COOTBETC TEn'ET -'I'i"_EF'TH 'H-' OTYETY

OBIIASI XAPAKTEPUCTHKA JI EKAP&’BEE‘%I&TEM&PATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

KBernamnuH, 25 mr, TabJIETKH, MOKPBITHIC MJICHOYHOW 000JIOUKOMA.

Ksernanun, 100 mr, TaGIeTKH, TOKPHITHIE TUICHOYHOM 00O0JIOYKOM.
Ksernanun, 150 mr, TaGieTKH, TOKPHITHIE TUICHOYHOM 000JIOYKOM.
Kserunanun, 200 mr, TaGieTKH, TOKPHITHIE TNIEHOYHOM 000JIOUKOM.

Kserunanun, 300 mr, TaGieTKH, TOKPHITHIE TNIEHOYHOM 000JIOUKOM.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

I[eﬁCTBYIOHIee BCEIICCTBO: KBETHUAIINH.

KBeruanun, 25 Mr, Ta0JeTKH, HOKPBITHIE JIEHOYHOW 000JI0YKOM

Kaxnast Tabnerka, MOKpBITas IUICHOYHOW OOOJIOUKOW, CONEPKUT KBETHAanmWHA (Qymapar,
9KBHUBAJIEHTHBIN 25 MI' KBeTHAIIMHA.

BcenomMorarenbHble BEHIECTBA, HATMYME KOTOPBIX HAJ0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npemnapara; J1akTo3sl MoHoruapar (cm. pasuen 4.4).

Ksernanun, 100 Mr, TabIETKH, MOKPBITHIE ILICHOYHON 000JI0YKOHI

Kaxmast Tabnerka, MOKpBITas IUICHOYHOW OOOJIOUKOW, CONEPKUT KBETHAanmWHA (Qymapar,
sKkBUBaJIeHTHLIN 100 Mr KBeTHAaNMHA.

BcenomMorarenbHble BENIECTBA, HATMYHME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
nperapara; JJaKTo3bl MOHOTHIpAT (M. paszen 4.4).

Ksetnanuu, 150 Mr, TabIETKH, TOKPBITHIE IUIEHOYHON 000JI0YKOMI

Kaxnass Ttabnerka, MOKphITas IJIEHOYHOH OOOJIOUKONM, COJNEPKUT KBETHanuHa (Qymapar,
SKBUBaJIEHTHBIN 150 Mr kBeTHanuHa.

BcriomoratenbHble BELECTBA, HAJMYUE KOTOPBIX HAJO YUUTHIBaTh B COCTABE JIEKAPCTBEHHOIO
npernapara; JJakTo3bl MoHorHapar (cm. pasnen 4.4).

Ksernamnun, 200 Mr, TabJIETKH, TOKPBITHIE IUIEHOYHON 000JI0YKOMI

Kaxxgass Ttabnerka, MOKpBITas IJICHOYHOW OOOJIOYKOM, CONEPKUT KBETHANMHa (Qymapar,
SKBUBaJICHTHBIN 200 MT KBEeTHAaNIUHA.

BcromoraTenbHbIe BelecTBa, HATMYAE KOTOPBIX HAJ0 YUUTHIBATH B COCTABE JICKAPCTBEHHOTO
npemnapara; JakTo3sl MoHoruapar (cm. pasmen 4.4).

Kseruanun, 300 mr, TabiaeTKU, IOKPBITHIE JIEHOYHOU 000JI0YKOM

Kaxnas Tabnerka, MOKpHITass IJIEHOYHOM 0OOJOYKOM, COOEpkKHUT KBeTHAanuHa (ymapar,

SKBUBaJICHTHBIN 300 MI KBETHAINHA.
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BcromorarenbHbIE€ BENIECTBA, HATMYME KOTOPHIX Haﬂo':%;aga;g%;cg%lébl 'Q&Eﬁd:f;g'ﬁ'ﬁoro

npenapara; JJakTo3bl MOHOTHIpAT (M. paszaen 4.4).

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJIEH B pasere 6.1.

3. JEKAPCTBEHHASA ®OPMA

Tal6yeTKu, MOKPHITHIC TNIEHOYHONW 000JIOUKOM.

KBernanun, 25 Mr, Ta0JeTKH, HOKPBITHIE [IEHOYHONH 000JI0YKOM

Kpyribie NBOSKOBBITYKJIbIE TaOJIETKH, MOKPHITHIE MJICHOYHOM OOOJOYKON OENoro WM MOYTH
Oeoro uBeTa.

Ksernanun, 100 mMr, Ta0IeTKY, TOKPBITHIE JIEHOYHONW 000JI0UYKOM

Kpyriibie JBOSIKOBBITYKJIbIE TaOJIETKH, MOKPHITHIC MJICHOYHOH OOOJOYKON OENoro WM IOYTH
OeJIoro 1BeTa.

Ksernanun, 150 Mr, TabIEeTKH, MOKPBITHIE IUIEHOYHON 000JI0YKONI

Kpyriibie TBOSIKOBBINYKIIbIC TAOJETKH C PUCKOH C OJHOW CTOPOHBI, TMOKPBITHIC IUICHOYHOW
000JI0YKOH 0EJIOr0 WJIH II0YTH OEJIOTO 1IBETA.

Ksetnanun, 200 Mr, TabIETKH, MOKPBITHIE ILIEHOYHON 000JI0YKOHI

Kpyribsie nBOSKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE MJICHOYHOH OOOJOYKON OENoro WM IMOYTH
OeJIoro 1BeTa.

Kseruanun, 300 mMr, Ta0IeTKY, HOKPBITHIE JIEHOYHOU 000JI0YKOM

prr.]'lble ABOSKOBBIITYKJIBIC TaGJ’IeTKI/I, IIOKPLITLIC IJIEHOYHOH 000JI0YKOM O€JIoro WM IMOYTH

OeJIoro 1BeTa.

Ha nonepednom paspese BUIHO sIIPO IOYTH OEJIOro IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapat KBeTnanun nokazan K IpUMEHEHUIO Y B3pOCIIBIX 110 TOKA3aHHIM:

e Ul IeYEHUS N30 PEHNH;

e ISl JIEYEHUS] MAaHUAKaJIbHBIX AMHM30/I0B B CTPYKTYpE OUIOJIIPHOTO pacCTPOMCTBA;

® Ui JIEYEHMs JIENPECCHBHBIX 3IMU30/I0B OT CPEIHEH /10 BBIPAKEHHON CTENEHU TSHKECTH B
CTPYKTYp€ OUIIOJIIPHOTO pacCTPONCTBA.

HpenapaT HC IIOKa3aH I HpO(I)I/IJ'IaKTI/IKI/I MaHHAKaJIbHBIX U ACTIPECCUBHBIX 3ITU3000B.
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(NOCNEQCBATENEHOCTES 0000)

4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHEeHUs

PexxuM 103upoBaHus

Bspocnvie

Jleyenue mu30d)peHuu

[Ipenapar KBetnanun HazHayaetcs 2 pa3a B CYTKHU.

Cyrounast fo03a Jisl nepBbIX 4 CyTOK Tepanuu coctaBisieT: 1-e cytku - 50 mr, 2-e CyTKHU -
100 mr, 3-u cytku - 200 mr, 4-e cyTku - 300 mr.

Hauunas ¢ 4-x cyTok, 103a JoJDKHA TToa0UpaThes 10 P dekTuBHOM, 00bIYHO B mpeneiaax oT 300
10 450 Mr/cyT. B 3aBUCUMOCTH OT KIIMHUYECKOTO d(hPeKTa U MHIUBUIYATBHOU TEPEHOCUMOCTH
MAIUEHTOM, /1032 MOKET BapbHPOBaTh B mpezaenax oT 150 go 750 mr/cyr.

MakcumanbHasi peKOMEHJ0BaHHAsl CyTOYHAast J03a cocTaBiisier 750 Mmr.

Jleuenue ManuaKaibHvix 3nU300086 6 cmpyKmype 6Mn0]l}lDH020 DCICCI’I’ZDOZZCWZSCI

[Ipenapar KBeTmanuH mnpuMeHsieTCs B KauecTBe MOHOTEpAaNMM WM B KOMOMHAIMU C
npenapaTamu, 00JIaJaroIMMH HOPMOTUMHUYECKUM JICHCTBHEM.

[Tpenapat KBeTnanun Ha3HauaeTcs 2 pas3a B CyTKHU.

Cyrounas nosa mis nepBeIX 4 CyTOK Tepanuu cocrasisieT: l-e cytku - 100 mr, 2-e cyTku -
200 wmr, 3-u cytku - 300 mr, 4-e¢ cytku - 400 mr. B nanpHelimeM K 6-My JTHIO T€panuu CyTOYHas
J103a mpernapaTa MOXeT ObITh yBenuueHa 10 800 mr. YBennueHue CyTOUYHOU 03Bl HE JOJHKHO
npesbimath 200 Mr B CyTKH. B 3aBHCHMOCTH OT KJIMHHYECKOTO 3(PQeKTa W WHIUBHIYaTHHON
MEPEeHOCUMOCTH, /1032 MOXeT BapbupoBaTh B mpenenax ot 200 mo 800 wmr/cyr. OObr4HO
apdextuBHas po3a coctasiaser or 400 mo 800 mr/cyr. MakcumanbHas pPEeKOMEHJIOBAaHHAs
cyTouHas fo03a coctasiser 800 mr.

Jleuenue 0enpeccu6Hbzx 9NU30008 8 cmpyKkmype 6un0ﬂﬂDH020 pPAccmpoucmed

ITpenapat KBeTnanun Ha3HavaeTcsi OUH pa3 B CyTKU Ha HOYb.

Cyrounas n1o3a U1 NEpBBIX 4-X CYTOK TEpANMU COCTaBiSIET: 1-€ cyTku - 50 mr, 2-e CyTKH -
100 mr, 3-u cytku - 200 mr, 4-e cytku - 300 mr. Pexomengyemast mo3a cocrasisier 300 mMr/cyT.
MakcumanbHas peKOMEH0BaHHas CyTOYHasl 103a KBeTuanuHa coctanisier 600 mr.
AHTHIeTpecCUBHBIN 3((eKT KBeTHANMHa ObUT HOATBEPIK/IEH MTPH UCIOIb30BaHUH €ro B 03¢ 300
u 600 wmr/cyr. Ilpu kpatkocpouHoil Tepanuu 3¢p(deKkTHBHOCTH KBeTHanmuHa B jgo3ax 300 u
600 Mr/cyT ObuIa comocTaBuMoii (cM. paszaen 5.1).

Oco0ble TPVIIILI TAIIMEHTOB

Tlayuenmur nodwcunozo 6ospacma
VY NOoXWNbIX NAIlMeHTOB HayalbHAsl J03a KBETHANMHA CcOCTaBiseT 25 mr/cyT. o3y cruemyer
YBEIUYHMBATh €XKeIHEBHO Ha 25-50 Mr mo goctmwxkenus 3 (HEKTUBHON 10361, KOTOPasi, BEPOSITHO,

6y1[eT MCHBIIC, UYEM Y MOJIOJBIX ITAllUCHTOB.
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HauueHmbl C NOYe4Hol HedoCmMamoyHoCbIO

Koppexkuust 10361 He TpedyeTcsl.

Tayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCHbIO

KBernanun wuHTEHCUBHO MeTabonu3upyercs B 1nedeHd. [loaTomy cregyer cobmogaTh

OCTOPOKHOCTh IIPHU NMPUMEHEHUH KBETHAIHMHA Y MAI[MEHTOB C MEYEHOYHON HEIOCTaTOYHOCTHIO,

0cOOEHHO B Hauale Tepanuu. PexoMeHIyeTcss HauuHATh TEpanuio KBETHAIMHOM C JI03BI

25 Mr/CyT M yBEIMUMBATH J03Y €XKeIHEBHO Ha 25-50 Mr 10 noctrxenus 3(pPpeKTuBHOMN 10351
eTH

[Ipumenenue npenapara KBetnanus y aeteit mpoTuBookasaHo (cM. pazaen 4.3).

Cnooco0 nnpuMeHeHus

IIpenapar KBernanus cienyer IpuHUMAaTh BHYTPb, HE3aBUCUMO OT IIpYeMa IUILH.

4.3. IIpoTHUBONOKA3AHHS

® TUIEPUYYBCTBUTEILHOCTh K KBETHANMHY W/WIHM K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1;

® COBMECTHOE NPUMEHEHHE KBETHAlIMHA W WHTUOUTOPOB M30(pepMEeHTOB IuTOXpoMa P450,
TaKMX KaK IPOTUBOTrpUOKOBBIE MTpenapaThl TPYIIIbI a30J10B, 3PUTPOMULIUH, KIIAPUTPOMULIUH U
He(has3o0H, a Takke HHrHOUTOpOB mpoTeassl BUY (cM. pasnen 4.5).

Hecmotps Ha TO, 4T0 3(h(PeKTUBHOCT, M 0€30MaCHOCTh KBETHANMHA y JETeH W MOJPOCTKOB B

Bo3zpacte 10-17 ner wu3yyanach B KJIMHUYECKUX HCCIIEIOBaHUSIX, MPUMEHEHHE Ipernapara

KBeTnanuH y nmanueHToB B Bo3pacTte 110 18 jieT He moka3aHo.

4.4. Ocobble yka3aHus M Mepbl PeI0CTOPOKHOCTH NMPH NPUMEHEeHUH

C 0CTOPOKHOCTEIO

VY nanueHToB ¢ KapIuOBACKYJISIPHBIMU U IIEpeOPOBACKYISIPHBIMU 3a00JICBAaHUSIMU WU JPYTUMU
COCTOSIHUSIMHU, TPEApaCIoNararolliMi K apTEepUaJbHOM THUIIOTEH3UH, I[IOXKUIIOM BO3paCT,
[IEYEHOYHas HEJOCTaTOYHOCTh, CYJOPOKHbBIEC IIPUITIAJIKH B aHAMHE3€E, PUCK PA3BUTHS UHCYJIbTA U
aCMHUPALIMOHHON THEBMOHUU.

Oco0ble yKa3aHus

Hemu u noopocmxu (8 éozpacme om 10 0o 17 nem)

KBeTnanuH He 1oKa3aH Jyisi IPUMEHEHUS y IeTeN U MOJPOCTKOB B BO3pacTe A0 18 jeT B cBsA3M C
HEJOCTAaTOYHOCThIO JAHHBIX MO NPHUMEHEHHUI0 B ATOW Bo3pacTHOM rpymme. Ilo pesynpraTtam
KIMHUYECKUX HCCIEeIOBaHUN KBETHAllMHA HEKOTOpble MOO0OYHBIE 3(PQPeKThl (MOBBIILIEHUE
anreTuTa, MOBBIIIEHUE KOHIEHTpPAllUU MPOJIAKTHHA B CBIBOPOTKE KPOBM, PBOTA, HACMOPK U

00MOpOKH) y JETei ¥ MOIPOCTKOB HAOII0JaNIK ¢ OOJIbIIIEH YaCTOTOM, UeM Y B3POCIIBIX TAI[HEHTOB.
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Hekotopsie o60ounbIe 3G GEKTH (IKCTpanmupaMuIHbIe cﬂﬂf&ﬁ&%&gﬁfﬁﬁﬂmgﬁp{ ﬁ'd%o%'gijOB

MOTYT UMETh Pa3HbIE MOCIIECACTBUS [0 CPABHEHHUIO CO B3POCIBIMH MAllUEHTaMH. TakKe OTMEYEHO
MOBBIIIICHUE apTepHaibHOro AaBieHus (AJl), He HaOmOaBIIEeCs Y B3POCIBIX MAIUCHTOB. Y
JeTel U MOAPOCTKOB TaKXKe HAOIIOAATN U3MEHEHUE (PYHKIIMH ITUTOBUTHOM KEJE3bl.

Bnusinue Ha pocT, MOJI0BOE CO3peBaHKE, YMCTBEHHOE Pa3BUTHE U MOBEACHUYECKUE pEaKLUU Mpu
JUTNTENIbHOM IIpUMeHeHuu (0osee 26 Heelb) KBeTHANWHA HE U3y4alloCh.

B mane60-KoHTpoIMpyEeMbIX UCCISTIOBAHUSIX Y ACTEH U MOAPOCTKOB C MU30(DpEHUEH 1 MaHUeH
B CTPYKTYpe OUTIONSIpHOTO paccTpoiicTBa yactoTa pa3Butus DIIC Oblia Belllie MPU NPUMEHEHUU
KBETHAIMHA 10 CPABHEHHUIO C IJ1a1e0o.

Cyuyuo/cyuyuoanvhvie MblCaU UYL KIUHUYECKOE YXYOuleHue

Jenpeccust mpu OUTIONIPHOM PACCTPOMCTBE CBSI3aHA C MOBBIIICHHBIM PHCKOM BO3HUKHOBEHUS
CYULIUJANBHBIX MBICIEH, CaMOMOBPEKACHUS M Cyuluaa (COOBITUH, CBA3aHHBIX C CYUIIUIOM).
JlaHHBIN pUCK COXpaHsAeTCs 10 MOMEHTa HACTYIUICHHS BhIpAXKEHHOM pemuccuu. BBuay Toro, 4ro
JI0 yAyYIIECHHs] COCTOSIHHS MAIMEeHTa ¢ Hadaya JICYCHUsT MOXKET MPONTH HECKOJIBKO HEIeNb WIH
0OJIbIIIe, TMAMEHTHI JOJDKHBI HAXOAUTHCS TI0J] MPUCTAIBLHBIM MEIUIIMHCKUM HAOJIOJICHUEM JI0
HACTYIUICHHS] YIIYUILICHUSI.

[To naHHBIM OOIIETIPUHATOTO KJIMHUYECKOTO OMbITa, PUCK CYUIUIA MOYKET MOBBICUTHCS HA PAHHHUX
CTaausX HACTYyIJIeHUs peMuccur. CleayeT mpeaynpekKaaTh ManueHToB (0OCOOCHHO OTHOCSIIUXCS
K TpYIIEe TOBBIIICHHOIO PUCKA CYHMIIHJA) M WX IONEYUTEICH O HEO0OXOIUMOCTH KOHTPOJIS
KIIMHUYECKOTO YXYALIEHUS, CYUIIUAATBHOTO OBEICHUS WIH MBICIIEH, HEOOBIYHOTO U3MEHEHHUSI B
MOBEICHUN ¥ HEOOXOAMMOCTH HEMEIEHHO OOPAaTUTHCS K Bpady B cIydae X MOSIBICHHUS.

[To ngaHHBIM KJIMHUYECKUX HCCIICIOBAHWA Yy TAI[MCHTOB C JCTPECCUEH MpH OHUMOISIPHOM
paccTpOMCTBE PUCK Pa3BUTHUS COOBITHH, CBA3aHHBIX C cyunuaoM, coctaBui 3,0 % (7/233) mist
kBetnanuna u 0 % (0/120) nns nmnanebo y manueHToB B Bozpacte 18-24 roxaa; 1,8 % (19/1616)
quist kBetuanuaa u 1,8 % (11/622) nns nnane6o A NalueHToB crapiie 25 neT.

Jlpyrue TCHXWYECKUE PacCTPOMCTBA, JUIS TEpaMH KOTOPBIX HA3HAYACTCS KBETHAIIMH, TaKXKe
CBSI3aHBI C TIOBBIIIICHHBIM PHUCKOM COOBITHI, CBS3aHHBIX C CyuIuaoM. Kpome Toro, Takue
COCTOSTHUSI MOTYT OBITh KOMOPOUIHBIMU C JACTPECCUBHBIM JIMH300M. TakuMm 00pa3oM, Mepbl
MPEIOCTOPOKHOCTH, MPUMEHSEMbIE TpPHU TEepanud MAIMEHTOB C JIETIPECCUBHBIM AIHU30/I0M,
JIOJKHBI IIPUHUMATHCS U TIPH JICYCHUH TAIIMCHTOB C JPYTUMHU IICHXUYECKUMH PACCTPONCTBAMH.
[Ip pe3koM TpeKpaIieHWd Teparii KBETHAIIMHOM CJIEAyeT TNPUHAMATh BO BHUMaHHUE
MOTEHIUATBHBIA PUCK PA3BUTHS COOBITHIA, CBA3AHHBIX C CYUIIUIOM.

[TarueHTHl € CYMIUAAIBHBIME COOBITUSIMH B aHamMHe3e, a TakKe MaIlUeHTHI, OTYETIUBO
BBICKA3bIBAIONINE CYWIIMJAIBHBIC MBICIH Tepe]] HadajoM Teparuu, OTHOCATCS K TpYIIe

IMOBBIIICHHOI'O PHCKAa CYUIUIAIBHBIX HaMepeHI/Iﬁ U CyHIUAAJIbHBIX IIONBITOK W JOJI?KHBI
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OUILEBBIM TPOJIYKTaM M JIeKapcTBeHHbIM cpeactBaM, CIIIA) wmeraananu3 miame6o-
KOHTPOJMPYEMBIX HCCIEIOBAaHUNA aHTHIEIPECCAHTOB, 0000maomuid qanHpie npuMmepHo 4400
nered u noApocTkoB U 7700 B3pOCBIX MALMEHTOB C NMCUXUYECKUMH PAacCTPOMCTBAMU, BBISIBUII
MOBBIIICHHBIA PUCK CYUIMIAIBHOTO MOBEACHUS Ha (POHE aHTUACHPECCAHTOB IO CPABHEHUIO C
manedo y eTei, moagpoCcTKOB U B3POCIIbIX MAIlMEHTOB B Bo3pacTe A0 25 neT. JlaHHbIi MeTaaHaIu3
HE BKJIFOYACT UCCIICIOBAHHUS, TJIC KCIIOJIb30BAJICS KBeTHANKH (CM. pasaen 5.1).

[To gaHHBIM KPAaTKOCPOYHBIX I1a11e00-KOHTPOJIUPYEMBIX UCCIIEIOBAaHUI MO BCEM MOKAa3aHUSIM U
BO BCEX BO3PACTHBIX IPYyIMIax 4acTOTa COOBITUH, CBA3aHHBIX C cynuI0oM, coctaBuia 0,8 % kak
Jutst kBetranuna (76/9327), tak u muist mnane6o (37/4845).

B >THX mccnenoBaHUAX y MAIMEHTOB ¢ MM30(PPEHUEH PUCK Pa3BUTHs COOBITHUMN, CBSI3aHHBIX C
cyunuaom, coctasui 1,4 % (3/212) ans kBetnanuna u 1,6 % (1/62) nnsa nnanedo y naueHTOB B
Bo3pacte 18-24 roxa: 0,8 % (13/1663) nns ketranuna u 1,1 % (5/463) nyst mane6o y maueHToB
crapme 25 ner; 1,4 % (2/147) nns kBetmanmaa u 1,3 % (1/75) s momanebo y ManueHToB B
Bo3pacre 10 18 ner.

VY manueHToB ¢ MaHHEW MpU OUTIOIIPHOM PACCTPONCTBE PUCK PA3BUTHSI COOBITUIA, CBSI3aHHBIX C
cyunuaom, coctaBui 0 % (0/60) mnst kernanuna u 0 % (0/58) mig mmanebo y manueHToB B
Bo3pacre 18-24 roma: 1,2 % (6/496) nns keetranunaa u 1,2 % (6/503) mis mnanedo y manueHToB
crapmie 25 net; 1,0 % (2/193) mst keernanuua u 0 % (0/90) st manedo y mayueHToB B BO3pacTe
no 18 ner.

Connusocms

Bo BpeMs Tepanuu KBeTHATHHOM MOKET OTMEYAThCS COHJIMBOCTD U CBSI3aHHBIC C HEW CUMIITOMBI,
HarpuMmep, ceaamus (cM. pasznen 4.8). B KIIMHUYECKUX UCCIIeIOBAaHUSIX C yYaCTHEM MAI[UEHTOB C
Jenpeccueil B CTPYKType OUTIONSIPHOTO pacCTpOiCTBa, COHIMBOCTD, KaK MPAaBHIIO, Pa3BUBANIaCh B
TE€YEeHHE TEePBBIX TPEX THEH Tepamnuu. BeipaeHHOCTh 3TOro moboYHoro 3gdekra, B OCHOBHOM,
Obl1a HE3HAYUTENbHON MK ymepeHHOU. [Ipu pa3BUTHM BBIpa)KEHHON COHJIMBOCTH MAllUEHTaM C
JIETIPECCUENl B CTPYKTYpe OHMMOJIAPHOTO PACCTPOMCTBA MOTYT TOTpeOoBaThCs Oosiee dacThie
BU3HTHI K Bpauy B TEUEHHUE 2 HEIeNlb C MOMEHTAa BOZHUKHOBEHUSI COHJIMBOCTH WJIH 10 YMEHbBIIICHUS
BBIPQXEHHOCTH CHMIITOMOB. B HEKOTOPBIX CIy4asX MOXET MOTpeOOBaThCs MpeKpalleHue
Teparuy KBETHAITHHOM.

Iayuenmul ¢ cepoeuno-cocyoucmuimu 3a001e8aHUAMU

Crnenyer coOnroaTh OCTOPOKHOCTh NMPH HAa3HAUYCHWW KBETHANHMHA TMAIlHeHTaM C CEepACYHO-
COCYAMCTHIMH U  11epeOpOBAaCKYyISIPHBIMU  3a00JICBaHUSMH, € JPYTUMHU  COCTOSHUSIMH,
IpepacioiaralonuMi K runoreH3nd. Ha (oHe Tepanmuu KBETHAITMHOM MOXKET BO3HHKATH

opToCTaTU4ECKad THUIIOTCH3UA, OCOOEHHO BO BpEMA TUTPOBAHUA [O03bI B HaAYaJIC TCpaIlnu.
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OprocTaTHyecKasi TUIIOTEH3USI M CBS3aHHOE C| HEl ro%g&ca%gfé‘ww rbBhiits ;};":BI/ICK

CIIy4aifHOU TpaBMBI (T1aJICHUs ), 0COOCHHO Y MAIMEHTOB MOKUIIOT0 Bo3pacTta. [lanmenram crieayer
co0roaaTh OCTOPOXKHOCTH 10 TEX IOp, T0KA OHU HE aJaNTUPYIOTCA K JaHHBIM MOTEHIUAIbHBIM
nobounbiM 3¢ dekram. Ilpu BO3HHUKHOBEHHMM OpPTOCTAaTUYECKOW TUIOTEH3UH  MOKET
noTpeboBaThCS CHIXKEHUE J03bl WM 00Jiee MEIICHHOE €€ TUTPOBaHUE.

Cunopom antos 6o cHe

VY manueHToB, MPUHUMABIIMX KBETHANMH OBUI OTMEYEH CHHIPOM amHo? Bo cHe. Cuemyer
coOroAaTh OCTOPOKHOCTD MPY HA3HAYCHUH KBETUANIMHA MallMeHTaM, MOJy4Yalolu[iM Ipernaparsl,
OKa3bIBAIOIIME YrHETAIoIIee ACHCTBHE Ha ICHTpaiabHyl HepBHyI0 cuctemy (L[HC), a Taxke
narnueHTam ¢ (akTopamMH pHCKa arHod? BO CHE (Hampumep, M30BITOUYHAs Macca Tella/OXHpeHue,
MY>KCKOH I10J1) MJIU C allHO3 BO CHE B aHAMHE3E.

Cyoopooicrble npunaoku

He BBIIBIIEHO pa3nuuMii B 4aCTOTE Pa3BUTUA CYIOpPOT Y MALKUEHTOB, MPUHUMABIINX KBETUATUH
win 1iane6o. OHAKo, KaK U NpU Tepanuu APYTUMU aHTUIICUXOTUYECKHUMH JIE€KapCTBEHHBIMU
CpEICTBAaMH, PEKOMEHYeTCsl COOJI0JaTh OCTOPOKHOCTh IIPH JIECYEHUH MALIUEHTOB C HAIUYUEM
CY/ZIOPOKHBIX TIPUCTYIIOB B aHaMHe3e (cM. paszen 4.8).

IxcmpanupamuoHvle CUMNMOMbL

OtmeudeHo yBenuueHUe 4acToThl BOSHUKHOBEHMS DIIC y maueHToB ¢ aenpeccueil B CTpyKType
OMMOJISPHOTO paccTpOWCTBA MPU NPHEME KBETHAIMHA IO MOBOAY JAENPECCUBHBIX SMU30/0B I10
CpaBHEHHIO ¢ IuTaredo (cMm. paszaen 4.8).

Ha ¢one mnpuema kBeTHanuHa MOKET BO3HUKATH aKaTH3MUs, KOTOpas XapaKTepH3yercs
HENPUSTHBIM UYYBCTBOM JIBUTaTEIbHOIO OECIOKONCTBA M MOTPEOHOCTHIO JABUTaThCs, U
IPOSIBIISIETCS. HECHOCOOHOCThIO TAalMEeHTa CHUIeTh WM CToATh 0Oe3 jABMkeHud. llpu
BO3HUKHOBEHUH MOJJOOHBIX CUMITOMOB HE CIIeAYyeT YBETUYUBATh 03y KBETHAIMHA.

Ilo30mns5 ouckuneszus

B cnydae pa3BuTHS CHUMITOMOB MO3/IHEN TUCKUHE3UH PEKOMEHYETCSl CHU3UTh J03Y Npernapara
WIM TIOCTENIEHHO €ro OTMEHUTh (cM. paszznen 4.8). CUMNTOMBI MO3JHEH NWCKMHE3UH MOTYT
YCWJIMBATHCS WJIU AK€ BO3HUKATH MOCIE MPEKPAILEHUS TpUeMa Ipenapara.

3nokauecmsennviii Hetiponenmudeckuti cunopom (3HC)

Ha ¢one npuema aHTUIICHXOTHYECKMX MpenaparoB, B TOM YHCIE, KBETHANMHA, MOKET
passuBatbes 3HC (cm. pazpen 4.8). KnnHuueckue mposBICHHs] CHHAPOMAa BKIIIOYAOT B CeOs
TUIEPTEPMHUIO, H3MEHEHHBIH MEHTANBHBI CTAaTyC, MBIIICUHYI0 PHUTHUIHOCTh, JTaOUIBLHOCTD
BEreTaTUBHONW HEPBHOW CHCTEMBI, YBEJIMYEHHE aKTUBHOCTH KpeaTuH(pocpokmHazel. B Takmx

cirydasax H€O6XO)II/IMO OTMCHHUTH KBCTHUAIIMH WU IMTPOBECTU COOTBECTCTBYIOIICC JICUHCHUC.
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Tsorcenasn Heumponenus u a2panyioyumos (NOCNEOCBATENEHOCTE 0000)

B kpaTKOCpOUYHBIX TUTANE00-KOHTPOIUPYEMBIX KIMHHYECKUX HCCICIOBAHUSX MOHOTEPANUU
KBETHAIMMHOM HEYACTO OTMCUAIHCH CIy4Yal TsDKEJOW HEUTPONEeHUH (KOJIMYECTBO HEUTPO(HIOB
< 0,5%10%m) 6e3 nadekmu. CooOANoch 0 Pa3BUTHN arpaHyJIONUTO3a (TSKEION HEHTPOIICHNN,
accoUMHUpoBaBIIeics ¢ HWHGEKUUAMU) Y TMAUEHTOB, MOJY4YaBIIMX KBETHANMH B paMKax
KJIIMHUYECKUX MCCIIEIOBAaHUN (PEAKO), a TAKXKe B MMOCTPETUCTPALIMOHHOM NIEpHO/ie (B TOM YHUCIIE,
C JIETAJIbHBIM MCXO0/10M). BONBIIMHCTBO 3TUX CIy4yaeB TSHKEIOW HEHTPONEHUM BO3HMUKAJIO Yepe3
HECKOJIBKO MECAIIEeB MOcie Hayana Tepanuy kBeTuanuHoM. He Obl1o BBISBIICHO 10303aBUCHMOTO
s dexra. JlelikoneHuss /MM HEUTPOIIEHUS paspelianach IOclie MNPEeKpalleHusl Teparuu
KBETHATMHOM. BO03MOXXHBIM (DaKTOPOM pHUCKA JJIsi BO3HUKHOBEHHS HEUTPOINICHHM SIBISETCS
IPEIUIECTBYIOLIEE IOHM)KEHHOE KOJMYECTBO JICHKOLMTOB UM  CIydyaud JIEKapCTBEHHO
WHAYIUPOBAHHON HEUTPOIIEHUHN B aHAMHE3E.

Pa3BuThe arpaHynonuTo3a OTMEYadd M Yy MalueHToB Oe3 ¢akTropoB pucka. Heobxomumo
YUUTBIBaTh BO3MOKHOCTb Pa3BUTHUS HEUTPOIIEHUH y ALIMEHTOB ¢ MHPEKIUEH, 0COOEHHO B cllyyae
OTCYTCTBHUSI OYEBHIHBIX IpeapacIoiaralonux (axkTopoB, WM y NMAIMEHTOB ¢ HEOOBICHUMOMN
JUXOPAAKON; JaHHBIE CIlydad JIOJDKHBI BECTUCh B COOTBETCTBUU C KIMHHUYECKUMU
pexoMeHaamuaMu. Y MalMEHTOB ¢ KONMYecTBOM HeiTpodunos < 1,0x10%1 npuem kBernanuua
cieayer mnpekparuth. llammeHTa HEOOXOIUMO HaOMIOAATh U  BBIIBICHHS BO3MOXHBIX
CHUMIITOMOB MH(EKIMH M KOHTPOJIHMPOBATH YPOBEHb HEUTPODWIOB (IO MPEBBINICHUS YPOBHS
1,5%10%m).

Bzaumooeticmeue ¢ Opyeumu nexapcmeenHviMuU cpeocmeamu

Takxe cm. pasgen 4.5. IIpuMmeHeHne KBeTHanMHAa B KOMOMHAIIMM C MOIIHBIMH HHIYKTOpaMU
MHUKpPOCOMAJIbHBIX (PEPMEHTOB MEUYEHHU, TAKUMH Kak KapOama3enuH U (PEeHUTOMH, CIIOCOOCTBYET
CHI)KCHMIO KOHIICHTpAIIMM KBETHANMHA B IJIa3Me€ KPOBH M MOXKET yMEHbIIaTh 3P(PEKTUBHOCTH
Tepanuu KBeTManuHoM. Ha3Hauenwe mnpenapara KsernanuH mnanueHTaMm, MOJIYYarOlUUM
MHAYKTOPbl MHKPOCOMAJIbHBIX (DEPMEHTOB IE€YEHH, BO3MOXHO JIMIIb B TOM CIy4yae, €Ciu
OXKpJaemasl IoJib3a OT Tepanuu mnpenaparoM KBeTuwanuH MPEeBOCXOIUT PHUCK, CBA3AHHBIN C
OTMEHOH MpernapaTa-uHAYKTOpa MHKPOCOMAJIBHBIX (EepMEHTOB ImeueHH. VI3MeHeHHue J03bl
MpenapaToB-UHAYKTOPOB MUKPOCOMATIbHBIX (PEPMEHTOB MEUYEHU IOHKHO OBITh MOCTEHEHHBIM.
[Ipy HeoOXOAMMOCTH, BO3MOKHO UX 3aMElIeHHE I[penaparaMy, HE HWHIYHUPYIOLUMU
MUKpOCOMaJIbHbIE (PEPMEHTHI TeYEHH (HaIlpuMep, penaparhbl BaIbIIPOEBON KHUCIOTHI).
T'unepenuxkemus

Ha ¢one nprema kBeTnanmHa BO3MOKHO Pa3BUTUE TUIIEPTIUKEMUN UM 00OCTPEHUS CaXapHOTO
nuabera (B psifie CIy4aeB - C Pa3BUTHUEM KETOall103a WM KOMBI, B TOM YHCJE, C JIETAIbHBIM

UCXO0/I0OM), Y MAaIMEHTOB C CaxapHbIM aMabeToM B aHaMHe3e. PekomeHnyercst HaOmoJeHHE 3a
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MalMeHTaMH, TTOJTYJYarOIIMMH KBETHAIIMH U APYrUe Heﬁﬁggﬁ%;zﬁ%E&EJ%QIBI:XT%QI;IQQ&—IHX

CUMITOMOB TUTIEPTIMKEMHUH, TAKUX KaK MOIUYpHs (YBEIHMUECHUE KOJTMYECTBA BBIJCIIIEMON MOYN),
nonuauncust (TATOJMOTHYECKH YCUJICHHAsl Xakna), noiudarus (TOBBIIICHHBINA alIeTUuT) |
cmabocth. Takke peKOMEHIyeTcs HaONIoJeHHE 3a MalleHTaMU C CaxapHbIM aUa0eToM U
nanueHTaMu ¢ (akTopaMH pHUCKa Pa3BUTHS CaxapHOTo auadeTa JUIsl BBISABICHUS BO3MOXKHOTO
YXYIUICHUS] KOHTPOJIs raukeMun (cM. pazzaen 4.8). Cienyer peryiasipHOo KOHTPOJIHUPOBATh Maccy
Tena.

Cooeporcanue 1unuoos

Ha ¢one npuema kBeTHamuHa BO3MOXKHO MOBBIIICHHE KOHIEHTpauuu Tpuriuuepuaos (TT),
xonecrepuna (XC) u sunonporennoB Hu3koi twiotHoctu (JIITHIT), a Takxke CHIDKEHHE
KOHIICHTPAIIMH JIUIIOMPOTEH10B BbicOKO# miotHocTH (JITIBIT) (cMm. pasnen 4.8).
Memabonuueckue nHapyuienus

YBenuueHre Macchl Tela, MOBBIIIEHNE KOHIIEHTPAIMU TIIOKO3bI U JIMMUIOB B KPOBU Y HEKOTOPBIX
MAIUEHTOB MOTYT MPUBECTH K YXYIINICHHIO METa00IMYeCKOro mnpodmis, dYTo TpedyeT
COOTBETCTBYIOILIEIO HAOJIIOIEHUS.

Yonunenue unmepeana QT

He BbIIBIIEHO B3aUMOCBSI3U M@Ky PUEMOM KBETHAIMHA U CTOUKHUM IMOBBIIIEHUEM a0COIIOTHON
BennunHbl nHTEepBana QT. Ognako ymmmHeHnue natepasia QT oTMeuanoch mpu nepeao3upoBKe
npenapara (cMm. paszzuen 4.9). Crnenyer cobr01aTh OCTOPOKHOCTh TPU Ha3HAYCHUHW KBETHAIIMHA,
KaK W JPYTUX aHTUICHUXOTHYECKHUX [pernapaToB, MAlMEHTaM C CepAECYHO-COCYIUCThIMU
3a00JIeBaHUSMH M paHee OTMeuaBImIuMcs yanuHeHueMm uHTepBana QT. Taxxke HeoOXoauMMo
coOJII01IaTh OCTOPOXKHOCTh TMPHU HAa3HAYCHUH KBETHANMHA OJHOBPEMEHHO C TMperapaTamu,
yanussronumMu uatepsai QTc, npyrumu HeliposenTuKaMu, 0COOEHHO Y JIMI] TTOKHIIOT0 BO3pacTa,
y MalMEHTOB C CUHAPOMOM BPOKIEHHOTO y/IMHEHUs1 uHTepBana QT, XpoHn4yeckoil cepaeuHon
HEJOCTAaTOYHOCThIO, THMepTpoduel MHOKap[a, THUIOKAIMEeMUEe WM TUIIOMarHueMuein
(cMm. pasnen 4.5).

Kapouomuonamus u muoxkapoum

B xone KIMHMYECKHUX HCCIENOBAHWNH M B MOCTPETHCTPAIMOHHOM TMepuoje OBUIM OTMEYEHBI
CIy4au pPa3BUTHUS KapIMOMHOINATHU U MHUOKApIUTa, OJHAKO MPUYMHHAS CBSI3b C MPUEMOM
npenapata He ycraHoBieHa. CleayeT OLEHUTh I11e1ecCO00pa3HOCTh Tepanuu KBETHAIMHOM Y
MAIMEeHTOB C MOJ03PEHUEM Ha KapIMOMUOTIATHIO UITH MUOKAPIUT.

Taoicenvie KodicHble HedceamenbHble peakyuu

[Ipy mpuMeHEeHMH KBETHANWHA COOOIIANIOCh O PA3BUTUU TSDKENBIX KOXKHBIX HEXKeIaTeNbHBIX
peakumii, BKitodas cuHapom CtuBeHca-/[)KOHCOHA, TOKCHUUYECKHI AMUACPMAabHBIN HEKPOIU3 U

JIEKapCTBEHHYIO PEaKIHI0 ¢ 303uHOGuIne u cucteMHsiMu cumntoMamu (DRESS-cunapom),
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KOTOpPBIE SIBJISIOTCS] IOTEHIIUAIBHO YrpOXKAIOIIHMHU mnéﬁyl:'&e%gﬁbg&hmékaEEﬁeHﬁmMn

peakiusMu. TspKenmble KOXKHBIE HEXKENaTelbHbIe PEaKIUU OOBIYHO TIPOSBISIIOTCS B BHIE
KOMOWHAIIMK CJICAYIOIINX CHUMIITOMOB: OOIIMPHAs KOXHAsl CBIIb WM 3KCHOIUATHBHBIN
JIEpMaTHT, JTUXOpalKa, TuMdageHonaTus U MOTeHIabHast 303uHo(mmst. [Ipy BOSHUKHOBEHHH
TSDKEIIBIX KOXKHBIX HEXKENATEIbHBIX PEaKIUil IPHEeM KBETHAITMHA CIIEAYeT TPEKPATHTh.

Ocmpule peakyuu, c6s3aHHbLE C OMMEHOU npenapama

[Tpu pe3koii OTMEHE KBETHAIMHA MOTYT HAOMIOAATHCS CISAYIONIUE OCTPhIE PEAKINH (CHHIPOM
«OTMEHBI») - TOIIHOTa, pPBOTA, OCCCOHHMIIA, TOJIOBHAs OOJb, TOJOBOKPYXCHUE U
pazapaxxuTenbHOCTh. [103TOMY OTMEHY mpenapaTa pEeKOMEHIYETCsl MPOBOJHMTH IOCTEIICHHO B
TE€YCHHE, KAK MUHUMYM, OJHOU WJIH JIBYX HEIEIb.

Henpasunvroe npumenenue u 310ynompeobnenue npenapamom

Bbutn 0TMEUeHBI clly4an HelPaBUILHOTO IPUMEHEHUS U 3710yIIOTpedieHus mpenaparom. Crenyer
COOJIFOJIaTh OCTOPOXKHOCTh TPY Ha3HAYCHHM KBETHAIMHA TAllMEHTaM NPU HAJMYUU B aHaMHeE3e
37I0YTIOTPEOIICHHS aJIKOTOJIEM WJIH JICKAPCTBEHHBIMH MTPETIapaTaMH.

Tloorcunvie nayuenmol ¢ demeHnyueti

KBeTnanuH He 1oka3aH Jijist JISYeHHUs ICX030B, CBS3aHHBIX C JieMeHIrel. HekoTopbie aTHuHbIe
HEHPOJICNITUKH B PaHIOMHU3UPOBAHHBIX ILIAIIE00-KOHTPOJIUPYEMBIX UCCIICIOBAHHUIX TPUMEPHO B
3 paza yBeNWYMBAIA PUCK PA3BUTHS LEPeOPOBACKYIISPHBIX OCJIOKHEHUH Y TAIMCHTOB C
JIeMeHIMer. MexaHu3M JaHHOTO YBEIMYCHHUS PUCKA HE H3y4eH. AHATOTHYHBIN PUCK YBEITHYCHUS
YacTOThl IEPEOPOBACKYIISIPHBIX OCIIOKHCHHH HE MOXET ObITh HCKIIOYEH JUISl JPYTruX
AHTUTICUXOTHYECKUX JIEKAPCTBEHHBIX CpPEICTB WM JPYTUX TpyHn manueHToB. KBeTmanuH
JIOJKCH MPUMEHSTHCS ¢ OCTOPOKHOCTHIO Y IMMAIIMEHTOB C PUCKOM Pa3BUTHSI HHCYJIBTA.

AHanM3 TPUMEHEHUs AaTHIHYHBIX HEHPOJICITUKOB IS JICYCHUS IICUXO30B, CBSI3aHHBIX C
JEMEHIIMEeH Yy TMOXWIbIX TAllMeHTOB, BBISBUJ TOBBIIICHHE YPOBHS CMEPTHOCTH B TpYIIIE
MAIMEHTOB, MOTYYaBIIUX MPEnapaThl TON TPYIIBL, IO CpaBHEHUIO ¢ Tpymnmnoi mianedo. Kpome
TOTO, 1Ba 10-HEACMBHBIX MIAe00-KOHTPOIUPYEMBIX HCCIICAOBAHNS KBETHAITMHA Y aHAJIOTUIHON
rpynnsl nanueHtoB (N=710; cpennuil Bo3pacT: 83 rona; BO3pacTHOM auama3zoH: 56-99 ner)
MOKa3ajii, 9YTO YPOBEHb CMEPTHOCTH B TPYIIE MAIlMEHTOB, TPUHUMABIINX KBETHANIUH, COCTABUI
5,5 %, u 3,2 % B rpynmne miane6o. [IpudnHbI NeTadbHBIX HCXOAOB, OTMEUEHHBIX y ITHX
MAIUEHTOB, COOTBETCTBOBAIM OXKUIACMBIM JUIS JTAHHON TOMyJsiiuy. He BBISBIICHO MTPHYHUHHO-
CIICJICTBEHHOM CBS3M MEXIY JICYCHHEM KBETHAIIMHOM WM PHCKOM TOBBIIICHHS CMEPTHOCTH Y
MOKUJIBIX TTAIIUEHTOB C IEMEHITHEH.

Aumuxonunepauyeckue (MyckapuHonooooHvle) 3¢hghexmoi

HopkBeTnanus, akTHBHBIM METaOONHMT KBETHANMHA, O0JIaa€T CPOACTBOM (OT yMEpPEHHOU

CTENEeHU JO0 BBIPAKEHHON) K HECKOJIBKUM IMOATHUIIAM MYCKAapHUHOBBIX penentopoB. C 3Tum
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CBSI3aHBl HEXeJaTelbHbIE JIEKAPCTBEHHBIE PEJKIINU, 6%&0&%&%T§HE%&7IJ@M%&(HM

JNEHCTBHEM KBETHANMHA MPH €r0 MPUMEHEHUU B PEKOMEHJIOBAHHBIX J[03aX WU B COUYETAHUU C
JPYTUMH  TIpenapaTaMmy, OKa3bIBAIOIIUMH AaHTUXOJMHEPrHUecKue H(PQeKTh, a Takke Mpu
nepeno3upoBke. CreayeT cobIt01aTh OCTOPOXKHOCTH IMPU MPUMEHEHUHU KBETHATHA COBMECTHO C
JIEKapCTBEHHBIMHU CPEJCTBAMH, OKA3bIBAIOIIUMU aHTUXOJIMHEPrHuecKue (MyCKapuHOMOJOOHBIEC)
s dekte. CreayeT coOMOIaTh OCTOPOXKHOCTh TPU HA3HAYCHWW KBETHANMHA MAIlMCHTaM C
3aJ€P>)KKOM MOYM WM C 3aJ€pPKKOW MOYM B aHAMHE3€, KJIMHUYECKM 3HAYMMOM THIEPIUIa3uei
MpeJICTaTeNIbHOM JKeJe3bl, KUIIEYHOW HEMPOXOJUMOCThIO HIIM POJCTBEHHBIMU COCTOSHUSIMU,
MOBBIIICHHBIM BHYTPHTJIA3HBIM JABJICHUEM HIIM Y3KOYTOJIBLHOM riaykoMoi (cM. paszaensl 4.5, 4.8,
4.9 ub.1).

Hapywenus co cmoponul neuenu

B ciydae pa3BuTHA KENTyXU IPUEM KBETHAIMHA CJIETYET MPEKPATUTb.

Jucehaeus

Hucdarus (cm. paznen 4.8) u acnupanus HaOIIOAAIHUCH TIPU TEPAITUU KBETHATTMHOM.
[IprurHHO-CHEICTBEHHAsI CBS3b BO3HUKHOBEHHS ACIMUPAIMOHHOW ITHEBMOHHUU C TPUEMOM
KBETHANKUHA He ycTaHoBieHa. OIHAKO cliefyeT coOJIAaTh OCTOPOXKHOCTH MPH HAa3HAUCHUU
mpernapara naiydeHTaM ¢ PUCKOM BOSHUKHOBEHHS aCIIUPAIIMOHHON MTHEBMOHUH.

Benosnas mpom6osmbonus

Ha ¢one npuema HeiiponenTHKOB OTMEUEHBI CIydan BOSHUKHOBEHHS BEHO3HOH TPOMOOIMOOIIHH.
[TockonpKy y MallMeHTOB, TPUHUMAIOIIUX HEUPOJIENTHKH, YaCTO BCTpEUaroTCsl (haKTOphl pHCKa
BEHO3HOU TPOMOOIMOOIHH, 0 Hauansa U BO BpeMsl Teparnuy aHTUIICUXOTUYECKUMHU MpenapaTamu,
B TOM 4YHCIIE, KBETHAIIMHOM, CIIEYeT OICHHUTH (H)aKTOPBI PHCKA M MPHHATH MPOPUIAKTUIESCKHE
MEpHI.

3anop u Henpoxooumocms KuuleyHuKa

3amop sBisieTcs (PaKTOpOM pHCKAa HEMPOXOAMMOCTH KuileuHuka. Ha ¢GoHe npumMeHeHUsS
KBETHAIIMHA OTMEYaJM Pa3BUTHE 3armopa W HEMPOXOJMMOCTH KHIeuHHKa (cM. pasmen 4.8),
BKJTIOYAs CITy4Yau C JIETATHHBIM UCXOJIOM Y MAIUEHTOB IPYIIITHI BEBICOKOTO PUCKA HEMTPOXOAUMOCTH
KHIIIEYHHUKA, B TOM YHCIIE TIOTYYaroINX MHOKECTBEHHBIE COMMyTCTBYIONINE Mpenaparhbl, KOTOPbIe
CHI)KAIOT MOTOPUKY KHUIIIEYHUKA, a)Ke MPU OTCYTCTBHH KaJI00 Ha 3arop.

Ilanxkpeamum

Bo BpeMs KIMHHYECKHX HCCIIECIOBAHUI W B TOCTPETHCTPAIMOHHOM TIEPHOJE OBUIM OTMEUYCHBI
CIIy4au pa3BUTH AaHKPEATUTa, OJTHAKO PUYUHHAS CBSI3b C MPUEMOM Tperapara He yCTaHOBIICHA.
B nmoctpeructpanmonHoM nepuoje ObIIO yKa3aHO, YTO Y MHOTHUX HAaIlMEHTOB MPUCYTCTBOBAIH
(bakTOpBl pHCKa pa3BUTHS MAaHKPEATUTA, TAKUE KaK MOBbIMIeHHE KoHIeHTpanuu TI (cM. mMyHKT

«Copeprxanue JUMUIO0BY), XOJSIUTHA3 U YITOTPEOIECHUE aTKOTOJIS.
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JlaHHbBIE O COBMECTHOM MPUMEHEHUHM KBETHANMHA C JAMBAIBIPOATOM WIIU JUTHUEM IMPU OCTPBIX
MaHUAKaJIbHBIX S3MHM30/aX JIETKOW WM CpPeIHEW CTEeNEeHU TKECTU OorpaHudeHbl. OTMEdeHbI
Xoporiasi IePEeHOCUMOCTh ATOM KOMOWHMPOBAHHOW Tepamuu W aJauTUBHBIA 3hdexT Ha 3-i
HeJziele Tepanuu.

BcnomorarennHble BEHIECTBA

[Ipenapar KBetnanuH conepkut nakto3y. [lanmentam ¢ peiko BCTpeYarolecss HaclaeACTBEHHOM
HENEPEHOCHUMOCTBIO TajaKTO3bl, ACPUIMTOM JIAKTa3bl JIOMAapell WM TIIOKO30-TalaKTO3HOU

ManbaOcopOIMell He ciielyeT MPUHUMATDh 3TOT Ipernapar.

4.5. BzaumojeiicTBiue ¢ JPYrHMH JeKAPCTBEHHbIMHM TMpenaparamMd H JAPyrue BH/bI
B3aNMOJAeHCTBUSA

Cnenyer co0m0AaTh OCTOPOXKHOCTH MPU KOMOWHHPOBAHHOM NPUMEHEHUU KBETHAINMHA C
JIpYT'MMH IpenapaTamu, Bo3jeicTByromumu Ha LITHC, a Takke ¢ ankorosiem.

Cnenyer co0it01aTh OCTOPOXKHOCTH IPU COBMECTHOM IPUMEHEHHWU KBETHUAIIMHA C JAPYTUMHU
npernapaTamMu, OOJAaJAIOIUMU AHTUXOJIMHEPIHUECKUMU (MYCKapHHOMOJO0OHBIMH) 3¢ deKkTaMu
(cMm. pazzgen 4.4, noapazaen «OcoObie yKazaHUA).

N3odepment muroxpoma P450 (CYP) 3A4 sBnsieTcss OCHOBHBIM H30(epMEHTOM, OTBEYAIOIIUM 32
MeTaboNMM3M  KBETHANMHA, OCYIISCTBISIONIMICS dYepe3  cucreMy 1urToxpoma  P450.
Y 3I0poBBIX JOOpPOBOJIBLIEB COBMECTHOE NPHMEHEHHWE KBeThanuHa (B 10o3e 25 Mr) c
KETOKOHa30510M, HTHTuOuTOpoM n3odepmenta CYP3 A4, mpuBoaMIIO K YBEIMUEHUIO ILTOMIAIH IO
KpuBOil «koHIeHTparus-Bpems» (AUC) kBetnanuHa B 5-8 pas.

[ToaToMy coBMecTHOE NpHMEHEHUE KBeTHanuHa M HUHrubutopoB wuszopepmenta CYP3A4
MPOTUBOMNOKa3aHo. Takke He PEKOMEHI0BAaHO MMPUHUMATh KBETHATTUH BMECTE C IperrnppyTOBBIM
COKOM.

B ¢dapmakoknHeTHYECKOM UCCIIEJOBAaHUM C MHOTOKPATHBIM INPUEMOM KBETHANMHA A0 WIU
OJIHOBPEMEHHO C MpUEMOM KapOaMa3enrHa IPUBOANIIO K 3HAYUTEIbHOMY MOBBIIIEHUIO KJIUPEHCca
KBETHAIlMHA U, COOTBETCTBEHHO, yMeHbleHnuto AUC, B cpenneM, Ha 13 %, mo cpaBHEHHIO C
IpreMOM KBeTHanuHa 6e3 kapbamasenuHa. Y HEKOTOpbIX nanueHToB cHmwkeHue AUC Obu10 eme
Oosee BbIpa)KEHHBIM. Takoe B3aMMOJEIHCTBHE CONMPOBOXKIAETCS CHI)KEHHEM KOHIEHTpaluu
KBETHAIMHA B IUIa3Me U MOKET CHIKATh 3 (EKTUBHOCTh TEPATUU KBETHATTMHOM.

CoBMecTHOE TPUMEHEHHE KBeTHaNnHa ¢ (PEHUTOMHOM, APYTUM HHIYKTOPOM MHUKPOCOMATHHBIX
(epMEHTOB TMEYeHH, COMPOBOXKAAIOCH elle Oojiee BbIpaXEHHBIM (mpumepHo Ha 450 %)
MOBBILICHHEM KJIMPEHCAa KBETHAIHNHA.

HpI/IMeHeHI/Ie KB€THAIIMHA IMaOuCHTaMH, IMOJIYy4YaromMMKU HWHIAYKTOPBI MHKPOCOMAJIbHBIX
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(GbepMEeHTOB TeYeHU, BO3MOXKHO JIUIIb B TOM cnyqae,': Q&H;Ijé&&%%é‘n}_ag%;‘}aTﬁlréannn

KBETHAIIMHOM  TMPEBOCXOJMUT  PHUCK, CBSI3aHHBIM € OTMEHOW Ipemnapara-uHIyKTOpa
MHUKPOCOMAIBHBIX (DEPMEHTOB MEYCHH.

H3meHeHue 1036l IpenapaToB-uHAYKTOPOB MUKPOCOMaJIbHBIX ()EPMEHTOB NIEUYEHHU JOKHO OBITh
nocrerneHHbIM. [lpu  HEOOXOAMMOCTH, BO3MOKHO HX 3aMellleHUuEe I[pernapaTam, He
WHAYIUPYIOIUMH MEKPOCOMATbHBIC (DEPMEHTHI TICUCHHU (HampuMep, IpernapaTaMu BaJbIIPOEBOi
KHUCJIOTHI). DapMaKOKMHETHKA KBETHANMHA CYIIECTBEHHO HE U3MEHsUIach IMPHU OJIHOBPEMEHHOM
MPUMEHEHUN aHTHJCTpeccaHTa uMHNpamuHa (MHTUOUTOp wu30odepmenta CYP2D6) wim
bayokcernna (uaruoutop nzopepmentoB CYP3A4 u CYP2D6).

dapMaKOKMHETHKA KBETHAIMHA CYIIIECTBEHHO HE U3MEHSETCS IIPU OJJHOBPEMEHHOM ITPUMEHEHUU
C QHTUIICUXOTUYECKUMHU JIEKAPCTBEHHBIMH CPEJICTBAMH PUCIIEPUIOHOM WITH TAJIOTEPUIOTIOM.
OnHako 0THOBPEMEHHBIH IpUeM KBeTHANTMHA U THOPUIa31HA IPUBOINII K MOBBIIICHUIO KIIMPEHCca
KBeTHanuHa npumepHo Ha 70 %.

dapMaKOKMHETHKA KBETHAITMHA CYIIIECTBEHHO HE U3MEHSIETCS IPU OJHOBPEMEHHOM ITPUMEHEHUHN
IUMETHUINHA.

[Tpu ogHOKpaTHOM MpHUEMe 2 MT JiopazenaMa Ha (oHe mpueMa KBeTuanuHa B go3e 250 mr 2 paza
B CYTKH KJIMPEHC JIopaszenamMa cHIkaercs: mpumepHo Ha 20 %.

dapMaKOKMHETHKA MPEMapaToB JHUTHS HE HW3MEHSETCS MNpU OJHOBPEMEHHOM MPUMEHEHHUU
KBeTHanuHa. He 0TMEYeHO KIIMHUYECKN 3HAYMMBIX H3MEHCHHI (PapMaKOKHHETUKH BaJILITPOEBOM
KHUCIIOTHI U KBETHANIMHA MIPU COBMECTHOM MPUMEHEHHH BajbIIpoaTa CEMHUHATPHUS U KBETHAIIHMHA.
®apMaKOKMHETUYECKUE HCCIEIOBAHUA 110 M3YUYEHHIO B3aMMOJICHCTBHMS KBETHANMHA C
npenaparamMu, MPUMEHSEMBIMU TIPH CEPICYHO-COCYIUCTHIX 3a00JEBaHUSX, HE MPOBOIMIUCH.
Cnenyer coOnrogaTh OCTOPOKHOCTh MPU KOMOWHHPOBAHHOM NPHUMEHEHUM KBETHANIMHA U
MpenapaToB, CIOCOOHBIX BBI3BATh HAPYIIIEHUE AIEKTPOIUTHOTO OanaHca U yITHHEHHEe HHTEpBala
QTc. KBetuanuH He BBI3bIBAI MHAYKIIUA MUKPOCOMAIIBHBIX ()EPMEHTOB MEUEHH, YUACTBYIOIINX B
MeTtabonu3me GeHa3oHa.

VY nanueHToB, MPUHUMABIINX KBETHAIWH, OBLITM OTMEUYEHBI JIOKHOMOJIOKHUTEIHHBIE PE3YIIbTAThHI
CKpPUHMHI-TECTOB Ha BBISBICHUE METAJOHA U TPULHUKIMYECKUX AHTUJIECIIPECCAHTOB METOJIOM
UMMYHO(EPMEHTHOTO aHanu3a. [ moATBep ACHUS Pe3yabTaTOB CKPUHUHIA PEKOMEHIYEeTCs

MIPOBEJICHNE XPOMATOrpapruecKOro UCCIEJOBAHMUS.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALUS
bepemenHocTh
bezonacHOCTh 1 3¢ (h)eKTHBHOCTH KBETHANMHA Y O€pEeMEHHBIX )KEHIIIMH HE yCTaHOBJIEHEI. [loaToMy

BO BpEMs 6epeMeHHOCTI/I KBCTHAIIMH MOXXHO IPUMECHATH TOJIBKO, €CJIM OXHWAacMada I0oJib3a IJIA
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JCNEOCBATENEHOCTE 0000)

o 1f
KCHINWHBI OIIpaBAbIBACT IMOTCHIHUAJIIBHBIN PHUCK IJIsA l'IJ'IO,hI;ll.

[Ipy npuUMeHEHHH AHTUIICUXOTHUYECKUX IpenaparoB, B TOM YKCII€ KBETHANWHA, B TPEThEM
TpUMeCTpe OEPEMEHHOCTH Y HOBOPOXKIEHHBIX MOSIBISICTCS PUCK Pa3BUTHS MOOOYHBIX peaKIui
pa3HOW CTENEHW BBIPAKEHHOCTH M JUTMTEIBHOCTH, BKItOUas DIIC u/uimm CHHAPOM «OTMEHBI.
Coo06manock 0 BO30YKJI€HUH, TUTIEPTOHUH, TUIIOTOHUH, TPEMOPE, COHIIMBOCTH, PECITUPATOPHOM
JTUCTPECC-CUHIPOME WJIM HapYIICHHSX KOpMieHHs. B CBsi3u C 3TUM clieqyeT TIIATelIbHO
HaOJII0JaTh 32 COCTOSTHUEM HOBOPOK/ICHHBIX.

JlakTamus

Ony0sMKOBaHBI COOOIIEHHsI 00 PKCKPEIMH KBETHAIMHA C TPYIHBIM MOJIOKOM, OJHAKO CTEIEHb
OKCKpEIMU HE YCTaHOBJIeHa. JKeHIMHaM He0oOXOIMMO PEKOMEHJIO0BaTh M30erarb TPYyAHOTO

KOPMJICHUA BO BpEMs ITPUCMaA KBCTUAIIMHA.

4.7. BiusiHHe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeICTBAMHM M padoTarh ¢
MeXaHU3MaMu

Bcenencrue BosaeiictBust Ha [IHC kBeTmanuH MOXKET BIIMATH Ha CKOPOCTh ICHUXOMOTOPHBIX
peakuuil U BbI3bIBATh COHJIMBOCTB. [[09TOMY B mepuon jeueHus nanueHTaM HE PEKOMEHAYETCs
paboTaTh ¢ MEXaHU3MaMH, TPEOYIOLUIMMHU MOBBIIICHHON KOHIIEHTPALM BHUMAaHUS, B TOM YHUCIIe
HE PEKOMEHIYeTCsl YIpaBJeHHE TPAaHCIOPTHBIMH CPEICTBAMH, NOKAa HE OyAeT yCTaHOBJICHA

HHIUBHUYyAJIbHAA IIECPECHOCUMOCTD TCPAIIUU.

4.8. Hexkenare/jibHbIE peakKUUU

Haubonee yacteie moOounblie 3¢ dexTsl kBeTnanuua (= 10 %) - COHIMBOCTh, TOJIOBOKPYKEHHE,
CYXOCTh BO PTY, CHHJIPOM «OTMEHBI», NOBbIIIeHHe KoHIeHTpauun TT, obmero XC (riaBHbIM
obpazom, XC-JIIIHII), cHmwxkenne koHunentpauun XC-JIIIBII, yBenuuenue maccol Tena,
CHIDKEHHME KOHIIeHTpauuu remorinoduna u JI1C.

TabnuuHoe PE3I0OME HEXKENATCIILHBIX PEaAKINN

YacTtoTa moOOYHBIX peakluil MPUBE/IEHA B BUJIE CIEAYIONIEH Tpaganuu: oveHs yacmo (> 1/10);
yacmo (> 1/100 go < 1/10); neuacmo (= 1/1000 no < 1/100); pedxo (= 1/10000 no < 1/1000); ouens
peoko (< 1/10000); uacmoma neuzsecmna (He MOXKET OBITH OllCHEHA HA OCHOBE MMEIOIIUXCS

JTAHHBIX ).

Ouenb yacto (> 1/10)

> 1,417
HapyweHuﬂ CO CIMOPOHblL HEPBHOU CUCNEMbl TOJIOBOKPYKCHHUC )

COHHI/IBOCTBZ’17,

rosioBHasi 6oib, DIICH3
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JKenyoouno-kuuieunvle HapyuieHus cyxocfﬂﬁléjc')':p;{fp"}"' BATEMBHUCTE 0000]
Obwue napywenus u peaxyuu 6 mecme | CHHAPOM «OTMeHp» 0

86edeHUs

Jlabopamopuvie — u  uHcmpymenmanvHuie | HoBbIIeHHe KonueHtpammn TIMM o6mero

OaHHbIe

XC (rnasubiM 06pazom XC-JITTHIT) 2,

cHmkenne konrenTpanuu XC-JITIBIT)M8,

YBCIUMYCHHUEC MACCBI TCJ'Iag,

CHM)XCHHUEC KOHICHTPAIUN FCMOFHO6I/IH323

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

Hapywenus co  cmopoul — Kposu  u | NeHKomeHus >
TuUMbamuueckol cucmemsl
Hapywenus co cmoponvl nepénoti cucmemsl | AU3apTpus,

HEOOBIYHBIE U KOIIMapHbIC CHOBUJACHUA,

IIOBBIIICHUC AIIIICTUTA

Hapywenus co cmoponwvl opeana 3penus

HCYCTKOCTDb 3pCHHUA

Hapywenus co cmoponul cepoya

TaXI/IKaleI/IfllA,

Ol ymeHue CepI[I_[e6I/IeHI/I$I19

Hapywenus co cmoporul cocy0og opTocTaTHyeckKas TurnoTensus -+’
Hapywenusi co cmopouvt  OvbixamenbHotl | ofpluika’’
cucmemsl, 0p2aHo8 2pYOHOU  KIemKu U
cpedocmenust
Kenyoouno-kuweunvle napywenus 3amnop,
TIACTICTICHS,
pBoTa?!

Obwue Hapywienus u peakyuu 6 mecme

86e0eH sl

HE3HAYUTENIBHO BBIPA)KEHHAsl aCTCHMS,
pa3ApakKUTENIbHOCTD,
nepudepruyecKkue OTeKu,

JInXopaaka

Jlabopamopnvie  u  uHCmpymeHmanvHbie

oamnnvle

IloBbIIcHNE AKTUBHOCTHU

anaauHamMuHOTpanchepassl (AJIT)?,
MOBBILICHHUE

AKTHUBHOCTH ramMma-

TIyTaMUITPAHCHENTUAA3bI (FFT)S,
CHMIKEHHUE KOJIMYEeCTBa HeﬁTpO(I)I/IHOBl’ZZ,

TTOBBINIEHNE KOJTNYECTBA 203HHOMHIOB,
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runeprangemtsi-y - = BHUC TE 0000

MOBBINICHUEC KOHICHTpAIMU MPOJIAKTHHA B
CBIBOPOTKE KpOBI/I16,

CHWJKCHHE  KOHIEGHTPAIMM  oOmero o
cBoboarOro T4%,

CHMKEHHe KOHIeHTpanuu obuiero T3,
IIOBBINICHHE KOHIIEHTPALMH THPEOTPOITHOTO

ropmona (TTI)?

Hewacro (> 1/1000 mo < 1/100)

Hapywenus co cmoponsl ummyHHot cucmemul

pCaKkuuu runepuUyBCTBUTCIILHOCTHU

Hapywenus co cmoponul HepaHoii cucmemul

cyz[opoml,

CUHJPOM «OECTIOKOMHBIX HOTY,

MO3/THSS THCKUHE3US

o6mopoxH7
26
Hapywenus co cmoponul cepoya Opanukapus
Hapywenus co cmoponsl  OvixamenvbHOU | PUHUT
cucmemvl, OpeaHO8 2pYOHOU KIemKu U
cpedocmenust
JKenyoouno-kuwieunvie HapyuieHus mucarus®

Hapywenus  co  cmoponvr  nouex u

MOUesbl800AUUX nymell

3aJiep’KKa MOYH

Jlabopamopnvie  u  uHCmpymeHmanvHbie

oamnnvle

TTOBBIIICHUC AKTUBHOCTH

acmapratamuHoTpancdepassl (ACT)3,
TpomGonuToneHus
yanuHenue untepsata QT3

CHMXCHUC KOHICHTPAlUH CBO60,ZLHOI‘ (V) T320

Penko (> 1/10000 go < 1/1000)

Hapywenus co cmoponul nepenoii cucmemul

COMHaM6y.TII/13M " CBA3aHHBIC C HUM SBJICHUSA

Kenyoouno-kuuleunvie HapyuleHus

HEIIPOXOAUMOCTE KUIICYHHKA, UIICYC

Hapywenus co  cmoponvr  neuenu  u

DfCQﬂQQGbl@O()}lWMX nymed

)KCJITYXEIG

Hapywenus co cmoponvl penpodykmueroti

cucmemsl U MOJIOYHbBIX JHCenes3

MIpUAU3M,

rajaKTopes

Obwue Hapywienus u peaxkyuu 6 mecme

3HCY,
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T TTE .'_ S TETNTEHI .I,- T5 IF, TiT]
86e0enUs rumorephpsy’ | =AW EA TENEAUL TS UUUU]
Jlabopamopnvie  u  uHcmpymenmanbHule | TOBBIIICHNE AKTUBHOCTH
OauHbvle KpeaTHH(MOCHOKHHAZBI™,

27
arpaHyJoIlHTO3

Ouens peaxo (< 1/10000)

Hapywenus co cmoponvt uMmyHHOU cucmemul | aHaGUIaKTHIECKHE PEaKIHi®

Hapywenusa memabonuzma u numanus caxapHsblif quader’>®

Hapywenus co cmopousi neuwenu  u | TEHATHT (C KeNTyXoi umm 6e3 sxentyxu)®

JHcenuesbl800AWUX nymet

Hapymenuﬂ CO CMOPOHbL KOJHCU U NOOKOICHBIX aHFI/IOHeBpOTI/I‘IeCKI/Iﬁ OTCK6,

mKaHet cunapom CtuBenca-/[xoncona®

YacTtoTa HEU3BECTHA

Hapywenus co  cmopousl  Kposu  u | HeTponenus'

Jzumqbamuqecxoﬁ cucmemaol

Hapywenus co cmopoHsl Kodtcu u nookoxcnvix | JIekapcTBeHHast peakiust ¢ 03uHO(mInei u
mKaHet CUCTEMHBIMU CUMITOMaMHU (DRESS-

CHUHJIPOM)

061/1/;146 HapyweHus u peakyuu 6 mecme CI/IHIlpOM ((OTMG!HI:I»}’HOBOpO)KI[CHHI)IX28

86e0er s

1. Cm. pazgen 4.4, moapazaen «Ocobbie yKazaHU.

2. COHJIMBOCTh, OOBIYHO BO3HHMKAET B TEUEHUE MEPBBIX 2 HENEh MOCe Havalla Teparnuu U, KaK
MIPaBUJIO, pa3peraeTcs Ha (poHe MPOAO0IKAIOIIErocs IprueMa KBEeTHAIUHA.

3. Bo3aMoxkHO GeccuMIITOMHOE TOBBIIeHHE (> 3 pa3a oT BepxHel rpanunsl Hopmbl (BI'H) mpu
u3Mepenuu B moOoe Bpemst) aktuBHocTH ACT, AJIT, I'TT B chIBOpOTKE KpPOBH, KaK MPaBUIIO,
obpatumMoe Ha GoHE MPOAOIKAIOIIETOCs MpUeMa KBETHAIIUHA.

4. Kak u npyrue aHTUIICHUXOTHYECKHE TMpenaparbl € 01-aJpeHOOJIOKUPYIOINUM JeHCTBUEM,
KBETHAIIMH 4YacTO BBI3BIBAET OPTOCTATUYECKYHD THUIIOTEH3UIO, KOTOpas COIPOBOXKAAETCS
TOJIOBOKPY)KEHUEM, TaxUKapJuel, B HEKOTOPBIX CiIydasx - OOMOpPOKOM, OCOOEHHO B Haydaje
tepanuu (cM. pazaen 4.4, noapasnen «OcoObie yKazaHUS).

5. OTMeueHbI OYeHb PEIKUE CITydau JEKOMIICHCAIIUN CaXxapHOTo auadeTa.

6. OneHka 4acTOTHI JaHHOTO MOO0YHOro 3¢ deKTa MPOU3BOIUIACE HA OCHOBAHUH PE3yJIbTaTOB
MOCTPErUCTPALIMOHHOTO HAOIIOICHHUS.

7. TloBplllIeHNE KOHIEHTpAMM TJIIOKO3bl KPOBU HaTowmak > 126 mr/an (= 7,0 MMonb/in) wiu
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TJTFOKO3BI KPOBH mocie mpuema numy > 200 mrjmt (> 1 l',rlll;l/ll;/['agb‘;‘ﬁ; &GI?E&#HE‘I/%JH‘?I&R}&I&IFHOM

oTpeicIICHUN.
8. bomee BbIcOKasi yactora aucdarud Ha (OHE KBETHANMHA MO CPABHEHUIO ¢ Iiarebo Obuia
OTMEUYEHA TOJIBKO Y MALUEHTOB C JEPECCUell B CTPYKType OUIIOISIPHOTO paccTpoicCTBa.

9. IloBpIlIEHHE UCXOTHOM Macchl Tela HE MeHee 4eM Ha 7 %. B OCHOBHOM BO3HMKAaeT B Hayaie
TEparuu y B3POCIbIX.

10. Tlpu wW3y4eHHH CHHIPOMAa «OTMEHBI» B KPATKOCPOUYHBIX IJIAle00-KOHTPOIUPYEMBIX
KIIMHUYECKHUX MCCIIEIOBAHUSAX KBETHAIMHA B PEKMME MOHOTEPANK ObLIIM OTMEUYEHBI CIIEAYIOINE
CUMIOTOMBI: OECCOHHUIA, TOIIHOTA, TOJOBHasg OO0Nb, auapesi, pPBOTA, TOJOBOKPYXEHHE U
pa3apaXUTENbHOCTh. YacToTa CHHIPOMA «OTMEHBD» CYIIECTBEHHO CHMXKAJIach yepe3 1 Hemento
nocJie MpeKpalieHus pueMa rnpemnapara.

11. [oBeimenue konuentpauuu TT > 200 mr/nn (= 2,258 Mmonb/n) y manueHToB > 18 et unu
> 150 mr/mi (> 1,694 mmons/n) y nanueHToB < 18 jieT, X0Ts ObI IPU OTHOKPATHOM OTIPEACTICHUH.
12. TloBeimienne kouneHTpanuu odmero XC > 240 mr/mn (> 6,2064 MMOJB/T) y MalMEHTOB
> 18 net wimm > 200 mr/mn (> 5,172 Mmonb/n) y manueHToB < 18 51eT, X0oTst ObI IPU OJHOKPATHOM
oTpeieNICHUH.

13. Cm. panee no tekcry MHCcTpyKIuu.

14. Camxenue KommdecTBa TpoM6oruToB < 100%x10%/11, XOTs 6B IPH OHOKPATHOM ONPE/ICIICHNH.
15. bes cBsizu co 3HC. [1o gaHHBIM KIMHUYECKUX HCCIICIOBAHUM.

16. TloBblieHWE KOHIEHTpAIMU TMPOJIAKTHUHA Yy TmanueHToB > 18 mer: > 20 MKr/a
(> 869,56 nmmonw/n) y Myxuun; > 30 Mkr/in (> 1304, 34 nMonb/11) y KESHIIUH.

17. MoeTt NpuBOIUTH K MAJEHUIO.

18. Camxenue konuentparuu XC-JITBIT < 40 mr/mn (< 1,03 mMonb/i) y Mmyxund U < 50 mr/mn
(< 1,29 MmMOTB/M) Y KEHIIHH.

19. JlanHble SIBIEHUS 4aCTO OTMEUYAIH Ha (POHE TaXUKapIUHU, TOJOBOKPYKEHHUS, OPTOCTATHUECKOM
TUTIOTEH3UHA W/WJIU COMYTCTBYIOIICH IAaTOJIOTHH CEPACYHO-COCYAUCTON HWIIM JbIXaTeIbHOU
CUCTEM.

20. Ha ocHOBaHMM TMOTEHIHAIBLHO KIMHUYECKH 3HAYUMBIX OTKIOHEHUH OT HOPMAlIbHOTO
UCXOJHOTO YPOBHS, OTMEYEHHBIX BO BCEX KIMHUYECKMX HCCIeNOBaHUsIX. VI3MeHeHuUs
KoHIleHTpanuu oomero T4, ceobonnoro T4, obmero T3 cBobomnoro T3 no 3Hauenwmii < 80 % ot
HUKHEH rpaHullbl HOPMBI (ITMOJIB/JT) IPH U3MEPEHUH B JIt000e Bpems. MI3MeHeHe KOHIIEHTpalluu
TTI > 5 MMEn/n npu u3MepeHuu B J1000e BpeMsi.

21. Ha ocHOBaHWU TMOBBINIEHHOW YacTOTHl BO3HUKHOBEHHS PBOTHI Y IOXKHIBIX MAIlHEHTOB
(Bo3pact > 65 1er).

22.B KPaTKOCPOYHBIX KIMHUYCCKUX UCCIICAOBAHUAX MOHOTECPAIINU KBETHAIIMHOM Y IMALITUCHTOB C
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KOJIMYECTBOM HEHTPO(MIIOB 10 Hadaia Tepanuy > 1,5x lﬁg;h:cm%lgﬁéﬁ%kl - ';IEEdQII;f;'I'géTBo

Heittpoduios < 1,5x10%m) ormedensl y 1,9 % HallMeHTOB B TpymIe KBeTHanuHa npotus 1,5 % B
rpynne miane6o. CHuXeHne KomudecTBa Heitpopuios > 0,5, Ho < 1,0x10%1 ormeuanocs ¢
yacrotoii 0,2 % B rpynmne kBernanuHa U 1uiane6o. CHIDKEHHE KOJIMYeCTBa HEUTpOoQuUioB
< 0,5%10%1 x0Ts GBI IPU OJHOKPATHOM OmpeseneHnn otMeueHo y 0,21 % MalueHToB B rpymme
kBeTuanuua npotus 0 % B rpymre mianedo.

23. CHMXeHre KOHIEeHTpauuu remoryioonna < 13 r/m1 y myxuuH u < 12 /a1 y )KeHIIUH, XOTs OBl
IIPU OJTHOKPATHOM OIpeiesieHnn oTMedanoch y 11 % nanuenToB Ha GoHe npuemMa KBETHAIMHA BO
BCEX KIMHUYECKHX HCCIEOBAaHUSAX, BKJIIOYas JUIMTEIbHYIO Tepanuio. B  KpaTKoCpOuHBIX
1a1e00-KOHTPOIIMPYEMBIX HCCIEOBAHUAX CHIKEHNE KOHIICHTpauuu reMorinoouna < 13 r/mn y
MYX4dH U < 12 /11 y )KeHIIMH, XOTsI ObI IPH OAHOKPATHOM ONpEAETICHUH, OTMEYanoch y 8,3 %
MAIMEHTOB B IPyIIe KBETHANNHA 10 cpaBHEHUIO ¢ 6,2 % B rpymme miamneoo.

24. Ha ocHOBaHHMH MOTEHIUATBHO KIMHUYECKU 3HAUMMBIX OTKJIOHEHUN OT UCXOTHO HOPMAJIBHOTO
YPOBHS, OTMEUEHHBIX BO BCEX KIMHUYECKHX HCCIel0BaHUAX. [lOBbIllIEHWE KOJIMYECTBa
203uHO(GUIOB > 1x10%1 Iy n3MepeHny B 1H060€ BpeMs.

25. Ha ocHOBaHMH MOTEHIUATBHO KIMHUYECKU 3HAYUMBIX OTKJIIOHEHHH OT HCXOIHO HOPMAIbHOTO
YPOBHSI, OTMEUEHHBIX BO BCEX KIIMHUYECKHX HccieoBaHusIX. CHIDKEHHE KOJTMYeCTBa JICHKOIIUTOB
< 3x10%1 npu u3MepeHun B IF060€ BPeMs.

26. Moxer pa3BUTbCSI B MOMEHT WJIM BCKOpE IOCJIE€ Hayajga TEpalnud M CONPOBOXKIATHCS
TUINOTeH3uel u/uinu ooMopokoM. YacToTa ycTaHOBIIEHA HA OCHOBAaHMM COOOIICHUN O pa3BUTUU
OpaauKapAuyd U CBSI3aHHBIX HEXENATENbHBIX SBICHUM BO BCEX KIMHUYECKUX HCCIEHOBAHUAX
KBETHAIHHA.

27. Ha ocHOBaHMHM OIIEHKH YaCTOTHI Y NAIIUEHTOB, IPUHUMABIINX Y4aCTHE BO BCEX KIMHHYECKUX
VICCIIe/IOBAHMAX KBETHANMHA, Y KOTOPBHIX OTMedanach Tshkenas HeiTpomenms (< 0,5x10%m) B
COUYETaHHUH C WH(DEKIIUSIMH.

28. Cwm. pasnen 4.6.

VY nunenue untepBana QT, xkenymoukoBas apuTMHUs, BHE3alHasi CMEpTh, OCTAaHOBKa cep/ia U
JIBYHAINpaBJICHHAS KEITYI0YKOBas TAXUKAPAMS CUUTAIOTCS TOOOUYHBIMH (D (HeKTaMu, TPUCYILIUMU
HEUPOJICIITUKAM.

Yactora OIIC B KpaTKOCPOUYHBIX KIMHUYECKHX HCCIECIOBAHUAX Y B3POCIBIX MAlMEHTOB C
mu3o(dpeHrnel 1 MaHUeH B CTPYKType OUITOISIPHOTO PAcCTPOIMCTBA ObllIa COMTOCTABUMA B TPYIITIS
KBETHANMHA U Tutanebo (mamueHTtsl ¢ musodpenueit: 7,8 % B rpymme kBeruanuHa u 8,0 % B
rpymnre miane0o; MaHUM B CTPYKTYpe OUIoIsIpHOTO paccTpoiictsa: 11,2 % B rpynme KkBeTHanuHa
u 11,4 % B rpynme miane6o).

Yacrora JIIC B KPaTKOCPOYHBIX KIIMHHUYCCKUX MCCICIOBAHUAX Y B3POCIBLIX IMAIIUCHTOB C
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JIETIPECCUEl B CTPYKTYpe OMIOJIAPHOTO paccTpdicTBa B'@%ﬂ%ﬁé&%iﬂ_ﬁy‘c@é}hgpﬁﬁ 8',9'%, B

rpymre 1iane6o - 3,8 %. IIpu 3Tom yactoTa otnenbHbIX cuMnToMoB DIIC (Takux Kak akaTusus,
OKCTpAaNUpaMUIHBIE  PACCTPOMCTBA, TPEMOp, JIUCKHHE3Ws, JUCTOHHS, OECIOKOWCTBO,
HEIPOU3BOJIbHBIE COKPAILIEHHUS MBIIIILI, ICHXOMOTOPHOE BO30YK/I€HHUE U MbIIIICUHAs! PUTHIHOCTD ),
KaK MpaBuiio, Obula HU3KOM U He mpeBbiiiana 4 % B Kaxa10i U3 TPYII Tepanuu. B nonrocpounsix
KIIMHUYECKUX HWCCIICIOBAHMIX KBETHANWHA TPHU MM30(PPEHUN U OUIIOISIPHOM PacCTPOMCTBE Y
B3pociibixX narueHToB 4actota DI1C Oblia conocTaBuMa B TpyNax KBeTHANMHA U IUIAe0o0.

Ha ¢one Tepanuu KBETHAIMHOM MOXET OTMEYaThCs J0303aBUCHUMOE CHIDKEHHE KOHIEHTPAUU
TOPMOHOB HIMUTOBUJHON ese3bl. YacToTa MOTEHUHAIbHO KIMHUYECKH 3HAUYMMBIX HW3MEHEHUUN
KOHIICHTPAILlMK TOPMOHOB HIUTOBUIHOM KeJIe3bl B KPATKOCPOUHBIX KIIMHUYECKUX UCCIICI0BAHUSIX
s obmero T4 cocrasuna 3,4 % B rpynne kBetnanuua u 0,6 % B rpynne muiane6o; s
cBoboanoro T4 - 0,7 % B rpynne kBetuanuHa npotus 0,1 % B rpynne mnane6o; ans odmero T3 -
0,54 % B rpynne kBeruanuna npotus 0,0 % B rpymnmne miane6o; mis ceodboaHoro T3 - 0,2 % B
rpynne kBetuanuHa npotus 0,0 % B rpynne mianedo. M3menenne konnenrpanuu TTI" otMeueHo
¢ yvactoroil 3,2 % B rpynmne kBetuanuHa u 2,7 % B rpynne miane6o. B KpaTKOCpOUHBIX.
KIIMHUYECKUX HCCIEOBAHMIX MOHOTEPANHMU YacTOTa MOTEHIMAIbHO KIMHHUYECKH 3HAUYMMBIX
n3menenuit konnentpauu T3 u TTI cocraBuna 0,0 % B rpynne kBeTnanuHa u rianedo: 1 T4
u TTI' cocraBuna 0,1 % B rpynmne kBeruanuna npotuB 0,0 % B rpynmne miane6o. JlanHbie
W3MEHEHUs, Kak TMpaBUjIO, HE CBSI3aHbl C KIWMHUYECKH BBIPAKEHHBIM T'HIIOTHPEO30M.
MaxkcumanbHOe CHIKeHHE 0011ero U cBoOogHOro T4 3aperucTpupoBaHo Ha 6-0if Hefieme Tepanuu
KBETHANMUHOM, 0€3 JaIbHEHIIIer0 CHUYKEHHSI KOHIICHTPAI[UK TOPMOHOB MPH JJIUTETHHOM JICYUCHUU.
[IpakTuueckn BO BcCeX Ciydasx KOHIIEHTpalusi obmiero u cBobomgHoro T4 Bo3Bpamayiach K
HCXOJIHOMY YPOBHIO IOCJIE TIPEKPAIICHUs] TEePATUU KBETUAITMHOM, HE3aBUCUMO OT JUTUTEIIBHOCTH
neuenus. KoHmeHtpamus tupokcuHcBs3biBatomiero riaodynunHa (TCI) mpu usmepenun y 8
MalMEeHTOB OCTaBajlach HEM3MEHHOM.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

Baxxno cooOmarb 0 MOJ03pEeBaeMbIX HEXENATeNbHBIX pEaKUUsAX I0CJIe€ PEeTUCTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eliblo 00ecIeyeHNs HeNPEephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coo01aTh O JIIOOBIX MOJ03PEBAEMbIX HEXKENATEeNbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHbIE CHUCTEMbI COOOIIEHHS O HEKEIATeNbHBIX PEaKIHUSIX IOCyIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccniickas @enepanvs

®denepanpHas cayx0a Mo Haa30py B chepe 3paBOOXpaHEHUS

Anpec: 109012, r. MockBa, CiaBsiHCKasl TUIOIIaab, 1. 4, cTp. 1
Crpanwnna 20 u3 26



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 12.02 2024 Nz 2593

Tesedon: +7 800 550 99 03 (MOCNEAOBATENBHOCTL 0000)

OnexkTponHas noyra: pharm@roszdravnadzor.gov.ru

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

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

4.9. Ilepeno3npoBka

Coo01manocs o JeTaabHOM HCXO0/e ITpu Ipueme 13,6 T KBeTHanMHa y MalueHTa, y4acTBOBABILETO
B KJIMHHYECKOM HCCIIEJOBAaHUHM, a TakkKe O JIeTAIbHOM MCXOJEe Iocle IpHeMa
6 I KBeTHAMHA B IOCTPETUCTPALMOHHOM Iepuoje. B To xe Bpems, omucaH ciydail mpuema
KBETHAINMHA B J103¢€, peBblimatonieii 30 r, 6e3 JIeTalbHOro UCX0Aa.

HmeroTes cooOIieHust 0 KpailHe peaKuX Cclydasx MMepeJo3HpOBKH KBETHAIIMHA, TPUBOAUBIIUX K
yBenuuenuto QTc unrepBana, cMEpTH MM KOME.

VY NanueHToB C TSHKENbIMHU CEpAEYHO-COCYIUCTBIMU 3a00JIEBaHUSIMH B @aHAMHE3€ PUCK Pa3BUTHS
n00OYHBIX d(PPEKTOB MPH MEPEAO3ZUPOBKE MOXKET YBEIMUUBATHCA (CM. pazzaen 4.4, moapasnern
«Oco0ble yKa3zaHusi»).

CumMnromsl

CHUMIOTOMBI, OTMEYEHHBIE NpPU TMEpPEeO3UPOBKE, B OCHOBHOM, OBLIM CIEICTBHEM YCUJICHUS
U3BECTHBIX (hapMaKOJIOTHIECKUX APQPEKTOB Mpermapara, TaKuX KaK COHJIMBOCTh M CEaIlHs,
TaxuKapaus, cHxkenne AJl u antuxonuHeprudeckue 3PQPeKThI.

Jleyenue

Crienuduueckux aHTUJOTOB K KBETHANMHY HET. B ciaydasx Tspkenoll MHTOKCHKALMU CIelyeT
MOMHUTh O BO3MOXKHOCTH TEPEIO3UPOBKH HECKOJBKHMHU JICKAPCTBEHHBIMH TIperapaTaMu.
PexomenryeTcsi MpOBOANUTH MEPONIPUSATHS, HAIPABJICHHBIE HA MOJIEpKaHUE (PYHKIUU JTBIXaHUS
U CeplIeYHO-COCYUCTON CHCTEMBbI, OOecreueHHe aJeKBaTHOM OKCUTEHAIlMM W BEHTHJIALUU.
Ony06nuKoBaHb! COOOIEHUS O Pa3pelIeHUN TKENbIX HeXelaTedbHbIX 3((PEKTOB CO CTOPOHBI
[IHC, B TOM 4YHCIe KOMBI, ACTUPUS W SIBHOTO AHTUXOJIMHEPTHYECKOTO CHHAPOMA, ITOCIe
BHYTPUBEHHOTO BBeIEHUs (HU30CTUIMUHA (B 03¢ 1-2 Mr) moj MNOCTOSSHHBIM KOHTPOJIEM
anekTpokapauorpammsl (OKI).

B ciiyuae BO3HUKHOBEHMS pepakTepHON TMIIOTEH3UU MPH MEePeI03UPOBKE KBETHAIIMHA JICUEHHE
CIeyeT  OCYNIECTBISATH  IyTeM  BHYTPUBEHHOTO  BBEIEHHUS  JKHIKOCTH /WK
CHUMITATOMAMETHYECKUX TpenapaToB (He cieayeT Ha3HadaTh STMHEGPUH 1 10(haMIH, TOCKOIBKY
CTUMYJISILUS [B-apeHOPELeNTOPOB MOXKET BbI3BaTh YCHJIEHHE THIOTEH3UM Ha (poHe OJ0Kajbl
0-aIPEHOPELIENTOPOB KBETHATTMHOM).

[IpombiBaHue »xemyaka (mociie MHTyOaluu, €clid MalueHT 0e3 CO3HaHWs) U NpUMEHEHUe

AKTUBHUPOBAHHOTO VYIJIA U CI1a0UTENBHBIX Cp€aACTB MOXKCET CIocoOCTBOBATH BBIBCACHHIO
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HeaOCOpOMPOBAHHOIO KBETHAIIMHA, OIHAKO () ekTHBHOCH S éTlig%fg]E'ﬁJ E@txék{a' Tb 0000)

[TpucranbHOE MEIUIIMHCKOE HAONIOCHUE OJKHO MPOJOJDKATHCSA N0 YIYUIICHHS COCTOSHUS

namucHTA.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

dapmakoTepaneBTHUYECKas TPYIIa: ICUXOJEITUKH; aHTUIICUXOTHYECKHUE CPEICTBA; TUA3CTTUHBI,
OKCa3€IIMHBI, TUA3CTIMHBI U OKCCIINHBI.

Koxg ATX: NO5SAH04

MexanusM aeiictus U hapMakoauHaMuueckue dhheKThI

KBeTnanuH sBisieTcs aTMIUYHBIM aHTUIICUXOTHYECKUM IpenapaToM. KBeTnanus 1 ero akTHBHBIN
mMeTaboauT N-Ie3anKuiIKBeTHANNH (HOPKBETHAMH) B3aMMOACHUCTBYET C IIUPOKUM CIIEKTPOM
HEUTPOTPaHCMUTTEPHBIX peLenTopos TOJIOBHOT'O Mo3ra. Ksetnanun u
N-/1e3aIKUIKBETHAIIMH MPOSBIAIOT BbICOKOE cpoAcTBO K SHT2-cepoTOHMHOBBIM perientopam u
D1- u D2-nopaMuHOBBIM perientopam rojloBHOIo MO3ra. AHTarOHU3M K YKa3aHHBIM peLenTopaM
B codeTaHuU ¢ 0oiiee BBICOKOW ceneKTUBHOCThIO K SHT2-cepoTOHMHOBBIM perentopam, 4eM K
D2-nmodamMuHOBBIM perenitopam, 00yCIaBIMBACT KIMHHUYECKUE AHTHUIICHUXOTHUYECKHE CBOMCTBa
KBETHAIMHA ¥ HU3KYIO YaCTOTY Pa3BUTH SKCTPAMPAMUIHBIX TOOOYHBIX A dexToB. KBeTnanux
He 00JalaeT CpoJACTBOM K IEPEeHOCUYMKY HOpaJpeHaluHa U 00JaJaeT HU3KUM CpPOJCTBOM K
SHT1A-c€pOTOHMHOBOMY pELIENITOPY, B TO BpeMs Kak N-/1e3aIKHUIKBETHAINH IPOSBIISIET BBICOKOE
cpoAcTBO K oOouMm. MHrubupoBaHue nepeHocUrKa HOpPAApEHAIMHA M YaCTUYHBIA aroHuU3M B
otHomieHUH SHTiA-CepOTOHMHOBBIX peLenToOpoB, IMposBisieMble N-Ie3aIKUIKBETHATHHOM,
MOTYT  oOyclaBiIMBaTh  aHTUJACTIPECCUBHOE  JeHcTBME  mpenapara. KeermanmuH u
N-me3anKuiKBeTHAaUH ~ 00JagaroT  BBICOKMUM  CpPOJCTBOM K  THMCTaMHHOBBIM U
01-aIpEHOPELENITOPaM U YMEPEHHBIM CPOJCTBOM II0 OTHOIIEHHIO K 02-aApEHOPELENTOPAM.
Kpome Toro, kBetnanuH He oOinanaeT win oOnazaeT HU3KUM CPOJCTBOM K MYCKapHHOBBIM
peuenTopaM, B TO BpeMms Kak N-Ie3alKHJIKBETHANMH MPOSBISET YMEPEHHOE WM BBICOKOE
CPOJICTBO K HECKOJIBKUM ITOJITUIIAM MYCKapUHOBBIX PELENTOPOB, C KOTOPBIM MOT'YT OBbITh CBSI3aHbI
AHTUXOJIMHEPTUYECKUE (MYCKapHUHOIIO100HbIE) (D (PEKTHI.

B cTanmapTHBIX TecTax KBETHAMMH MPOSIBISIET aHTUIICUXOTUYECKYIO aKTUBHOCTb.

VYaensHbIN BKIaJ MeTabonuTta N-Ae3aJKMIKBETHANUHA B (apMaKOJIOTHYECKYI0 aKTHBHOCTD
KBETHAIIMHA HE YCTAaHOBJIEH.

Pesynbratel u3yuenuss OIIC y >KUBOTHBIX BBIIBWIM, YTO KBETHANUH BBI3BIBAET CIa0yI0
KaTajerncuio B J03aX, 3¢¢exkTuBHO Onokupyroummx De-penentopsl. KBernanuH BbI3bIBaeT

CEJIEKTUBHOE YMEHBIIIEHNE aKTUBHOCTH Me3onnMonyeckux Al0-nopamMuHepraueckux HeHpoHOB
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B CPaBHEHUH C A9-HUIPOCTPUAPHBIMY HEHPOHAMH, BOBﬂQ;%{Eg&%E{J%];%%MR g

Dpghexmusrnocms

KBernanun »>¢pQeKTHBEH B OTHOIIEHWH KaK TO3UTHUBHBIX, TaK M HETATUBHBIX CHMIITOMOB
mu30(peHun.

KBetnanus 3¢ ¢exkTuBeH B KauecTBe MOHOTEpAIMU NIPH MaHUAKAJIBHBIX 311M30/1aX OT YMEPEHHOH
JI0 BBIPQ)KEHHOM CTENEHU TSKECTH. JlaHHBIE O IIMTENbHOM IPUMEHEHUU KBETHAIMHA MJIs
OpOoQMIAKTUKN TOCIEAYIOINX MAaHHUAKAJIbHBIX M JCTPECCUBHBIX SIH30JI0B OTCYTCTBYIOT.
JlaHHbIE TIO NPUMEHEHUIO KBETHAllMHA B KOMOMHALIMM C BAJbIIPOATOM CEMHUHATPUS WIIH
npenapaTtamMi JIUTUS NP MAHUAKAIbHBIX 3MM30[aX OT YMEPEHHOH /10 BBIPa)KEHHOM CTENEHU
TSKECTH OIpPAaHUYEHbI, OJHAKO, JaHHas KOMOWHUpPOBAaHHAs Tepamus, B LEJIOM, XOPOULIO
nepeHocmiack. Kpome Toro, kBeruanus B 03¢ 300 mr u 600 Mr s¢dexTuBeH y manueHToB ¢
6unossspHbIM pacctpoiicTBoM | u |l THIa 0T ymepeHHOI 10 BbIpakeHHOM cTenenu TsbkecTu. [lpu
sToM 3¢ (HeKTUBHOCTh KBeTHanuHa npu npueme B go3e 300 mr u 600 Mr B CyTKH COMOCTaBUMA.
KBernanua 3¢ (eKTHBEH y MAIMEHTOB C MU30(ppEeHNe 1 MaHUEH TIpY IpUeMe rpernapara 2 pasa
B CYTKM HECMOTpsI Ha TO, 4yTo nepuoj noaysbiBeneHus (T12) KkBeTHanmHa COCTaBISIET OKOJIO
7 4acos.

BosgeiictBue kBetnanuna Ha SHT2- u D2-penenTtopsl nponoikaercs 10 12 yacoB nocie npueMa
npemnapara.

[lpy mpueme KBeTHAaMHA C THTPOBaHWEM J03bl Tpu mm3oppenun dyacrora DIIC u
COITYTCTBYIOILETO IPUMEHEHHS M-XOJIMHOOJIOKAaTOPOB Obljla COITOCTaBUMA C TAKOBOM IIpU preMe
ane6o. [Ipu Ha3HaueHNH KBeTHaNnrHa B pUKCHPOBAaHHBIX 103aX OT 75 10 750 Mr/cyT nanueHtam
¢ mm3o¢penuei yactora Bo3HUKHOBeHUS D11C 1 He06X0AMMOCTh COMYTCTBYIOIIETO IPUMEHEHUS
M-XOJIMHOOJIOKaTOPOB HE YBEINYUBAIHCH.

[Tpu mpuMeHeHUH KBeTHANMHA B 7103ax 10 800 Mr/CyT A JIedeHHuss MaHHAaKaJIbHBIX 3MU30/10B OT
YMEPEHHOI! /10 BBIPaXKEHHOM CTEMEeHU TSDKECTH KaK B BHJIE MOHOTEPAIIUH, TaK U B KOMOMHAIIUU C
npenapaTaMM JIMTUS WM BajblpoaToM ceMuHaTpus, uyactora OIIC u comyTcTBYROIIEro
MPUMEHEHHUS M-XO0JIMHOOJIIOKaTOPOB ObliIa COMOCTaBUMa C TaKOBOM Mpu npreMe 1uianeoo.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

Abcopbrus

[Tpu mepopalibHOM NMPUMEHEHUH KBETHAIMH XOPOILIO BCACHIBACTCS U3 YKEIYAOYHO-KHILIEYHOTO
TpaKTa U aKTUBHO METa00IU3UPYETCS B IEYECHHU.

[Tpuem nuiM CynecTBEeHHO HE BIUSAET Ha OMOIOCTYITHOCTh KBETHAIIMHA.

Pacnpenenenue

[Tpubnu3uTenbHO 83 % KBEeTHANMHA CBSI3bIBACTCS ¢ OEJIKaMHU IJIa3MBl.
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PaBHOBecHast MoJispHas KOHIIGHTpAlMsl aKTUBHOTO ':%;MI%%AT@%};EB%Q&HHHa

cocrTaBiisieT 35 % OT TaKOBOM KBETHAIIMHA.

Buorpancdopmarus

YcranosieHo, utro CYP3A4 sBisercs KIHOYEBBIM H30(DEpMEHTOM MeTa0oJiM3Ma KBETHAIIWHA,
ornocpenoBaHHoro utoxpomMom P450. N-nmesankunkBervanuH oOpa3yercs ¢ y4acTHEM
uzodepmenta CYP3A4.

KBetnanuH u HEKOTOpbIe ero MeTabouThl (BKI0o4as N-Ae3aKUIKBETHANINH) 00J1aAat0T ci1adon
WHTUOMPYIOIEH aKTUBHOCTBIO IO OTHOIICHUIO K m30depMeHTaM Iurtoxpoma P450 1A2, 2C9,
2C19, 2D6 u 3A4, HO TOJABKO IPH KOHIEHTpanuu, B 5-50 pa3 npeBbllIaronieldl KOHIEHTPAIIHH,
HaOII0TaeMbIe TIPH 0OBIYHO UCTIONB3yeMoi 3¢ dexTuBHOM 103¢e 300-800 Mr/cyT.

OcHOBBIBasiCh Ha pe3ylibTarax IN Vitro, He clieayeT OXKHIaTh, YTO OJJHOBPEMECHHOE Ha3HAYCHUE
KBETHAIMHA C APYTUMU TpernaparaMy MpUBEIET K KIMHUYECKH BBHIPAKEHHOMY WHTHOMPOBAHHIO
MeTabonu3mMa JIpyrux JEKapCTBEHHBIX CPENICTB, OMOCPEIOBAHHOTO M30(hepPMEHTaMU IIUTOXPOMaA
P450.

DJIMMUHALHS

T12 xBeTnanuaa U N-Ae3aJIKMIKBETHAIMHA COCTaBIsIET OKOJo 7 U 12 4acoB, COOTBETCTBEHHO.
®dapMakOKMHETHKA  KBeTHAmMHa W N-JIe3alKUIKBETUAllMHA  JIMHEHHas,  pa3iudui
(bapMaKOKMHETHUYECKUX MOKa3aTeell y My>KUMH U KEHILUH He HaOII0AaeTCs.

B cpemnem wMenee S5 % MomsipHOM 03Bl (pakuMKM CBOOOJHOTO KBETHANHMHA H
N-me3anKuiIKBeTHANNHA TUIa3Mbl BBIBOIATCA ¢ Modyou. [IpubnusurensHo 73 % kBeTnanuHa
BbIBOIUTCS ¢ Mouod U 21 % c ¢ekanmusamu. Menee 5 % KBeTHanuHa HE TOJBEPraeTcs
MeTaboIu3My U BBIBOJUTCS B HEU3MEHHOM BU/JIE MOYKAMU WU C (PEKATHSIMHU.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmor nodxcunozo eospacma

Cpennuii KIIMpEHC KBETHAMHA Y OKWIbIX MannueHToB Ha 30-50 % MeHblle, 4eM y NalleHTOB B
BO3pacte ot 18 1o 65 ner.

Tayuenmol ¢ noueunol HeOOCMAMmMoOYHOCMbIO

Cpennuil naa3sMeHHbIH KITUPEHC KBETHANIMHA CHIKAETCS MPUOIU3UTENBHO Ha 25 % y MalueHToB
C TSKeNoi MoYeyHOi Hel0CTaTOUHOCTBIO (KIMpeHe KpeaTHHuHa MeHee 30 mu/mun/1,73m2), HO
MHAMBHUAyalIbHbIE TOKa3aTelu KIUPEHCa HAXONATCS B Ipeneiax 3HAUEHUU, BBIBICHHBIX Yy
3I0POBBIX JOOPOBOJIBIIEB.

Tlayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCBIO

VY nmanueHToB C MEYEHOYHOW HEeIO0CTaTOYHOCTHIO (KOMIIEHCHPOBAHHBIM alKOTOJIBHBIN LUPPO3)
CpeIHUM IUIa3MEHHBIH KIMPEHC KBETHMANMHA CHIDKEH Npuonu3uTenbHo Ha 25 %. Ilockonbky

KBE€THAIIMH HWHTCHCHUBHO MeTa6OJ'II/ISI/IpyeTC$I B IICUCHH, Y MNAOUCHTOB C IICYCHOIHOU
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HEJOCTATOYHOCTHIO BO3MOKHO TOBBIIIICHUE InasMeH‘iH)'%'I::M%ﬂéﬂblﬁgé}ﬂ;ﬁiﬁﬁgg:'qTo

TpeOyeT KOPPEKTUPOBKHU J03bI.

6. DPAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
Lemmon03a mukpokprctammyeckas (MKII-101)
JlakT0361 MOHOTHAPAT

Kanpuus runpodocdara nuruapar
[ToBugon-K25

KapOokcumernikpaxmai HaTpus

Marnus creapar

CocraB 000JI0YKH:

I'unpomeriosa

Maxporoin-4000

Turana quokcua

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. OcoOble MepbI NPEeAOCTOPOKHOCTH NIPH XPAHEHHUH

XpaHuThb 1pu Temineparype He Boiie 25 °C.

6.5. XapakTep u coepkaHue NEPBUYHON YIAKOBKHU

ITo 10, 20, 25, 30 umum 50 TaGieTOK B KOHTYPHYIO SYEHKOBYIO YHNAKOBKY M3 IUICHKH
MOJMBUHUJIXJIOPUAHON, JHOO TMJICHKU MOJUBUHUIXIJIOPUIHON/TIONMBUHUINACHXIOPUIHON U
(boJIbru aMIOMHUHNEBOM NMEYaTHON JTAKUPOBAHHOM.

Nnu no 10, 20, 25, 30 wim 50 TabneTok B KOHTYPHYIO SUEUKOBYIO YIIAKOBKY W3 Marepuaia
KOMOMHHPOBAHHOTO Ha OCHOBE (POJIBIH (TPEXCIOUHBIN MaTepuall, BKIIOUAIOIIUN aTFOMUHHEBYIO
domnbry, MmIeHKy U3 OPUEHTUPOBAHHOTO MOJUAMU/IA, TTOJUBUHWIXJIOPUAHYIO TIIEHKY) U (OJIbIU
AJTIOMUHHUEBOM NT€YaTHOM JTaKUPOBAHHOM.

1, 2,3,4,5,6,7, 8 9 unn 10 KOHTYpHBIX SYEHKOBBIX YMAaKOBOK BMECTE C MHCTPYKIHUEH MO
MEAUIIMHCKOMY MPUMEHEHUIO TTOMEIIAIOT B KAPTOHHYIO YIAKOBKY (TauKy).

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH MNPH YHUYTOXXKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJIYYEHHBIX TOcjie NpPHMEHEeHUus:
JIEKApPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. AEPKATEJb PETUCTPAIIMOHHOI'O V

Poccusa
000 «ATomn»

445351, Camapckas o0m., T. XKurynesck, yi. ['mapocrpoureneit, 1. 6.

7.1. IlpeacraBuTtenb AepKaTesisi PperiCTPALMOHHOIO YA0CTOBepPeHHUs

[IpeTeH3un HOTDG6HTCJ'I€I>1 HaIrpaBJIATH IO aAPECy.

Poccus

000 «O308»

445351, Camapckas 00:1., r.0. JKurynesck, r. JKurynesck, yi. 'uapoctpourtenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TIEPBUYHOM PEIUCTPALIUUM (IIOATBEPXKIEHUS
PETUCTPALIMMU, IEPEPETUCTPALIUN)

[laTa nepBoii perucTpanum:

10. JATA IIEPECMOTPA TEKCTA

OO61as XxapakTepUCTUKa JIEKApCTBEHHOTO Ipernapara KBetnanus 1ocTynHa Ha MH(QOPMalmOHHOM
noptaie EBpazuiickoro 3KOHOMHYECKOTO COr03a B MH(OPMAIIMOHHO-KOMMYHHKAIIHOHHON CeTH

«Mutepuet» http://eec.eaeunion.org/.
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