTOHA IS MOTPEOUTENBCKOR Tapkhl.

Tabnremxu 200 me:

ITo 10 TabmeToKk B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY U3 IUICHKM IIOJIMBUHUIXIOPUIHON H
¢ onbru AMFOMUHKEEBOH ITe9aTHON JIAKMPOBAHHOM.

2 KOHTYpHBIE SYEHKOBEIE YIIAKOBKM BMECTE C HMHCTPYKIHEH 0 IPUMEHEHUIO IOMENIAIOT B

Na4Ky U3 KapTOHA JUIsl HOTPeOUTENbCKOM TapHL.

YciaoBusa xpaHeHHs

ITpu Temmeparype He Bole 25 °C.
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XpaHUTh B HEJOCTYIIHOM JUIA IETEH MeECTe.

Cpok rognocru
3 roga.

He IIPUMEHATD IIOCJIE HCTCUEHM S CpOKa TOTHOCTH.

Yeaosus ornycka

OTmyckatoT mo penenty.

Jlep:xaTenb peracTpaMOHHOrO YAOCTOBED EHHUSL:
000 «BUAII»

IOpunnaeckwmii agpec:

109316, Poccuiickas ®enepamusi, r. Mocksa, mpoesn Ocramosckmit, 1. 5/1, crp. 2, atax 6,
ouc Ne 571

IIpon3BoguTens:

3akprIToe akunonepHoe obmectBo «BUGUTEX» (3A0 «BUGUTEX»), Poccus

| Afpec MecTta  OCyIIECTBICHHMS IIpOHM3BOACTBA: MOCKOBcKass 061, CeprmyxoBcKwmii
MYHUITUIQTBHBIA paioH, ropojckoe noceneane O6omeHck, paiton paGouero mocenka O60IeHCK,

| mocce Obonenckoe, ctp. 20;
|
|
|

Mockosckas 06i1., CeprryxoBckuit paiion, paiion noc. O6onenck, O6onenckoe mocee, cTp. 16/2;

Opraamsanusi, NPHHAMAIOIAS PETEH3MA NOTPeOUTEIel:

000 «BHUAJI»

109316, Poccuiickas Qenepanus, r. Mocksa, mpoe3n OcramoBekuid, a. 5/1, crp. 2, 3tax 6,
ouc Ne 571

Ten.: +7-495-725-58-17

FeHepaJILHHﬁ TUPEKTOP
000 «BHAII»

Aneiiankos B.A.
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