ot 07.09.2023 N= 17380

JIM-Ne001118-M-BY inlals OBA HOC 0003)
COIrMACOBAHO (MOCNEACBATENLHOCTE 0003)

COOTBETCTBYET ZKCNEPTHOMY OTUYETY

wrnctercTEO) BRI XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

PECMYB.
nPUKA3oM OT 31.01.2025 Ne 95
NMOCNELOBATE/NIbHOCTL 0006

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
KBenrtuakc, 25 mr, Ta0neTKH, TOKPHITHIEC TUIEHOYHON 000I0UKON
KsenTnaxkc, 100 mr, TabneTku, MTOKPHITHIE MJICHOYHON 000T0UKON
KsenTtunakc, 200 mr, TabJaeTKH, TOKPHITHIC TICHOYHOW 0007I0YKOM

KsenTunaxkc, 300 mr, TabneTKH, TOKPHITHIE MJICHOYHOW 000I0UKON

2. KAYECTBEHHbBINA 1 KOJIMYECTBEHHBIN COCTAB
JlecTByromiee BEMECTBO: KBETHAWH.

KBenrnakc, 25 mr, TabJeTKH, ITOKPHITHIE INIEHOYHOM 000JI0YKOH.

Kaxxmas TabnmeTka comepkuT 25 Mr KBeTHanuHa (B BHIe KBEeTHAMHA reMudymapara).
BcnomorarenbsHble BElIeCTBa, HATMYME KOTOPHIX HA/O YYUTHIBATh B COCTABE JICKAPCTBEHHOTO
mpenapara: JaKTo3bl MOHOTHUAPAT (CM. pazienst 4.3., 4.4.).

Ksentnakc, 100 Mr, TabJIETKH, TOKPBITHIE IIEHOYHON 000JIOYKOIA.

Kaxnas tabierka cogepkut 100 Mr kBeTnanuHa (B BUIe KBeTHAIMMHA TeMUpyMapaTa).
BcnomorarenbHble BElIeCTBa, HATMYME KOTOPHIX HA/IO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
mpernapara: JaKTo3bl MOHOTUIPAT (CM. paznensl 4.3., 4.4.).

Ksentnakc, 200 Mr, TabJIETKH, TOKPBITHIE INIEHOYHON 000JIOUKOI.

Kaxxnas tabnerka cogepkut 200 Mr kBeTranuHa (B BUjie KBeTUANMHA reMupymapara).
BcnomorarenbsHble BelIecTBa, HATMUME KOTOPHIX HA/IO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
mpenapara: JaKTo3bl MOHOTUIPAT (CM. paznensl 4.3., 4.4.).

Ksentnakc, 300 Mr, TabJIETKH, TOKPBITHIE INIEHOYHON 000JIOUKOIA.

Kaxnas tabnerka conepxut 300 Mr kBeTuanuHa (B BUJe KBeTUaNnHa reMudpymapara).
BcrnomorartesnbHble BEIIECTBa, HATMUUE KOTOPHIX HAJO YYUTHIBATH B COCTABE JIEKAPCTBEHHOIO
npernapara: JJakTo3bl MOHOTHApat (cM. pa3zaensl 4.3., 4.4.).

[TonHbIi IEpedeHb BCIIOMOTAaTENIbHBIX BEIIECTB MPUBEACH B pasfene 6.1.

3. JEKAPCTBEHHASA ®OPMA
TaGneTku, MOKPHITHIE MJICHOUHON 000I0YKOIA.

KBentnakc, 25 Mr, TabJIETKH, TOKPBITHIE INIEHOYHOUN 000JIOUYKO

Kpyrnble, OBOSIKOBBIMTYKIIbIE TaOJETKH, TMOKPHITHIE IUICHOYHOH 00O0JI0UKONH KOPUYHEBATO-
KpacHOTo IBeTa, ¢ (hacKOu.
Bun Ha uznome: mepoxoBaTas Macca 0Oeroro IBeTa ¢ IUICHOYHOH O0OJIOUKOW KOPUYHEBATO-

KpaCHOT'O IBETA.
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BEHEHAKE .1 00 MDoaa0aeTKH, IOKPHITHIC IICHOYHON 000JI09KOM

Kpyrinbie, TBOSIKOBBIMTYKIIbIE TaOJIETKH, MOKPHITHIC TUICHOYHOH OOOJIOUKOW CBETIIO-XKEJITOTO
IIBETA.
Bunx Ha m3moMe: mepoxoBaTtas Macca OEJIOro IBeTa ¢ TUICHOYHOW 000JIOYKOM CBETIO-KEIITOTO
IIBETA.

KBentnakc, 200 Mr, TaOJIETKH, DOKPBITHIE INIEHOYHON 000JI0UYKON

Kpyribie, 1BOSIKOBBITTYKIIbIE TaOJIETKH, MOKPHITHIE INICHOYHON 000JI0YKOM OEJI0To 1BeTa.
Bun Ha n3znome: mepoxoBarasi Macca 0eoro 1Bera ¢ TNICHOYHOH 000JI09KO0# 6e1oro mpeTa.

KBenTuakc, 300 MT, TaGJ’IeTKI/I, MOKPBITHIC IIJICHOYHOM 000JI0YKOH

OBasbHbIC, BOSIKOBBIIYKJIbIE TAOJIETKH, MOKPHITHIE MJICHOYHON 0007I04YK0M Oenoro 1nsera.

BI/I,Z[ Ha U3JIOMC: HICpOXOBaTass Macca 6eoro OBCTa C IJICHOYHOM 000JI0UKOH 0eI0ro OBCTA.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusl K NPUMEHEHHIO

[Ipenapar KBeHTnakc nokasan K IpUMEHEHHUIO Y B3POCIIBIX MAIMEHTOB OT 18 NeT u crapiie s

JICYCHHUS:
o mu30(peHn;
o MaHHAaKaJIbHBIX 3MTU30/I0B B CTPYKTYPE OHITOIISIPHOTO PACCTPOUCTBA,
o JICTIPECCUBHBIX MU30/I0B OT CPETHEH 10 BRIPAKEHHOW CTETICHH TSKECTU B CTPYKTYpPE

OUTIOJISIPHOTO PacCTPOICTBA.
[Tpenapat He noka3aH A1 NPO(UIAKTUKY MaHUAKAJIbHBIX U JEPECCUBHBIX H30/10B.
4.2. Pe:kuM 103MPOBAHMSA U CIIOCO0 NPUMEHEHH S

PexxnM mo3upoBaHus

Jleuenue wusogpenuu

[Ipenapar HazHavaercs 1Ba pa3za B cyTkd. CyTouHas 1o3a Ui MEPBBIX 4-X CYTOK TEparuu
cocraBiset: 1-e cyrku — 50 mr, 2-e cytku — 100 mr, 3-u cyrku — 200 mr, 4-e cytku — 300 mr.
Haumnas ¢ 4-X cyTok m03a IoJDKHA MoaoupaTthes 10 dddekTuBHON, 00brdHO B mpeaenax 300-
450 Mr B cyTku. B 3aBucuMOcTH OT KIMHHYeCKOro 3¢ddexta M HMHIAUBHIYaJIbHON
MEPEHOCMMOCTH TMpernapara Ji0o3a MOXeT BapbupoBaTh oT 150 mr mo 750 Mr B CyTKHU.
MaxkcumanbHas peKOMEHI0BaHHas CyTO4Has 103a — 750 mr.

Jleuenue ManuakanbHvlx anU30006 8 CMPYKmMype 6UnoapHo20 paccmpoicmed

[Ipenapar KBeHTHAakC peKOMEHIyeTCsl B KadecTBE MOHOTEpAaNMHd HIM B KOMOWHAIMH C
npenaparaMmu, 001aJaloNMA HOPMOTUMHUYECKUM JICHCTBHEM.

[Ipenapar HazHawaercs 1Ba pa3za B cyTku. CyTouHas no3a Ui MEPBBIX 4-X CYTOK TEpanmuu

cocraBister: 1-e cytku — 100 mr, 2-e cytku — 200 mr, 3-u cytku — 300 mr, 4-e cyrku — 400 mr.
2
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AHBICHEIHNCMoTK006MY AHIO TCpAIlMKM CyTOUYHAA A03a IpeliapaTra MOXKET OBITh YBCIMYECHA 0

800 Mr. YBenuueHHe CyTOYHOH 7103kl HEe JODKHO mpeBbimaTh 200 Mr B cyTku. B 3aBucumocTn
0T KJIMHUYECKOro 3¢ddexTa W HMHIAMBHUIYAILHOW IEPEHOCHMOCTH Nperapara, 1032 MOXKEeT
BapbupoBaTh 0T 200 Mr B cyTku 10 800 mr B cyTku. OOBbIYHO 3(PeKTHBHAS CyTOUYHAs 1032
cocrasysieT oT 400 mr 1o 800 mr. MakcumasnbHasi peKOMEHJ0BaHHas CyTo4Hast 1o3a — 800 mr.
Jleuenue oenpeccusHvlx anu30006 8 CMpyKmype 6UnoapHo20 paccmpoucmsd

[Tpenapat KBeHTnakc Ha3Ha4aeTcsi OAMH pa3 B CyTKH Ha HOUb. CyTouyHast 103a JJis MEepPBBIX 4-X
CyTOK Tepanuu cocrtasisieT: 1-e cytku — 50 mr, 2-e cytku — 100 mr, 3-u cytku — 200 mr, 4-e
cyrku — 300 mr. PexomeHnnoBaHHas cyTtouHas jgo3a coctaBiaser 300 mr. MakcumanbHas
peKoMeHI0BaHHas cyTouHas J103a npenapara KBentuakc coctasiuser 600 mr.
AnTHaenpeccuBHbI 3 dekT kBeTHanuHa ObUI MOATBEPIKIEH NMpPU MPUMEHEHUH B CYTOYHOU
no3e 300 mr u 600 mr. IIpu kparkocpouHoil Tepanuu 3¢ (GEeKTUBHOCTh KBETHAIMHA B JI03aX
300 mr/cyT u 600 Mr/cyT ObLIa COITOCTaBUMOIA.

Oco0Bble TpVIIIbI TAMEHTOB

Tayuenmul nostcunozo 6o3pacma
V¥ nanueHToB MOXKUIIOT0 BO3pacTa HavyajbHas /103a Ipenapara cocTaBisieT 25 Mr B cyTku. Jlo3y
CIIelyeT YBEIMYMBATh €XeTHEBHO Ha 25—50 Mr 10 moctrxeHus: 3PPEeKTUBHON 103bI, KOTOpas,
BEPOSTHO, OYy/IET MEHBIIIE, YEM Y MOJIOABIX MAIUEHTOB.
Iayuenmul ¢ napywenuem hyHKyuu novex
Koppexius 10361 He TpedyeTcsl.
Iayuenmul ¢ napywenuem ¢hynkyuu nevenu
KBernanun wuwHTEHCHBHO MeTabonu3upyercss B mnedeHd. llostomy criemyer cobmonaTh
OCTOPOXKHOCTh MpPH TNpPUMEHEHUH mnpenapara KBeHTHaKC y TMalLMEHTOB C TEYEHOYHOM
HEIOCTaTOYHOCTHI0, 0COOEHHO B Hayalle Tepanud. PekoMeHayeTcss HaYuHaTh TeParuio C 1035l
25 Mr B CyTKHM M YBEIUYMBAThH 103y €KeAHEBHO Ha 25-50 Mr g0 moctumxenus >PpQeKTuBHOM
JI03BI.

€T’
besomacHocts M 3(PPEeKTUBHOCTh KBETHAINMHA Yy JETe M TMOAPOCTKOB B BO3pacTe MIIaJIIe
18 ner He ycranoBneHsl. [Ipenapat npoTUBONOKa3aH AETSAM U OAPOCTKaM Muajame 18 ser.

Coocob npuMeHeHus

BHyTpb, HE3aBUCUMO OT BPEMEHH MPHEMa TTHIIIH.
4.3. IlporuBonokazanus
e [WmepuyyBCTBUTENHFHOCTh K KBETHANMHY W (WIM) K JIOOOMY M3 BCIOMOTaTENbHBIX

BEIIIECTB, IEPEUHNCICHHBIX B paznene 6.1.
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nc®nE PEMBHHOEC WMCHEHHE C uWHruOuTopamMu nuroxpoma P450, Takumu Kak

MIPOTUBOTPUOKOBBIE TMpenapaThl TPYMIMbl a30J0B, PUTPOMMINH, KIAPUTPOMHUIIMH U
He(ha30/I0H, a TAKXKEe C MHTHOMTOpAMH MPOTea3bl BUpyca UMMYHOAE(HIINTA YeIOBEKa
(BUY) (cm. paznen 4.5.).
e [lepwon rpymHoro BckapmimBaHus (cM. pas3zen 4.6.).
e Jlerckwuii Bo3pacT 10 18 et (3¢hpekTuBHOCTH U 6€30MTACHOCTH HE YCTAHOBIICHBI).
4.4. OcoOble ykazaHusl U MepPbI NPEA0CTOPOKHOCTH NMPHU NMPUMEHEHNH

C 0CTOPOKHOCTELIO

VYV nauMeHTOB € KapAMOBACKYJSIPHBIMM U 11epeOpOBACKYISAPHBIMU 3a00J€BaHUSIMHU WU
IPYTUMHU COCTOSIHMSIMH, TPEIPACIOJIATAIONMMH K apTepPHaJbHONW THUIIOTCH3MH, TOXUION
BO3pAaCT; MEUYCHOYHAs! HEIOCTATOUYHOCTh; CY/IOPOYKHBIC MPUCTYIBI B aHAMHE3€; PUCK Pa3BUTHS
MHCYJIbTA ¥ aCTIMPALMOHHON ITHEBMOHHH.

Cyuyuo/cyuyudanbHvle MbLCIU UL KIUHUYECKOe YXYOuleHue

Jenpeccust mpu OUIOISIPHOM PACCTPOICTBE CBS3aHA C MOBBIIICHHBIM PUCKOM BO3HHKHOBEHUS
CYWUIUIAJIbHBIX MBICJICH, CAaMOMOBPEXKICHUS U cyrIuaa (COOBITHH, CB3aHHBIX C CYHUIIUIIOM).
JlaHHBIN pUCK coxpaHsieTCs JO0 MOMEHTa HACTYIUIEHUS BbIpaXXKeHHOW pemuccuu. BBumy Toro,
YTO JI0 YJIYYIIEHHUS COCTOSHUS MAIMEHTA ¢ Hadaja JICYCHUS MOXKET MPOUTH HECKOJIBKO HEEIb
WK 00JIbIlIe, MAMEHTH! JOJKHBI HAXOAUTHCA MOJT IPUCTAIBHBIM MEUIIMHCKUM Ha0JI0/IeHUEM
0 HacTymuieHHWsl yaydimieHus. [lo JaHHBIM OOUIEIPUHATOrO KIMHUYECKOTO OIBITa PHUCK
CyWIIM/Ia MOXET TIOBBICHTBCS Ha paHHUX CTaausIX HACTyIuleHus pemuccun. ClrenyeT
NPeIynpexaaTh NAHeHTOB (0OCOOCHHO OTHOCSAIIMXCS K TPYIIIE MOBBIIIEHHOTO PUCKA CYHIIU/IA)
U UX TIONCYHTEICH O HEOOXOIUMOCTH KOHTPOJIS KIMHUYECKOTO yXYAIICHUS, CYHIUIATLHOTO
MOBEJICHUSI WM MBICICH, HEOOBIYHOTO W3MEHEHHS B TOBEACHUH M HEOOXOIUMOCTH
HEMEIJICHHO O0paTUThCS K Bpady B CIIy4ae UX MOSIBICHUSI.

[To maHHBIM KIMHUYECKHX MCCIEIOBaHHM, y MAIlMeHTOB C JeNpeccueil mpu OUIOISIPHOM
pPaccTpONCTBE PUCK Pa3BUTHUS COOBITUH, CBS3aHHBIX ¢ CynuuaoM, coctaBui 3,0 % (7/233) ans
kBetnanuHa 1 0 % (0/120) ans mumane6o y mauueHTtoB B Bospacte 18-24ronma; u 1,8 %
(19/1616) nns xBernanuua u 1,8 % (11/622) nmns 1urane60 COOTBETCTBEHHO Y TAIUCHTOB
crapuie 25 jer.

Jpyrue mcuxu4eckue paccTpouCTBa, Ui TEPANUU KOTOPHIX NMPUMEHSETCS KBETHAIUH, TAKKe
CBSI3aHBI C TIOBBIIICHHBIM PHCKOM COOBITHH, CBSI3aHHBIX C CyuIuaoMm. Kpome Toro, Takue
COCTOSIHHSI MOTYT OBITh KOMOPOUIHBIMHU C JETIPECCHBHBIM AMH300M. Takum o0pa3oM, Mepbl
NPEIOCTOPOKHOCTH, MPHUMEHSEMBbIC MPH TEPanUK TAIMEHTOB C JACTPECCUBHBIM JIHU300M,
JNOJDKHBI TMPUHUMATBCS M TNPH  JICYEHUH TMAUEHTOB C JIPYTUMH  TICUXHYECKUMHU

paccTpoiCTBaMHU.
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HUM Tepanmuy KBETHAIIMHOM ClIeAyeT NpPUHUMAaTh BO BHUMaHHE
MOTEHIIUAILHBIA PUCK PA3BUTHUS COOBITUH, CBSI3aHHBIX C CYHIIHJIOM.

[lanmeHTsl C CyHMIMAATbHBIMH COOBITHSIMH B aHaMHE3€, a Tak)Ke IMalMeHThI, OTYETIMBO
BBICKA3bIBAIOIINE CYHMIUAABHBIE MBICIH TEpe] HadaloM TepamuH, OTHOCATCS K TpYIIIe
MOBBIILIEHHOTO PHCKA CYMIMIAIBHBIX HAMEPEHMH M CYUIUAAIBHBIX IOMBITOK M JOJKHBI
THIaTeIbHO HaOmomaThesi B mporecce JiedeHus. Ilpoemennbrii FDA (Ympasienue 1o
KOHTPOJIIO 33 MUUIEBBIMHM MPOAYKTAMHU U JieKapcTBeHHbIMU cpenctBamu, CIIIA) meraananus
1are00-KOHTPOIMPYEMBIX ~ MCCICAOBAHUMA  aHTHUIEIPECCAHTOB, OOOOIIAIONINI  JTaHHbBIE
npuMmepHo 4400 nereit u noxpoctkoB U 7700 B3poCibIX MAUEHTOB C I[CUXUUYECKUMHU
paccTpoiCTBaMH, BBISIBUJI MOBBIIICHHBIN PUCK CyMIMJAILHOTO TOBEAEHUS Ha (OHE mpuema
AQHTHJICTIPECCAHTOB MO0 CPABHEHUIO C IUIae0o y JAeTel, OJPOCTKOB U B3POCIBIX MAIlIEHTOB B
Bo3pacTe 10 25 ier. JlaHHBIM MeTaaHalIu3 HE BKIIOYAET HCCIENAOBAHUSA, TI€ NPUMEHSICS
KBeTHanuH (cM. paszaen 5.1.).

[To maHHBIM KPAaTKOCPOYHBIX IJIaI[e00-KOHTPOIMPYEMBIX MCCIIEI0BAHUMN, IO BCEM MOKAa3aHUSIM
¥ BO BCEX BO3PACTHBIX TPYMNIAax 4acTOTa COOBITUH, CBSI3aHHBIX C CyHIMIOM, coctaBuia 0,8 %
Kak Juis kBetranuna (76/9327), Tak u s mianeoo (37/4845).

B 3THX uccnenoBaHUsAX y MAMEHTOB C MIM30(peHHeN PUCK pa3BUTUSL COOBITH, CBSA3aHHBIX C
cyuuaom, coctaBui 1,4 % (3/212) nns xBernanuna u 1,6 % (1/62) mst mnane0o y naueHToB
B Bo3pacte 18-24 roma; 0,8 % (13/1663) mia xBetmanuua u 1,1 % (5/463) nnsa nnane6o y
nanuentoB crapuie 25 net; 1,4 % (2/147) mna kBetmanuua u 1,3 % (1/75) nna mmane6o y
MAIMEeHTOB B Bo3pacTte 10 18 merT.

VY manueHToB ¢ MaHHEW IpU OUITOIIPHOM PACCTPOICTBE PUCK PA3BUTHUS COOBITHIA, CBS3aHHBIX C
cyutuaoM, coctaBui 0 % (0/60) mis kBetranuua u 0 % (0/58) ans ruiane6o y manueHToB B
Bo3pacte 1824 roma; 1,2 % (6/496) nnsa xBermanmua u 1,2 % (6/503) misa mnaunebo y
nanuentoB crapme 25 set; 1,0 % (2/193) mnst kBetmanumua u 0 % (0/90) mnst mnmane6o y
MalueHToB B Bo3pacte J10 18 jer.

Connusocmyo

Bo Bpemst Tepanmuu KBETHAlIMHOM MOXET OTMEYaThCsl COHJIMBOCTh M CBS3aHHBIE C HEH
CHUMIITOMBI, HaIpuUMep, ceaanus (cM. paszaein 4.8.). B KIMHUYECKUX UCCIEI0BAHUAX C YHACTUEM
NAIMEHTOB C JieNpeccuell B CTPYKType OUIOIIPHOIO pacCTPOMCTBA COHIMBOCTD, KaK MPaBUIIO,
pa3BUBaJIach B TEUCHHE MEPBBIX TPEX AHEH Tepanuu. BeIpakeHHOCTb TAHHOW HEXKeNaTebHOU
peakuuu (HP) B ocHOBHOM Oblla He3HAuWTENbHOHM WM yMmepeHHOW. Ilpm pasBuTHH
BBIPKEHHON COHJIMBOCTU TMAITUEHTAM C JICTIPECCUEH B CTPYKTYype OUIOJISIPHOTO PacCTpOMCTBa

MOTYT HOTpe6OBaTBC${ Oojiee YacThle BU3UTHI K Bpady B TCUCHHUC 2-x HCACIb C MOMCHTAa
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HCHG RO

ROLCTH MJTH 10 YMEHbBIIECHUS BBIPAXKEHHOCTH CHMIITOMOB. B HEKOTOpBIX
ClTydasix MOXKET OTPeOOBaThCsl MPEKPAIICHUE TePA KBETUATHHOM.

Iayuenmul ¢ cepoeyno-cocyoucmvimu 3a001€6aHUAMU

Crnenyer coOnoaTh OCTOPOKHOCTH NMPU HA3HAYCHWW KBETHANWHA MAIMEHTaM C CepAeYHO-
COCYJIMCTBIMA ¥  1LEepeOpOBACKY/ISPHBIMH  3a00JIEBAaHUSIMH W JIPYTUMU  COCTOSIHUSIMU,
MPeapacIoaraloiuMi K apTepranbHoi runoreH3ud. Ha ¢one Tepanuu KBEeTHAITMHOM MOXKET
BO3HUKATh OPTOCTATHYECKAash TUIOTEH3Us, OCOOCHHO BO BpEMsl TUTPOBAHMS JIO3bI B Havale
tepanuu. OpTocTaTHuecKass THUIOTEH3WsI M CBA3aHHOE C HEH TOJIOBOKPY)KEHHE MOTYT
MOBBIIIATH PUCK CIyYailHON TpaBMbI (MaJIeHUs), 0COOCHHO Y MAlMEHTOB IMOKUIJIOTO BO3pPAacTa.
[Tanmentam crenyer coOIOAAaTh OCTOPOXKHOCTH J0 TeX MOp, MOKa OHM HE aJanTHPYIOTCA K
naHHbIM ToTeHIManbHbiM HP. [lpu BO3HMKHOBEHHH OPTOCTATUYECKON THIIOTEH3MH MOXKET
noTpeOOBaThCsl CHIKEHUE JTO3BI MM O0Jiee MeUIEHHOE €€ TUTPOBAaHMUE.

Cunopom annos 8o cHe

N ManueHTOB, IMPUHUMABIINX KBCTHAIIMH, OTMCYHAJICA CHUHAPOM 4aIllHO3 BO CHE. Cnez[yeT
coOMI0IaTh  OCTOPO’KHOCTh TPU  HA3HAYEHWH KBETHANMHA TAalHMeHTaM, IOJyYaloluIiM
npernaparbl, OKa3bIBAIOIIWE YrHETalollee [EHCTBHE Ha IICHTPAJIbHYIO HEPBHYIO CHUCTEMY
(IIHC), a Ttaxxe manueHTaM ¢ (pakTopaMH prUcKa almHOd BO CHE (Hampumep, n30bITOYHAs Macca
Tena/0KUpPEHNe, MYKCKOM T10JT) HITK C alTHOD BO CHE B aHAMHE3e.

CyoopooicHble npucmynbl

He BBIsSIBNEHO pa3nuyuii B 4aCTOTE Pa3BUTHUS CYIOPOT Y MAI[EHTOB, MPUHIUMABIINX KBETHAINH,
U Yy TAalMeHTOB, MNpUHUMABIIMX Iutanebo. OnHako, Kak M MpH Tepanuu APYyruMH
AQHTUIICUXOTUYECKMMH  JIEKAPCTBEHHBIMH  CPEACTBAMH,  PEKOMEHAYeTCs  COOJ0JaTh
OCTOPO’KHOCTb IPH JICUCHUU MMALUEHTOB C HATMYHEM CYJIOPOXKHBIX MPUCTYIIOB B aHAMHE3€E (CM.
paznen 4.8.).

Oxempanupamuonvie cumnmomst (II1C)

OtmeueHo yBenMueHHe 4YacToThl Bo3HMKHOBeHHsi JIIC y mnamueHTOB C jenpeccueil B
CTPYKTYype OHUMOJSIPHOTO PAcCTPOWCTBA MPU NpUEME KBETHANKHA 1O TOBOAY JIEHPECCUBHBIX
AMU30I0B 110 CPaBHEHHMIO C mianedo (cM. pasznen 4.8.).

Ha ¢one mnpuema KBeTHanmMHAa MOXKET BO3HHKATh AaKaTH3Us, KOTOpas XapaKTEepHU3yeTcCs
HCIIPUATHBIM  YYBCTBOM  ABHUI'ATCIBHOI'O 6CCHOKOI>'ICTBa, HOTpe6HOCTI)IO ABUTATBCA U
NPOSIBISIETCS  HECTIOCOOHOCTBIO TMAlMeHTa CHIETh WM CTOSATh 0e3 nBmxkeHus. [lpu
BO3HUKHOBEHHH MOJIOOHBIX CHMIITOMOB HE CIIE/IyeT YBEITUYMUBATh 03y KBETHAIHMHA.

To30uaa ouckunesus


ЛП ГП СОГЛАСОВАНО


J1-Ne001 118 TT1-BY COOTBETCTBYET ZKCNEPTHOMY OTUYETY
COIMACOBAHO ot 07.09.2023 N= 17380
MWHWUCTEPCTBOM 3[1PABOOXPAHEHWA bl Wi, d

(MOCNEAOBATENBHOCTL 0003)

nPrKA3om ot 31.01.2025 Ne 95

MOCNEOOBATENLHOCTL 0006

TOMOB TIO3/IHEH JHUCKUHE3UH PEKOMEHAYETCS CHHU3UTh 03y
npenapaTa Wi HOCTENIEHHO €ro OTMEHUTH (cM. pas3zaen 4.8.). CUMITOMBI O3/IHEH TUCKUHE3UU
MOTYT YCHJIMBAThCS WX Ja’Ke BO3HUKATh MIOCIIE MPEKpalleH s IprueMa mpernapara.
3nokavecmeennvlii Hetipoienmuyeckull CUHOPOM

Ha ¢oHe mnpuema aHTUICHXOTHYECKHX TIpPENapaToB, B TOM YHCJIC KBETHAIMHA, MOXET
pa3BHBATHCS 3JI0KAUYECTBEHHBIN HEeWposenTuIeckuilt cuaapom (cM. pasaen 4.8.). Kimmandeckue
NPOSIBIICHHSI CHHIPOMA BKJIIOYAIOT B ce0s THIEPTEPMHIO, U3MEHEHHbI MEHTaJIbHBIN CTaTyc,
MBIIICYHYIO PHUTUAHOCTH, JaOMJIBHOCTh BEreTaTUBHOW HEPBHOM CHCTEMBI, yBEIHUYEHHE
aktuBHocT K@K B mmasme kpoBu. B Takux ciaydasx HEOOXOIMMO OTMEHUTH NPUEM
KBETHANMHA U IPOBECTH COOTBETCTBYIOLIEE JICUCHHE.

Taoicenas Hetimponenus u a2paryioyumos

B KkpaTkocpouHbBIX IIane00-KOHTPOIUPYEMBIX KIMHUYECKUX HCCIIEJOBAHUAX MOHOTEpAIUu
KBETHAlIMHOM  HEYacTO OTMEYAJHNCh CIy4ad TSDKEIOM  HEUTponmeHHH  (KOJIUYECTBO
HelTpodunos < 0,5 x 10°/n) 6e3 unpekuun. CoobWATOCh O PA3BUTUM AarpaHyIOMTO3a
(TsDKenmas HEWTPONEHHs, AaCCOUHPOBAHHAA C HMHPEKIUSAMH) y MAIUEHTOB, MOJIYYaBIIUX
KBETHAalMH B  paMKaXx KJIMHUYECKMX  HCCIeIOBaHUI  (penko), a Takke MpHU
MOCTPETUCTPAIIOHHOM HPHUMEHEHHH (B TOM YHCIE C JIETAIbHBIM HCXOAOM). BONBIIMHCTBO
3TUX CIy4aeB TKEIOW HEHTPONECHMH BO3HHMKAJIO 4Yepe3 HECKOJbKO MECSIEB IOcie Hayaia
Tepanuu kBeTHanuHoM. He ObuTO BBISBIEHO J0303aBUCHMOro 3ddekra. JlelkoneHnus u (1im)
HEUTPONEHUsT pa3pelaluch MOCie TPEKpalleHUs] Tepanud KBETHATMHOM. BO3MOXHBIMHU
dakTopaMu pHCKa I BO3HUKHOBEHUS] HEHTPONCHMH SBIISIOTCS  IMPEIIECTBYIOLIEE
MOHIDKEHHOE  KOJMYECTBO  JICMKOLMTOB M  CIOy4aW JIEKAPCTBEHHO-WMHAYLIUPOBAHHOM
HEUTPOIICHUU B aHAMHE3E.

Pa3BuTne arpanyionuTo3a OTMEYald M Yy MAaHMEeHTOB 0Oe3 (akTopoB pucka. Heobxommmo
YYUTBHIBATh BO3MOXHOCTh PA3BUTHS HEUTPONCHHH Yy TMAIMEHTOB ¢ HH(]EKIHel, 0COOCHHO B
Cillydyae OTCYTCTBUSI OYEBHJHBIX IpeApacrnoiararomux (GakTopoB, HIM Yy TMalUEHTOB C
HEOOBSICHUMON  JIMXOPAJKOW; JaHHBIE CIIydad JIOJDKHBI BECTHCh B COOTBETCTBHH C
KIIMHHYECKUMHU PEKOMCHIAITUSMH.

V HauueHToB ¢ KoJudecTBOM Heiftpodmios < 1,0 x 10°/n npuem KBeTHamuHa cieayeT
npekpatuth. [lanuenta HeoOXoAMMO HAOIIOAATh JUIS BBISBICHUS BO3MOXKHBIX CHMIITOMOB
MHPEKIMU U KOHTPOJIUPOBATh KOJIMYECTBO HEUTPOPWIOB (0 TPEBBIICHUS YPOBHS
1,5 x 10%/m).

Bzaumooeiicmsue ¢ Opyeumu nexapcmeeHHbiMU cpedcmeamu (cm. maxaice pazoen 4.5.)
[IpuMeHeHne KBETHAllMHA B KOMOWHAIMM C MOIIHBIMH HWHAYKTOPAaMH MHKPOCOMAJIBHBIX

(GepMeHTOB IEYeHH, TAaKUMHU Kak KapOamaszenuH U (EHUTOMH, CIIOCOOCTBYET CHH)KEHUIO
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ЛП ГП СОГЛАСОВАНО


NMN-Ne001118-ITI-BY COOTBETCTBYET ZKCNEPTHOMY OTYETY

COIMNMACOBAHO ot 07.09.2023 N2 17380
e (NOCNEOOBATENBHOCTL 0003)
nPrkA3om oT 31.01.2025 Ne 95

ICKBOIYIANMHA B IUIa3ME€ KPOBH U MOXKET yMEHbIIATh 3(PPEKTUBHOCTH TEpanuu

npenapatom KBeHTuakc.

Haznauenue npenapara KBeHTnakc nmarnueHTaM, MoaydaroliiM UHIYKTOPbl MUKPOCOMAIbHBIX
(bepMeHTOB TIeUeHH, BO3MOXKHO JIMIIbL B TOM CIIydae, €ClIM OXKMAaeMasl IO0JIb3a OT Tepanuu
[pernapaTtoM  IPEeBOCXOAUT  PHUCK, CBSI3aHHBIH C  OTMEHOW  Ipemnapara-uHAyKTopa
MHUKPOCOMANbHBIX ~ ()epMEHTOB  TedeHu. VI3mMeHeHuwe 03B  MpenapaToB-WHIYKTOPOB
MHUKPOCOMAaJIbHBIX (DEPMEHTOB TEYEHU AOJDKHO OBITh THOCTeneHHbIM. [Ipu HeoOxoaumocTu
BO3MOKHO MX 3aMeIlIeHHUE TpernapaTaMu, He MHAYIUPYIOUMIMH MHUKPOCOMaJbHBIE (PEepMEHTHI
Ne4YeHH (Harpumep, npernapaThl BAILIIPOCBOU KUCIOTHI).

Tunepenuxemus

Ha ¢one mnpuema kBeTHanmuHa BO3MOXKHO pAa3BUTHE THUIEPIIIMKEMHH WIH OOOCTpEHHE
caxapHoro aualera (B psAle CllyyaeB — C pa3BUTHEM KETOAlMJ03a WM KOMBI, B T. Y. C
JeTaJbHBIM HMCXOJOM) Y MAIlMeHTOB C caxXxapHbIM auabeToM B aHamHe3e. Pexkomenmyercs
HaOJII0ZICHWEe 3a MalMEeHTaMH, MOJIYYalolMMH KBETHAIMH U Jpyrue HEeMpoJenTHKH, A
BBISIBJICHUSI BO3MOKHBIX CHMIITOMOB THIIEPIIIMKEMHH, TaKUX KakK MOIHypus (yBelIHueHHE
KOJIMYECTBA  BBIIEISIEMON MOYM), NOIMIUICHS (IATOJIOTMYECKH YCHJICHHAs O KaXaa),
noyiarvs (MOBBIMICHHBIN aIeTUT) W cladocTh. Takke pEeKOMEHIyeTcs HaOIolleHue 3a
HallMeHTaMHU C CaXapHbIM AMAa0EeTOM U MalUMeHTaMH ¢ (AaKTOpaMu pUCKa Pa3BUTHSA CaXapHOIO
nuabera Ui BBISBICHUS BO3MOXKHOTO YXYIIICHHS KOHTPOJA TiIMKeMHuH (cM. pazgen 4.8.).
Crnenyet peryasipHO KOHTPOJIMPOBATh MaccCy Tela.

Konyenmpayus aunuooe

Ha ¢one npuema kBeTHanuHa BO3MOXKHO TIOBBIIICHHE KOHIIEHTPAIMK TPHUIIIMLIEPHIIOB,
XOJIECTepUHAa W JunonporeuoB Huskoi minotHocty (JIIIHIT), a Ttaxxke cHuKeHUe
KOHIIEHTPAIMH JITIONPOTENI0B BhIcOKOW tuioTHocTh (JITIBIT) B mmazme kpoBu (cMm. pasmen
4.8.).

Memabonuueckue napyuienus

VBenuyeHne Macchl Tena, NOBBILIEHHUE KOHLIEHTPALMK TJIFOKO3bl U JIUMKOB B IUIa3Me KPOBU Y
HEKOTOPHIX NAIlMEHTOB MOTYT MNPHUBECTH K YXYALICHHIO METAa0O0IMYecKOro Mpo¢uis, 4To
TpeOyeT COOTBETCTBYIOIIET0 HAOIIOJCHNUS.

Yonunenue unmepsana QT

He BbIBICHO B3aMMOCBS3M MEXIy IPHEMOM KBETHAllMHA W CTOMKUM MOBBIIICHUEM
abcomoTHON BenuuuHbl uHTepBana QT. OxHako yanmuHeHue uHTepBasia QT oTMevanoch npu
nepeno3upoBke kBertuanuHa (cMm. pasgen 4.9.). Cmemyer coOm0gaTh OCTOPOKHOCTH TPH
HA3HAYEHUU KaK KBETHANHMHA, TaK U JAPYTHMX aHTHUIICUXOTHYECKUX IMpenaparoB, MALMEHTaM C

CepJIeUHO-COCYIUCTHIMU 3a00JIEBaHUSIMU M paHee OTMEUaBIIMMCS yATuHeHneM uHtepBana QT.
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ЛП ГП СОГЛАСОВАНО


1M-Ne001118-IT-BY n i Ane -7
COrnACOBAHO ot 07.09.2023 N= 17380

AACTEECTEOM SIPAEOOEAHENAS (NOCNENOBATENLHOCTE 0003)

COOTBETCTBYET ZKCNEPTHOMY OTUYETY

MPUKA3OM OT 31.01.2025 Ne 9%
AKKE FECOOXOAUMOCOOIIPIATE OCTOPOKHOCTD IIPU HA3HAYCHUHN KBECTUAIIMHA OJHOBPEMEHHO C

—

npenaparamu, yumHsonmMu uaTepBan QTc, ¢ ApyrumMu HeWpoJIenTUuKaMu, 0COOEHHO y JIHII
MOKWJIOTO BO3pacTa, y MAalMeHTOB C CHUHIPOMOM BpOXIEHHOro ymiauHeHus uHTepBasia QT,
XPOHHUYECKOW CeplIeYHON HEIOCTAaTOYHOCThIO, THIIEpTpouelt MHOKapaa, THIOKATHEMHEN WIIN
rurnoMarauemuei (cm. paszaen 4.5.).

Kapouomuonamus u muoxapoum

B xo1e KIMHUYECKUX MCCIIEOBAHUN M MOCTPETUCTPALMOHHOTO MPUMEHEHUS! ObLTH OTMEUYCHBI
ClIydau pa3BUTHS KapJHOMHOINATHH U MHUOKApIUTa, OJHAKO MPHYMHHAS CBSI3b C NPHEMOM
KBETHAllMHAa He ycTaHoBIeHA. ClleyeT OLEHUTh 1e1eCO00pPa3HOCTh T€pPAllUU KBETHAIIUHOM Y
MAIMEeHTOB C M0I03PEHNEM Ha KapAMOMHUOIIATHIO UJIU MHUOKAP/IUT.

Taxcenvie koorcnvie HP

[Ipy nmpumeHeHUM KBETHANMHA COOOINATIOCh O Pa3BUTUHM TsDKENbIX KoxHbIX HP, Britouas
cunapoM  CruBeHca-/DKOHCOHA, TOKCHUYECKHMH  SNUIECPMAJIbHBIA  HEKPOJIM3, OCTpPBIU
reHepaJIn30BaHHbIN 9K3aHTEMATO3HBIN MyCTYJIe3, MyJIbTU(POPMHYIO 3PUTEMY U JICKAPCTBEHHYIO
peaknuto ¢ do03uHOwImMed W cucteMHbiIMH cumnTomamu (DRESS-curnmpom), koTopsie
SBJISIOTCS MOTEHUUAIbHO YIPOXKAIOMIMMHU JKU3HM  HEXKeJIaTeIbHbIMU  JIEKapCTBEHHBIMU
peakiusiMu. Tsokensle KoxHble HP 0OBIYHO TpOSBIAIOTCA OJHUM WM HECKOJIBKUMHU U3
CJIEYIOIMX CHUMIITOMOB: OOIIMpHAsi KOXKHAs ChIllb, KOTOpAasi MOXET ObITh 3YASIIEH WIN
COTPOBOXKIIATHCA  TIOSABIIGHMEM  IMYCTYJ, OKC(ONMATHBHBIA  JEpMATUT, JIMXOPAIKa,
nuMdaneHonaTus U MOTeHIHAIbHAS Y03MHOGWINA Wik HeWTpodmmusa. [lpu BO3HUKHOBEHUHU
TsOKENBIX KOskHbIX HP mpuem kBeTnanuna ciemyer npeKkpaTuTh.

Ocmpwie peakyuu, c8s3aHHbLE C OMMEHOU Npenapama

ITpu pe3koii OTMEHE KBETHAIlMHA MOT'YT HaOII0AaThCs CIEAYIOIINE OCTPhIe peakluu (CHHAPOM
«OTMEHBI»): TONIHOTA, pBOTa, OECCOHHUIIA, TOJOBHAas 0OJb, TOJOBOKPYKECHHE U
pa3apaxurenbHOCTh. 1109TOMy OTMEHY npernapaTa peKOMEHAYETCs NMPOBOAUTH IOCTEIIEHHO B
TE4YEeHHE, KaK MUHUMYM, OJTHOW WJIM JABYX HEJEIIb.

Henpasunvnoe npumenenue u 3noynompebaenue npenapamom

bbutn oTMeueHBl Cilydad HENpPaBUIBLHOTO MPUMEHEHHS W 3JI0YNOTPEOJICHHS] KBETHAITMHOM.
Crnenyer coOnoaTh OCTOPOKHOCTH NMPH HA3HAYEHUW KBETHANMHA MMAallMEHTaM NpU HAJMYUU B
aHaMHe3€e 3J10ynoTpeOIeHHs alIKOr0JIeM U JIEKaPCTBEHHBIMU IIperapaTaMu.

Tayuenmol noscunoeo o3pacma ¢ oemenyuet

[Ipenapar KBeHTHakc He TMOKa3aH [UIsl JICYEHHUS TICUXO30B, CBS3AHHBIX C JE€MEHIUEH.
Hekotopble aTHUNU4HBbIE HEHPOJIENTHKH B PaHIOMH3HUPOBAHHBIX ILIAE00-KOHTPOIUPYEMBIX
HCCJIEIOBAaHUSAX NPUMEPHO B 3 pa3a YBEIMYMBAIM PUCK Pa3BUTHS LEPeOPOBACKYISPHBIX

OCJIO)KHEHHMH Y MAlMEHTOB ¢ JeMeHIUe. MeXaHn3M JaHHOIO yBEJIMUYEHUS PUCKA HE M3YYEH.
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ЛП ГП СОГЛАСОВАНО


COI'NMACOBAHO ot 07.09.2023 N= 17380

HICTERCTEOM SHPASOOIEAHEI (MOCNEQCBATENLHOCTE 0003)

TIM-Ne001118-IT-BY COOTBETCTEYET ZKCNEPTHOMY OTYETY

nrPukAsom ot 31.03.2025 Ne 95 o
ATEQIHAHELEE PHUCIS YBCIINYCHUSA 4aCTOThI Hepe6pOBaCKYJI$IpHBIX OCJIO)KHCHHUI HE MOXKET OBITh

UCKJIFOYEH JUIsl JPYTUX AHTHIICUXOTHYECKUX JICKAPCTBEHHBIX CPEICTB WIU JIPYTUX TPYIII
IIaIIMCHTOB. HpenapaT Ksenruakc JOJDKCH MPUMECHATHBCA C OCTOPOKHOCTBIO Y IHNAUCHTOB C
PHUCKOM Pa3BUTHSI UHCYIHTA.

AHanuz NPUMCHCHUA ATHUIIMYHBIX HCﬁpOHCHTHKOB JJIs1 JICUCHHUA IICMXO030B, CBA3aHHBIX C
JNEMEHIMEH Yy TMAIMeHTOB IOXXHUJIOTO BO3PACTa, BBISABHJI TOBBIIICHHE YPOBHS CMEPTHOCTH B
TpyIIe MalueHTOB, TMOMYyYaBIIMX MpenapaTsl ATOW TPYNIBI, MO CPAaBHEHUIO C TPYIION
miane6o. Kpome Toro, nBa 10-HemenbHBIX TUIANE00-KOHTPOJIUPYEMBIX HCCIIEIOBAHHMS
KBETHAllMHA Yy aHAJIOIM4YHOW rpynnbsl nanueHtoB (n=710; cpennuii Bo3pact: &3 rona;
BO3pACTHOW nuamnasoH: 56—99 yer) mokazaim, 4TO ypOBEHb CMEPTHOCTH B TPYIINE MallMEHTOB,
NPUHUMABIINX KBETHAINWH, cocTaBui 5,5 % u 3,2 % B rpynme miane6o. [IpuuuHb! 1eTanbHbIX
HCXO0OO0B, OTMCYUCHHBIX Y OTHUX IMMAOWCHTOB, COOTBCTCTBOBAJIM OXHUIAACMbIM JIA ,IIaHHOI>'I
nomynsiuuu. He BBISIBICHO MPUYUHHO-CICICTBEHHON CBSI3U MEX[Y JICYCHHEM KBETHAITMHOM U
PUCKOM TOBBIIICHHUS CMEPTHOCTH Y TIAIIMEHTOB MOXKHUJIOT0 BO3PAcTa ¢ JEMCHIIUEH.
Aumuxonunepeuveckue (MycKapuHonooobHvle) 3¢hghexmol

HopkBeTnanuH, akTUBHBIM METa0OJIUT KBETHANMHA, OOJATaeT CPOACTBOM (OT yMEPEHHOM
CTENEHNU J0 BBIPAXKEHHOW) K HECKOJBKUM IOATUIIAM MYCKapHUHOBBIX pernentopoB. C 3TUM
cBs3anbl HP, 0OycCiIOBJICHHBIE AHTHXOJMHEPTMYECKHM JCHCTBUEM KBETHANIMHA TIPU €ro
IMPUMCHCHHNU B PCEKOMCHIOBAHHBLIX A03aX WJIM B COYCTAHUM C JPYIMMH IIpCliapaTaMu,
OKa3bIBAIOIIMMH aHTUXOJIMHEprHdeckne 3(PQGEeKThl, a Takke NpH mepeno3uponBke. Cremyer
COOJIO/IaTh OCTOPOXKHOCTh TPU TPUMEHEHHH KBETHAIlMHA COBMECTHO C JICKApPCTBEHHBIMHU
CpPEICTBAaMH, OKa3bIBAIOIIMMH AHTHXOJMHEPTHYCCKUE (MYCKapHHOIMOMA00HBIC) 3 (HEKTHI.
Crnenyer coOmoAaTh OCTOPOXXKHOCTh NMPH HA3HAUECHUM KBETHANMHA TAIIMEHTaM C 3aJIeP’KKOM
MOYM WJIM C 33JepKKOM MOYM B aHaMHe3€, KIMHUYECKHM 3HAYMMOM THIIEepIUIa3sueit
MPEJCTaTeIbHON JKeJe3bl, KUIICUHOW HEMPOXOAMMOCTBIO WU POJACTBEHHBIMU COCTOSIHHSIMU,
MOBBIIICHHBIM BHYTPHUIJIA3HBIM AaBJIEHUEM WM 3aKPBITOYTOJbHOW TJIayKOMOW (CM. pa3Jienbl
45.,4.8.,4.9.,5.1.).

Hapywenus co cmoponul neuenu

B cnydae pa3BuTH JKENTyXU IPUEM KBETHAIIMHA CIIETyeT MPEKPaTHUTh.

Hucghazus

Hucdarus (cm. pasgen 4.8.) w acnuparnus HaOMIOJAIMCh TPH TEPANTUU  KBETHATTHHOM.
[TpyuMHHO-CIIEZICTBEHHAS] CBsI3b BO3HHKHOBEHUS ACHHPAIMIOHHOW ITHEBMOHHHU C TMPHEMOM
KBETHANMHa HE ycTaHoBieHa. OIHAKO ClleyeT COOI0JaTh OCTOPOXKHOCTh NMPU HA3HAYCHUU
npenapara KBeHTHaKC manyueHTaM ¢ pUCKOM BO3HHUKHOBEHUS aCIIUPAIIMOHHON ITHEBMOHUH.

Benosnaa mpombosmbonus
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ЛП ГП СОГЛАСОВАНО


NM-Ne001118-IT1-BY COOTBETCTEYET 2KCNEPTHOMY OTUETY
COIrMACOBAHO ot 07.09.2023 N= 17380
O ECTVBIM BERABYCE (MOCNEOOBATENBHOCTE 0003)
nPukasom ot 31.01.2025 Ne 95
3 B:ISl JoH POJIENTUKOB ~ OTMEYEHBI  CIy4Yyad BO3HHMKHOBEHHUSI BEHO3HOMU

TpoMOOdIMOOMu.  [locKoNbKy y TAIMEeHTOB, MNPUHUMAIOMIMX HEHWPOJIENTUKH, YacTo
BCTpeyaroTcst (DakTopbl pHcKa BEHO3HOM TpoMOO3MOOIMM 10 Hayajla M BO BpeMsl Tepamuu
AQHTHUIICUXOTUYECKUMU TIpPerapaTaMy, B TOM YHCJIE€ KBETHAIMHOM, CIEAYET OICHHUTH (PaKTOPHI
PHUCKa U IPUHSTH MPOPUITAKTUIECKUE MEPHI.
3anop u nenpoxooumocmuv KuuledHuKa
3amop sBisieTcss (AaKTOPOM pHUCKA HENMPOXOAUMOCTH KuileuHuka. Ha ¢oHe mnpuMeHeHus
KBETHANMHA OTMEYalId pa3BUTHE 3alopa U HEMPOXOAWMOCTH KuIIeuHuKa (cMm. paszen 4.8.),
BKJIIOYasg clydyad C JIeTaJdbHbIM HCXOJIOM Yy TMAalMeHTOB TPYIIbl BBICOKOIO pHCKa
HENPOXOJAUMOCTH KHUIIEYHHKA, B TOM YHCIIE MOJTYyYalOUIMX MHOKECTBEHHBIE COIYTCTBYIOIIHE
npernaparbl, KOTOPbIE CHIDKAIOT MOTOPUKY KHIIEYHUKA, Ja)Ke TIPU OTCYTCTBHH KaJl00 Ha 3amop.
Ilanxkpeamum
Bo Bpemsi KIMHMYECKMX MCCIEIOBAHUNH U MOCTPETUCTPAIMIOHHOTO TMPHUMEHEHUs ObUIN
OTMEYEHBI CITy4au pa3BUTHS MaHKpEaTUTa, OJHAKO MPUUYMHHAS CBS3b C PUEMOM Ipernapara He
YCTaHOBJIEHA. B MOCTperucTpanMoOHHBIX COOOIICHUSX YyKa3aHO, YTO y MHOTHX MAIMeHTOB
NPHUCYTCTBOBAIM  (DAKTOpBI pUCKAa pPAa3BUTHA [AHKPEATHTa, TAKHE KaK TIOBBIIICHUE
KOHIICHTpAIlMM TPUTIUIEPUA0B (cM. mozpasaen «KoHIeHTpanus JMOUA0BY»), XOJeIuTHa3 U
yHoTpeOJIeHNE aIKOTOJIs.
Jononnumenvuasn unghopmayus
Jlanaple 00 OJHOBPEMEHHOM NPHUMEHEHHH KBETHANWHA C JWBAJIBIPOATOM WM JIUTHEM TPU
OCTpPBIX MaHHWaKaJbHBIX 3IMU30/laX JIETKOW WM CpeIHEeHl CTeNneHU TSHKECTH OTpPaHUYCHBI.
OTMeueHbl XOpoIIas IEPeHOCUMOCTh 3TOW KOMOMHUPOBAHHOW Tepanuy U aJIMTUBHBINA 2P PEeKT
Ha 3-11 HeJene Tepanum.

eTH
Hemu u noopocmxku (6 éozpacme om 10 0o 17 rem)
[Ipenapar KeenTtuakc He mokazaH /il NPUMEHEHHUs y JETel U MOJIPOCTKOB B BO3pacTe J0
18 1eT B cBsI3U C HENOCTATOYHOCTBIO JAHHBIX MO MPUMEHEHHUIO B 3TOM Bo3pacTHOH rpymnme. 1o
pe3ylibTaTaM KIMHUYECKUX HcclieoBaHnil HekoTopble HP (moBkIieHne anmneTuTa, moBbIlIEHUE
KOHIICHTPAIIMK TMPOJAKTHHA B CBIBOPOTKE KPOBH, PBOTA, HACMOPK W OOMOpPOKH) y HEeTei H
HOJIPOCTKOB HaOI0Aanu ¢ Oojbllel 4yacTOTOM, 4eM Y B3pociblx nanueHtoB. Hexkoropsie HP
(OIIC) y neret W TOAPOCTKOB MOTYT HMMETh pa3HbIE TOCICACTBHS IO CPAaBHEHHIO CO
B3pOCJIBIMU TMalMEHTaMU. Takke OTMEUEHO TOBBIIICHHE AapTEepPUaTbHOTO JaBJICHUS, HE
HaOIroAaBIIeeCs] y B3pOCHBIX MAIMEHTOB. Y JeTeil U MOAPOCTKOB TakXke HaOIoaamn

U3MCHCHUC (1)YHKI_[I/II/I H.IHTOBHI[HOfI JKCJIC3BbI.
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ЛП ГП СОГЛАСОВАНО


TMN-Ne001118-[TI-BY COOTBETC TEL_ ETP. Z:"HJZ"EF'T_H:r MY OTUETY
COIrNACOBAHO ot 07.09.2023 N= 17380
MUHICTEPCTBOM 3[IPABOOXPAHEH/IS] (MOCNEODBATENEHOCTE 0003)

PECMNYBNVKN BENIAPYCb

MPUKA30OM 0T 31.01.2025 Ne 95
B IM%A{QHQQ%OU@@IOBOG CO3pPCBAHUEC, YMCTBCHHOC PA3BUTHUC U ITOBCACHYCCKUC PCAKINHN ITPU

JUTUTEIBHOM NpuMeHeHuu (0osiee 26 Heenb) KBETHANMHA HE N3Y4aloCh.

B mnane6o-KOHTpOIMpPYyEeMbIX HCCIIENOBAHUSAX Yy JETed W TMOAPOCTKOB C MIM30(ppEHHEH U
MaHHEH B CTPYKType OMMOISPHOTrO paccTpoiicTBa yactoTa pa3sutus JIIC Obuta Bbime mpu
MPUMEHEHUH KBETHAINIMHA 110 CPAaBHEHUIO C Tu1aie0o.

BcnomorarenbHbI€ BELIECTBA

Jlakmosza

[TarimenTam ¢ peako BCTpevarollelcsl HacleJACTBEHHOM HENEePEeHOCUMOCTHIO TallaKTO3bl,
neGUIUTOM JIaKTa3bl WM TIJIIOKO30-TaJlaKTO3HOW MaibaOcopOiueil He cieqyeT MpUHUMAaTh
JIaHHBIW TIpernapar.

Hampuii

JlanHblit mpenapat cojepkuT MeHee 1 MMoutb (23 mr) Hatpus Ha 1 TabaeTKy, TO ecTh, IO CYTH,
HE COACP>KUT HATPHSL.

4.5. B3aummopneiicTBHe ¢ JAPYrHMH JIeKAPCTBEHHBIMHM HpenapaTaMM M Jpyrue BHIbI
B3aMMO/1eiicTBUS

Crenyet cobmoaaTe OCTOPOKHOCTH MPH OJJHOBPEMEHHOM IPUMEHEHHH Tpenapata KBeHTHakce
¢ Ipyrumu mnpenaparamu, BozaeiictBytonumu Ha [ITHC, a Takxke ¢ ankorosuem.

Cnenyer coOnoJaTb OCTOPOXKHOCTb Yy MAalMEHTOB, NPUHUMANOIUX JAPYIHMe€ AaHTAarOHUCTHI
XOJMHEPTUYECKUX (MYCKaPUHOBBIX) PEIIENTOPOB (CM. pazzaen 4.4.).

Uzodepment cucrtembl nutoxpoma P450 3A4  sBiseTrcss OCHOBHBIM — M30()EPMEHTOM,
OTBEYAIOUIMM 3a METa00JIM3M KBETHAIMHA, OCYIIECTBIISIOIUICS Yepe3 CUCTEMY LIUTOXpoMa
P450. YV 310poBBIX JOOPOBOJIBIEB OJHOBPEMEHHOE MPUMEHEHHE KBEeTHANMHA (B 03¢ 25 Mr) ¢
KETOKOHAa30J10M, UHTuOUTOpoM u3odepmenta CYP3A4, npuBoIMIO K YBEIWYCHUIO TUIOMIAIH
1oJT KpuBOH «KoHIEHTparusi-Bpems» (AUC) kBeTnanuHa B 5—8 pas.

[TosTOMYy OAHOBpEMEHHOE NPUMEHEHHE KBETHAllMHa M MHruoutopoB u3opepmenta CYP3A4
npoTuBoIoKazaHo. Ilpu Tepanuu KBETHAMHOM HE PEKOMEHIYETCS YIOTpeOJsATh B IHUILY
rperndpyToBbIil COK.

B (¢apmakokuHEeTHYECKOM HCCIEIOBAaHUHM MHOTOKpaTHOE IMPUMEHEHHE KBETHAalMHA B
pas3IM4HOM JO3MPOBKE /O HWJIM OJHOBPEMEHHO C IPUEMOM KapOamasenuHa HpPUBOIWIO K
3HAYUTEJIbHOMY MOBBILICHUIO KIIMPEHCA KBETHANMHA U, COOTBETCTBEHHO, yMeHblIeHnto AUC B
cpenaeM Ha 13 % 1O CpaBHEHUIO C MPUEMOM KBeTHanuHa 0e3 kKapOamazenuHa. Y HEKOTOPBIX
nanueHToB cHwkenne AUC Obuto emie OoJiee BbIpaXEHHBIM. Takoe B3aMMOJCHCTBUE
COIIPOBOXK/JIAETCSI CHUKEHUEM KOHIIGHTpAllUK KBETHANMHA B IIa3Me KPOBH M MOXKET CHIKATh
3QPeKTUBHOCTh Tepanuu KBeTHAanMHOM. OJHOBpEMEHHOE TNPHUMEHEHHE KBETHAIlMHA C

(EeHUTOMHOM, JIPYTMM HHIYKTOPOM MHMKPOCOMAJIBHBIX (PEPMEHTOB IEUYEHH, COMPOBOXKIAIOCH
12


ЛП ГП СОГЛАСОВАНО


NN-Ne001118-ITI-BY COOTBETCTBYET ZKCNEPTHOMY OTYETY
COIMNMACOBAHO ot 07.09.2023 N2 17380

T (MOCNENOBATENLHOCTL 0003)

nPukA3om oT 31.01.2025 Ne 95

(mpumepHo Ha 450 %) mOBBINIEHHEM KIMPEHCA KBETHAIIMHA.
[lpumeHeHne KBeTHAaNMHA NAIMEHTaMH, TMOJYYalOIMMH MHAYKTOPbl MHMKPOCOMAJIbHBIX
(depMeHTOB TeueHH, BO3MOXKHO JIMIIb B TOM CIIyyae, €ClIM OKUAaeMas I0JIb3a OT Tepanuu
KBETHAlIMHOM  TIPEBOCXOAUT PHUCK, CBA3aHHBII € OTMEHOM mpenapaTa-MHIyKTOpa
MHUKPOCOMAJIbHBIX ~ ()EpMEHTOB  Ie4eHu. VI3mMeHeHue J03bl MpenapaToB-UHIAYKTOPOB
MHUKPOCOMAIbHBIX (EPMEHTOB IEYEHH [OJHKHO OBITh MOCTeneHHbIM. [Ipu HEoOxoaumocTH
BO3MOKHO MX 3aMElIeHHE Mpenaparamy, He MHIAYLHUPYIOUIMMU MUKPOCOMAJIbHBIE (hepMEHTHI
nedeHu (Hampumep, mpernapaTaMy BaJbIIpoeBOr KUCIOThI). KBeTnanun He BhI3bIBAT UHAYKIIUU
MHUKpPOCOMAaJIbHBIX ()epPMEHTOB II€UYEHH, yIaCTBYIOLIMX B MeTa0oau3Me (heHa30Ha.
dapMaKkOKMHETHKA KBETHANMHA CYLIECTBEHHO HE M3MEHsUIach IPH  OJHOBPEMEHHOM
NPUMEHEHUM aHTUJENpeccaHTa MMunpamuHa (uHruburop uszodpepmenrta CYP2D6) wim
¢yokceruna (uaruoutop nzopepmentos CYP3A4 u CYP2D6).

@DapMaKOKMHETHKA KBETHAllMHA CYIIECTBEHHO HE H3MEHSEeTCs IIPpU OJHOBPEMEHHOM
IPUMEHEHUH C aHTUIICUXOTUYECKMMHM JIEKAPCTBEHHBIMH CpPEACTBAMU PHUCIEPUAOHOM WIIU
rasoniepugonioM. OnHAKO OJHOBPEMEHHBIM NMPHEM KBETHANKWHA U THOPHIA3WHA TPUBOAWI K
MOBBIIICHUIO KIIMPEHCa KBEeTHANKHa puMepHo Ha 70 %.

dapMaKOKMHETHKA KBETHAllMHA CYLIECTBEHHO HE W3MEHSETCS IpPH OJHOBPEMEHHOM
NPUMEHEHUH UMETUANHA.

[Ipu oxgHOKpaTHOM mpueMe 2 Mr Jjopasenama Ha (oHe mpuema KBeTHanuHa B go3e 250 mr
2 pa3a B CYTKM KJIMPEHC Jopa3enaMa CHuxaeTcst npuMepHo Ha 20 %.

dapMaKOKMHETHKA IIpernapaTroB JUTHS HE H3MEHSETCsl NPHU OJHOBPEMEHHOM IPUMEHEHHUH
KBETHANUHA.

He oTMeueHO KIIMHMYECKU 3HAYUMBIX U3MEHEHUH (DapMaKOKHMHETUKH BaJIbIIPOEBON KUCIOTHI U
KBETHANMHA [TPH OJTHOBPEMEHHOM PUMEHEHHH BaJbIIpOaTa CEMHUHATPUS U KBETHAIHHA.
DapMaKOKMHETUYECKUE HCCIIEAOBAHUSA 110 M3YyYCHHIO B3aUMOJAEHCTBUS KBETHAIlMHA C
npernaparaMmu, IPUMEHSIEMbIMH [IPU CEPJICYHO-COCYTUCTHIX 3a00I€BaHUAX, HE IPOBOIUIINCE.
Crnenyer cobOmofaTe OCTOPOKHOCTh IPHU OJHOBPEMEHHOM IPUMEHEHHWH KBETHAllMHA U
[pernapaTroB, CIIOCOOHBIX BBI3BIBATH HApYIIEHHWE HJIEKTPOJIMTHOrO OajaHca U yJUIMHEHUE
untepsana QTc.

Y npauMeHToB, MNPUHUMABLIMX KBETHANUH, OBLIM OTMEUYEHBl JIOKHOIOJOXKHUTEIbHbIE
pe3yabTaThl CKPHHUHT-TECTOB Ha BBISIBIICHUE METAI0OHA U TPULUKINYECKUX aHTHUCTIPECCAHTOB
METOIOM HMMMYyHO(EpPMEHTHOro aHanmuza. J[ng MoATBepKACHHS pe3ylbTaTOB CKPHHUHTA
PEKOMEH/yeTCsl POBEIEHNE XpOoMaTorpaduuecKoro Ucciae10BaHus.

4.6. ®epTUIBHOCTDH, 0€PEMEHHOCTD U JIAKTAI[MS

BepemeHHOCTB
13


ЛП ГП СОГЛАСОВАНО


1M-Ne001118-IT1-BY COOTBETCTBYET 2KCNEPTHOMY OTYETY
COI'MACOBAHO ot 07.09.2023 N= 17380

OV BMMkA BETAPY Gl (MOCNEAOBATENEHOCTE 0003)

it

BHOCTb IPUMEHEHHs KBETHANMHA Yy OEpeMEHHBIX >KCHIIWH He
ycTtaHoBieHbl. [103ToMy BO BpeMsi OepeMEHHOCTH KBETHAITUH MOXKHO IPUMEHSThH TOJIBKO B TOM
cilydae, €clid OKMJaemasi TMoJib3a IS JKCHIIMHBI OIMpaBAbIBAECT MOTCHIIMAIBHBIN PUCK IS
10/1a.

HpI/I IMPUMCHCHUU AHTUIICUXOTUYCCKUX IIPCIIapaTOB, B TOM YHUCIIC KBCTHUAIIMHA, B TPCTHCM
TpUMECTpe OEpEMEHHOCTH Y HOBOPOXKICHHBIX TOSIBIISICTCS pUCK pasButust HP pasHoii crenenu
BBIPAKEHHOCTH U JJIUTENbHOCTH, BKIto4as JIIC u (unu) curapoM «otMmeHb». Coolmianocs o
BO30YKJIEHUH, THUIEPTOHUHU, THIIOTOHUHU, TPEMOPE, COHJIMBOCTH, PECHHPATOPHOM JIUCTpPEcC-
CUHJIDOME WJIM HapYIICHUSX KOPMIJICHUS. B CBS3HM C 9TUM Clie[yeT TIIaTeIbHO HaOI0IaTh 3a
COCTOSIHHEM HOBOPOKICHHBIX.

JlakTanms

OnyOnuKkoBaHbI COOOIIEHUS 00 SKCKPEIMH KBETUAIIMHA C TPYJHBIM MOJIOKOM, OJTHAKO CTENeHb
OKCKpEIIMd HE yCTaHOBJeHA. JKeHIMHAM HEOOXOJMMO pPEKOMEHAOBaTh HM30eratb TIpyaHOTO
BCKapMJIMBAHUA BO BpEMA IIpUEMa KBCTHUAIIWHA.

4.7. Banusginue Ha CNMOCOOHOCTH YNPABJIATHL TPAHCINOPTHBIMH CpPeACTBAMM M pPadoTaTh C
MeXaHH3MaMu

Bcenencreue Boznericteusi Ha [THC xBeTHanuH MOXKET BIUATH Ha CKOPOCTh MCHXOMOTOPHBIX
peaklMii U BbI3bIBATH COHIMBOCTH. [109TOMY B IEpHO/I JIeUEeHUS MMallUEHTaM HE PEKOMEHTyeTCs
paboTaTh C MexXaHU3MaMH, TPeOYIOIIMMH TOBBIIIEHHOW KOHIEHTPAllMM BHUMAaHUSA, B TOM
YyHuCclie HE PEKOMEHAYETCs YIpaBICHHE TPAHCIOPTHBIMU CpEJICTBAMH, IOKa He Oyner
YCTaHOBJICHA HHAWBUAYAJIbHAA IICPEHOCUMOCTD TCpallru.

4.8. HeskenaresibHbIE peakunu

Pesrome mpoduias 6€30macHOCTH

Haubonee uacteie HP xkBetmanmua (=10 %) — COHJIMBOCTH, TOJOBOKPY)KEHHE, CYXOCTb
CIM3UCTOM OOOJIOYKM TOJOCTH PTa, CHHIAPOM «OTMEHBI», MOBBILIEHUE KOHLIEHTPAIUU
TPUITIMLIEPUIOB, MOBBIIICHHE KOHLEHTpPAMK oOOIIero xosecrepuHa (IJIaBHBIM 00pa3oM,
xonecrepuna JIITHII), cumwxkenune koHueHtpauumu xojnectepuna JIIIBII, yBenndyenue maccobl
TeNa, CHIKEeHUe KoHIeHTpauu remoriaoouna u DI1C.

TabauuHoOe pe3roMe HEXKENAaTENbHBIX PEaKIIN

YacroTa BCTpeyaeMOCTH OmpeleseHa CleayromuM obpazoM: odeHb yacto (= 1/10), wacro
(or>1/100 mo < 1/10), mewacto (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000),
oueHb peako (< 1/10000), dyacTtora HeWsBecTHA (MCXOAS W3 HUMEIOMIMXCS JAHHBIX, YaCTOTY
BO3HHKHOBEHHS OIPEIEITUTh HEBO3MOKHO). HP crpynmnupoBaHbl B COOTBETCTBHHU C MOPSAKOM

Ha OCHOBaHHMH CUCTeMHO-OpraHHbix kitaccos (COK).
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HOGAERCBATERLHOCTS 0006

Kuaacc cuctembl opranos | HexxkenateabHasi peakuus

Hapywenus co cmoponvl kpogu u iumgamuyeckoii cucmemol

Yacto Jletikonenus >

Yacrora HEU3BECTHA Heiitponenus'

Hapywenus co cmoponvl ummyHHot cucmemol

Heuacto PeaKLII/II/I TUIICPYYBCTBUTCIIBHOCTH

Ouenb peako AnHadunakTHyeckue peakimu®

Hapywenus memabonuzma u numanus

OueHb peaKo Caxapusrii quader!->°

Hapywenus co cmoponul nepenou cucmemsi

1,4,17

OueHb 4acTo Tonosokpyxenune'*!7, ronosnas 60mb, conmpocte™!’, DTIC!H!

Yacto JuzapTpust, HeOOBIYHBIE M KOLIMAapHbIe CHOBUICHHUS,

IIOBBIIICHUEC aIIIICTUTAa

Heuacro Cynoporu', CHHIPOM «OeCTIOKOMHBIX HOT», TIO3IHSISA
muckunesus', oomopok!*!7 cryrannocTs coznanus

Penxo ComHaMOyu3M U CBsI3aHHBIE C HUM SIBJICHUS

Hapywenus co cmoponul opeana 3penus

Yacto HeueTkocTs 3peHus

Hapywenus co cmoponwl cepoya

Yacro Taxuxapaus'*, cepaneduenue'”

Heuwacto Bpanukapaus®®

Hapywenus co cmoponul cocyoos

Yacto OprocTatuueckas runotensus’ !’

Hapywenus co cmoponul OvixamenvHoti cucmemvl, 0peanos 2pyOHOL KIemKU U CPeOOCMeHUs.

Yacro Onprmika®

Heuyacto Punur

Kenyoouno-kuweunvle napyueHus

Ouenb yacto CyXO0CTb CIM3UCTON 000JOYKH MOJOCTH PTa
Yacro Jlucnerncus, 3amop, psora’!

Hewacto Jucgarus'®

Penko Kumreunas HempoXxouMOoCTh/HITeycC

Hapymele CO CMOPOHbL neYeru u 9fC€]Z’~l€6bl60a}lWMX nymed

Penko Kenryxa®

Ouenb peako Tenatur (¢ xenTyxoii unu 6e3 xenryxu)®

15



ЛП ГП СОГЛАСОВАНО


TM-Ne001118-IM-BY COOTBETC TEH'_ET KL __ E PT_H':' MY OTUETY
COI'MACOBAHO ot 07.09.2023 N= 17380
YA BEnABY Gl (NMOCNEQOBATENEHOCTE 0003)

o

N
HPAKASOM-OFo=

Hapsneeerist co-CRIOPOHbLL KOHCU U HOOKONCHBIX MKAHEL

OueHb peko Anruonesportudeckuii otex®, cunapom Ctusenca-JIxoncona’

Yacrora HEM3BECTHA Tokcuueckuii snuaepMaNbHbBI HEKPOIU3, MyJIbTU(HOPMHAS
SpUTEMa, OCTPBII reHepaIn30BaHHbBIN IK3aHTEMATO3HbII
MyCTyJIe3, JIGKAPCTBEHHAS PEAKIHS C 03MHOPIINEH ’
cucteMHbiMHi cumntoMaMu (DRESS-cunapom), KoskHbII

BACKYJIUT

HapymeHuﬂ CO CMOPOHDbL Mblu/lel{HOIZ, CKeNemHOll U COCOUHUMETIbHOU MKAHU

Odenb peaKo Pa6nomuonus

Hapywenus co cmopoHvl nouex u Mouesblgooauux nymetl

Heuacto 3anepkka MOUU

bepemennocmu, nociepooosulii nepuoo u nepuHamanbHvle COCMOoAHUs

YacToTa HEeU3BECTHA CI/IHILPOM «OTMCHBD» Y HOBOI_‘)O)I(,)IGHHI)IX28

Hapywenus co cmoponul penpodykmueHotl cucmemul U MOJIOYHBIX JHcelle3

Peaxo ITpuanusm, ranakropes

Obwue napywenus u peakyuu 8 mecme 66e0eHUs

OueHb YyacTo Cunapom «oT™eHb» 10

Penxo 3/10KaueCTBEHHbII HEHpOJIENTHIECKUI CHHAPOM' , THIIOTEpMUS]

Jlabopamopnvie u uncmpymenmanvhvie OaHHblE

OueHb 4acTo [Mosblenre  KoHueHTpaumuit  Tpurauuepugos'!!,  o6mero
xonecTepuHa (TaBHBIM 00OpasoMm, xXonectepuna JITTHIT)M!2

CHM)KEHUE KOHLIEHTPALMU XOJIECTEPUHA HHBHUS, YBEIINUECHUE

9

Macchl Tea’, CHIKeHHe KOHIIEHTPAINK TeMOoTIo6nHa>

Yacro IToBbIIEHNE AKTUBHOCTH aJaHMHaMUHOTpaHchepassl (AJIT)?,
ramma-riyramunrpasacnentunasst (ITT)?, camkenne

KOJIN4YCCTBa HCI>'ITp0(1)PIJIOB1’22, IIOBBIICHUEC KOJIHNYCCTBA

7 6

s03uH0GuUI0B>*, runeprivkemus"’, runepnponakTuHemus ',

CHIDKEHUE KOHIIEHTPAIMH 00IIEeTr0 1 CBOOOTHOTO TUPOKCHHA
20 o

(T4)~", cunxeHne KOHIICHTPAIIMU OOIIETO TPUHOATUPOHUHA

(T3)*°, noBbILIEHHE KOHIIEHTPALMH THPEOTPOIIHOIO TOPMOHA

(TTD)*

Heuacto TpomooruTonenus 4, moBbIIeHIHEe AKTHBHOCTH
b

acmapraramuHoTpancepassl (ACT)?, yaiunenue uaTepBana

QT"3, cumkenue konuenTpanuu cobdogHoro T3
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MOCIEAOBATEJIbHOCTE UUUE

Penxo

Hoppinenne akTuBHOCTH KpeatuHpochokunassl (KOK)',

arpaHynoLuTos”’

10.

11.

12.

13.

Cwm. paznen 4.4.

CoHIMBOCTD OOBIYHO BO3HUKAET B TEUEHHUE MEPBBIX 2-X HEJENb IOCJe Hayaja Teparnuu
U, KaK MpaBuIIo, pa3pemaeTcst Ha (OHe MPOI0IDKAIONIET0Cs TpUeMa KBeTHAIHHA.
Bo3moxHO OeccMMNTOMHOE NOBBIIIEHUE (>3 pa3a OT BEpXHEW I'paHMIbI HOPMBI IpU
onpexnencHun B 0doe Bpemsi) aktuBHOCTU ACT, AJIT u I'TT B chIBOPOTKE KPOBH, KaK
NIPaBUJI0, 0OpaTUMOE Ha (POHE MPOJI0JIKAIOIIErOCs IIpueMa KBeTHAIHA.

Kak u npyrue aHTUNCHMXOTHYECKHE MpernapaTsl C 01-aJpeHOOIOKUPYIONIUM JIEHCTBHEM,
KBETHANHNH YaCTO BBI3bIBAET OPTOCTATHUECKYIO TMIIOTEH3HUIO, KOTOpasi COMPOBOXKIAETCS
TOJOBOKPY)KEHUEM, TaXWKapAuel, B HEKOTOPBIX CIydasx — OOMOPOKOM, OCOOECHHO B
HayvaJie Tepanuu (cM. pazzaen 4.4.).

OTMeueHbl OUeHb peiKue ciiydan 000CTpeHMs caxapHOro AuadeTa.

Ouenka wacrtotel JgaHHoM HP  mpoBoagwiace Ha  OCHOBaHMM — PE3yJbTaTOB
MOCTPETUCTPAIIHOHHOTO HAOIOACHUSI.

[ToBbIlIEeHNEe KOHIIGHTpPAIIMU TJIOKO3BI B IUIa3Me KpPOBM HATomiak > 126 mr/mn
(> 7,0 MMOTIB/)T) WM KOHUEHTPAIMK TJIIOKO3bl B IJIa3Me€ KPOBH IOCIE MpHUEMa IHIIU
> 200 mr/mn (> 11,1 MMoub/11) XOTS ObI TIPU OTHOKPATHOM OTIPEICTICHHH.

Bonee Bricokas yacrora aucdaruu Ha (hOHE KBETHANIMHA 110 CPABHEHHIO C TU1anebo Obuia
OTMEUYEHa TOJILKO Y MAalMEeHTOB C JICTIPECCUEH B CTPYKTYpe OUIOISPHOTO paccTpoiicTBa.
IToBeImIenne McxoaHOM Macchl Tena Ha 7 % u Oojsiee. B 0CHOBHOM BO3HHKAeT B Hayaje
Tepanuu y B3pOCIIbIX.

[Ipu wn3yuyeHUM CHUHIpPOMA «OTMEHBD» B KPATKOCPOYHBIX ILIALE00-KOHTPOIUPYEMbIX
KIIMHAYECKUX HCCIICIOBAHHUAX KBETHAIIMHA B PEXHME MOHOTEPANUU OBUIM OTMEUYEHBI
CeNyIOUIMEe CHUMIITOMBI: OECCOHHMIIA, TOIIHOTA, ToJIoBHAas Ooyb, Auapes, pBOTA,
TOJIOBOKPY)KEHUE M Pa3ApakKUTENbHOCTh. HacToTa CHHAPOMA «OTMEHBI» CYIIECTBEHHO
CHMXasach yepe3 1 Heelnto nocie npekpamieHus npueMa KBeTHarnuHa.

[ToBbIiieHne  KOHILEHTpamMK  TpuraunepuaoB > 200 mr/mn (= 2,258 mmonw/n)  y
nareHToB > 18 et wim > 150 mr/mn (> 1,694 mmonb/it) y nmamuenToB < 18 jer, X0oTs
OBl IPU OJTHOKPATHOM OIPEICTICHUH.

[ToBbIIeHe KOHIEHTpAIMU 001ero xosecrepura > 240 mr/mn (> 6,2064 MMoutb/m) y
nanueHToB > 18 net wim > 200 mr/an (= 5,172 mmonb/n) y mamueHtoB < 18 jer, xors
ObI IPU OZHOKPATHOM OIIPEICIICHUH.

Cwm. ganee 1o TCKCTY.
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rBa TpoM6omuToB < 100 x 10°/1, x0T GBI NpH OXHOKPATHOM
OIpENIETICHUN.

15. be3 cBsi3u CcO 3J0KAYECTBEHHBIM HeMponenTuyeckuMm cuHapoMoM. Ilo maHHBIM
KJIMHUYECKUX UCCIIEIOBAHUH.

16. IloBbieHUE KOHLICHTPALIMH MPOJIAKTHUHA y nanueHToB > 18 ner:
> 20 Mxr/n (= 869,56 nmonb/i) y MyxkuuH, > 30 Mxr/a (> 1304,34 nMob/i1) y KEHIIHH.

17. MoXeT NpUBOJANTH K MaICHUIO.

18. Camwxkenue koHuentpauuu xonecrepuna JIIIBIT <40 mr/mn (< 1,03 MMOIIB/T) Yy MyX4HUH
u < 50 mr/mn (< 1,29 MMoIIb/1T) Y )KSHIIKH.

19. lanabie HP gacTo oTmMedanu Ha oHE TaXHKapIUH, TOJTOBOKPYKEHHUS, OPTOCTATHYECKON
TUNOTEH3UM U (WJIM) COMYTCTBYIOIIEH MATOJIOTMH  CEPAECYHO-COCYIUCTON WU
JIBIXaTEeJIbHON CUCTEMBI.

20. Ha ocHOBaHMM MOTEHIMATBHO KIMHHUYECKH 3HAYUMBIX OTKJIOHEHUH OT HOPMAaJbHOTO
UCXOJHOTO COJEp’KaHHs, OTMEUEHHBIX BO BCEX KIMHUYECKUX HMCCIEIOBAHUIX.
N3menenust koHueHTpamuu odmiero T4, ceoboanoro T4, obmeroT3, ceoboguoro T3 1o
3HaueHni < 80 % OT HMKHEW TPaHUIBI HOPMBI (TIMOJIB/T) TIPU ONpEIeNICHUH B JI000e
Bpemsi. 3menenue konueHtpanuu TTT > 5 MMEn/n npu onpenencHuu B J1it000€ BpeMms.

21. Ha ocHOBaHMM NOBBIIIEHHOW YaCTOTHl BOSHMKHOBEHMS PBOTHI y MALMEHTOB MOXKUIJIOTO
BO3pacra (> 65 ner).

22.B KpaTKOCPOYHBIX KIMHUYECKMX MCCIECIOBAHUSAX MOHOTEpANHH KBETHAMHMHOM Y
MAlUEeHTOB C KOIMYECTBOM HEHTpoduaoB 10 Hauana Tepamuu > 1,5 x 10°/n ciydau
HeHWTponeHuu (KOIM4ecTBO HelTpodpunos < 1,5 x 10°/1) ormeuens! y 1,9 % nauueHTOB
B rpymnne kBeTuanuHa npotuB 1,5 % B rpymnne mnane6o. CHUKEHHE KOJUYECTBa
Heiitpopunos >0,5, Ho < 1,0 x 10°/1 oTmeuanocs ¢ uactotoii 0,2% B rpymme
KBeTHanuHa U mane6o. CHKeHHe KonudecTBa Heifrpoduuos < 0,5 x 10°/1 xoTs 6kl
IpU OJJHOKPATHOM olipesieneHun otmMedeHo y 0,21 % manueHToB B rpynne KBeTHanuHa
npotuB 0 % B rpynmne miamnedo.

23. CHmXeHHe KOHILEHTpauuu remMorioouHa < 13 r/mn y MyxuuH U < 12 1/1J1 y KEHIIHH,
XOTsl OBl NMPHU OJHOKPATHOM oOINpejeneHuH, orMeuyanoch y 11 % manueHToB Ha QoHe
npreMa KBETHAllMHAa BO BCEX KIMHMYECKHX HCCIEIOBAHMIX, BKIIOYAs [IMTEIHHYIO
Tepanuio. B KpaTKOCpOUYHBIX TMI1ae00-KOHTPOJUPYEMBIX HCCIEIOBAHUSAX CHUKECHHE
KOHIIEHTpauu remMoryioonHa < 13 r/nn y Mmykuud u < 12 r/m1 y )KeHIIUH, XOTs Obl TIpH
OJIHOKPAaTHOM OIPEJEICHUH, OTMEUANoch y 8,3 % MmanueHTOB B IpyImie KBETHANIMHA IO

cpaBHeHHIO ¢ 6,2 % B rpymie miamedo.
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COOTBETCTBYET ZKCNEPTHOMY OTUYETY

PykazoM 0T 31.01.2025 Ne 95 o
iénﬁ%{g;\@@ﬂ&ﬁabﬁ@ﬁ INOTCHUHUAJIBHO KIIMHHUYCCKU 3HAYUMbIX OTKIIOHEHUUM OT HNCXOIHO

HOPMAJIBHOTO YPOBHSI, OTMEUEHHBIX BO BCEX KJIMHMYECKUX UCCieqoBaHusAX. [loBbIIeHHe
KONMYECTBA 2031HOGMIOB > 1 X 10°/11 mpy onpeieieHuH B 11000€ BpeMs.

25.Ha ocHOBaHMM TOTEHIMANBHO KIMHUYECKH 3HAYMMBIX OTKJIOHEHHUH OT HCXOIHO
HOPMAaJIbHOTO YPOBHSI, OTMEUCHHBIX BO BCEX KIMHHUYECKHX HccienoBaHusX. CHIKeHHE
KoJIM4ecTBa JeikoruToB < 3 x 10°/1 npu onpeseneHuu B 1060e BpeMs.

26. MoxeT pa3BUTHCS B MOMEHT WJIM BCKOpE IOCJE Hayajla TEepalud U COMPOBOXKIATHCS
apTepuaibHONM TUNOTeH3WeH u (W) oOMopokoM. YacToTa ycTaHOBIIEHA HA OCHOBaHUH
cooOmeHuil o pa3BuUTHM Opagukapaud M cBA3aHHBIX HP Bo Bcex KIMHUYECKUX
UCCIIEZIOBAHUSAX KBETHAIIMHA.

27.Ha oOCHOBaHMM OIICHKH 4YacTOTHl Y TMAalMEHTOB, NPUHUMABIINX Yyd4acTHE BO BCEX
KJIMHUYECKUX HCCIEJOBAaHUSIX KBETHAalMHA, Yy KOTOPBIX OTMeYalach TsDKenas
Helitponenus (< 0,5 x 10°/1) B coueTanuu ¢ MHOEKUUAMHU.

28. Cm. pa3znen 4.6.

VY nnunenne uaTepBana QT, xemynodkoBas apuTMuUsi, BHE3aIlHAsi CMEPTh, OCTAHOBKA CEp/Ia U
JIByHAIpaBJIeHHas KeTy0uKoBas Taxukapaus cuutarores HP, mpucymumu HefiponenTukam.
Uactota OIIC B KpaTKOCPOYHBIX KIMHUYECKUX HCCIEOBAHUAX Y B3POCIBIX MAI[MEHTOB C
mu3oppeHrell 1 MaHMEH B CTPYKType OWIOJSIPHOTO paccTpoicTBa OblIa cOMOCTaBUMA B
rpyIre KBeTHanuHa | Tuianedo (mamueHTsl ¢ mm3odpenueit: 7,8 % B rpymnmne KBeTHalvHA U
8,0 % B rpymme ianebo0; MaHUU B CTPYKType OumoiisipHOro pacctpoiictsa: 11,2 % B rpymme
kBetuanuHa u 11,4 % B rpymnre miame6o).

Yacrora DIIC B KpaTKOCPOUHBIX KIMHUYECKUX HCCIEJOBAHUAX Y B3POCIBIX IMAlMEHTOB C
Jienpeccuel B CTPYKType OMIIOJIIPHOTO paccTpoicTBa B IpyIe KBeTHanuHa coctaBuia 8,9 %,
B rpynne miarnedo — 3,8 %. IIpu stom uacrota otnenpHbix cuMnToMoB OIIC (Takux Kak
aKaTHU3Ms, SKCTpAaHpaMUIHbIE PACCTPOMCTBA, TPEMOP, TUCKHHE3Us, JUCTOHU, OECIIOKONCTBO,
HENPOU3BOJIBHBIE  COKPAIIEHUS MBIIIL, IICHXOMOTOPHOE BO30YXKJIE€HHE U  MbIIICYHAas
PUTHAHOCTB), KaK MpaBWIIO, OblJIa HU3KOH M He mpeBbimana 4 % B KaXI0W W3 TPYNN Teparuu.
B 10ArocpovHBIX KIMHUYECKUX HUCCIIEIOBAHUSAX KBETHAIMHA TPU MU30(PpEeHUN 1 OUTIOISIPHOM
paccTpoiicTBe 'y B3pociblx manumeHToB dyacrtora OIIC Oplma comocTtaBUMa B TpyIIax
KBETHANMHA U 11a1e0o.

Ha ¢one Tepanuu KBeTHATMHOM MOKET OTMEYATHCS 10303aBUCUMOE CHIDKEHHE KOHIIEHTPAITUN
TOPMOHOB IIUTOBUIHOHN jkeje3bl. YacToTa MOTEHIMATbHO KIMHUYECKH 3HAUUMBIX M3MEHEHUI
KOHIIGHTpAllUd TOPMOHOB  INUTOBHJIHOW JK€Je3bl B  KPATKOCPOUHBIX  KIMHUYECKUX
uccienoBanusax g oomero T4 cocraBuna 3,4 % B rpynne xeruanuna u 0,6 % B rpymme

miane6o; st ceobogHoro T4 — 0,7 % B rpynme kBetuanuna npotus 0,1 % B rpynne miaie6o;
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aﬂa&fﬁﬁ gﬁémotfgooo@ 8,54 o B rpynmne kBetuanuHa mpotuB 0,0 % B rpynme mane6o; s

cBoboanoro T3 — 0,2 % B rpynne kBetuanuHa npotus 0,0 % B rpynne ruiane6o. M3menenne
koHueHTpauuu TTI ormeueHno ¢ wacroroit 3,2 % B rpymnme kBetnanuHa u 2,7 % B rpymnmne
mwrane6o. B KpaTKOCPOUHBIX  KIMHUYECKHX HCCICOBAHMAX MOHOTEpAlMd  4YacToTa
MOTEHIMAJILHO KIMHUYECKU 3HAUMMbIX u3MeHeHui koHueHtpauuu T3 u TTT coctasuna 0,0 %
B rpynne kBeruanuHa u mianebo; ans T4 u TTD cocraBuna 0,1 % B rpymnme KBeTHanuHa
npotuB 0,0 % B rpynne mane6o. JlaHHble W3MEHEHUs, Kak IIPaBUJIO, HE CBS3aHbl C
KJIMHUYECKU BBIPAXKEHHBIM THIIOTUPEO30M. MaKcuMaabHOE CHIDKEHHE O0IIero u cBoOOJIHOTO
T4 zapeructpupoBaHo Ha 6-i Hejene Tepanmuy KBETHAIIMHOM, 0€3 JajJbHEHINEro CHHKEHUS
KOHIICHTpAllUM TOPMOHOB NPU JJIUTEIBHOM JiedeHHH. [IpakThHueckn BO BCeX Cllydasix
KOHLIeHTpauuss obmero u cBobomHoro T4 Bo3Bpamanack K HCXOJHOMY YPOBHIO IIOCIE
MPEKpaIICHUs Teparii KBETHAITMHOM HE3aBHCHMO OT JUIUTENILHOCTH JieueHus. KoHeHTparst
tupokcuHcBszpiBatoniero rinolyianaa (TCI) mpu u3mepeHuH y 8 MalMEeHTOB OCTaBallaCh
HEU3MEHHOM.

Co00111eHHS 0 1T003PEBAEMBIX HEKEIATSABLHBIX PEAKIIMIX

BaxxHo co000maTe O TOJ03pEBAEMBIX HEKEIATEIBHBIX PEaKUUsAX IOCIe PErucTpaluu
JICKapCTBEHHOTO  Mperapara ¢ Ielplo  o0ecrnedeHus HEeNpepbIBHOTO  MOHUTOPHHTA
COOTHOUIICHHS «IOJIb3a — PHUCK» JIEKAPCTBEHHOro Mpernapara. MeAUIHUHCKAM paOOTHHKAM
peKOMEHIyeTcsl  coolmarb O JIIOOBIX  MMOJI03PEBACMBIX  HEXKEIATEIbHBIX  PEAKIHSIX
JICKapCTBEHHOTO Tperapara 4epe3 HalMOHAJbHBIE CHCTEMBI COOOIICHHS O HEXENATEeIbHBIX
peaKIusaX TocyAapcTB — 4jeHOB EBpa3uiickoro 3KkOHOMMYECKOTO COK03a.

Poccuiickas @edepayus

109012, r. Mocksa, CrnaBstHCKast Tuioiaab, 1. 4, ctp. 1

®denepanpHas ciryx0a 1Mo Ha30py B chepe 31paBoOXpaHCHUS

Tein.: +7 (495) 698 45 38, +7 (499) 578 02 30

Anpec 211. mouThl: pharm@roszdravnadzor.gov.ru

Be06-caiiT: www.roszdravnadzor.gov.ru

Pecnybonuxa benapyco

220037, r. Munck, ToBapuieckuit niep., 1. 2a

Pecniyonukanckoe yHutapHoe mpenanpustue «lleHTp dSKkcmepTH3 W UCHBITAHUH B
3IPaBOOXPAHEHU

Ten.: +375(17) 242 002 9

Anpec 31. mouTsl: repl@rceth.by

Be6-caiit: www.rceth.by

Pecnybnuxa Kasaxcman
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, T. AcraHa, yn. A. UmanoBa, 1. 13. BI] «Hypcaynet 2»

PI'TI na ITIXB «HamumoHanbHBIA IEHTP 3KCHEPTU3BI JEKAPCTBEHHBIX CPEACTB U METUIMHCKHUX
m3nenuity Komurtera MeauuuMHCKOro M (hapmaneBTHYECKOro KOHTpoJs MMHHCTepCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 31. moutsl: farm@dari.kz

Beb-caiit: www.ndda.kz

4.9. [lepeno3upoBka

CUMOTOMBI

Coobmanoch O JeTAIBPHOM UCXOAe Tmpu Tnpueme 13,6 T KBeTManmMHAa Yy TAIMEHTA,
Y4acTBOBABIIETO B KJIMHUYECKOM HCCIIEJOBAaHUH, @ TAKXKE O JETAIBHOM HCXOJE MOCIe IprueMa
6 I KBEeTHANMHA TPU MOCTPETUCTPAIIMIOHHOM H3Yy4YeHHH TperapaTta. B To e Bpems omucaH
CiIydail mpuemMa KBeTHAaIKHA B 103¢, npeBbimaromied 30 r, 6e3 JeTaapHoro ucxoa.

Nmetrotcst cooOiieHust 0 KpaiiHe pellkuX CIIydasiX Mepeao3UpOBKH KBETHANIMHA, MPUBOJAUBIINX
K yJuinHeHuto uHTepBaia QTc, cMepTH Ui Kome.

VYV mNanMeHToB ¢ TSHKEIBIMH CEepJACYHO-COCYAUCTHIMU 3a00JIEBaHUSIMU B aHAMHE3E€ PHUCK
passutusi HP nipu nepeno3npoBke MOKET yBenHUnUBaThCs (CM. pazaen 4.4.).

CHUMIITOMBI, OTMEYEHHBIE MpPU TMEPEIO3UPOBKE, B OCHOBHOM OBUIM CIIEJACTBUEM YCHIICHUS
M3BECTHBIX (hapMaKoJOTUYeCKUX 3(PPEKTOB KBETHANMHA, TAKUX KaK COHJIMBOCTh M CEIAIus,
TaXUKapAusi, CHIDKEHUE apTepUAIbHOTO JABJICHUS U AaHTUXOJIMHEPTUIECKHUE AP PEKTHI.
Jleuenue

Criermuduuecknx aHTUOTOB K KBETHANUHY HET. B ciyyasx TsyKelnoil MHTOKCHKAIUH CIIEIYeT
MOMHUTh O BO3MOXHOCTHU TEPEAO3UPOBKH HECKOJIbKMMHU JIEKAPCTBEHHBIMH IpernapaTaMu.
Pexomennyercss TpPOBOIUTH MEpONPHUATHS, HAMpaBICHHbIE Ha TOJJEpKaHUEe (QYHKIUH
IBIXaHUA W CEePACYHO-COCYIUCTOW CHCTEMBI, OOECTIeueHUe aJCKBAaTHOM OKCHUICHAIIUU U
BeHTW MU, OmyOIMKOBaHbl co00MmeHuss 0 paspemennn Tspkensix HP co croponst [IHC, B
TOM 4YHCJI€ KOMBI, JEIHpUs W SBHOIO AHTUXOJMHEPrUYE€CKOro CHHIPOMA, IMOCIe
BHYTPUBEHHOT'O BBeACHHUS (U30CTUTMHHA (B 03¢ 1—2 MTI) TMOJA TMOCTOSHHBIM KOHTPOJIEM
anekrpokapauorpammsl (OKI).

B ciyuae BO3HUKHOBEHHMs pe(pakTepHOl apTepuaIbHOM T'MIIOTEH3UM IpPU IEpe103UPOBKE
KBETHAIMHA JIEYEHUE CIIEAYET OCYIIECTBIIATh IIYTEM BHYTPHUBEHHOI'O BBEACHMS JKUIKOCTH U
(WM) CHMMITATOMUMETHUYECKUX TpenapaToB (HE cleayeT Ha3HayaTh SMUHEPUH U JIOTIAMUH,
MOCKOJIBKY CTUMYJISIIMS  [3-aApEHOPELeITOPOB MOXET BBI3BIBATh YCHJIEHHE CHIKEHHS

APTCPHUATIBHOT'O OAaBJICHUA HA (1)OHC 6J'IOKaI[BI O-aApCHOPCUCIITOPOB KBCTI/IaHI/IHOM).
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MBIBAHHE keaydaKa (mocie WHTyOaluu, €cly MalueHT 0e3 CO3HAHWA) W TPUMEHEHHE

AaKTUBMPOBAHHOTO YIWs U CIAOUTENIbHBIX CPEACTB MOMKET CIIOCOOCTBOBATH BBIBEJCHUIO
HeabCcOpOMPOBAHHOTO KBETHAINKHA, OHAKO Y3PPEKTUBHOCTh 3TUX MEP HE M3yUEHA.
[TpucTtanbHOE METUIMHCKOE HAOIIOAEHHE TOJIKHO MPOJODKATHCS 0 YIYULIEHUS COCTOSHUS

manucHTa.

5. ®APMAKOJIOTTYECKHE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHE CBOICTBA
®dapmakoTepaneBTUYeCKass  IpyMna:  ICUXOJENTUKH;  AHTUIICUXOTUYECKUE  CPEACTBa;
JTMa3eIMHbI, OKCA3EMUHbI, THA3ETINHBI U OKCETIHHBI
Kon ATX: NOSAHO04

MexaHus3M JeUCTBUS

KBeTnanua sBIsSeTCSs aTUNMYHBIM AHTUIICUXOTUYECKMM IpenaparoM. KsetmanuH u ero
aKTUBHBIM MeTa0omuT N-Je3aIKUIKBETHAINH (HOPKBETHUAIMH) B3aUMOJCHCTBYIOT C HIMPOKUM
CIIEKTPOM HEUTPOTPAHCMUTTEPHBIX PEIENTOPOB TOJOBHOTO Mo3ra. Ksermanmun u N-
JI€3aJIKWIIKBETHAIINH NPOSBIISIOT BEICOKOE cpoACcTBO K SHT2-cepoTOHMHOBBIM peLienTopam u
Di-, D2-noamMuHOBBIM perienTopam TOJIOBHOTO MO3ra. AHTaroHU3M K YKa3aHHBIM PerenTopam
B COUYETAHUU C O0Jiee BBICOKOM CeNEeKTUBHOCTHIO K SHT2-cepOTOHMHOBBIM peLenTopaM, 4em K
D»>-nopamMuHOBBIM perienTopaM, 00yCIaBIUBAET OCHOBHbIE KIIMHUYECKHUE aHTUIICUXOTHUYECKHUE
CBOMCTBa KBETHMANMHA W HU3KYI0 YacTOTy pa3BUTUA 3KcTpanupamuanbix HP. Ksetmanun u
HOPKBETHAIMH HE NPOSBIISIIOT 3aMETHOIO CPOJCTBAa K OEH30Ma3eIMHOBBIM pELeNTopaMm, HO
001a1al0T BBICOKUM CPOJCTBOM K THCTAMHHOBBIM M 0l1-3IpEHOPELENTOPaM U yMEPEHHBIM
CPOACTBOM IO OTHOILEHUIO K O-aJpeHopenentopaM. Kpome Toro, kBeTnanuH He oOanaeT
Wi o0JanaeT HHU3KUM CpPOJACTBOM K MYCKapHHOBBIM peIenTopaM, B TO BpeMs Kak
HOpPKBETHAIIUH MPOSBISAET YMEPEHHOE MJIM BBICOKOE CPOJCTBO K HECKOJIBKHM IOATUIIAM
MYCKApUHOBBIX ~PELENTOPOB, UYTO OOBSICHAET AHTUXOJIHMHEPruueckue (MyCKapuHOBBIE)
adexTsl npenapara. KBetnanun He o0nagaeT CpoACTBOM K MEPEHOCUUKY HOPAApPEHATIMHA U
oOnamaer HU3KUM cpoacTBoM K SHTia-cepoToHMHOBOMY peuenrtopy, B TO BpeMs Kak N-
Je3aJIKUIIKBETHAIIMH TPOSIBISET BBICOKOE CPOJCTBO K 000MM. MHruGupoBaHue NnepeHoCUHKa
HOpaJIpEeHAIIMHA W YaCTU4YHBIM aroHu3M B OTHOUIEHUMM SHTiA-CEpOTOHHMHOBBIX pPELENTOPOB,
nposiisieMble N-/1€3aJIKUIKBETHAIMHOM, MOTYT OOyCIIaBJIMBAaTh aHTUACTIPECCUBHOE JECHCTBUE
npenapara. YIenpHbIH BKiIaj Merabonuta N-Ie3alKuiIKBETHAaNMHA B (apMaKOJIOTHYECKYIO
AKTUBHOCTH KBETHAIIMHA HE YCTAHOBJIEH.

dapmakonnaamuyeckue 3hheKThl
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KTUBHOCTb B HMCIBITAHUAX Ha AHTUICUXOTHYECKYIO NEATEIBHOCTD,
TaKyl0 Kak YcJOBHO-peduiekTopHoe wu3z0eranue. Takxke OJIOKMpYyeT AEHCTBHE aroHHUCTOB
nodaMuHa, OLEHMBaeMO€ WJIM B IOBEIEHYECKUX, WM B 3JIEKTPO(U3HOIOTHIECKUX
WCCIIEZIOBAHUAX, W TIOBBIIIACT KOHIICHTPALMK MeTadonuTa AopaMUHA, HEHPOXUMHUECKOTO
nokasarenss Onmokaabl Do-penientopoB. PesynpraTel usydenus OIIC B AOKIMHUYECKUX
HCCJIEIOBAHUAX IMOKA3aJd, YTO KBETHUAIIMH OTJIMYAETCS OT CTaHJAPTHBIX AHTUIICUXOTUYECKUX
CPEICTB M WMEET AaTUMUYHBIA npodwib. KBeTwManuH He BBI3BIBACT IOBBIIICHHOMN
YYBCTBUTEJIBHOCTH J0(aMHUHOBBIX D2-perenTopoB npu JUIMTENbHOM puMeHeHnH. KBetnanun
BBI3BIBACT CJIa0yI0 KaTalelcHio B 033X, 3(P(GEKTHBHO OJIOKUpYOUMX Di-perentopsl.
KBernanun  u30uparenbHO ~ JAEHCTBYeT  HAa  JUMOWYECKYI0  CHCTEMY,  BbI3bIBas
JENOISAPU3ALAOHHYIO Omokany ME30JIMMONYECKHUX, HO HE HUTPOCTPUATHBIX
nopaMuHepruueckux HeilpoHoB. Ilpu kpaTkoMm M JUIMTENbHOM BBEACHUU KBETHAIUMH O0Jajal
MUHUMAaJIbHOU CHOCOOHOCTHIO BBI3bIBaTh JUCTOHHIO y 00e3bsSH-KaITyIIMHOB,
CEeHCUOMIM3UPOBAHHBIX T'AJIONEPHI0JIOM WIHM HE MOTY4aBLUIMX MEIUKAMEHTO3HOIO JIEYEHMS.
Knunuueckas s¢ppexmusnocms

KBernanua >(QQeKTUBEH B OTHOIICHWU KaK TIO3UTHUBHBIX, TaK W HETaTUBHBIX CHMITOMOB
U300 PEHAUH.

Keernanun »5¢dexTuBeH B KauecTBe MOHOTEPANMU MPH MAaHHUAKAJIBHBIX SMU30JaX OT
YMEpPEHHOM [I0 BBIPAXKEHHOW CTENeHW TsKeCcTUu. JlaHHble O JAJUTEIbHOM MPUMEHEHHUH
KBETHAMUHA IS MPO(MUIAKTUKH TOCIETYIONINX MaHUAKAIbHBIX M JICTIPECCUBHBIX SMH30/I0B
OTCYTCTBYIOT. JlaHHBIE IO TPUMEHEHHUIO KBETHAllMHA B KOMOMHAIMM C BajJblIPOATOM
CEMUHATpHsl WIM NpernapaTamMH JIMTHS NPU MAHMAKAJIBHBIX 3MH30J1aX OT YMEPEHHOW J10
BBIPAKEHHON CTENEHM TSHKECTH OTpaHUYEHbI, OJTHAKO JaHHAas KOMOMHMpOBAHHas Tepanus B
IIEeJIOM XO0poIIo neperocunack. Kpome toro, kBernanus B 03¢ 300 mr u 600 mr 3 exTuBeH y
HalUEHTOB ¢ OUMosApHBIM paccTpoiicTBoM I 1 Il Tuna ot ymepeHHOI 10 BBIpa’KeHHOM CTeeH!
Tsokectu. [1pu aTom addexTuBHOCTS KBeTHanHa nipu pueme B 103 300 mr u 600 MT B CyTKH
conocraBuMa. KBetnanus 3¢ dekTuBeH y ManueHToB ¢ mu30hpeHnell 1 MaHuel npu npueme
npernapara JiBa paza B CyTKHM, HECMOTPsl Ha TO, 4To nepuoJ nouysbiBeaeHus (T°2) kBeTnannna
COCTaBIIeET OKOJO 7 4acoB. BozpeiictBue ketmannHa Ha SHT2- m Di- penenrtopsl
npojoyKaeTcs 10 12 yacoB mocie npuema npemnapara.

[Ipu mpuemMe KBeTHANMHA C TUTPOBAHWEM 03Bl MpH mu3odpeHun dactora pazputus DIIC u
COITyTCTBYIOIIETO NPUMEHEHHS M-XOJIMHOOIOKAaTOpOB ObLIa COMOCTaBMMa C TAaKOBOM MpHU
npueme mianeto. Ilpyu Ha3HayeHnH KBeTHanMHA B (PUKCUPOBAHHBIX CYTOYHBIX /103aX OT 75 mr
no 750 Mr mamueHTaMm ¢ mm3odpeHuel yacrora Bo3HMKHOBeHUs OIIC M HEoOXOIMMOCTH

CONYTCTBYIOIIECTO IMPUMCHCHUA M—XOHI/IHO6HOKaTOpOB HC YBCIIMYUBAJIUChH.
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COOTBETCTBYET ZKCNEPTHOMY OTUYETY

HIE MeHeHfR0skBeTHRnMHa B 03ax 10 800 Mr B CyTKH ISl JICUEHUST MaHUAKAIbHBIX

AMU300B OT YMEPEHHOM JI0 BBIPAKEHHOM CTENEHU TSDKECTU KaK B BUJE MOHOTEpANUH, TaK U B
KOMOMHAIMK C MperapaTaMu JIUTHS WIK BaJbIPOaToM ceMUHaTpus, yactora pa3zutus DIIC u
COMYTCTBYIONIETO TPHUMEHEHHSI M-XOJIMHOOJIIOKATOPOB OblIa COIMOCTaBUMa C TAKOBOW IPH
npueMe mianeoo.

5.2. ®apMaKkoKMHETHYECKHE CBOIiCTBA

AbGcopbuus

KBeTnanmH Xopomio BCachbIBAeTCS W3 IKEIYJOYHO-KHUIIEYHOTO TpakTta. [lpumem mnmmm
CYIIECTBEHHO HE BIMSET HAa OHOJOCTYNHOCTb. PaBHOBECHass MOJIIpHAs KOHIIEHTPAIHS
aKTUBHOI'0 MeTaboauTa N-Ie3alIKUIKBEeTHAIIMHA COCTaBIseT 35 % OT TakOBO# KBETHAIIMHA.

Pacrnpenenenne

[TpubnusurensHo 83 % KBeTHANMHA CBSA3bIBACTCA C OEIKaMU IJ1a3Mbl KPOBH.

Buorpancdhopmarius

UccnenoBanua in  vitro mnokasanu, uyro wuzopepmeHr CYP3A4 gBnsercs KiIHOYEBBIM
n3o(epMeHTOM MeTaboJIM3Ma KBETHAITMHA, OMTOCPEIOBAaHHOTO cucTeMol mutoxpoma P450. N-
JIe3aJIKUIIKBETHAIIMH 00pa3yeTcs U BBIBOAUTCA ¢ yuacTueM u3opepmenta CYP3A4.

KBeTnanmH u HEKOTOpble ero MeTaboauThl (BKIIOYas N-Ie3aJIKIIIKBETHANIMH) 00JIaaaroT
c1ab0i HHruoUpyoIell aKTUBHOCTHIO TI0 OTHOLICHUIO K N30()epMEHTaM CHUCTEMBbI LIUTOXpOMa
P450 1A2, 2C9, 2C19, 2D6 u 3A4, HO TONBKO NPU KOHLIEHTpauuu, B 5—50 pa3 npeBsilaroliei
KOHIICHTPAINK, Ha0II0JaeMble TIPH OOBIYHO MpuUMeHsieMoit 3¢ dekTuBHOM cyTouHon no3e 300-
800 mr. OcHOBBIBasICh Ha pe3yJbTaTax HUCCIENOBAaHUN In Vitro, HE CIEIyeT 0XHAATh, YTO
OJIHOBpPEMEHHOE MPHMEHEHHE KBETHAIMHA C JPYTUMHU IpernaparaMu NpUBEIET K KIMHHYECKH
BBID&KEHHOMY  MHTMOMpPOBAaHUIO  MeTaboiu3Ma  JpPYTMX  JIGKAPCTBEHHBIX  CPEACTB,
OTIOCPEIOBAHHOTO CUCTEMOM 1uToxpoma P450.

DJIMMUHALUS

T2 xBetmanmuHa u N-Ie3aJKWIKBETHANMHA COCTABJISIET OKOJIO 74acoB W 12 4dacoB
COOTBETCTBEHHO.

[TpubmusurensHo 73 % KBeTHANuWHA BBIBOAUTCS MouykamMu U 21 % — yepe3 KHUIICUHHK.
KBeTnanuu akTHBHO MeTa0OMU3UPYETCs B TEUEHHU, MeHee S5 % KBeTHanuHa He MOABEepraercs
MeTab0IM3MY U BBIBOIUTCS B HEU3MEHEHHOM BUJI€ TOYKAMH WM Yepe3 KUIIeYHUK. B cpeanem
MeHee 5 % MONSpHOM M03bI (pakuuud CBOOOJHOTO KBeTHAmWHA W N-J1€3aJKUIKBETHANINHA
TUTa3Mbl BBIBOJAHUTCS IOYKAMHU.

JIMHENHOCTE/HEMNHEHHOCTD

q)apMaKOKI/IHeTI/IKa KBETHANMHA UMEET JIMHEHHBIN XapakTep.

Oco0BblI€e TPVIIIbI ITAMEHTOB
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Ton NMOCNEQOBATENLHOCTHL 0006

Paznuunii hapMakOKMHETHUECKUX TMOKa3aTeNne y MyKUUH U JKEHIUH He HAaOto1aeTcs.
Iayuenmul nostcunozo 6o3pacma

Cpeanuil KIMpEeHC KBETHANMHA y MAMEHTOB MOXuioro Bozpacta Ha 30-50 % mensbIie, yem y
MAIMEHTOB B Bo3pacte oT 18 1o 65 ner.

Hapywenue ¢hynxyuu novex

Cpennuii NIasMEHHBIH KIMPEHC KBETHANMHA CHIWDKaeTcs NpubiamsurensHo Ha 25% y
MAIeHTOB C MOYEYHON HEIO0CTATOYHOCTBHIO TSDKENOM CTereHH (KIUPEHC KpeaTWHUHA MeHee
30 mu/mMun/1,73 M? TWIOMAAM TIOBEPXHOCTH Tejla), HO MHAMBHIYalbHbIC MOKA3aTeIn KIMpEHca
HaXOJATCS B IpeJiesiaX 3HAYCHHH, BBISBIIEHHBIX Y 3I0POBBIX I0OPOBOJIBLIEB.

Hapywenue ¢ynkyuu nevenu

V manueHToB ¢ MEYEeHOYHON HEeJI0CTAaTOYHOCTHIO (KOMIIEHCHPOBAHHBIN aTKOTOJIBHBIA IUPPO3)
CpPeIHMI TUTa3MEHHBIN KIMPEHC KBETHAIMHA CHIDKEH NMpuOam3uTensHo Ha 25 %. Ilockombky
KBETHAllMH MHTEHCUBHO METa0OJM3UpyeTCss B IE€YEHHM, Yy MALUEHTOB C IE€YEHOYHOM
HE/IOCTATOYHOCTHIO BO3MOXKHO TIOBBIIIEHHE IUIa3MEHHONW KOHIIGHTPALMU KBETHAIHMHA, YTO

TpeOyeT KOPPEKIIUH JT03BI.

6. ®PAPMAIEBTUYECKHUE CBOMCTBA
6.1. Ilepevyennb BcrioMoraTe/jibHbIX BellleCTB

KBentnakc, 25 Mr, Ta0JIETKH, HOKPHITHIE INIEHOYHOU 000JI0YKON

JlakTo3b1 MOHOTHIPAT

Kamenus ruapodocdar nuruapat
Hemnrono3a Mukpokpuctamindyeckas, Tan 101
Henmrono3a Mukpokpucraminieckas, tTam 102
[ToBunon K-25

Kapb6okcumeTmiikpaxman HaTpus (Tur A)
Marsnus creapat

0O00J104YKa TUICHOYHAS

I'mopomerntosa

Turana nuokcuza (E171)

Makporon-4000

Kpacurens xxene3a oxkcup xxentsiit (E172)
Kpacurens xene3a okcup kpacubiii (E172)

KBentnakc, 100 Mr, TabJIETKH, DOKPHITHIE INIEHOYHOW 000JI0UYKON

JlakTo3b1 MOHOTHIPAT
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KaJtemms THAPOQOCHIT AMIrnapar

Ienmtono3a mukpokpucrammaeckas, Tum 101
[enmtono3a Mukpokpucramumueckas, tum 102
[HoBunon K-25

Kapb6okcumerunkpaxman HaTpus (Tui A)
Marnus creapat

0O0004YKa TUIEHOYHAS

I'umpomennoza

Turana nuokcuna (E171)

Makporo:n-4000

Kpacurens xene3a okcu sxentsiid (E172)

Ksenrnakc, 200 Mr, Ta0JI€TKH, IMOKPHITHIE INIEHOYHOM 000JIOYKOU

JlakT03B1 MOHOTHIPAT

Kanbuus ruapodocdar nuruapat
Henmrono3a Mukpokpuctamummueckas, tui 101
Henmrono3za Mukpokpucramindeckas, Tan 102
IMoBunon K-25

Kapb6okcumeTunkpaxman HaTpus (Tur A)
Maruus creapar

O0004YKa IUIEHOYHAs

I'mnpomeriosa
Turana nuokcun (E171)
Makxkporon-4000

KBentnakc, 300 Mr, Ta0JIeTKN, DOKPLITHIE INIEHOYHON 000JI0YKON

JlakT03bI MOHOTHIpAT

Kanenus ruapodocdar nuruapat
Hennrono3za Mukpokpucrammyeckas, tan 101
Lenntono3a Mukpokpucramunueckas, tum 102
[HoBunon K-25

KapOoxcumerunkpaxman Hatpus (Tum A)
Maruus creapat

0O00104YKa IUIEHOYHAS

I'mmpomennosa
Turana nuokcuna (E171)

Makporo:n-4000
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6.2. HecopMecTHMOCTS

Hemnpumenumo.

6.3. Cpok ronHoCcTH (CPOK XpaAHEHHUS)

5 m;er.

6.4. Oco0Obie MepblI MPEJOCTOPOKHOCTH NIPU XPaAHEHUN

[Tpu Temneparype He Boiie 25 °C, B OpUrHHAILHON yIakoBKe (Omuctep).
6.5. Xapakrep u coaepxkaHie MEPBUYHON YIIAKOBKHU

KBentnakc, 25 Mr, TabJIETKH, TOKPBITHIE INIEHOYHON 000JIOUKOM

[To 10 Tabnetok B 6nuctepe u3 [IBX u dosbru aamroMuHIEBOH.
ITo 3, 6 miu 9 GMCTEepOB BMECTE C JIMCTKOM-BKJIAIBIIIEM TIOMEIIAIOT B TTAYKY KaPTOHHYIO.

Ksenrnakc, 100 Mr, TabJI€TKH, MOKPBITHIE INIEHOYHONW 000JI0YKON

ITo 10 TabneTok B 6muctepe u3 [IBX u Gobru almfoMIHUEBOM.
ITo 3, 6 wnu 9 6aKMCTEepOB BMECTE C TMCTKOM-BKJIA/IbIIIIEM TOMEIIAIOT B MAYKy KapTOHHYIO.

Ksentnakc, 200 Mr, TabJIETKH, TOKPBITHIE INIEHOYHOMN 000JIOUKOii

ITo 10 tabnerok B Onuctepe u3 [IBX u ¢oabru amroMUHUEBOH.
[To 3, 6 unmu 9 GiMCcTEpOB BMECTE C TUCTKOM-BKJIIABIIIEM TIOMEIIAIOT B MTAYKy KaPTOHHYIO.

Ksentnakc, 300 Mr, TabJIETKH, TOKPBITHIE IIEHOYHON 000JIOUYKO

ITo 10 Tabnetok B 6muctepe u3 [IBX u ¢onbru almroMUHUEBOM.

[To 3, 6 wu 9 6mucTepoB BMECTE C JTMCTKOM-BKJIQ/IBIIIEM TOMEIIAIOT B AYKY KapTOHHYIO.

He Bce pa3Mepsl yIakOBOK MOTYT OBITh JOCTYITHBI JJIsI PEaTHU3aIHH.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TPH  YHUYTOKEHHUM MCIOJb30BAHHOIO
JEKAPCTBEHHOI0 MpenapaTra WJIH OTXOA0B, TMOJYYeHHBIX TOCjd€e TNPUMEHEeHUs
JIEKAPCTBEHHOT'0 Npenapara, u Apyrue MaHUMYJISHH C MIPenapaTom

Hert ocoObix TpeboBaHuil K yTUIN3aLUU.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSI
CnoBeHus
AO «KPKA, n.1., HoBo mectoy, IlImapbemnika necra 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
dakc: +386 7 332 15 37
Anpec a1. mouTtsl: info@krka.biz
7.1. llpencraBuTeb AepKaTessl PerucTPAIHOHHOTO YIOCTOBEPEHHS

IIperen3uu norpedUTENEl HAIPABIATE O aJIPECY:

Poccuiickas @edepayus

000 «KPKA-PYC»
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143500, Mioescaeicaseaie 0496 ctpd, yi. MockoBckas, a. 50
Ten.: +7 (495) 994 70 70

Dakc: +7 (495) 994 70 78

Anpec a11. moutsr: krka-rus@krka.biz

Be6-caiiT: www.krka.biz

Pecnybonuxa benapyco

[IpencraButenscTBo AknmoHepHoro odmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecniy6muka CrnoBennsi) B PecryOnnke bemapych
220114, r. Munck, yn. @unmumoHoBa, 1. 251, oduc 315
Ten.: 8 740 740 9230

®axc: 8 740 740 9230

Anpec 511. noutsl: info.by@krka.biz

Be06-caiiT: www.krka.by

Pecnybnuxa Kasaxcman

TOO «KPKA Kazaxcran»

050059, r. Anmartsl, ip. Ans-®Dapabwu, 1. 19, oduc 207
Ten.: +7(727) 311 08 09

®axkc: +7(727)311 08 12

Anpec s11. noutsl: info.kz@krka.biz

Beo6-caiit: www . krka.biz

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHMSI
JITI-Ne(001118)-(PT-RU)

9. JATA MNEPBUYHOM PETUCTPALINMU (IMIOATBEPKJIEHUA
PETUCTPALUU, NIEPEPEINCTPALIUN)

Jara nepsoit perucrpauuu: 11 aBrycra 2022 r.

10. JATA IEPECMOTPA TEKCTA
OOmas  XapakTepuCTUKa  JIGKQpCTBEHHOro  mpemapara KBEHTHakc  JIOCTymHa  Ha

UH(QOPMAIIMOHHOM TIOpTalie EBpa3uiickoro 3KOHOMHYECKOro coro3a B HH()OPMAIIMOHHO-
KOMMYHUKaMOHHOM cetn «HTepHEeT https://eec.eaeunion.org.
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