


(4-i1 mens). lanpHeiimee yBenuuerne 103bl (10 poctwkenns 800 Mr B CyTku Ha 6-if IeHBb
nprema) J0/kKHO ObITh He Gonee uem Ha 200 Mr B CyTKH.

B  3aBHCHMOCTH OT KIHHMYECKOH peakuud ¥ HHIMBHIYalbHOH MNEPEeHOCHMOCTH,
s¢dekTuBHas g03a Moxer coctaBiaATh 200 - 800 Mr B CYTKH. OO6b1yHO ad)(bexwgﬂa‘mggw
coctasisieT 400 - 800 Mr B CyTKH.

Jleuenue 6onbuIUx 0eNnPecCuHbIX INU30006 NPU OUNONAPHOM paccmpoﬁm?eﬁ 0 1£-2023
TabneTky KBETHANMHA IPHHUMAIOT OJIUH pa3 B CYTKH MEpe]l CHOM. e ' b v
CyTouHasi 7103a B TeueHHe MEPBBIX 4-X HHei Tepamuu cocTanseT 50 Mr (1-i mens), 100 mMr
(2-#1 nensn), 200 mr (3-ii menp) u 300 mr (4-i genb). Pexomenayemas CyTO4yHas /103
cocrasiser 300 mr.

[To JaHHBIM KIMHUYECKUX UCCIIEI0BaHUH, He HAOMIOAANOCh HOMOIHATEIbHBIX IPEUMYIIECTB
MpH IpUMeHeHuH 10361 600 Mr mo cpaBHenmio ¢ 1030i 300 mr (cm. paszen 5.1). Opnako
HEKOTOphIM MamuenTaM 103a 600 Mr okasanack 6osee 3G PeKTHBHOM.

Jo3el, npesbimatomue 300 MI/CYyTKM JO/UKHBI HA3HAYaThCs BPAadoOM, HMEIOUIUM  OIBIT
JiledeHus] OMMONSIPHBIX pacCTpoicTB. [lo pesynbTatam KIHHHYECKHX HCCIENOBAHHH, €CIH
BO3HHMKAET BONPOC O PA3BUTUM TOJEPAHTHOCTH y HEKOTOPBHIX MAlMEHTOB, LENECO0OpasHO
PacCMOTPETh BO3MOXHOCTH CHHYKEHUS CYTOUHOMH 110351 10 200 Mmr.

Ipoghunaxmuxa peyuousos GUNONAPHBIX PACCMPOUCME

Jlnga npoMIaKTHKM MaHMAKaJIbHBIX, CMEIIAHHBIX MJIM [CMPECCHBHBIX JMHM3010B IMpH
GUIIONAPHOM PAcCTPOHCTBE y MALMEHTOB, y KOTOPBIX KBETHANMH ObUI 3()(EeKTHBHBIM MPH
JIeYeHHH OCTPOTO OUIONISIPHOTO PACCTPOMCTBA, TEPAIMIO CIIEAYET MPOIOJIKATE B TOH XKE J103€.
B 3aBHCHMOCTH OT pe3yJbTaTOB JICYEHHs M HMHAMBHIYaIbHOH MEPEHOCUMOCTH KakKI0ro
NMalMeHTa, CYTOYHas J103a MOXKeT ObiTh ckoppektHpoBana ot 300 o 800 mr B CyTKH,
pas/ie/IeHHBIX Ha JiBa TpHeMa. BakHO OTMETHTh, YTO Ul MOJUICpPIKaHHs TEpaluH CIEIyeT
H30UpaTh HAUMEHBILIYIO 2P (HEKTUBHYIO 103Y.

Ocobble cpynnbl nayuenmos

Iooicunvle nayuennul

Kak ® Jpyrue aHTHUIICHXOTHYECKHE IIpenaparbl, KBETHANHWH CIEAyeT TPUMEHATh C
OCTOPOXKHOCTBIO ¥ MOXKKJIIBIX MTALMEHTOB, 0COOEHHO B HavYalle Kypca JIeYeHHS.

CKOpOCTb THTPOBAHHS 103 MOXET OBbITh MEJIEHHOH, a CyTOYHas TeparneBTHYeCKasd /1032
HIJKE, TI0 CPABHEHHMIO C MOJIOABIMM MAIWEHTAMH, B 3aBUCHMOCTH OT MWH/MBHIYyaJbHOH
KJIMHUYECKUH peaKkiMi ¥ MepeHOCHMOCTH Ipernapara. Y MOXKHIIBIX MalMeHTOB Ma3MEeHHbIH
KIMpeHC KBeTManuHa Obul cHwken Ha 30-50 % mo cpaBHeHMIO ¢ Ooiiee MOJIOABIMH
nanqueHTaMu. DPPEKTHBHOCTH U 6E30MacCHOCTb JIEKAPCTBEHHOIO CPE/ICTBA HE UCCIIEN0BATMChH
TIpH JICYEHUH JETIPECCHBHBIX MU3010B MPH OUIIONSAPHOM PaCCTPOUCTBE Y MALIUEHTOB CTApIIC
65 ner.

Lemu u noopocmku

KBeTHanuH He peKOMEHIyeTcss MPUMEHSTh AJIs JIEUEHHUS JIETEH U MOAPOCTKOB B BO3pAcTe /10
18 7eT B CBA3M C OTCYTCTBMEM KIMHHYECKHX [AHHBIX, JOKA3bIBAIOMHUX 3()PEKTHBHOCTEL H
6e30MacHOCTh KBETHAIMHA B 3TOH BO3pacTHOM rpyrme. JlaHHbIe KIMHUYECKUX HCCIIEI0BAaHH
C KOHTpoJieM Iane6o npuBoasTes B pasaenax 4.4, 4.8, 5.1 u 5.2.

Hapywenue ¢hynxyuu nouex

Koppekuus 10361 He TpeOyeTcs Y NalHEeHTOB C MOYE€YHOH HEI0CTATOYHOCTBIO.

Hapywenue ¢pynxyuu nevenu

KBetnanua B 3HauMTeNbHOM cremeHn Metabonmusupyercss B medeHd. Ilostomy ero ¢
OCTOPOYKHOCTBIO HA3HAYAIOT MALMEHTAM C MEYEHOYHOH HEeJ0CTaTOYHOCTBIO, OCOOCHHO B
Hauase jgeueHus. HauanbHas no3a - 25 Mr B cyTKU. J[03y MOXXHO yBEJIHYMBATh €KEHEBHO Ha
25-50 Mr B CYTKH 10 AOCTHXKeHHS 5()(eKTHBHOM HO3BI B 3aBHCHMOCTH OT KIMHUYECKOH
peaKIiy MaueHTa 1 NHIUBUIYaTbHON NEPEHOCHMOCTH.

Crocob nmpruMeHEeHUs

TabneTkyu KBeTHANIMHA PHHHAMAIOT BHYTPb, HE3aBUCUMO OT MpHEMa MUIIH.

4.3. [IpoTuBONOKa3aHUA
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['Mnep4yBCTBUTENBHOCTD K [ACHCTBYIOIIEMY BEIICCTBY HIIH K M000My U3 BCIOMOTaTeNIbHBIX
BEILECTB, MIEPEYNCIICHHBIX B pasaene 6.1.

OnHOBpEMEHHOE MPUMEHEHHE HHTHOMTOPOB UTOXPOMA P450 3A4, TakuX KaKk HHTHOHUTOPBI
BUU- npo'Teassl, a3010Bble IPOTHBOIPHOKOBBIE CPEACTBA, IPUTPOMHULINH, KIAPUTPOMUIHIH 1
Heda3on0H (cM. TaKKe pasznen 4.5). ’

4.4. Ocobble yka3aHUsi H MepbI NPEI0CTOPOKHOCTH MPH npnmeHeHm’z b Q l -4 U 2 3
Tak KaK KBETHANHH MMeeT HECKOJIbKO MOKa3aHWH K MPUMEHEHHIO, CIEAYyeT yUMTBIBATH €ro
npo¢uis 0e30MacHOCTH MO OTHOLICHHWIO K JMAarHosy u BBOAMMOM J103€ Ul KaX/I0ro
nalueHTa.

ety ¥ MOAPOCTKH

KBeTHanuH He PEKOMEHIyeTcs NeTAM W MOApocTKaM Muanure 18 ner u3-3a OTCYTCTBHA
JAHHBIX, TOATBEP)KAAIOMMX BO3MOXKHOCTh NPHMCHEHHs KBETHANWHA B STOM BO3PACTHOM
rpynmne. B KIMHHYECKHX HMCCIEGHOBAHHSX C KBETHANMHOM OBLIO YCTAHOBICHO, HTO KPOME
u3BeCcTHOro mnpoduns 6e30MacHOCTH, YCTAHOBJICHHOIO Yy B3POCIHBIX (cm. pasmen 4.8),
HeKOTOphle MoGouHble 3(deKThl BCTpeyanuch ¢ Gonee BBICOKOH 4acTOTOM y JeTed |
TOJPOCTKOB, MO CPABHEHHIO € B3POCIBIMU MAIMEHTaMHU (IIOBBIIICHHBIH aNMETUT, MOBBIIICHUC
YPOBHSI TPOJIAKTHHA B CBIBOPOTKE, PBOTA, PHHHUT H 0OMOpOKH), @ HEKOTOpBIE MOOOUYHbIC
>pPeKTsl MMEIOT  pa3iHdYHOe 3HAuYeHWe y JAeTell M [OApOCTKOB (Hampumep,
3KCTPanMpaMU/IHbIE CHMIITOMBI H Pa3ApaKHTEIbHOCTD), OJIMH U3 no6ouHsIX 3¢ dexToB paHee
He HaOMOZICs B KJIMHUYECKHX HCCIIEIOBAHUSX Y B3POCIBIX (MOBBILIEHHE apTEPHATLHOTO
napieHus). Y Jeredl W MOAPOCTKOB TaKKe OTMEYAIHCh HM3MEHEHHWs pe3ysbTaTOB TECTOB
(YHKUIHYU LU TOBUIHOMN JKEJIE3bI.

Kpome TOro, mccie0BaHHE BIMSHMs JOJTOCPOYHOTO NPHUMEHEHHs KBETHANMHA HA POCT H
pa3BHTHE He TpeBbIUANO 26 Henenb. Takke HEH3BECTHO BIMAHHE JIOJTOCPOUHOIO
HCIIONIB30BAHMS KBETHAITHHA HA KOTHUTHBHYIO (YHKILHIO ¥ MOBEJCHHE.

B muiane60-KOHTPOIHPYEMBIX HCCIIE0BAHUAX ¢ y4aCTHEM JeTeH U MOAPOCTKOB, CTPa/AIOIIAX
wr3odpeHneii, WM MaHuell WM Jenpeccuedl npu OUIONAPHOM pacctpoiicTBe, OBLIO
[IOKA3aHO, YTO KBETHANMH, MO CpaBHEHMIO ¢  muanebo, MOBBIIAT  4acTOTy
skcrpanupaMuaHbiX-cumnTomoB (OT1IC) (em. paszen 4.8).

CamoyOuiicTBO/CYUIIMIabHbBIE MBICIIU MJIH KIIMHWYECKOC YXY/IIEHUE

Jlenpeccus Ipu GUITOJIAPHOM PacCTPOHCTBE CBA3aHA C MOBBIICHHBIM PHCKOM BO3HHUKHOBEHHA
CYMUIMIATBHBIX MBICICH, HaHeceHHs cebe MOBPEKICHHH H  CYHIHIOM. JlaHHBIN PHUCK
COXpaHsAeTCs 10 MOMEHTa HACTYIJICHHS BBIPAXKCHHOH PEMHCCHH. BBuay TOro, 4ro Jo
yJIydIIeH s COCTOSHUS MalMeHTa ¢ Hayaa Je4eH s MOXKET IPOHTH HECKOIBKO HE/E/b il
GOoJTBIIE, TALMEHTHI JODKHBI HAXOJUTHCS MO/ MPUCTANBHBIM MEIUIIHHCKUM HaOTI0IeHHEM 10
HACTYIUIEHHs yiydmieHus. I10 JaHHBIM KIMHHYECKOrO OIMBITA, PUCK CYHUHMIA MONKCT
MIOBBICHTBCS HA PAHHUX CTAIMAX HACTYIICHHS PEMHCCHH.

Kpome Toro, KJIMHUUMCTBI JOKHBI yYUTHIBATH BOSMOXKHBIH PUCK CYHIIMJA MOCIIE BHE3AIHOM
OTMEHBI KBETHAIMHA, YTO OOYCIOBNEHO H3BECTHBIMH (hakTopamu pHCKa 3aboneBaHus,
KOTOpBIE JICYNIH KBETHATTUHOM.

JIpyrie TCHXMYECKHE PacCTpOMCTBa, MPH KOTOPHIX HA3HAYAETCs KBETHAMHH, MOTYT TaKXCe
MOBBIIATh PHCK CyHuuaa. bosiee TOro, 5TH COCTOSHHS MOTYT COYETaThCs C GONBIIUMH
JIEIPECCHBHBIMKE  3MIM30aMH. TakuM o0paszoM, MpH JIEYCHUH MAUWCHTOB C JPYTHMH
TICHXUYECKUMH PAcCTPONCTBAMH CJIEAYeT COOJI0aTh TaKHE K€ NMPEJOCTOPOXKHOCTH, KaK H
TpH Jie4eHHH OONBHBIX ¢ 6OJIBIIAM JCPECCUBHBIM JITH30/10M.

[lalMeHT ¢ CyMUMAQIbHBIMA MBICISAMH MM TMOBEJCHHEM B aHAMHE3E, a Talke JIHIA €
BBIDOKEHHBIMU CYMIMJILHBIMH MBICIIAMM /10 Hayaja JIEYCHWs OTHOCATCA K IpyIIe
TOBBIIIEHHOTO PHUCKA CYMIMAAIBHBIX MbICICH HIH TOMBITOK caMoyOHiicTBa, M JIOJDKHBI
TIIATEJIEHO KOHTPOJMPOBATCS BO BpeMs JieueHus. Mera-aHanus m1aneb0-KOHTPOIUPYEMBIX
[OTHHHUECKUX HMCCJIEIOBAHUI AHTHMIENPECCAHTOB € y4YaCTHEM B3pOC/bIX TALUCHTOB €
ICHXHYECKHMH PAcCTPOICTBAMH BBISBUJI MOBBIIEHHBIH PUCK CYHIIHIATIBHOTO MOBEACHHA 110
CpaBHEHHIO C TPYIINON [UIae6o B BO3pacTe Miaiue 25 JieT.
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Ha panHEX JTamax J€YeHHs, a TaKKe IOC/IE M3MEHCHHMS 03Bl Mpeliapara MalUEHTDI, B
0COGEHHOCTH JIMIA, OTHOCSIIMECS K IPYNIE PUCKA, JOJDKHBI HAXOAUTHCA MOA TIATE/ILHBIM
KOHTpoJsieM. [larueHTs! (a TaKKe JIMi@, OCYIECTBIIAIOMHIE YXO04 34 ManyMeHTaMu) JOJDKHBI
GBITH TPEAYNpPEXIEHBl O HEOOXOIMMOCTH HabIIONCHHA 34 MOOBIMHM ~ KITMHUYECKUMH
YXYyAILIEHUAMH, CYMIMJATLHBIMU TOBCICHHEM HIIM MBICISIMH, 2 TaKOKE | e OB EHBIME
M3MECHEHHAMY B TIOBEIEHHH, U O HEOOXOIMMOCTH OOpAIleHHs 3a MEIMIMUHCKOH IMOMOIIBIO
TIpH MOSIBJIEHHH JAHHBIX CHMIITOMOB. 2601 n-202
B KpaTKOBPEMEHHBIX, IUIANE00-KOHTPOJIMPYEMbIX — KIMHHYECKAX — HCCICAOBAHMAX Y
NAIMEHTOB ¢ OOJBIIMM JCTMPECCHBHBIM ONU30/0M NPH OWIONSAPHOM —PpacCTPOHCTBE
MOBBIICHHBI PHCK COOBITHH, CBSI3aHHBIX C caMOyOuHCTBOM Habonancs y MOJIOIBIX
B3pOCIIBIX MAlMeHTOB (Miaame 25 JeT), NoJy4YaBlUInX KBeTHAMHH, 0 CPABHEHHUIO € JIMIIAMH,
nonyuasummu miane6o (3,0 % u 0 % coOOTBETCTBEHHO).

[TonyasuMOHHOE PETPOCIIEKTHBHOE MCCIENOBaHME KBETHANWHA JUIA JICYCHHUs MALUEHTOB C
GOJBLIMM JIETIPECCHBHBIM PAaCCTPONHCTBOM MOKA3a/10 TOBBIEHHDIH PHCK CaMOTOBPEXK/ICHHIH
M CyuIMaa y MalMeHTOB B Bo3pacte oT 25 g0 64 jer, He HMMEBLIMX B aHAMHE3e
CaMOMOBPEXK/IEHHH BO BpeMs HCHOJIb30BAHUS KBETHAIIMHA C IPYTUMHU aHTH/ICTIPECCAHTAMH.
Puck pa3BuTHs MeTab0JINYEeCKUX HAPYIIEHUH

Ha ocHOBaHMHM HaOJIIOJABIIErOCs B KJIMHUYECKHUX HCCIIEJIOBAHUAX pHCKA YyXYIIICHUA
MeTaboIMUecKoro mpoQuis, BKIOYAs H3MEHEHHE MacChl Tela, W3MEHEHHE COACPXKAHUA
JUIHAIOB M TJIOKO3bl KpPOBHM (THIEPrIMKEMHH), MeTabONMYeCKHe MapamMeTphl CIeayeT
KOHTPOJIMPOBATh B Hayaje W B TEYEHUE BCEro Kypca JeueHus. YXy/IIIeHHe STHX NapaMeTpoB
CIIE/LyeT KOPPEKTHPOBATh, HCXO/IS M3 KIMHUYECKOH HeoOX0MMOocTH (cM. paszen 4.8).
OKCTpanupaMUIHbIE CUMITOMBI

B miane6o-KOHTPOJIMPYEMBIX KIMHMYECKHX HCCIEJOBAHUSAX C Y4aCTHEM B3pPOCIHBIX
MANMEHTOB HAOMIOJANach TMOBBIIEHHAas, [0 CpaBHeHHIO ¢  Iuauebo, 4vacToTa
sKkcTpanupaMuaHbiX cumMnToMoB (DIIC) y manueHTOB, MOMy4YaBIIMX JICYCHHE MO MOBOMY
GOJNBIINX AENPECCHBHBIX SMM30[0B MpH OHIOMSAPHBIX paccTpoMCTBaX (CM. pasienbl
4.8 us.1).

IIpuMeHeHHe KBETHANMHA ObLIO CBSI3aHO C PA3BUTHEM aKaTH3UHU C CYOBEKTHBHO HEMPHATHBIM
WM YTHETAIOMHM OeCrOKOHCTBOM, MOTPEOHOCTLIO ABUTATHCS, YacTO COMPOBOKIAFOIIYIOCH
HECTIOCOOHOCTBIO CITOKOHHO CTOATH MJIM CHAETh., DTH CHMIITOMBI ¢ OOJIbIICH BEPOSTHOCTBIO
Pa3BUBAIOTCA B TEUCHHE TEPBBIX Helenb nedeHus. [Topbiienne 1036l y NaUMEHTOB ¢ TAKUMH
CHMIITOMaMH MOJKET 0Ka3aTh BPEIHOE BO3IEHCTBHE.

[To3anss AUCKUHE3Us

[Ipy pa3BUTHM TMPU3HAKOB M CHUMITOMOB IIO3JHEH JHCKMHE3UH CIICAYEeT pacCMOTPETh
BO3MOKHOCTb TIOHW)KEHHS /10361 MJIM OTMEHbI KBeTHanuHa. CHMOTOMBI MO3/IHEH IUCKHHE3NH
MOTYT yXY/IIIAThCs MM BIEPBbIE BOSHUKHYTH IIPH OTMEHe JieueHus (cM. paszen 4.8).
COHJIMBOCTb U FOJIOBOKPYIKCHUE

JleueHue KBETHAITMHOM CONPOBOXKIAIOCH COHIMBOCTBIO H CBA3aHHBIMH C HEH CHMIITOMAaMH,
TakuMM Kak cemauus (cM. paszzmen 4.8). B KIMHUYECKMX MCCIIEOBAaHHMAX C Y4aCTHEM
MAlMEHTOB C OMMOJNSPHOH Jermpeccueil STH CHMIITOMBI Pa3BHBAIMCH B TEUCHHE TPeX JHEH
J€YeHHs,, a HMX MHTEHCHBHOCTH ObUIa, B OCHOBHOM, JIETKOH WM CpEIHEH CTEMeHH.
[lanueHTaM, HCIBITHIBAIOIIAM COHJIMBOCTh TSDKEJIOH CTEMEHH, MOXET OBITh MOTpedyercs
fonee uacToe MOCENIEHHE Bpaya Ha MPOTSHKEHHH MO KpaiHel Mepe 2 HEIenb Mocie
HACTYIUIEHHUS] COHJIMBOCTH WJIM JIO T€X IMOpP, MOKa CUMIITOMBI HE yJIydlnarcs, ¥, BO3MOXHO,
noTpedyeTcst peKpaleHHe JeUCHHS.

OprocraTiyeckas THnoTeH3Us

KBeTHanuH MOXET BBI3BaTh OPTOCTATHUECKYIO THIIOTEH3HIO M CBA3aHHOE C  HEH
rojoBokpyxenue (cm. paszgen 4.8), ocoOeHHO, KaK W COHJIMBOCTb, B Ha4albHOM IMEPHOAE
THTPOBAHHS 03I DTO MOYET TOBBICHTH PHCK CIy4aiHBIX TpaBMm (NafeHui), 0co0eHHO Y
MOXHUJIBIX MAUUHeHTOB. TakuMm o0pa3oM, MalMeHTaM CJIEIyeT PEeKOMEHI0BATh MPOSBIIATH
OCTOPOJKHOCTB, €CJIH OHH 3HAIOT O BO3MOXKHBIX () (eKTax JICUCHHUS.
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KBeTHaNUH CleayeT ¢ OCTOPOXKHOCTHIO MPHUMEHSTH Y MALMEHTOB C JHArHOCTHPOBAHHBIMH
Cep/IeUHO-COCYTMCTHIMH  3a00JIeBaHHAME, COCYIHMCTBHIMU 3a00NIeBaHUSAMH OJIOBHOrO MO3ra
WM JPYTHMH COCTOSHHMSIMH, INPEIPAcIofiaralolliiMi K IHIIOTCH3HH. [Ipy BO3HMKHOBEHHH
OPTOCTATHYECKOH THIOTEH3UH CIEAYET PAacCMOTPETh BO3MOXHOCTH CHIDKGHHA ) IO3BE HIH
fojiee MEUIEHHOE THUTPOBAHHE A03bI, OCOOEHHO Yy TMAalHEHTOB C CEPACHHO-COCYIHCTHIMH
3a00JIEBaHUSIMH. 5 B

CHMHIpPOM anHO?d BO CHE 2 b ﬂ | b- 7 U 2
CHMHIPOM OCTaHOBKH JbIXaHHs BO CHE HaOmoJaeTcs y MAalHEeHTOB, MOJTy4aBIINX KBETHAIHH.
[TaiyeHTaM, COBMECTHO MPHHHUMAIOLIUM ApPYTUE JIEKapCTBEHHBIC CPEACTBA, TOPMO3AIIME
LEHTPATBLHYIO HEPBHYIO CHCTEMY, HMEIOLUIMX B HACTOsIIEE BPEMs MJIM UMEBIINX B aHAMHE3C
ariHO® BO CHe (HAmNpWMep, JIMI C YBEJIHYEHHEM MacChl Teja / OXHPEHHEM, MalHeHTHI
MY>KCKOTO 10J1a) KBETHANHUH CJIEAYET Ha3Ha4aTh C OCTOPOKHOCTBIO.

DNUJIESNTHYSCKHE TPUIAAKK

B KOHTPOIMPYEMBIX KIMHHYECKHX HCCICIOBAHHAX HE OOHApY)KEHO pasnuiuii B 4acToTe
SMMIENITHYECKAX MPHMAAKOB Yy TANMEHTOB, IMOJYYaBUIMX KBETHANMH M  IUaLedo.
OTCYTCTBYIOT JIaHHBIE O YacTOTE MIPUIIAIKOB y MAIIMEHTOB, UMEIOLINX MPUITAJIKK B aHAMHE3E.
Kak u B ciiyuae Jpyrux aHTUIICUXOTHUECKUX [IPENapaToB, CIeAyeT IPOsSBIATE OCTOPOXKHOCTD
MpH JIeYEHHH [AUMEHTOB, WMEIOIMX OIWJICNTHYCCKHE TpPUNAIKd B aHamHese (CM.
paznen 4.8).

3n0KayecTBEHHBIN HelpoaenTryeckuit cunapom (3HC)

3710Ka4eCTBEHHBIH  HEHPOJENTHUECKHH CHHAPOM MOXET BO3HUKHYTb [pH JICYCHHH
AHTHIICHXOTHYECKMMH NpErapaTaMu, B TOM yucie W kBetnamuHoM (cM. paszgen 4.8). K ero
KJIMHWYECKUM  TPOSBICHHSM  OTHOCSTCS  ITOBBILEHHE  TEMIEpaTypbl,  H3MCHCHHC
CHXHYECKOTO COCTOSIHUS, PHTHAHOCTb MBINII, HECTAOMILHOCTh BETeTaTHBHBIX (DYHKIMH 1
NOBBIILIEHHE YpoBHs KpeaTHH(ochokuHa3bl. B Takux cirydyasx KBETHANMH CICAYET OTMCHUTD
¥ Ha3HAYUTh COOTBETCTBYIOLLEE JIEUYEHHE.

Tsokenast HEUTPONEHUS U ArPaHyJIONMUTO3

Tsxenas Hedtpornenus (kKonnuecTBo HeitpopunoB < 0,5 X 10°/ 1) mabmonanach B
KIMHAYECKUX  MCCIEJOBAHMSIX C  KBETHANMHOM.  DONBUIMHCTBO — CIy4yaeB  TSDKENOH
HEUTPONICHHH pPa3BHBAINCh B TEYEHHME HECKOJBKHX MECALEB IOCJIe Hayajla InpHema
KBeTHAlMHA W HE HOCHUJIM JI0303aBHCHMBIM XapakTep. B 1MOCMapKeTHHIOBBIA [E€PUOL
cO06IAIOCh 0 HEKOTOPHIX CTydasX CO CMEPTEIBHBIM HCXOZOM. BO3MOKHBIMH (haKTopamu
pHCKA Ppa3BUTHS HEHTPOIEHHH SBISIOTCS yXKE HMMEIOIIUECs B aHAMHE3e CHHXKEHHOES
KOJIMYECTBO JIEMKOLIMTOB MJIK HEHTpPONEHHUs, BBI3BaHHAs JPYrUMH JIEKapCTBEHHBIMH
cpenctBamMi. TeM He MeHee, HEKOTOpble Clydad NPOM3OILIH y MNalMeHToB Oe3 panee
CYIIECTBOBABIIMX  (akTOpoB pucka. [lpu  CHWXKGHHH  KONMYECTBA ~ HEHTPO(HIIOB
0 < 1,0 x 10°%/n kBermamuH creayeT OTMEHMTb. [lalMEHTBI JOJDKHBI OBITH MOJ
HaOIIOICHUEM JIJIsl BBISBJIEHHS] BO3MOXKHBIX CUMIITOMOB HH(EKIMH U JI0 JOCTHIKCHUS yPOBHS
HeiTpodunos 1,5 x 10°/n u BbIre (cm. pazmen 4.8 u 5.1).

B03MOMKHOCTh Pa3BUTHs HEHTPONEHHH CJIEAYeT YYHTHIBATL Y MAIMEHTOB C MH(EKUNEH 1T
NHXOPAJKOiH, OCOGEHHO MpY OTCYTCTBMH [MpEAPACIONAraroluX (pakTopoB, yto Tpedyer
COOTBETCTBYIOILETO JICYEHHS.

[TaunenTsbl, MPUHUMAIONINE KBETHANMWH, JOJDKHBI ObITh NMPOMH(POPMUPOBAHBI O TOM, HYTO
HEOOXOAMMO HEMEUIEHHO COOOLIMTh Bpady O [OSBJICHHH IPH3HAKOB/CHMIITOMOB
arpaHyyonuTo3a WM MHpEKUMH (Hanpumep, JMXOpajika, ciabocTh, jeraprus uiu 6oib B
ropie) B Jt000oe Bpems Teparmdu. B TakoM ciiydae HEOOXOAMMO HEMEJICHHO ONpPE/C/THTh
KOJIMYECTBO JIEHKOIMTOB M abCONIOTHOE KOJHYECTBO HEHTPO(HIOB B KPOBH MAIMEHT,
0COOEHHO MPH OTCYTCTBUH IPEAPACTIOAraloNIX (PaKTOPOB.

AHTHXONMHEpruueckue (Myckapunepriuyeckue 3G pexror)

HopkBeTnanuH, akTUBHBI METaOOJMT KBETHANMHA, MMEET YMEPCHHOE HJIbl BBIPAKCHHOC
CPOICTBO K pa3IMUHBIM MOJATHIAM MYyCKapHHOBBIX PELENTOPOB. DTO MpeIonpeaenseT
BO3MOKHOCTh Pa3BUTHSl AHTUXOJMHEPrHYECKUX MOOOYHBIX S()HEKTOB TNpH NPUMEHEHHH
KBETHAllMHA B PEKOMEHIYEMBIX 103aX COBMECTHO C JPYIHMH IpenapaTtaMmi, HMCIOMHMH
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AHTHXOJIMHEpPrHYecKhe CBOKCTBA, @ TAKKE IpU MEPelO3UPOBKE. KBeTnanus cieayeT
IPAMEHSATH C OCTOPOXKHOCTBIO Y MALHEHTOB, COBMECTHO MOJTY1AOMIIX JpyrHe Mpenaparsl ¢
AHTHXOJMHEPTHYECKMMH  (MYyCKAapHHOBBIMH) ~CBOHCTBAMH. Takxe KBETHANMH CIEIyeT
HA3HAYATH C OCTOPOIKHOCTBHIO MALMEHTaM, HMEIOUIMM I PAHEe MMEBIIMM 3A/EPKKY MOUYH,
KIMHHYECKH  3HAUMMYKO  THIEPTPO(uio IpeACTaTeIbHON  JKelnesbl,  KUIICHHYIO
HETPOXOJMMOCTb MIIM COMYTCTBYIOLIHE COCTOAHU, MOBBIMICHHOC BHymnrnQ§f§ JiaBJieHue
WA y3KOYTOJIbHYIO TayKoMy (CM. paszensl 4.5, 4.8,5.1u4.9). :
B3aumoencTBus . B A a

Cwm. Takke pazaen 4.5. LOU | B~ L 02
[Ipu OAHOBPEMEHHOM NPUMEHEHHH C CHJIBHBIMM HHIYKTOpaMH [IeYeHOUHBIX (PEPMEHTOB,
TaKUMH KakK KapOamasenmuH WIM (DEHUTOMH, CYIIECTBEHHO CHHKACTCH KOHIIEHTpaLH
KBEeTHAMHA B IUIa3Me KpPOBH, 4YTO MOXXET MOBJIMATE Ha 5((GEeKTUBHOCTL KBETHAIMHA.
V NanMeHTOoB, MONYYAIOMMX HHAYKTOPbI NEYEHOUHBIX (HEPMEHTOB, JEUCHHE KBETHAMNHOM
MOKET GBITh HAYaTO TOJBKO B TEX ClydyasX, KOrJa Bpad CYMTAeT, YTO MpeArnoJiaracmas
MoJb3a OT NPUMEHEHHs] KBETHANMHA MPEBBIIIACT PUCK OTMEHBI HHJYKTOpA MEUEHOYHBIX
dbepmenToB. Baxno, uTo0bI M000€ H3MEHEHHE JI03bI HHAYKTOPA ObLIO MMOCTENEHHBIM, U MPH
HEOBXOMMMOCTH €ro cliefyeT 3aMeHHTh Ha He WHJIyIMpYyIollee JEKapCTBEHHOE CPEACTBO
(HanpuMep, HATPHsl BAJIBIIPOAT).

Macca tena

V HanueHTOB, KOTOpHlE MPHHUMAIM KBETHATMH, OTMEYCHO YBEIWHYCHHE MAcchl Tend,
M3MEHEHHEe Macchl Teja ClefyeT MOHHTOPHPOBATh M KOPPEKTHPOBATH, paccMaTphBad Kak
KIMHAYECKd BAKHOE HW3MEHEHHE, B COOTBETCTBHM C HMMEIOMMMHUCS yKasaHHAMH IO
NPHUMEHEHUIO aHTUIICMXOTUYECKUX TIPENapaToB (cm. pasznenst 4.8 u 5.1).

[unepriukeMus

[Ipy NpUMEHEHHHU KBETHAIIMHA HMEJTH MECTO PE/IKHE coo011IeH s O pa3BUTHU THICPTIMKEMAH
u/umu 00OCTpEHHsI paHee CyIIECTBOBABIIEIO CaxapHOro nuabera, CBs3aHHBIE HHOTIA C
Pa3BHTHEM KETOALM03a MM KOMbI, HHOTJA CO CMEPTEJLHBIM HCXO/IOM, OMHCAHEI B PEOKHX
ciydasx (cm. paszen 4.8). YBenuueHne Macchl Tena B HEKOTOPBIX Cilydasx MOJKET OBIThH
npepacnonararomuM haxropom. HeobxoauMo KIMHHHECKOE HaOJIIOJEHHE B COOTBETCTBUH C
OCHOBHBIMH TIPaBUIIaMH  TIPHMEHEHHMs AHTHICHXOTHYECKHUX  [MpCrapatos. [TauneHTsl,
MPUHUMAIOIIME AHTHICUXOTHYECKHE Iperaparel, BKIIOYad M KBETHAIMUH, JOJKHBI
HaGII0ATLCS 10 MOBOY Pa3BUTHs NMPU3HAKOB M CHMITOMOB THNCPIIMKEMAH (TTOJTHIUTICUH,
nomuypu, nojudariu 1 cnaboctu). borbHEIM caxapHbIM nabeToM MM ¢ (paKkTopaMH pHcKa
pa3BUTHS CaxapHOro AnabeTa HEOOXOAUMO PEry/ApHO KOHTPOJIHPOBATE yPOBCHDE TJIFOKO3BI B
kpoBH. HeoGX0aMMO perynsipHo KOHTPOJIMPOBATh Maccy TeJa.

Jlunuae!

B xoje KJIHMHHYECKHX HCCIENOBaHMI C KBETHANMHOM HAOMIOZANMCH Ciydan yBEIUICHH:
yposus Tpuriuiepuo, JIMTHIT u obwero xonecTepuHa # CHHIKCHHE xonectepuna JITIBII
(cM. paszen 4.8). Vi3MeHeHHs yPOBHSI JIMIIUIOB CIEAyET KOHTPOIHPOBATE 1 KOPpPEKTHPOBATh,
paccMaTpuBas UX KaK KIMHUYECKH 3HAUUMBIC.

VY unnenue uaTepsana QT

B xome KIMHHYECKHX MCCJIENOBaHMH M NPUMEHEHHs B COOTBETCTBHH C HHCTPYKLIUEH,
eUeHHe KBETHAIMHOM HE OBUIO CBA3aHO C MOCTOAHHBIM yumiHenneM untepsana QT.

B NMOCTMapKeTHHrOBOM MEPUOJIE MPH NPUMEHEHHH TEpaneBTHICCKHUX no3(cMm. paszmen 4.8),
a TaKKe NpH TepenosupoBke (cM. pasaen 4.9), HMENUCH coobieHus 00 yMUIMHEHHU
untepBana QT. Tak ke, Kak IpM HA3HAYCHHH JPYTHX AHTHICHXOTHHECKHX MpenapaTos,
crefyeT coboaaTh OCTOPOXKHOCTh NMPH HA3HAYCHUM KBETHAIHMHA MALMCHTaM C CepAeYHO-
COCYIMCTBIMA 3a00NEBaHUSIMU HWIIM Y KOTOPBIX B ceMeifHOM aHamHe3e Hado/1an0ch
yanunenne unTepBana QT. Tax ke ciexyer cOOMOAAaTh OCTOPOIKHOCTL TPH COYETAHHH
KBETHANMHHA C I[pernaparaMu KOTOpbIC YBEJIMYMBAIOT HHTEPBAT QT, wueitponenTUKamy,
0COGEHHO Y TOXMIBIX MAHEHTOB, NALMEHTOB C BPOXK/ICHHBIM CHHIPOMOM YJUIMHEHHOTO
uatepBaia QT, 3acToiHOM CEepIeYHON HEI0CTaTOYHOCTHIO, runeprpodueit  cepaua,
rUNOKaTMeMHel, TMIIoMarHueMueii (CM. paszaen 4.5).
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Kapauomuonatus ¥ MUOKapaAuT

B KIMHMYECKHX MCCIIEIOBAHUSAX M MpPH MPUMEHEHMM KBETAlMHA B MOCTPErHCTPallMOHHOM
[epHoJie MOCTYNAIH COOOLIEHHs O PasBUTHH KapJIMOMHONATHH H MHOKapauTa (?_n-/ll,,vpa:snen
4.8). JleueHue KBETHAIIWHOM CIENYET MEPECMOTPETL y MALMEHTOB C n pEHMEM Ha
KapIHOMHONATHIO HIIH MHOKAPJHT. o

TspKelple KOXKHBIE HEXKEIATENbHbIE PeaKIUu 2601 B - 72023
I[Ipy npUMEHEHHWM KBETHAlWHA OYeHb PEIKO COOOmMAnoch O PasBUTHH TSOKEITBIX KO)KHBIX
He)KENATeNbHBIX  peakumil, Bkmodwas cuaapom  Crusenca-JDxoncoHa, TOKCHYECKHH
SMUAEPMATBHBIH  HEKPOJM3, OCTPBI TeHepann30BaHHbIH 9K3aHTEMATO3HBIA  ITyCTYJIE3,
MyJIbTU(GOPMHYIO PHTEMY M JIEKAPCTBEHHYIO PEAKIHIO C 503HHO(UINEH ¥ CHCTEMHBIMH
cumntomamn  (DRESS-cunapoM), KOTOpble MOTYT OBITB KH3HEYTPOXKAIOMIMMH - HIIH
datansabME. TsDKesble KOXKHBIE HEKENATENbHBIE PeaKliu OOBIYHO TIPOSIBJIAIOTCS B BUIE
OHOrO WJIM HECKOJBKMX M3 CIEAYIOIMX CHMIITOMOB: OOMIMpHAs KOKHAA Chblllb, KOTOPas
MOXET COMPOBOXKIATLCS 3yAOM WM MyCTyNaMmH, SKC(OIMaTHBHEIH JEPMATHT, JHXOpA/Ka,
muMdazeHonaTus ¥ MOTEHIHANbHAS J03MHOQHIMS WIH HEHTPONCHUS. BOJIBIIHHCTBO 3THX
peaKiyii BO3HMKAIM B TeYeHHe 4 HEMeNb MoCie Havama Teparnuy KBETHAMHHOM, HEKOTOPBIC
DRESS-peakiuy BO3HHKATH B Te4eHHEe 6 Heslesb M0CIe Havalla Teparii KBCTHATIMHOM. [Ipu
TOSIBJIEHUH NPU3HAKOB U CHMIITOMOB, YKa3bIBAIOUIMX Ha ITH TAKE/bIC KOKHLIC pEaKIHH,
cleyeT HEMEUIEHHO OTMEHHTh KBETHAMMH H PACCMOTPETDh allbTEPHATHBHOE JICUCHHUE.
CHHAPOM OTMEHEI

OcTpble CHMNTOMbI OTMEHBI, TakWe Kak OecCOHHHLA, TOLIHOTA, rOJIOBHAs Oosb, auapes,
PBOTA, FOJIOBOKPYXKEHHE U PA3PAKUTEIBHOCTb OBLIH OMUCAHBI MOC/IE PE3KOro MPEKpACHHA
mpHeMa KBeTHAnuHa. PeKOMEHIyeTcs MOCTENeHHas OTMEHa KBETHAlMHA IyTEM CHHIKCHHS
10351 B TeUEHHE KaKk MHHUMYM 1-2-X Henens (cM. paszen 4.8).

[ToyKMJIble MAIMERTHI C IICHX030M Ha (hoHEe IEMEHIINH

KBeTHanuH He paspelieH Uls JeueHns AUeHTOB ¢ ICUX030M Ha (OHe IeMEHIIHUH.

B paHIOMH3MPOBaHHBIX I11alle00-KOHTPOJIMPYEMBIX ~KIMHHYCCKHX —HMCCICNOBAHUAX  TI0
MPUMEHEHHMIO HEKOTOPHIX ATHITHYHBIX HEHPOJIENTHKOB MPH JIEYEHHH MOXKHIIBIX MALUCHTOB C
JeMeHIMeli ObUTO BBISBIEHO 3-KPAaTHOE YBEIWYCHHE PHCKA Pa3BUTHS LEPEOPOBACKYIISAPHBIX
n0604HBIX 3(P(EKTOB B IpyIIe NAHEHTOB, MOJTYYAIOUIMX HEHPONCNTAKY, B CPAaBHCHHH C
rpymmoi miane6o. MexaHu3m 3TOro yBeqndeHHs He u3BecTeH. [IOBBIEHHbIH PUCK HE MOKET
GBITh MCKIIOUEH JUISl APYFHX HEHpPOJENTHKOB WM APYTHX Tpynm mauueHToB. KseTnamuH
ClIENyeT MCIIONB30BaTh C OCTOPOJKHOCTBIO y MAIMEHTOB C (haKTOpaMH PHCKA Pa3BHTHA
HHCYJIbTA.

MeTa-aHalIu3 MCCJIEIOBAHUN ATHITHYHBIX HEHPONENTHKOB JEMOHCTPHPYET, YTO Y MOXKHIIBIX
AIHEHTOB C TMCHX030M Ha (JOHE NEMEHIHMH CYIIECTBYET MOBBIICHHBIA PHCK CMEPTH IO
cpaBHeHHIO ¢ rpymmnoi miane6o. Onnako B ABYX 10-HenelbHBIX r1ane60-KOHTPOJIHPYEMBIX
MCCIeIOBaHUSIX B TOM Ke Momy/siiuyu mamueHtoB (n = 710, cpeaHnii BO3pacT: 83 rona,
auanasoH: 56-99 ner) ypoBeHb CMEPTHOCTH B TpyNne MalHeHTOB, MPHHUMAIOMIHX
KBETHAIMH, COCTaBUI 5,5 %, a B rpyme mianedo - 3,2 %. B oTuX uccie10BaHusX MAlHCHTDI
yMepiu OT LEJIOro psia MPUYMH, KOTOPBIE COINIACYIOTCSA € MPEATNONOKCHHAMU JUIA 3TOMH
IPYIIBI HaceIeH s, DTH JaHHBIE HE MO3BOJIAIOT YCTAHOBHTD MPHYMHHO-CICACTBCHHYIO CBA3h
MEXy IPHEMOM KBETHATIMHA U CMEPThIO MOYKHJIBIX MAIMEHTOB C JIMEHIHEH.

[ToyuIible anueHThl ¢ 6onesubio [apkuacona (BI1)/mapknHcoHn3M

PeTpoCcHeKTHBHOE HCCIIeI0BaHNE KBETHANMHA HA OCHOBAHHH OMpOCa HACEICHHs [V JICUCHHS
[AMEHTOB ¢ OOJNBIIAM ACTIPECCHBHBIM DACCTPOACTBOM IOKA3a/l0 [MOBBILICHHBIH PHCK
CMEPTHOCTH IpH IPUMEHEHUU KBETHANMHA Y MAlMEHTOB B BO3pacTe = 65 net. DTa CBA3b
OTCYTCTBOBANA, B Clyuae ecld manueHTsl ¢ BII Obutd ynanenbl W3 aHammsa. Cnenyet
co0I0aTh OCTOPOXKHOCTD NMPH HA3HAYEHHH KBETHATIMHA MOYKUIIBIM MalUEHTaM € BII.
[ucharus

Ha ¢oue JneueHnss KBETHANMHOM OTMEUEHbl Cjyyad BO3HHKHOBEHHA qucharuu
(em. pasnen 4.8). Cmemyer cobmroarh OCTOPOXHOCTB MpH  HA3HAYCHHM KBETHANUHA
MAIHEHTaM C BHICOKHM PHCKOM Pa3BHTHS aCMPAlMOHHON ITHEBMOHUH.
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3anop ¥ KHIleyHas HENPOXOAUMOCTh N1 ce9 g z)é
3amop sBiseTcs (AKTOPOM pHCKA Ppa3sBHTHA Henpoxonmwocm2 ﬁhéle'!ml}i‘(a. 4/1 efoTCs
co0bIIeH s, Kora Ha (oHEe MPUMEHEHHUs KBETHAIMHA HMEJIH MECTO CIly4aun pasBUTHA 3alopa
M KMIIEYHOH HEMpOXOAMMOCTH (cM. paszen 4.8), BKIIOWas CaydaH C JICTATbHBIM HCXOJIOM ¥y
MAlHEHTOB IPYIIbI BHICOKOTO PHCKA Pa3sBUTHs HEMPOXOAMMOCTH KHINEYHHMKA, B TOM HHCIC
MONMYYaIOIUX COMYTCTBYIOIINE MPENaparhl, KOTOPble CHIKAIOT MOTOPHKY KHIICHHHKA, IAXKE
TpH OTCYTCTBUHM XKano0. Heo6XomauMo TIIaTeIbHOe HAOIIOACHHE 32 COCTOAHHEM MALMEHTOB C
KHIIEYHON HENPOXOAMMOCTBIO U, TIPH HEOOXOAMMOCTH, OKa3aHHE HEOTIIOKHOH MOMOLIA.
Benosnas tpom60ambonus (BTD)

Ciyyan pa3BUTHS BeHO3HOM TpomboamGosnu (BTD) Obuin 3aperucTpipoBaHbl y MalHeHTOB,
NPUHMMAIOIIMX AHTHIICHXOTHYECKHe mnpenaparel. Tak Kkak y MalMEeHTOB, [OJYy4aiomHX
AHTHIICHXOTHYECKHE TIPEapaThl, 4aCTo HMEIOTCs probpeTeHHble BakTopel pucka BTO, Bee
BO3MOXKHBIE (pakTopel pucka BTD no/mkHBI ObITH OMpEACNCHB! 0 M BO BPEMs JICHCHHA
KBETHAIIMHOM M MTPOBEJACHbI MPO(PHUIAKTHUECKHUE MEPBI.

[TankpeaTHT

B KJIMHUYECKHX HCCIEIOBAHUSX M BO BPEMS MOCTMAPKETHHIOBOTO MEPHOAA COOOMIANOCh O
cTyuyasx pa3BHTHs TaHKpeaTwTa Ha (oHe mpuema kBeTHamuHa. Cpeau MOCTMAPKETHHIOBBIX
COOOIIEHHH He BO BCEX CNydasX y MAlMeHTOB ObUIH OTMEYEHBI (PaKTOPBI pPHCKA PA3BHTHS
NMAHKPeaTUuTa, OJHAKO MHOTHME MALUEHTHl HMenH (akTopbl pucka (YBEIHYCHHE YPOBHA
TPUTTIHIEPHIOB (CM. pasaen 4.4), KeTdHble KaMHH, YOTpeOIeHHe alkoroJis).
3noynorpebneHue 1 nepeio3upoBKa

Coobwanock 0 ciydasx 3J0ynoTpeGieHHs U TepeJo3upoBKH. PexomeHayercs mnpu
Ha3HAYEHUH KBETHMANMHA MAalMEHTaM C aJKOTOJIbHOW MM HApKOTHYECKOH 3aBHCHMOCTBIO
co0moaaTh OCTOPOKHOCTD.

HomnonuutensHas uHGopManus

MMeroTcst orpaHiyYeHHbIE JaHHbIE O IPUMEHEHUH KBETHAIIMHA B COUETAHNH C IMBAJINIPOCKCOM
¥ TIpenapaTaMi JIMTHS TP JIeUeHHs. MaHHAKAIBHBIX SMH30/10B CPEIHEH U TSDKEJION CTEIEHH.
OnHaKo KOMOMHHPOBAHHAS Tepanus MePeHOCHTCsl XOpoLo (CM. Takske pasaensl 4.8 u 5.1).
[Toay4yeHHbIE IaHHBIE IEMOHCTPHPYIOT a[UIMTHBHBIH 2 dexT Ha 3-i Hezene.

JlaxkTo3a

Ta6nerkn KyTunmun coaepiar 1akto3y. [launeHTbl ¢ PeAKMMH HACIEACTBEHHBIMH (opMaMH
HEINEPEHOCHMOCTH TallaKTO3bl, BPOXKAECHHOM HENOCTAaTOYHOCTBIO JIAKTa3bl MM CHHIPOMOM
MaabaObcopOLUK TIIFOKO3bI M TaJaKTO3bl HE JOJDKHBI NPHHHMATh 3TO JIKAPCTBEHHOC
CPEeICTRO.

4.5. BzaumoaeiicTBHe ¢ APYTHMH JIEKADCTBEHHBIMH MpenapaTtaMH H [pyrue BHbI
B3aHMO/AeHCTBHA

YuuThiBas BIMSHKUE HA LEHTPAIbHYIO HEPBHYIO CUCTEMY KBETHAIIMH CJIEAYeT UCMOJIL30BATh C
OCTOPOJKHOCTBIO B KOMOMHAIMM C ApYrMMH mnpenaparamu, JefictByromumu Ha [THC u
yrnoTpebIeHHEeM alIKOToJIs.

Crnenyer co0mroaTh OCTOPOXKHOCTb IpPH JIEYEHHMH ITAlMEHTOB, TMOJIYYAIOUMX JPYTrHe
npenaparsl, obnagaroniye AHTHXOJIMHEPTHUECKUM(MYCKapUHOBBIM ) JeCTBUEM
(cMm. paszzen 4.4).

Wuruburops! uroxpoma P450 (CYP) 3A4

[Iutoxpom P450 (CYP) 3A4 siBnsieTcst OCHOBHBIM (DEPMEHTOM, OTBETCTBEHHBIM 3@ LIHTOXPOM
P450 omocpenoBaHHBIH MeTaboNHM3M KBEeTHanuHa. B KIMHMYECKOM MCCIECI0BaHHU C
y4acTHEM 370POBBIX JOOPOBOJBIEB OJHOBPEMEHHbIN MpPHEM KBETHANHHA (B 103€ 25 MT) C
keTokoHasonom  (mHruburop CYP3A4) BesBan  5-8-kparHoe ypenmuenue AUC
KBeTHanuHa. [103TOMy OJHOBpeMEHHOE IpUMeHeHNHe KBeTHannHa ¢ unrubutopavn CYP3A4
MPOTHBOIIOKA3aHO.

["peiindpyToBbIiA COK

He pexomenyeTcs ynotpe6usTh rpeindpyToBbliA COK BO BpeMs JICUCHHs KBETHATIHHOM.
WHIYKTOPBI IIeYeHOUHBIX hepMeHTOB
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B KIMHHYECKUX MCCIENOBAHMAX, TPOBEACHHBIX 1 OLEHKH (apMaKOKHHETHKH KBETHAIHHA,
pasHble 03l KBETHAIMHA MPUHMMAIIH JI0 ¥ BO BPEMs JICUCHU Kapbam@séiraHoM @{IHIISQK'{}’PZ 3
neuenousbix (epmento). COBMECTHOE NPUMEHEHHE KBCTHANWHA H kapbamasenuHa
3HAYMTEIHHO MOBBINAET KIMPEHC KBETHANHMHA, YTO MPUBOAMT K CHMKCHWIO CHCTEMHOTO
po3neiicteust keetnanuna (mo ganHbiM AUC) B cpeiHeM 110 13 % ot AUC npu MOHOTEpan1u
KBETHANMHOM. B pe3ynbTare 3TOr0 B3aMMOJAEHCTBUS CHWXKACTCS KOHUCHTpALHs KBETHANKWHA
B TIJIa3Me, YTO OKa3bIBaeT BiUsHHE Ha 3 HEKTUBHOCTD JICUCHHS KBETHAIIMHOM.
CoBMeCTHOe TPHMEHEHHe KBETHAamuHa M  (eHHTOMHA (MHAYKTOP MMKPOCOMAIIbHBIX
(bepMEHTOB TeYeHHU) BBI3BIBAECT 3HAYHUTENILHOE YBEIMYCHUE KITMPEHCA KBETHAIUHA TIPHMEPHO
10 450 %. [lauuenTaM, MOJyHalOLUM HHIYKTOP MEYCHOYHBIX (depMeHTOB, MOXHO HayaTh
eyeHHe KBETHAIIMHOM TONBKO B TEX CIIydasX, KOIJa Bpad CUHTAET, YTO MpEAnojaracmasi
MoNb3a OT MpHeMa KBETHANMHA MPEBBINIACT [IOTEHUIHAIBHBIM PHCK OTMEHBI HHIYKTOpa
nedeHouHbIX (pepmeHToB. JItoGoe H3MEHEHUE 103bl HHAYKTOPOB (epMEHTOB MEYEHU JOKHO
6bITh TOCTENIEHHBIM; MOXHO 3aMEHHTh MHAYKTOp Ha HE-MHAYKTOp (HAampuMep, BalbIpoar
Hatpus) (cM. TaKoke pasaen 4.4).
Uuruburopst CYP 2D6, CYP 3A4 u CYP 2D6
dapMaKkOKMHETHKA KBETHAIIMHA CYIIECTBEHHO HE H3MEHACTCS [PH COBMECTHOM MPUMEHEHUH
KBETHAMMHA M AHTHACTIPECCAHTOB MMHIIpaMuHAa (WHTHOMTOP CYP 2D6) u dmyoxceTnHa
(narudurop CYP 3A4 u CYP 2D6).
HeliponenTuku
®apMaKOKHHETUKA KBETHAIIMHA CYLIECTBCHHO HE H3MEHSAETCs IPU COBMECTHOM PUMEHEHUH
KBETHAIMHA ¥ AHTHICHXOTUUECKHX CPE/ICTB PHCIIEPUIOHA | ranonepuona. OTHOBPEMEHHOE
npUMEHEHHe KBETHAllMHA M THOPMJA3MHAa MOXET MPUBECTH K MOBBIICHHIO KJIMpeHca
kBeTHanuHa npumepHo 10 70 %.
[lumeTHIMH
dapMaKOKMHETHKA KBETHAIIMHA CYLIECTBCHHO HE U3MEHACTCS IPH COBMECTHOM NPUMEHEHUH
KBETHANKHA ¥ LIUMETHIMHA.
[Ipenapatbl TUTHS
dapMaKOKMHETHKA KBETHAIIHHA CYIECTBEHHO HE H3MEHSETCS IIPU COBMECTHOM IPUMEHEHUH
KBETHAIIMHA U MPENapaToB JIUTHS.
B 6-HelebHOM PAHIOMH3MPOBAHHOM HCCIIE/OBAHHH KOMOMHALMK JIUTHA M KBETHAMMHA c
NPOJIOHTMPOBAHHBIM BBICBOOOXK/ICHHEM B CPABHCHHH C xomOuHAIHeH KBETHANHHA C
IIPOJIOHTHPOBAHHBIM BBICBOOOKIEHHEM M ILTANEOO0 Y B3POCIBIX MALMEHTOB C OCTpO MaHHEH
SKCTpanupaMuHble Mo60uHbIE P (EKTHI (B 0COOGEHHOCTH TPEMOp), COHJIHMBOCTE H
yBeJIMUEHHE MacChl TeJla HaOIFOAATNCH Yallle B rpymmne, rac JIMTHI TIPUHUMAJICA COBMECTHO C
KBETHAITMHOM, 110 CPABHEHHUIO C TPYNION KBETHANMHA H mnane6o (cM. paszen S.1).
Bansnpoar HaTpus
dapMaKoKHHETHKA KBETHAIIWHA M BAJIBIIPOATa HATPHs CYLIECTBCHHO HE U3MEHsIETCS TIPH X
OJIHOBPEMEHHOM TIPUMEHEHHH. PETPOCTIEKTHBHOE HMCCTIE/I0BAHAEe ¢ yHacTHEM Jeted u
MOJPOCTKOB, KOTOPHIE MOJIY4ali BATBIPOAT HATPUA M KBETHAIMH MO OTACTLHOCTH uu oba
mperapaTa OJHOBPEMEHHO BBIABHIIO OoJIee BBICOKYIO HacTOTy e KOTNIEHHH U HEUTPOIIEHHH B
rpymnie KOMOHHHPOBAHHON TEPAIMH 10 CPABHEHUIO C rpymIoi MOHOTEPAITHH.
[Ipenapathl Uis JeUeHHs CepIedHO-COCYIUCTRIX 3a001eBaHnH
McceoBanus 10 B3aMMOJEHCTBHIO KBETHalMHA M YacTo HCIHOJBb3YeMBIX  CCpACHHO-
COCYMCTBIX JIEKAPCTBEHHBIX CPE/ICTB HE IPOBOAUIIUCH.
CrefyeT TpOSABIATH OCTOPOKHOCTH NPH HA3HAYCHMM KBETHANMHHA [MAIHCHTAM, KOTOpBIE
MPUHUMAIOT TPENapaThl, BbI3BIBAIOLINE 3NEKTPOJMTHBIN AucOananc WM y/UIMHCHHE
untepsana QTc.
VIMMYHODEPEHTHBIA TECT ONpe/ieieHns METaI0Ha ¥ TPULUMK/INYECKHUX aHTH/ICIIPECCAHTOR
VIMeroTes COOBIIEHNs O JIOKHOMONOKHTENBHEIX Pe3yIbTaTax UMMYHO(DEPMEHTHOrO TecTa
ompejeseHds METaZ0Ha M TPULMKIMYECKUX AHTHCTIPECCAHTOB Yy NalMeHToB, KOTOPbIE
PUHUMAIM KBETHAIMH. B Takux clydasx [yis HOATBEPHACHHA COMHHUTEJIBHBIX PE3yJIbTaToB
MMMYHOJIOTUYECKOTO CKPUHUHTA CIIE/LYeT IPOBECTH ONPENCIICHHC METOIOM XpomaTorpaduu.
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4.6. ®epTHILHOCTD, 0€PEMEHHOCTD H JAKTAUHS =gt

bepeMeHHOCTD

Iepevwiii mpumecmp 2601 R~ 202 3
VMepeHHOe KOJMYECTBO ONYONMKOBAHHBIX JAHHBIX O OepeMeHHBIX, TPUHUMABIIHAX
ksetranmue  (300-1000 ucxonoB GepeMEHHOCTH), BKIIOYas OTHEJBHLIE OTHCTBI H
ycclaenoBaHMs MO JAaHHBIM HaOMIOJeHWH, HEe TPEINoJaralT IOBBIICHHOIO pHCKa
BO3HHKHOBEHHMS TOPOKOB Pa3BUTHS IJIOJA H3-3a JICUCHUS KBETHATMHOM. OpHakKo, UCXOs U3
BCEX MMEIOIMXCS JaHHBIX, HEJIb3s C/IeaTh OJHO3HAYHBIN BBIBOJI, TaK KaK MCCJICIOBaHUS HA
JKHBOTHBIX TOKA3aJM PEMpOIYKTHBHYIO TOKCHYHOCTh (CM. paszen 5.3). KBeTnanuu cinenyer
HCIONB30BAaTh NpHU OEpEMEHHOCTH TOJBKO B TEX CIyd4asX, KOrjaa Bpad CHUHTACT, HTO
npejnosaraeMas 10Jb3a OT IpHeMa KBETHANHHA IPEBbIIIACT MOTEHIMAIBHBIA PHUCK JUIs
104,

Tpemuit mpumecmp

HoBoposkieHHbIe, MATEPH KOTOPHIX MPUHUMAIIH aHTHIICUXOTHUECKNE CPEACTBA (B TOM 4HCIIE
KBETHANHH) B TPETheM TpUMecTpe OepeMEHHOCTH, HAXOAATCSA B IPYNIE pHCKA PA3BUTHA
MOGOYHBIX PeaKiuii, BKIIOUAs SKCTPAIMPAMHIHBIE PACCTPOHCTBA H/HIIM CHHIPOM OTMEHEL,
KOTOpBIE MOTYT OBITH pa3HO CTENEHH TSHKECTH W IMPOJIOJDKUTEIBHOCTH. HNmenu mecTo
COOOMIEHUsT O CIEAYIOLINX MPOSBICHUAX: @KHTAllMs, THIEPTOHHSA, THIOTOHMSA, TPEMOD,
COHJINBOCTB, PACCTPONCTBO JIbIXaHHs WX PACCTPOCTBO muTanms. HOBOPOXKICHHbIE, MAaTEpH
KOTOPHIX MPUHMMAJIX AHTHIICHXOTHYECKHE CPEICTBA (B TOM 4YHCIIE KBETHAIIMH) B TPETHEM
TpUMecTpe 6epeMEHHOCTH, JOKHBI HAXOXUTBCS MO TIATEIbHBIM HAOMOICHHEM.

JlakTanus

OCHOBBIBASCh HA OYEHb OrPAHMYCHHBIX JAHHBIX, [OMYYEHHBIX H3 OMyOIMKOBAHHBIX
coobiieHnit 06 OJKCKpelMH KBETHAalMHA B TPYAHOE MOJOKO YEJIOBEKA, SKCKPEIHA
JIeKapCTBEHHOTO CPEICTBA B TEPANEBTHYECKUX 033X OCTAETCS HEONPE/IeNeHHOM. Puck nms
HOBOPOXKJIEHHOTO HE  MoXeT  ObITb HCKJTIOUEH. [TosToMy  pemieHHe O
POIOJDKEHAH/TIPEKPAILEHUH TPYJAHOT0 BCKApMIMBAHHS HIH IPO/I0JDKEHUH/TIPEKPAIIEHHA
Tepanuy KBETHAIMHOM CJIeAyeT NPHHMMaTh, YYHTBIBAS IOJb3Y TPYAHOrO BCKAPMIIMBAHUA
11 pebeHKa | 0JIb3Y JIEKapCTBEHHOI0 CPeICTBA Al MaTEpH.

DepTUILHOCTD

BrnusiHMe KBeTHANMHA Ha (JepTUIBHOCTD YeIOBEKA HE HCCIIE10BAIOCE.

D deKxTpl, CBSI3aHHBIE C MOBBIIEHHBIM YPOBHEM IPOJIAKTHHA, Habroanuch y KpbiC.
Ho janHast vEQOPMAIMS He HMeeT MPSAMOro OTHOLIEHHS K moaaM (eM. 5.3).

-

4.7. Bausinue Ha cnocoGHOCTH YNPABJISATH TPAHCIOPTHBIMH CPEICTBAMH M padoTaTh ¢
MeXaHH3MaMH

VuuThIBas BIMSHUE KBETHAIIMHA HA LIEHTPAJIbHYIO HEPBHYIO CHCTEMY, NPH €ro NpUMEHEHHH
MOJXKET CHHIKAThCSl CMNOCOOHOCTH KOHLEHTpAalMH BHUMaHHs W BO3HHKATh COHJIUBOCTB.
[TosTOMy mauMEHTaM cilefyeT PEeKOMEHJI0BaTh Ha BpeMs JICUCHHsS BO3ACpXKaThCd OT
YIIpaBJIeHUs] TPAHCIIOPTHBIMHU CPEACTBAMU H MEXaHHU3MaMH.

4.8. HexkenaTe/ibHbIE PEAKIHH

[Togo6HO BceM JieKapcTBEHHBIM mpenapatam KyTHIHH MOXET BBI3bIBATH HEKENATEILHBIC
peaKIMM, OJHAKO OHM BO3HUKAIOT He Yy BceX. MH(opmaims 0 HEeKENaTeNbHbIX PEaKIHIX
M3NOkEHAa B COOTBETCTBHH C CHCTEMHO-OPraHHOH Kimaccudukauuedl M 4acTOTOH
BCTpeyaeMocTH. Kateropuu wactotsl: odeHb uacto (> 1/10), wacro (> 1/100, vo </10),
wewacto (> 1/1000, vo </100), peako (> 1 /10000, no </1000) , o4eHb peaxo (</10000),
YaCcTOTA HEW3BECTHA (MCXO/s M3 HMEIOLIMXCS JNaHHBIX, YaCTOTY BOSHUKHOBEHHS ONPEICIHTD
HEBO3MOYKHO.

HaunGosiee uacTO BCTPEUAIONIMMMCS HEXelaTelbHbIMH peakumsamu (210%) KseTnanuua
ABIISIIOTCS. COHTMBOCTD, TOJIOBOKPYKEHHE, T0JI0BHAs 60Jib, CYXOCTb BO PTY, CHHAPOM OTMCHBbI,
NOBBILIEHHE YPOBHS TPHIJIHIEPH/IOB, OOLIEro XoNecTeprHa (IIaBHEIM 00PasoM XOJIeCTepHHA
¥ JIMIONpPOTEHIOB HHU3KOH TIIOTHOCTH), ~CH no_n_pg{emoa BBICOKOH
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IUIOTHOCTH, YBECIMYECHHUE MaCChl
3KCTpanUupaMHUIHbIC CHMIITOMBI.

CHHKEHHE KOHICHTpaluH

HO PB

TeNa,

8 ‘}l - g 02
Yacmoma: ouens wacmo (> 1/10), yacmo (> 1/100, </10), newacmo (> 1/1000,</1 0},

peoxo (> 1/10000, </

1000, ouenw peoxo (</10000).

Co cmopoHbl Kpo8u U IUMPAMU4ecKou cucmembl

OueHb 4YacTo

2
CHuKeHHe YPOBHS reMoriaoduHa .

1,28

Yacro JlefikoneHus °~°, CHIKEHHE KOJIMYECTBA HEHTPO(DHIIOB,
27
yBEJIMYEHUE KOJINYECTBA Y03UHO(PHUIIOB .
” I
Hewacrto AHeMusi, CHIDKEHHE KOJMYEeCTBA TPOMOOIIMTOB 13 weitrponenus .
Penko ATpaHyJIOIUTO3 %,

Co cmoponel umMmynnoi cucmembol

Heuacto

['MnepuyBCTBUTENBHOCTD (B TOM YKCIIE KOJKHBIE aJlJICPrUyecKue
peaxkuum).

Ouenb penko

AnadunakTuyeckue peakuuu )

Co cmoponwel 3100KpuU

HHOU CUCHEMbL

“ 24
Yacto [HIepnposakTHHEMHS ', CHIKeHHe yposHeil obmero T 4 ",
csodomnoro Ty 24 4 o6mero T 3 24, TIOBBIIIEHUE YPOBHS
4
THPEOTPOIIHOrO TOPMOHA >
Heuacto Cuumxenue ypoBHs cBoOoaHOro T 3 ' HeoCTAaTOYHOCTD

()yHKLMH [HTOBAIHOM JKene3pl * .

Ouenb peako

HeanexBaTHas ceKpelusi aHTUAMYPETHUYECKOT0 TOPMOHA.

Co cmoponul obmena sewjecme u numManus

OueHb yacTo

[ToBbIIeHHE ypOBHeﬁ TPUTTTHLIEPUIOB B CBIBOPOTKE KPOBH A 30,

MOBBILICHUE YPOBHS 00IIEro XonecTepruHa (MpeuMy1ECTBEHHO
1

JITHI) M 30 cHIKeHME ypoBHs xosecrepuna JIIIBII .30

yBeJIHYeHHe Macchl Tema ..

Yacro [ToBbllIeHHE aNNeTHTa, MOBLIILIEHHE YPOBHS MTIOKO3bI B KPOBHU J10
IHIIEPrIHKEMHYECKOr0 YpoBHs *°

Heuacro Tunonarpuemust ', caxapHbiif aber ' °, yxy/imenue TeueHus
CYILIECTBYIOLIEr0 CaxapHoro auadera.

Penxo MeTabomuyecknii CHHAPOM .

Icuxuyeckue paccmpoiicmea

Yacto HenopMasbHble CHOBH/IEHHUS ¥ KOLIMApBI, CYULHIATbHBIE MBICITH
M CyHIMIANBHOE [TOBEICHHE .
Penxo Comna0yi3M, pa3roBop BO BpeMs CHa, paCCTPOMCTBO MUIIEBOTO

MMOBEIACHHUSA BO BPEMs CHA.

Co cmoponel nepenotl

cucmembl

OueHb 4acTo

1. ronosHas 601b,

TonoBokpysxkenne ', COHJIMBOCTB™

MITHACT

]

reMorjoouHa u

11
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1,21
3KCTpanmupaMUuIHbIE CUMIITOMBI :

Yacto

2
L

on

N 4
L* I |

o

LU
Juzaptpus.

HeuacTto

DNUIENTAHYECKHE PUNaIKH | cunapom GecroKoMHBIX HOT,
4,16
MO3IHSS JUCKHHE3Us L2 oOMOpokH .

Co cmoponbl cepoya

YacTo

Taxukapmus , cepaueduenue <,

Heuacto

V nnunenue uatepsaita QT 112,18 6pa11141<ap,tuf15{3 2

YacToTa HEU3BECTHA

KapauoMuonatusi, MUOKapIuT

Co cmoponbl opeanos

3penus

Yacto

HeuyeTkocThb 3peHus.

Co cmoponbl novex u

MOYEBbIBOOAUUX nymell

Heuacto

3a/ieprKKa MOYH.

Co cmoponwl cocyoos

6

4
Yacto OprocraTHuecKas THIMOTeH3Us 16,
Penko Bewo3Hast TpoMG0IMBOHS .
YacTtoTa HEM3BECTHA I/IHC}’JIBT33
Co cmoponbl  opeanos ObIXAMeNbHOU  CUCMEMbl, O0peaHO8 2pPYOHOU KIemKUu U
cpedocmenus
23
Yacto Oppimrka =
Heuacto Punut.

Co cmoponbl Jicey00HHO-KUUEYH020 MPaKma

Ouenb 4acTo CyxocTb BO pTY.

Yacto 3amnop, AMCIENCHsl, PBOTA 2

HeuwacTo Jucoarus 7.

Penxo [Tankpearut | kulIeyHas HEempOXOAMMOCTB/HIIEYC.

Co CMOpPOHbI hev4eHu U JICEJI‘IEGbIGOO}Zu{UX nymeil

Yacto [ToBbILIEHME YpOBHS B CBIBOPOTKE KpOBH
ananuHamuHotpancdepaszer  (AJIT) 3 [OBbINIEHME  YPOBHS
ramma-I'T> .

Heuacto [ToBblIeHHE YPOBHS B CBIBOPOTKE KpOBH
acrapraTaMUHOTpaHCepasbl (AJIT)’.

Penxo XKentyxa 5, rernaTuT.

Co cmopouwvl Kodicu U NOOKOJICHBIX MKaHeu

5

O4eHb peaKo Orex Ksuuke °, cunapom CruBeHca-J[koHcoHa ~.

YacroTa Hew3BecTHa | TOKCHUECKHil  SMMAEPMAbHBIA  HEKPONH3,  MYJbTH(OpMHAs
SpUTEMa,  OCTPBIl  IeHEpaIn30BaHHBIH 9K3aHTEMATO3HBIN

yCTyJie3, JeKapCT i1 CHCTEMHBIMH

COT A

AR VALA O D S5

P e e
MITHHC CTROM 31TP

ABOC
WIAKH U5
TECTERCTRA 30D

b veevy Faw

PYChH

RIOXPAEE

23

12
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Co cmoponbl OnOpHO-06U2aMeNbHO20 annapama u COCOUHUMENbHOU MKAHU

OueHp penko PaGnomuonus.

Bepemennocmy, nocnepo0o6otl nepuoo u nepunamaieHoie CoCMoaAnUi

1
YacToTa HEU3BECTHA CHHleOM OTMEHBI Y HOBOPOXACHHBIX 4 :

Co cmopobl penpoOYKMUGHOU CUCHIEMbL U MOILOYHBIX icelIe3

Hewacrto Hapymenwe nonoBoi GyHKIHA.

Penxo [lpuanu3sm, rajgakropes, HaOyXaHHE  MOJIOYHBIX — IKEJE3,
HapyIIeHHE MEHCTPYaJIbHOIO LMKIIA.

Obwjue paccmpoiicmea u HapYuieHUus 6 Mecme 66e0eHUs

OueHb 4acTo CunpoM OTMEHBI ITpenapara L9,

Yacro Jlerkas actenus, nepupepuueckue OTEKH, Pa3IPaKHTCIBHOCTD,
JIMXOpaJIKa.

Penko HeitponenTuyeckuii 3710Kka4eCTBEHHBIH CHH/IPOM ! runorepmus.

Bnusnue na pe3yirbmamol Jza6opamopnbzx U UHCMPYMEHMANbHbIX uccne008anull

4
Penxo [ToBbleHHE YPOBHS KpeaTHH-(POoCHOKUHAHI KpoBH .

(1) Cwm. pa3zen 4.4.

(2) COHIHMBOCTH MOXET BO3HHKAaTh B TEYEHWE TEPBHIX JBYX HEJACHDL JICUCHHMS H 00BIUHO
MPOXOUT MPHU MPOJODKEHUH JICUCHHS.

(3) YV HEKOTOpBIX MALMEHTOB BO BpeMs NPHMEHEHHS KBETHAINHA OTMEUCHDI 0€eCCUMITTOMHBIE
noBblenHus chiBopoTounbix Tpancamunas (AJIT, ACT) wunm ramMa-I' T (OBBILIEHHE B TPU
pa3a IPeBOCXOsIIEe BEPXHIOK IPAHUILY HOPMBbI). Kak npaBuiio, OHO ObLIO OOpAaTHMBIM Ha
¢oHe MpoOINKAIOLIEroCs MpHeMa KBETHalnHA.

(4) TIpu COBMECTHOM NMPUMEHEHHH AHTUNCHXOTUYECKHUX CPEACTB (B TOM 4HCIIe KBETHANMHA)
u anb(da-1- agpeHoOIOKATOPOB BO3MOXHO pPa3sBHTHE OPTOCTATHYECKOH THIOTCH3HH C
FOJIOBOKPY)KEHHEM, TaxHKapaueH W Yy HEKOTOPbIX MalHCHTOB 06MOpOKOB, OCOOEHHO B
TepUO/1 IEPBOHAYAIBHOTO MOAO0Pa 036l (CM. pasaen 4.4).

(5) Ompenenende YacTOThl THX MOOOYHBIX PEAKIHMAX OCHOBAHO HA [OCTMAPKETHHTOBBIX
JIAaHHBIX JUISl KBETHAITHHA C HEMEICHHBIM BBICBOOOKACHHEM.

(6) YpoBeHb TIIOKO3bI B KPOBM HaTowmiak > 126 mr/m (> 7,0 MMOJIB/JT) WM TIOCHE €Ibl -
> 200 mr/mn (> 11,1 MMOIIB/IT), IMEN MECTO KaK MUHUMYM OZTHH ciyvai.

(7) YBesMueHHe YacTOTHI CllydaeB Auc(aruu npi MPUMEHEHWH KBETHANMHA B CPABHCHHH c
rpynmoi muauebo HaGIIONANOCh JIHIIB B KIMHHYECKHX HCCNICNOBAHMIX 110 JICUEHUIO
JIENpeCCHU TPU OUIOJIAPHBIX paccTpOHCTBaX.

(8) Ha ocHOBaHMM yBeJWYCHHs MacChl Tena Oonmee 4eM Ha 7 % 1O CpaBHEHHIO C
uexoaubM. HabmoaaeTcs mperMMyIiecTBEHHO B IIEPBbIC HEJCH JICUCHHS Y B3POCIIBIX.

(9) TIposiBNeHHSI CHHAPOMa OTMEHBI, KOTOpble Hambonee 4acTo HaAOJIIOATUCh BO BpeMs
M1a1eG0-KOHTPOTHPYEMBIX KIMHHYECKHX HCCIEJOBAHUH M0 MOHOTEpanHH KBETHAMMHOM:
OecCOHHMIA,  TOLUIHOTA, TOJOBHas  Oonb,  AMapes,  pBOTa,  TOJIOBOKPYIKCHHE,
pa3apaXuTenbHOCTh. YacToTa 3TUX peakii 3HaYMTEeNIbHO yMEHbINATACH yepe3 HeNelNo
TocJie MpeKparieHns pHeMa JICKapCTBEHHOr0 CPEICTBa.

(10) Yposenb Tpurmuuepuaos > 200 mr/mt (= 2,258 MMouib/1T) (BO3pacT manueHTos > 18 7er)
i > 150 mr/mn (> 1,694 mmois/n) (BO3pacT MALMEHTOB < 18 ner), UMeN MECTO Kak
MHHHMYM OJIUH CITy4ai.
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(11) YpoBens xonectepuna > 240 mr/mn (> 6,2064 Mmounb/i) (BO3pacT NalieHTOB > 18 ner)
wmm > 200 mr/mn (> 5,172 mmons/n) (Bo3pacT manueHToB < 18 seT), MMeN MECTO KaK
MHUHHMYM B OJHOM Cllyyae. YBEIM4YEHHE YPOBHS XOJECTCpUHA JIITHIT > 30 wmr/an
(> 0,769 Mmonm/m) oTmedanoch odeHb 4acTo. CpepHee 3HAYCHHE YPOBHSA XOIECTEPHHA
JIITHIT cpexdt manMeHTOB, y KOTOPBIX O3TOT MOKa3arelb Obl1  yBeNMYeH - L4157 tar/nn
(> 1,07 mmons/m).

(12) CM. TEKCT HUKE. 260 1 5-2023
(13) KonuuectBo TpomGonuToB < 100 x 10 %/1 oT™MeueHo o KpaiiHeil Mepe B OJHOM Clyyae.
(14) Ha ocHOBaHWM KIMHHYECKHX HCCJIENOBAHMH YCTAHOBJICHO, YTO MOBBIICHUE YPOBHA
KpeaTHH(POC(HOKHHA3B B KPOBH HE CBS3aHO CO 3JIOKAYECTBEHHBIM HEHPOJEHTHYCCKIM
CHHIPOMOM.

(15) Yposens nposnaktuna > 20 MKr/a (> 869,56 nMoiis/i1) (BO3pacT MAalMEHTOB > 18 net) y
MyskunH; > 30 Mxr/n (> 1304,34 nMoIb/11) KEHIMHBI B JIH000E BpeMs.

(16) MoeT NpUBECTH K MaJECHUSIM.

(17) Yposensp xomectepuna JIIBIT < 40 mr/an (1,025 MMonb/) y My)4HH; < 50 mr/on
(1,282 MMOITB/1T) y HKEHIINH ONpeessieMbli B JII000H MOMEHT.

(18) KonnyecTBO TAalMEHTOB, y  KOTOPBIX HMENIO MECTO HW3MEHEHHE HWHTCpBaja QT
oT < 450 Mcek 10 > 450 mcex ¢ > 30 mcek yBenuueHHeM. B nane60-KOHTPOIHPYEMBIX
HCCIIEIOBAHHUAX CpeJlHee 3Ha4Y€HHe IMOoKaszaTels M KOJMYEeCTBO MalMEHTOB, Yy KOTOPBIX
u3MeHen wuHTepBan QTc 10 KIMHUYECKH 3HAYMMOrO YPOBHS COMOCTaBUMBI B IpYyMNIe
KBETHAIMHA U 1anedo.

(19) Usmenenne ot > 132 mmons/n mo < 132 mmouns/n Habmoaanock Mo KpaifHei mMepe B
OJIHOM CIIy4ae.

(20) Ciyyau CyMIMaNbHBIX MBICIICH M CYHIHIQILHOTO MOBEIEH S OBUIH 3aperHCTPHPOBaHbI
BO BpEeMs JI€UYCHHs KBETHAIHHOM B PaHHHE CPOKH WIIH TOCJIC IPEKPaLICHUS JICUCHHS
(cM. paznend.4 u 5.1).

(21) Cwm. pazpgen S.1.

(22) Cumxenne ypoBHs remorno6una 10 < 13 r/mn (8,07 mmons/m) y MykuuH 1 < 12 /a1
(7,45 MMOJB/1T) y JKEHIIWH, HAOMOAATOCh KaK MHHHMYM y oaHoro u3 11 % maiueHTos,
MOJTy4aBIIMX KBETHAIMH, BO BCEX OTKPBITHIX KIHHUYECKUX MCTbITanusax. CpejHee 3HAUCHHE
MaKCHMAIBHOTO CHI)KEHHS YPOBHS FeMOTI00MHa y 9THX MalueHToB cocTaBmio 1,50 r/mt.
(23) CepaneOnenne oTMeyanoch Ha GoHe TaxuKapiIHH, TOJTOBOKPYKEHHUS, OPTOCTATHYECKOH
THIOTEH3UH H/MJIM CKPBITBIX CEPAEYHBIX/PECITHPATOPHBIX 3a00/I€BaHUH.

(24) OcHoBbIBaeTCS Ha HM3MEHEHHWH 3HAYEHMsT OT HOPMAJIbHOTO HMCXOJHOTO YPOBHS [0
KJIMHMYECKH BaXKHOTO 3HAYEHHSI B JTIOOOE BpeMs BO BCEX MCCIIEIOBAHUSAX.

Usmenenne yposHs obmero T4, cBoGomgnoro T4, 00mero Tsu ceobomnoro T3
onpenensiores kak < 0,8 x LLN (LLN- 3HaueHHe HMXHEH TpaHMIbI HOPMBI) (mMob/n),
usmenenue 3nadenust TTT-> 5 MME/n Ha npoTsyKeHHH JICUCHHS.

(25) Ha oOCHOBaHMH TIOBBIIICHHS YACTOTHl PBOTHI Y [AI[MEHTOB IIOJKHJIOIO BO3pacra
(> 65 ner).

(26) UsMmenenne kojuyectBa Hedtpoduio ot > 1,5 x 10 °/n B Hauase MCCIENOBAHUS JO
< 0,5 x 10°/ n B mpouecce NeyeHHs M HAa OCHOBAHMM JAHHBIX O MALMEHTAX C TAKENOH
Heltponenuedd (< 0,5 x 10°/ 1) u uHbexuuell B XOme BCeX KIMHAYECKHX HCIBITAHHH
KBeTHanuHa (cM. pasnen 4.4).

(27) Ha ocHOBaHWM M3MEHEHHs 3HAYEHHs OT HOPMAJIbHOIO HCXOIHOTO 10 MOTEHUHAILHO
KJIMHUYECKH BA)KHOTO 3HAUEHMs] HA BCEM MPOTSDKCHHMH JIEYEHHsl BO BCEX HCCIIC/IOBAHHAX.
M3MmeHeHue KoauyecTBa 303uHOMIIOB onpeaensiercs kak > 1x10 ? keTox /.

(28) Ha ocHOBaHMH M3MEHEHMs 3HAYEHMs OT HOPMAJBHOrO HMCXOJHOrO /10 NOTEHUHAIBHO
KIMHAYECKH Ba)KHOTO 3HAYEHHs Ha BCEM TPOTSKEHHH JIEYEHHS BO BCEX HCCIIEI0BAHUSAX.
M3MeHeHHe KOJIMYECTBA IEHKOIMTOB onpesernsercs kak <3 x 10 ¥ KIETOK/M.

(29) Ha ocHoBaHMH COOOIIEHHIT O Pa3BUTHH META0ONMYECKOro CHHApPOMA BO BpeMs BCEX
KJIMHWYECKUX HCCIICIOBAaHUH KBETHAIIMHA.
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