COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
or 22.12.2025 N= 31805

WHCTPYKLS NOCNEQQBATENEHOCTE 0002)

10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

KBertnanuu-Buas

PerncrpanuoHHbiii HOMep:
Toprosoe HanmeHoBanue: Kpetnanua-Buan
MekayHapoaHOe HENMATEeHTOBAHHOE UJIM IPYNNIMPOBOYHOEe HAUMEHOBAHUE . KBETHAIIUH

JlekapcTBenHasi popma: TabIeTKH, HOKPHITHIE TUIEHOYHON 000JI0UKOM

Cocras:

1 TaGieTka 25 MI' COOEPIKUT:

Jeticmeyrowee eewecmso. kBetnanuHa ¢ymapat — 28,78 mr, B mepecueTe Ha KBETHAIMH —
25,00 wmr.

Bcnomoeamenvnuvie  6ewpecmea:  nmakTo3pl  MoHoruapar — 13,545  wmr, uemtonos3a
MuKpokpuctauinueckas (tun 102) — 34,150 mr, kapbokcumeruinkpaxman Hatpus — 3,800 wmr,
noBuioH-K25 — 4,275 mr, maraus creapat — 0,950 wmr, kamenusi ruapodocdara auruapar —
9,500 mr.

Cocmas ob6onouku: tutana muokcun (E171) — 0,750 wmr, makporon-4000 — 0,375 wr,

runpomenosa — 1,375 mr.

1 tabnerka 100 MI cOAEPKUT:

Jeticmeyrowee sewecmso: kBetnanuHa ¢pymapatr — 115,13 mr, B mepecyere Ha KBETHAIUH —
100,00 mr.

Bcnomocamenvnvie  6ewjecmea:  nakTo3pl  MoHorumpar — 10,720 wMr, uesmIoio3a
MUKpokpucTtaimdeckas (tun 102) — 27,100 mr, kapbokcumeTmnkpaxman Hatpus — 7,600 wmr,
noButoH-K25 — 8,550 mr, marnus creapat — 1,900 wmr, kameuusi ruapodocdara auruapar —
19,000 mr.

Cocmas ob6onouxu: tutana npuokcun (E171) — 1,500 wmr, makxporon-4000 — 0,750 wr,

runpomeiosa — 2,750 mr.

1 tabnerka 200 MT COAEPIKUT:

Heticmeyrowee eewjecmso: xBetnanuHa ¢pymapat — 230,26 mr, B mepecueTe Ha KBETHAHMH —
200,00 wmr.
Bcnomocamenvuvie  6ewpecmea:  nakto3sl  MoHorugpar — 21,440 wMr, memionosa

Mukpokpuctaumdeckas (tun 102) — 54,200 mr, kapOokcuMmeTmiikpaxman Hatpus — 15,200 mr,
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noBuaoH-K25 — 17,100 mr, maraus creapat —{ 3,800 Mﬂ'%éﬂlﬁ%ﬁﬁﬁwlﬂsaﬁ%%Tﬂvgﬁ% T —

38,000 mr.
Cocmas ob6onouxu: tutana puokcun (E171) — 3,000 wmr, makporon-4000 — 1,500 wr,

runpomerioda — 5,500 mr.

Onucanue: Kpyriible TBOSKOBBINYKIIbIE TaOJETKH, MOKPHITHIE IJICHOYHOW 000JI0UKOM Oernoro

WJIA TIOYTH OEJIoro IBETA.

(I)apMaKOTepaﬂeBTl/lquKaﬂ rpynmna: IICHUXOJICTITUKU, AHTUIICUXOTHYCCKHUEC CpeacTBa,
JUA3CIINHBI, OKCAa3€IINMHBI, THA3CITNHBI 1 OKCCITMHBI.

Kon ATX: NO5SAH04

dapMaKoJI0OrHuYecKue CBOMCTBA

Dapmakoounamuka

KBetnanun sBisercs aTUNUYHBIM aHTUIICUXOTHYECKHM ImpernapaToM. KseTwmanuH u ero
aKTUBHBIN MeTa0osuT N-/Ie3aJKUIKBETHANMH (HOPKBETHANHMH) B3aUMOACUCTBYIOT C IIUPOKUM
CIIEKTPOM  HEMPOTPAHCMHUTTEPHBIX PELENTOPOB TOJOBHOro Mo3ra. KsermanumH u N-
NE3aTKWIIKBETHAIIMH TPOSIBIISIOT BBICOKOE cpoAcTBO K SHT2-cepoToHrHOBBIM penienitopaM, Di-
u D2-godamMuHOBBIM perienTopam TOJIOBHOTO MO3ra. AHTaroHM3M K yKa3aHHBIM pelentopam B
coueTaHuu ¢ 0ojee BICOKOM ceneKTUBHOCThIO K SHT2-cepoToHHMHOBEIM penientopam, 4yem K Do-
no(GaMHHOBBIM penenTopaM, OOYCIOBIMBACT KIMHUYECKUE AHTUIICUXOTHYECKHE CBOWCTBA
KBETHAlMHA W HHU3KYI0 YacTOTYy pa3BUTHUsI SKCTPANUPAMHIHBIX HEXKENaTeNbHbIX PEaKIIHii.
KBetnanun He o0iajaeT CpOACTBOM K MEPEHOCUMKY HOpaJpeHaMHAa M 00JIajaeT HU3ZKUM
cpoactBoM K SHTiaA-cepOoTOHMHOBBIM pelienTopaM, B TO BpeMs Kak N-Ae3aJKUIKBETHAIIUH
MPOSIBIIIET BBICOKOE CpPOACTBO K 0OouM. MHrubupoBaHHe MEepeHOCUMKAa HOpaJpeHANIMHA U
YaCTUYHBIM aroHu3M B OTHomeHUH SHTiA-CEpOTOHMHOBBIX pEHENTOPOB, MpOsBIAeMble N-
Ne3ANKWIKBETHAIIMHOM, MOTYT OOyclaBiuBaTh AaHTHJICIPECCUBHOE JEHCTBHE Mpernapara.
Ksetnanun u N-ne3ankuiakBeTHANUH 00JaJal0T BBICOKUM CPOJCTBOM K T'MCTAMHUHOBBIM U (i1-
aZipeHopeLenTOopaM U YMEPEHHBIM CPOACTBOM IO OTHOILEHHUIO K Oz-afpeHopenentopaM. Kpome
TOT0, KBETHAIIMH HE 001agaeT Wik 00Ja1aeT HU3KUM CPOJICTBOM K MYCKapMHOBBIM peLieNTOpaM,
B TO BpeMs Kak N-JIe3aJKHUIKBETHAIIMH NPOSBISIET YMEPEHHOE WM BBICOKOE CpPOJACTBO K
HECKOJIbKUM TIOATUIIAM MYCKAPHMHOBBIX pEIENTOPOB, C KOTOPHIM MOTYT OBITh CBSI3aHbI
aHTUXOJMHEPTru4ecKkue (MycKapuHoIo100HbI€) 3((HEKTHI.

dapmakoauaamudeckue 3hheKTh

B CTAHAAPTHBIX TCCTAX KBECTHUAIINH MTPOABJIACT AHTUIICUXOTHYCCKYIO dKTUBHOCTD.
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(MOCNEOOBATENEHOCTE 0002)

VYnenbHblil Bkiag MerabonuTta N-Ae3ajKWIKBETHAaNUHA B (DapMaKOJIOTUYECKYI0 AKTUBHOCTD
KBETHAIMHA HE YCTAHOBJIEH.

PesynbraTel m3ydenus: skcrpanupamMuaHbix cUMnToMoB (DIIC) y KMBOTHBIX BBISBHIIM, YTO
KBETHAIIMH  BBI3bIBaET ClHa0yl0 KaTallelCHi0 B  J03aX, J(GQPEKTHBHO  OJOKHPYIOMINX
D2-peuentopsl.  KBernanuH ~ BBI3BIBAET  CEJEKTUBHOE  YMEHBIIEHHE  AKTHBHOCTHU
Mme3ommmonyecknx Al0-mgodhamMuHEpruyecknx HEWPOHOB B CPAaBHEHUU C A9-HUTPOCTPHUAPHBIMH
HEelpOHAaMH, BOBJICUSHHBIMH B MOTOPHYIO ()YHKIIHIO.

Kinnanueckas 3¢ddekTHBHOCTE U O€30I1aCHOCTD

Ksetnanun »¢¢exTuBeH B OTHOIIEHHMM KaK TO3WTHUBHBIX, TaK M HETATUBHBIX CUMIITOMOB
N30 (pEeHNH.

Ksernanun s pexTuBeH B KauecTBe MOHOTEpAITUH MTPU MaHUAKAJBHBIX JMMH304aX OT yMEPEHHON
70 BBIPQXCHHOW CTENMEHW TsDKeCTH. JlaHHBIE O IMUTETHHOM NPUMEHEHHHM KBETHAIWHA IS
MpOGUIAKTUKN TOCTAEAYIONUX MaHUAKAIBHBIX M JIESMPECCUBHBIX AMHU30JI0B OTCYTCTBYIOT.
JlaHHbIE TIO TPUMEHEHUIO KBETHANMMHA B KOMOWHAIIMM C BaJIBIPOATOM CEMHUHATPUS WU
rpenaparaMy JUTUS NIPY MaHUAKaJIbHBIX 3MHM30/aX OT YMEPEHHOW J0 BBIPAKEHHOW CTENEHU
TSXKECTH OrPAaHUYEHBI, OJHAKO JaHHAas KOMOMHUpPOBaHHAas Tepamnus, B LEJIOM, XOPOUIO
nepeHocunack. Kpome toro, kBetuanuu B g03¢ 300 mr u 600 Mr 3ppexTuBeH y MarueHToOB C
ounoJisipHbIM pacctpoiicTBoM I u I Tuma oT ymepeHHo# 10 BRIpaXKEHHOM CTeTeHH TsokecTh. [Ipu
3TOM 3P HEKTUBHOCTH KBeTHANKHA npu rpueMe B g03e 300 mr u 600 MT B CyTKH COIIOCTaBHMA.
Ksernanus s¢¢ekTrBeH y naiueHToB ¢ mn3oppeHuel 1 MaHuel npu nmpreMe npemnapara 2 pasa
B CYTKH, HECMOTpS Ha TO, YTO MEPHO/ MOITYBBIBEICHHUSI KBETUAIIMHA COCTABIIAET OKOJIO 7 4acoB.
Bo3sneiictBue kBetnanuna Ha SHT2- u D2-penenitopsl npogospkaercs 10 12 yacoB mocie npueMa
npenapara.

[Ipn mnpueme KBeTHallMHA C TUTPOBaHUEM 03kl npu muzoppenun uyacrora IIIC wu
COITYTCTBYIOIIIETO MPUMEHEHUS M-XOJIMHOOIOKAaTOpOB Oblla COMOCTaBUMa C TaKOBOM MpHU
npueme 1ianebo. [Ipu Ha3HayeHUH KBeTHANKWHA B (UKCUPOBAHHBIX /103ax OT 75 Ao 750 mr/cyt
nanueHTam ¢ mm3odpenueit yacrora Bo3HukHoBeHUs DIIC 1 He0OXOAUMOCTh COMMYTCTBYIOIIETO
MPUMEHEHHS M-XOJIHMHOOIOKAaTOPOB HE YBEIUYMBAIHCH.

[Tpu npumMeneHnuu kBeTranuHa B 103ax A0 800 Mr/cyT ajis JeueHus] MaHUAKaIbHBIX 3MHU30/I0B OT
YMEpPEHHOMU /10 BBIPAXKEHHOM CTETIeHU TSKECTH KaK B BHJIE€ MOHOTEPAINHH, TaK U B KOMOMHAIINHU C
npenaparaMu JUTUS WIM BajdblnpoaroM cemuHaTpus, dactrora JIIC u comyTrcTByrouiero
MIPUMEHEHHS M-XOJIMHOOIOKaTOPOB ObLIA COMIOCTaBUMA C TAKOBOH MpH MpueMe Iuiaieoo.

(Dapma:co:cuuem uKa

AOGcopbrms
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IIpy nmepopanbHOM NPUMEHEHMM KBETHAIIMH XQPOLIO ﬁ&&;klgﬂ; %%‘@5}58%&&%&&94&@0

TPaKTa ¥ aKTUBHO METa00JIM3UPYETCS B ICUCHH.
[Tpuem nuIM CYIIECTBEHHO HE BIMAET Ha OMOJIOCTYITHOCTh KBETHAIHHA.

Pacnopenenenne

[TpubmmzurensrHo 83 % KBeTHaNMHA CBS3BIBACTCS C OCIKAMHU IJI1a3Mbl KPOBH.

Buorpanchopmanus

Ycranosneno, uro CYP3A4 sBisieTcst KIOYEBBIM HM30(EPMEHTOM METab0JIM3Ma KBETHAIIMHA,
ornocpenoBaHHOro 1urtoxpomoMm P450. N-nesankunkBeTHanuH oOpaszyercs ¢ y4dacTHEM
nzopepmenta CYP3A4.

PaBHOBecHass MoJisipHasi KOHIIGHTpalUsl AaKTUBHOTO MeTabosmta N-/Ie3aJIKIMIKBETHAMHA
cocTaBigeT 35 % OT TaKOBOM KBETHAIIMHA.

KseTnanun u HEeKOTOpBIE €ro MeTaboIUTHI (BKIt0Uas N-Ae3aIKUIKBETHAINH) 00J1aat0T cl1aboit
WHTUOUPYIONIEH aKTUBHOCTHIO TIO OTHOIICHHIO K m3odepmeHnTam mutoxpoma P450 1A2, 2C9,
2C19, 2D6 u 3A4, HO TOJIBKO NpH KOHLEHTpauuu, B 5-50 pa3 mpeBplaomed KOHIIEHTPALNH,
Habo1aeMble PU 00BIYHO HcHoNb3yeMoi 3¢ dexTrBHOM n03upoBke 300-800 Mr/cyT.
OcHOBBIBasICh Ha pe3y/abTarax IN VIitro, He clieayeT 0KHUIaTh, YTO OJHOBPEMEHHOC Ha3HAYECHHE
KBETHAIIMHA C IPYTUMU IIpernapaTaMy MPUBEIET K KIMHUYSCKH BBIPAKEHHOMY WHTHOMPOBAHUIO
MeTaboimM3Ma  JIPYrHMX  JIGKQPCTBEHHBIX  CPEJACTB, OMOCPEAOBAaHHOTO  M30(epMeHTaMHu
uutoxpoma P450.

OnIUMUAHALUS

[Tepuon nonyBeIBeICHNS KBETHANMMHA U N-I€3aJIKMIKBETHAIIMHA COCTABIISIET OKOJIO 7 U 12 yacoB
COOTBETCTBEHHO. B cpeanem menee 5 % MomsipHOM 10361 (Dpakimuy CBOOOJHOTO KBETHANWMHA U
N-e3aKMIKBeTHANMHA TIIa3Mbl BBIBOJATCA ¢ Mouoil. Ilpubnusurensho 73 % kBeTmanmuHa
BeIBOUTCA ¢ Mouor u 21 % c dekamuamu. Menee 5 % KBeTHanmuHa HE TMOJABEPracTCs
MeTab0JIM3My U BBIBOJUTCS B HEM3MEHEHHOM BHU/IE MIOYKAMU WU C (heKaTusIMU.

JInHelHOoCTh (HEINMHENHOCTS)

CDapMaKOKI/IHeTI/IKa KBeTHanuHa U N-Ae3alKuIKBeTHAIIMHA JIMHEHHas.
Oco0n1e T'PYHOIIBI TAITMCHTOB

Ilon

Paznuunii papMakokMHETHYECKUX TTOKa3aTeNe y My>KUMH U JKeHIIHH He HAOI0JaeTcs.
Tayuenmwl nodcunozo eospacma

Cpennuil KIIMpEHC KBETHANIMHA Y MOKUJIBIX MauueHToB Ha 30-50 % MeHbllle, yeM y MaliueHToB B
Bo3pacTte oT 18 1o 65 ner.

Tlayuenmul ¢ noueyroil HeOOCMAMOUYHOCMbIO

Cpe,[[HPIfI IUIa3MEHHBIN KIIMPCHC KBCTHAIIMHA CHUKACTCA HpI/I6J'II/IBI/ITCJ'H:HO Ha 25 % Yy IanCeHTOB
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TalaTl e 5[ i i ey
C TSKEJOH MOYeyHOH HETOCTATOYHOCTBIO (KITHPEHC er%lllir}m;lﬁ%'aﬁéé%?m%vﬁl): HO

WHIMBUIYAIbHBIC TOKA3aTeIM KIMPEHCAa HAXOMATCS B MpeJeiax 3HAYCHUH, BBISBICHHBIX Yy
3JI0POBBIX JOOPOBOJIBIICB.

llayuenmul ¢ neuenoyHol HeOOCMamoyHOCMbIO

VY manuMeHToB ¢ MEYEHOYHOW HEJOCTATOYHOCTHIO (KOMIIEHCUPOBAHHBIM AJIKOTOJIBHBIA IIUPPO3)
CpeIHUH TIa3MEHHBIH KIMPEHC KBETHAIMHA CHIDKEH MpUOIm3uTensHo Ha 25 %. Ilockonbky
KBETHAIIMH WHTCHCUBHO META0OJIM3UpPYyeTCsl B TMEYEHHW, Yy TMAlNUEHTOB C MEYEHOYHOU
HE/IOCTaTOYHOCTHIO, BO3MOJKHO TIOBBIIIEHHE IUIA3MEHHON KOHIICHTPALMM KBETHANMHA, YTO

TpeOyeT KOPPEKTUPOBKHU J03bI.

IMoxa3aHusi K NPUMEHEHUIO

[Ipenapar KBetnanuH-Bran nokaszaH K NpUMEHEHHUIO Yy B3pOCIIBIX B BO3pacTe OT 18 yer aus:

® JieueHUs MIM30(PPEHUN;

e JIeUEHUs MaHUAKaJIbHBIX 3IMH30JI0B B CTPYKTYpe OUMOJISIPHOTO PACCTPONCTBA;

e JeueHHUs JACTPECCHUBHBIX D3IH30JI0B OT CpEAHEH /0 BBIPAKEHHON CTENEHU TSHKECTH B
CTPYKType OUIOJIIPHOTO pacCTPONCTBA.

[Ipenapar Kernanun-Buan He mokasaH 11 Npo(MIAKTUKA MAHUAKAIBHBIX U JIEIPECCUBHBIX

SIIN30/I0B.

IIporuBONOKa3aHUA

® TUIEPUYYBCTBUTEIBHOCTh K KBETHAIIMHY WJIH K JIFOOOMY W3 BCIIOMOTATEIBHBIX BEIIECTB,
BXO/ISIIIIUX B COCTaB Mpernapara;

® OJIHOBPEMECHHOE NMPUMECHEHUE C MHruOuTOpamu m30depMeHToB nutoxpoma P450, Bkitovas
MPOTHBOTPUOKOBBIC  Tpemaparbl TPYMIbl  a30JI0B, OJPUTPOMUIIMH, KIAPUTPOMHUIIUH,
He(haz0J0H, HHTUOUTOPHI MTPOTeasbl BUpyca nMMyHoaedunuTa yenoBeka (BUY) (cMm. pazgen
«B3aumoeiicTBre ¢ IpyruMu JIEKapCTBEHHBIME CPEACTBAMNY);

® HECMOTps Ha TO, 4TO 3(PPEeKTUBHOCTH M 0E301IACHOCTh KBETHANIMHA Y JCTEH U MOJPOCTKOB B
Bo3pacTte 10—17 meT u3yyanuch B KIMHUYECKUX HUCCIENOBAHUAX, IPUMEHEHHE Mpenapara y
MaIMEeHTOB B Bo3pacTe 10 18 neT He moKa3zaHo;

® HEMEpPeHOCHUMOCTh TaJaKTO3bl, JIAKTa3Has HEAOCTATOYHOCTh WM TJIOKO30-TaJaKTO3Has

ManbabcopOIus.

C 0CTOPOXKHOCTH IO
VY ManueHToB ¢ KapIUOBACKYISPHBIMU U 1EPeOPOBACKYISIPHBIME 3a00JI€BAaHUSAMH WU IPYTUMHU

COCTOSAHUAMU, TMpeApacrojaralommumMmn K apTepHaHLHOﬁ TUIIOTCH3HH, MOKUJION BO3pacT,
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HapyleHne GyHKIUHN [IEYeHHU, CYIOPOKHBIEC TPUIAIKH %%;M %ﬁ&ﬁ%%ﬁ; ﬁ}%%'fg%a u

aCIUPALIMOHHOM ITHEBMOHHUH.

IIpumMeHnenne npu 6epeMeHHOCTH U B MEPHO I'PYIHOr0 BCKAPMJIMBAHUA

bepemeHHOCTD

Ilepswiii mpumecmp

[Ipn ananuze HeOoJsbLIOrO 0OBEMa ONYOIMKOBAaHHBIX JAHHBIX O cllydasix OepeMEeHHOCTEH y
KEHIIMH, Noidy4yaBmux kBeruanuH (T. €. oT 300 go 1000 ucxonoB GepeMeHHOCTH), BKIIIOYas
ONHCAaHMS OTIENBHBIX CIy4aeB W HEKOTOpbIe HAONIOJAaTeIbHBIE HCCIEIOBAHUS, HE OBLIO
BBISIBJICHO TIOBBIIICHHOTO PHCKa IMOPOKOB pa3BUTHS, CBS3aHHBIX C Tepanuei. OpHako Ha
OCHOBAHHHU BCEX UMEIOIINXCS TaHHBIX HENb3s ClIeNIaTh OJHO3HAYHBINA BBIBOJ. B mccienoBaHusx
Ha OKUBOTHBIX OBUIM TIPOJIEMOHCTPHPOBAHBI TPH3HAKH PEMPOJAYKTHBHOH TOKCHYHOCTH.
besonacHOCT M A(PQPEKTHBHOCTh KBETHANIMHA y OEPEMEHHBIX JKEHIIWH HE YCTAHOBIICHBI.
[TosToMy BO BpeMsi OEpEMEHHOCTH KBETHAIMH MOXHO HPUMEHSTH, TOJBKO €CITH OXKUaaeMas
T0JTb3a JIJIS JKEHIIWHBI OTIPAB/IbIBACT TOTEHIIMATBHBIN PUCK JITS TDIOAA.

Tpemuu mpumecmp

[Ipy mpUMeHEHHH AaHTUIICUXOTHYECKHX IpenaparoB, B TOM YHCJIE KBETHUAIIMHA, B TPEThEM
TpUMecTpe OEepeMEHHOCTH Y HOBOPOXKICHHBIX TMOSIBJISETCS PUCK Pa3BUTHUS HEXKeJIaTeNbHBIX
peaKIuii pa3HOW CTEMEHW BBIPAXXEHHOCTH W IIUTENbHOCTH, BKItodas OIIC w/mmm curapom
orMeHbl. Coo0manock 0 BO30OYXIEHHH, TUIIEPTOHYCE, THIIOTOHYCE, TPEMOpPE, COHJIMBOCTH,
pECIIPATOPHOM JUCTPECC-CUHAPOME WM HAapyLIEHUSX KopMmieHus. B cBs3u ¢ 3TuM criemyer
THIATEJIbHO HA0II0IaTh 32 COCTOSIHUEM HOBOPOKICHHBIX.

Ileproa rpyaAHOr0 BCKapMIMBAHUS

HaHHHe 00 OKCKpC€UHH KBETHAIIMHA C I'PYAHBIM MOJIOKOM IIpU IIPHEME B TCPAIICBTUYCCKHX
103aXx, OCHOBAHHBIC Ha OYCHb OI'PAHHYCHHBLIX CBCACHUAX H3 OHY6J'II/IKOB8.HHBIX COO6IJ.ICHPII>1 00
OKCKpCUHUHN KBETHAIIMHA C I'PYAHBIM MOJIOKOM, MMPOTUBOPCUUBEI. BBI/I,I[y OTCYTCTBUS HAACKHBIX
AAaHHBIX CJICAYCT NPUHATH PCIICHUC 100 o MMPpEKpallCHUN I'PyAHOT'O BCKAPMIJIMBAHUA, mmbo o
MMpEKpalllCHUU TEpallMi KBCTUAIIMHOM C YYCTOM IIOJIB3bI I'PYAHOTI'O BCKAPMIIMBAHUA JIS1 pe6eHKa
" IIOJIB3bI TCpAITU JJI JKCHIIUHEI.

DepTUabHOCTH

BausHue xkBeTmanuHa Ha (l)epTI/IJ'IBHOCTL Yy 49CJIOBCKa HE OLICHUBAJIOCH. a(b(beKTH, CBA3aHHBIC C
IMOBBIIICHHBIM YPOBHEM IIPOJIAKTHHA, Ha6n}0z[an1/1c5 Y KpbIC, XOTA OHU HE HUMCIOT IPSAMOro

OTHOIICHUS K YCJIIOBCKY.
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Cnoco6 npuMeHeHus U 103bI

BHyTpb, HE3aBHCUMO OT IIpUEMA IUILH.

Pexxumpl 103upoBaHMsl, IPEeIyCMOTPEHHBIE JJIs pa3HbIX MOKa3aHUil, pasnnyarorcs. [losTomy B
00s3aTEIIbHOM TOPSZKE CIEAYeT MPEJOCTaBIsATh MalUeHTaM HWHPOPMALUI0 O pEeKUMe
J03UPOBaHUs Mpernapara npu Uux 3a00J1€BaHUM.

Jleuenue mm3odbhpeHnu

[Ipenapat KBetnanun-Buan Ha3zHauaeTcs 2 pa3a B CyTKH.

Cyrounast no3a Juisi TEpPBBIX 4-X CyTOK Tepamuu coctaBisieT: l-e cyrku - 50 wr,
2-e cytku - 100 mr, 3-e cyrku - 200 mr, 4-¢ cytku - 300 mr.

Hauunas ¢ 4-x cyrok mo3a oJpkHa noaduparbes 10 dhdexTuBHOM, 00bHO B mpeaenax oT 300
1o 450 mr/cyr. B 3aBUCHMOCTH OT KIMHUYECKOTO 3PPeKTa U UHAUBUAYATbHON EPEHOCUMOCTU
MaIMEeHTOM, JI03a MOKET BapbUpOBaTh B npezenax ot 150 qo 750 mr/cyr.

MakcuMaiibHasi pEKOMEHIOBAHHAs CYTOYHAs J103a cocTaBisieT 750 mr.

JleyeHne MaHNAaKAIbHBIX YIU30JI0B B CTPYKTYPE 6I/IHOJI5IDHOFO PACCTPOMCTBA

[Ipenapar Keetmanuu-Buan npumeHsieTcss B KadyecTBE MOHOTEpAnWd WM B KOMOWHAIUH C
npenapaTamu, 006Ja1al0IMMHA HOPMOTUMHYECKUM JEUCTBUEM.

[Ipenapar Ksetnanun-Buan HazHadaeTcs 2 pa3a B CYTKH.

CyrouHas pmo03a g TEpBbIX 4-X CYTOK Tepanuu coctaBiger: l-e cyrku - 100 wr,
2-¢ cytku - 200 mr, 3-e cytku - 300 mr, 4-¢ cytku - 400 mr. B manmpHeimem Kk 6-My JHIO
Tepanuy CyTOYHas J103a MOXKET ObITh yBenmueHa a0 800 mr. YBenwdeHHe CyTOYHOM J03bI HE
noJpkHO mpeBbimath 200 Mr B cyrku. B 3aBHcHMMOCTH OT KiIMHUYECKOro J3ddekra u
WHJIMBHUIYAIBHOM MEPEHOCUMOCTH, /1032 MOKET BapbHpoBaTh B npesenax ot 200 mo 800 mr/cyr.

O6buHO  3ddektnBHas g03a coctaBiasier or 400 go 800 wmr/cyr. MakcumanbHas
PEKOMEHI0BaHHAs CyTO4YHAs 1032 cocTaisieT 800 mr.

JledeHne JIenpeCcCUBHBIX SMIU30JI0B OT CPESAHEH A0 BBIPAKCHHOM CTEICHHU TSHKSCTH B CTPYKTYPE

6I/IHOJ'IHDHOFO paccTpoicTBa

IIpenapat KBetnanun-Buan HazHauaetcs 1 pa3 B CyTKH Ha HOYb.

Cyrouynas po3a Uil nepBeIX 4-X CYTOK Tepanmuu cocrasiuser: l-e cyrkn - 50 wr,
2-e cytku - 100 mr, 3-e cytku - 200 mr, 4-e cytku - 300 mr.

Pexomenyemast no3a cocrasisger 300 mr/cyr. MakcuManbHas peKOMEHAO0BaHHAs CyTOUHas /1032
cocrasisieT 600 mr.

AHTHIEeTIpeCCUBHBIN 3((eKT KBeTHanuHa ObUI MOATBEPXKJCH MPHU UCIOJIB30BaHUM €r0 B J103€
300 u 600 mr/cyr. Ilpu kpaTkocpouHO# Tepanuu 3((eKTUBHOCTh KBeTHanuHa B go3ax 300 u
600 wMr/cyr. B KIMHMYECKHMX HCCIIEJOBAaHUAX Obljla  COMOCTaBUMOW  (CM.  pazfen

«DapMaKoIMHAMUKAY).
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Y HEKOTOPBIX MAIMEHTOB KIMHUYECKHUH dPPEeKT MomeT'ﬁgaﬁ%Qﬁgﬁ%H%%&;%ﬁ B

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

cyrouyHoit no3ze 600 mr.

[Ipenapar Keernanuu-Buan B go3ax, npesbimaromux 300 Mr B CyTKH, JOJDKEH Ha3HA4aThCs
BpayaMy, UMEIOLUIMMHU OIBIT JIEUEHUSI OUTIOJISIPHOTO paccTpoiicTBa.

B wiInMHHYeCKHMX HCCIEeIOBaHUAX Obla IOKa3aHa BO3MOXHOCTb CHIDKEHHS JO03bl /10
MUHUMaJIbHOH — 200 MI B CyTKM — IpH IUIOXOM NEPEHOCUMOCTH IIpernapaTa y OTHENIbHBIX

ITalfMCHTOB.

Oco0bIe IpyIIHb MAIMEHTOB

Tayuenmul nodxcunozo eospacma
Kaxk n apyrue antuncuxotuyeckue cpeiacrtsa, npenapar Keernannu-Buan ciieyer npumMeHsTh ¢
OCTOPOXHOCTBIO y TMAIlMeHTOB IOXKWJIOrO BO3pacTa, O0COOEHHO B Hauyaje JiedeHus. MOoxeT
noTpeboBarbcs Oosiee MeNJIEHHOE TUTPOBAaHUE J03bl, a CyTOYHas TepaneBTHYecKas J/03a Yy
MAaIMEHTOB IMOXXUJIOTO BO3pacCTa HUIKEC, UEM Y MOJIOABIX MAlUCHTOB.
VY manuMeHToB MOXHWJIOTO BO3pacTa HadallbHas /032 KBETHANMHA cOocTaBiseT 25 wmr/cyt. Jo3y
CleAyeT yBEIWYMBaTh €XKETHEBHO Ha 25-50 MI ¢ y4yeTOM WHIMBUIYaJbHOW MEPEHOCHUMOCTH U
KIIMHUYECKOTO OTBETA JI0 AOCTHXKEHHSI IPPEKTUBHOM J03bI, KOTOPasi, BEPOSTHO, OyJIET MEHBIIIE,
4eM Yy MoJIoAbIX manueHToB. CpeaHee 3HAU€HUE IUIa3MEHHOTO KJIMpEHCa KBETHANUHA Y
MalUeHToB Mokujoro Bo3pacta Ha 30-50 % HMXKEe MO CpaBHEHUIO C TMalMeHTaMu Oosee
MOJI0Z0T0 Bo3pacTa. I (eKTUBHOCTh U OE30MaCHOCTh MpernapaTa y HaleHToB crapiie 65 JeT ¢
JETPECCUBHBIMU 3IM30J]aMH B CTPYKTYpe OUIOJISPHOTO PACCTPOMCTBA HE OLIEHUBAJIUCH.
llayuenmol ¢ HapyweHuem QyHKyuY noyex
Koppekuust 10361 He TpeOyeTcs.
llayuenmul ¢ Hapywenuem ynkyuu nevexu
KBetnanun wuHTEHCMBHO MeTabomm3upyercs B TmedeHd. [loaTomy cieayeT coOironarh
OCTOPOXHOCTh MPU NPUMEHEHUHU Mperapara y MalueHTOB C MEYCHOYHON HEIO0CTaTOYHOCTHIO,
O0COOCHHO B Hauaie Tepanuu. PexomeHIyeTcs HauMHATh TEpamuio C J03bl 25 MI/CyT. U
yBEJIMYMBATh J03y €XKeAHEeBHO Ha 25-50 MI ¢ yuyeToM HHAMBHUIYaJbHOU MEPEHOCUMOCTH U
KIIMHUYECKOTO OTBETA JI0 TOCTIKEHUS Y(PPEKTUBHOIM T03BI.

eTu
bezomacHocTh 1 3P PeKTUBHOCTH KBETHANIMHA Y JIETEH B Bo3pacTe A0 18 neT Ha JaHHBII MOMEHT
He ycTtaHoBleHBbl (cMm. pazgen «lIpoTuBomokaszanwusi»). MMeromuecs Ha CETOAHSAIIHUN NEHBb
JNaHHBIe TpuBeneHbl B pasaenax «[lobounoe peiictBue», «OcoOble yKazaHUS», OJIHAKO

HCEBO3MOXHO JaTb pCKOMCHAAIUU 10 PCIKUMY NO3UPOBAHUS.
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(MOCNEOOBATENEHOCTE 0002)

ITo0ouHOe nelicTBUE

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Pesrome npoduiist 0€301aCHOCTH

HaumbGonee wyacTtele HexenarenpHble peaknuu kBetmanuHa (> 10 %) - COHIMBOCTD,
TOJIOBOKPY)KEHHE, TOJIOBHAas 00Jib, CYXOCTh CIM3HCTOW OOOJIOYKH TOJOCTH pPTa, CHHIPOM
«OTMEHBD», MOBbIILIEHNE KOHIeHTpauu Tpuriauuepusos (TI') B ceIBOpoTKE KpOBH, MOBBIIIEHHUE
KOHLIEHTPALMK O0ILEro XoJjiecTepruHa (IJIaBHBIM 00pa30M, X0JIECTEPUHA JIUIIONPOTEUI0OB HUZKOM
wiotHocty  (JIITHIT)), cHmWKEHHWE KOHIEHTpPALUK XOJIECTEPHHA JIMTIONPOTEUIOB BBICOKON
wiotHoctH (JITIBII), yBenmuueHne Macchl Tela, CHUWKEHUE KOHIeHTpanuu remorioduna u DI1C.

Pe3roMe HexenaTeabHbBIX PEAKIIUNI

YacroTa HeXKeNaTeIbHBIX PEaKiuil MPUBEICHA B BHUE CIICAYIONICH rpafaluu: ouens yacmo (>
1/10); uacmo (> 1/100, o < 1/10); Hewacmo (> 1/1000, HO < 1/100); peoxo (> 1/10000, HO <
1/1000); ouenw peoxo (< 1/10000); uacmoma neuzeecmua (Ha OCHOBAHUU MMEIOIIUXCS JaHHBIX
OILIEHUTh HEBO3MOXKHO).

Hapywenus co cmoponbvl Kposu u iumpamuyeckoii cucnmemol

OdeHp 9acTo — CHIDKCHHE KOHICHTpAaIuH FCMOFHO6I/IH322;

1,28

Yacto - JneHKOMEHHS '“°, CHIDKCHHE KOJWYECTBA HEUTPO(DUIIOB, TOBBIIIEHUE KOJIMYECTBA

3031HO(GHITOB?;
Heuacto — HeliTpOIeHHS , TPOMOOIMTONCHNUS, AHEMHUSI, CHI)KEHHE KOTHYECTBA TPOMOOLUTOB™;

Pexo — arpanymnonutos?®,

Hapywenus co cmoponvl ummynHou cucmemol

Heuacro - peakiuu rurnepuyBCTBUTEILHOCTH (BKITIOYAs AJUIEPTUUECKHE KOKHBIC PEAKIIUH);

OueHb pejIko - aHaQUIAKTHIECKUE PEAKIIUU .

OHOOoKpuHHbIEe HapYyueHUsA

Yacto - l"I/Il'IepHpOJ'IaKTI/IHCMI/Iﬂls, CHMKCHHUC KOHICHTpalun O6HICFO T424, CHHMI)XCHHC

KOHIICHTPALIUU CBOOOJHOTO T4*, cHmwkeHue KOHIICHTPAIIUK  OOIIEro Ts%*, noBblCHUE
KOHIIEHTPAIUHU TTI?*:

3% rnnompeoszl;

HeuacTo - cHM)XKeHHEe KOHIIEHTpaIuy ¢cBOOO1HOTO T
OueHb peKo - HApYIIEHUE CEKPELMU aHTHAUYPETUIECKOTO TOPMOHA.

Hapywenue memabonuzma u numanus

OueHp YacTO - MOBBILIEHHE KOHLEHTpAluK TpuriunepuaoB B ceiBopotke %, nospimenne

KOHIIEHTpAIlMK 0OIIero xosecteprHa (r1aBHBIM obpasom, xonectepuna JITHIT), camxenue

KoHIeHTpanuu xojectepuna JIIIBITY 3, ysennuenne maccer Tena®*;
YacTto - mMOBBIIEHUE aIlIETUTA, IIOBBIIIEHUE KOHLEHTpPALUU TIJOKO3bl 10 YPOBHSA
runepriaukemun®;

19

Heuacto - TUIIOHATPUCMUA ™", caxapHLIﬁ ,Z[I/Ia6eT1’5, YXYALIICHUC TCUCHUA YKC HMCIOMICTOCA
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(MOCNEOOBATENEHOCTE 0002)

caxapHoro nuabera;

Pejiko - MeTabomueckuii CUHIpoM=®,
Tcuxuueckue napyuwenus

YacTto - HeOOLIYHBIE U KOIMAapHbIC CHOBUACHUA, CYUIINAAJIBbHBIC HAMCPCHUA U CYHMIIHUAAJIBHOC

noseenne?’;

PGZ[KO - COMHaM6y.]II/I3M M CBA3aHHBIC C HUM SBJICHUS, TAKHC KaK pCYb BO CHC U paCCTpOI\/JICTBO
IIUIICBOIo MOBCACHMA BO CHE.

Hapywenus co cmoponul nepgnoti cucmemvl

4,16 16

OdeHb 4acTo - TOJIOBOKPYKEHUE ", comnmmBocth> 8, rosoBuas 6076, DIICH2L:

YacTo — nqu3aprpus;

1

Hewacto - cymoporu’, cMHAPOM OGECHOKOMHBIX HOTr, MO3MHSAS JMCKHHE3Hs'®

4,16
, 00MOpoK™™,

CIIyTaHHOCTb CO3HAHUSI.
Hapywenus co cmoponul opeana spenus
YacTo — HEYETKOCTh 3pEHUS.

Hapywenus co cmoponui cepoya
Yacro - Taxuxapaus®, ceparneduenne’;

Heuwacro - yanmmaenne narepsana QT1218 Gpanuxapmms®?;
YacToTa HEM3BECTHA — KAPAMOMHOIATHS ¥ MUOKAP/IHT.

Hapywenus co cmoponul cocyoos

Yacro - opTOCTaTH4YECCKasd FI/IHOTGHSI/IH4’16;

Penko — BeHo3Hasg TpOM603M6OJ'II/Iﬂl;

YacroTa HEM3BECTHA — I/IHCYJ’IBTss.

Hapywenus co cmopoHul OvixamenvHoti cucmemsl, Op2aHos epyOHOLL KIemKU U CpeooCmeHs,

Yacto — oJbImkass

)
Hewacto — punwUT.
Hapywenus co cmoponul sicenyoouno-kuuieuno2o mpaxkma

OueHp yacTo — CYXOCTb BO PTY,

Yacto — 3al10p, JUCIICIICUsI, lf)BOTa.25

Heuacto — zuzlcq)amsﬂ;

Penko - HaHeraTI/ITl

, KHIIICYHasA HerOXOI[I/IMOCTB/I/IJ'Ieyc.

HapymeHu}l CO CMOPOHbL ne4eru u :)fce/llleebleodﬂwux nymeﬁ

YacTo - MOBBIIIIEHHE AKTHUBHOCTH aJIaHI/IHaMI/IHOTpaHC(I)epaSBI (A.HT) B CBIBOPOTKE KpOBI/I3,

IIOBBIIIICHUEC aKTUBHOCTHU FaMMa-FHYTaMI/IJ'ITpaHC(I)epa3LI (FFT)3,

H 3.
€4aCTO - IIOBBINICHHUEC aKTUBHOCTU aCHapTaTaMI/IHOTpaHC(I)CpaSBI (ACT) B CBIBOPOTKE KPOBH ™,

Penxo — )KeJ'ITYXaS, I'CIIaTur.

10
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(MOCNEOOBATENEHOCTE 0002)

HapyweHu}z CO CMOPOHRbL KOJHCU U NOOKONCHBIX MKAHEl

OueHb PesIKo - AaHTHOHEBPOTHUECKHI 0Tek®, cuuapoM CtuBenca— JlxoncoHa’;

YacTtora HEW3BECTHA - TOKCHYECKHI SMUAECPMATIbHBIA HEKpPOJU3, MHOTO(GOPMHAS SpUTEMA,
OCTpPBIIl TeHEepaNN30BaHHBIN JK3aHTEMATO3HBIM IyCTyJe3, KOXKHAs ChIIIb C 203WHOGWINEH U
cucreMHbIMU cumnromMamu (DRESS-cunapom), KoKHBIM BaCKyIIUT.

Hapywenus co cmoponvl mvluieunot, KOCMHOU U COeOUHUMENbHOU MKAHU

Ouensb penko — pabaoMuOIIH3.

Hapywenus co cmoponuvl nouex u Mouegvlgo0sauux nymei

Heuacrto — 3agepxka Moum.

bepemennocmo, nociepoooswiii nepuoo u nepunamanvhule COCMOAHUSL

YacToTa HEM3BECTHA - CHHIPOM KOTMEHBD» Y HOBOPOKIEHHBIX L,

Hapywenus co cmoponuvl penpodykmusHotl cucmemsl U MONOYHBIX JHCelle3

Heuwacrto — cekcyanbHas qTUCHYHKIHS;

Penxo - mpumanusm, ranakropes, HaOyXaHHE MOJIOYHBIX jKelle3, HapylIeHHEe MEHCTPYaJbHOIO
UK.

Obwue HapyweHus U peakyuu 8 mecme 66e0eHUs

OuyeHb YacTO - CUMIITOMBI «OTMEHBI» (a6CTI/IHeHHI/II/I)1’9;

Yacro - nerkas acteHus, nepudepruieckue 0TeKu, pa3apaxuTeIbHOCTb, TUXOPAIKa;

Peiko - 3710KaueCTBEHHBIH HEHPOIEeNTHUECKNH CHHIPOM?, THIIOTEPMHS.
Jlabopamopuvie u uncmpymenmanbHvle OaHHbIE

Peiko - MOBBIIIEHNE aKTUBHOCTH kpeatuHdochoknnaszsl (KPK) B kposu'®.

1. Cm. pazgen «OcoOble yKa3zaHUs».

2. CoHnMBOCTh OOBIYHO MO>KET BO3HUKATh B TE€UEHHUE MEPBbIX 2 HEJelNb MOoCcie Hayala Teparuu
U, KaK MpaBuJIo, pa3peliaercs Ha poHe MPoA0JIKaIOIIerocs prueMa KBeTHAINHA.

3. YV HeKOTOpBIX TAalMEeHTOB, TMOJYYaBIIUX KBETHUANMH, OTMEYAJIOCh OECCUMITOMHOE
MOBBIIIEHHE (> 3 paza OT BEpxXHEW TpaHUIlbl HOPMBI MpPH OINpeAeTeHUH B J1000€ Bpems)
aktuBHOCTH TpaHncamuHas (ACT, AJIT) unu ['TT B cbIBOpOTKE KpOBH, KaK IIPAaBHUIIO, 00paTUMOE
Ha (oHE MPOIOIKAIOIIETOCS TpHUeMa KBETHAIHMHA.

4. Kak u apyrue aHTUICHXOTHUYECKHE Tpenaparbl C Ol1-aJApEHOONIOKHPYIOIUM JIeHCTBHEM,
KBETHAIIMH MOXET YacTO BBI3BIBATH OPTOCTATHUYECKYIO TMIIOTEH3UIO, KOTOpPask COMPOBOKIACTCS
TOJIOBOKPY)KEHHEM, TaxWKapaueil, B HEKOTOPBIX Cllydasix — OOMOPOKOM, OCOOCHHO B Hauaie
Tepanuy Mpy TUTPOBAHUHU J103bI (M. paszaen «OcoObie yKa3aHHs»).

5. Yacrtota JaHHBIX HEXKENATEIbHBIX PEAKLUM NpHUBEIEHA HA OCHOBAHHUU pE3YJIbTAaTOB
MOCTPErUCTPALIMOHHOTO HAOIIOICHUSI.

6. KoHmeHTpamusi TIIOKO3bI B KpOBM Hatomak > 126 wmr/an (> 7,0 MMonb/n) wim

11
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MOCTOPAHAUAIBHON KOHUEHTPALMHU TJIIOKO3bI | > 200'3%&15@ EI"I-,I-IE%JRI)'EIE/;):' QBLI";:' OBl

OJIHOKPATHO.

7. Bonee BwIcOoKast yactoTa aucharuv Ha (QoHE KBETHANMHA TI0 CPAaBHEHHIO C IUianedo Oblia
OTMEUEHA TOJIbKO B KIIMHUYECKUX HCCICAOBAHMAX Y TMAIMEHTOB C JICTIPECCUCH B CTPYKTYype
OMITOJIIPHOTO PACCTPOMCTRA.

8. IloBbllieHne ucxogHoOW Macchl Tena > 7 %. B OCHOBHOM, BO3HHKAaeT B IEPBbIE HENENH
TEpaIruu y B3POCIBIX.

9. Ilpm w3ydeHHWH CUHAPOMA OTMEHBI B KPAaTKOCPOYHBIX IUIAE00-KOHTPOIUPYEMBIX
KIIMHUYECKNX WCCICJOBAHUSX KBETHANIMHA B PEXHUME MOHOTEpaluH OBUTH OTMEUYCHBI
CIIEAyIOIe CUMNOTOMBI: OECCOHHHWIIA, TOIIHOTA, TOJOBHas 00Jb, JUapes, pBOTa,
TOJIOBOKPY)KEHUE M Pa3IpaKUTEILHOCTh. YacTOTa CHHIPOMAa OTMEHBI CYIIIECTBEHHO CHIKANIACh
gyepe3 | Hemenro mocie MpeKpanieHns npruemMa mpernapara.

10. INoBbleHHe KOHIEHTPALUU TpUrinuepuaoB > 200 mr/amn (= 2,258 MMoJIb/1) y allueHTOB

> 18 et uim > 150 mr/mn (> 1,694 mmoib/n) y manmenToB < 18 net, XoTst ObI OTHOKPATHO.

11. TloBeleHHEe KOHIEHTpaIuu obmiero xosectepuHa > 240 mr/mn (= 6,2064 MMomiw/n) y
nanueHToB > 18 ner wim > 200 mr/mn (> 5,172 MMomaw/n) y manueHToB < 18 jer, xoTs Obl
0JHOKpaTHO. OUueHb YacTO HAOMIOAATIOCH TIOBBINIEHUE KOHIIeHTpamu Xoaectepuna JITTHIT > 30
mr/m (> 0,769 mmonw/m). CpenHee 3HaYCHUE JAHHOTO U3MEHEHUS Y 3TUX MAIIMEHTOB COCTABUIIO
41,7 mr/an (> 1,07 mmouts/m).

12. Cwm. BblwIE.

13. KonmuectBo TpoM6omuTo < 100 x 10%11 X0Ts GBI OMHOKPATHO B JIF000€ BPEMSI.

14. Ilo maHHBIM COOOILEHUM O HEXKEJIATENbHBIX SBJICHMIX IOBBINIEHHS akTuBHOCTH KDK, He
aCCOLIMMPOBAHHOTO CO 3JIOKAYECTBEHHBIM HEHPOJIENITUYECKUM CHHIPOMOM, B KIMHHYECKUX
UCCIIEIOBAHUSIX.

15. TloBbllieHre KOHLIEHTpAIMKM MpOJIAKTHHA y marueHTtoB > 18 mxer: > 20 mkr/a (> 869,56
MoJIb/1) y Myx4uH; > 30 mkr/a (> 1304,34 nmonb/i) y *KEHIIUH MPU ONpEAeTIeHUH B 000
MOMEHT.

16. Mo>keT NpuBOAUTH K MAJICHUSIM.

17. Cawxenne koHueHnTpauu xonecrepuna JINBIT < 40 mr/an (1,025 MMounb/i) y MyX4YuH U
<50 mr/an (1,282 MMOIIb/1T) y AKEHIUH MTPH OTIPE/ICTIEHUH B JIF0OOH MOMEHT.

18. Yacrora usmenenus unrtepsana QTc or < 450 mcek. 1o > 450 mcek. ¢ yanuHenuem > 30
MceK. B mmane0o-KOHTpOIHpPYyeMbIX HCCIEIOBAHUAX KBETHANMHA CpelHee W3MEHEHHe
unatepBasia QTc A0 KIMHWYECKH 3HAYMMOTO YPOBHS M YacTOTa ITOTO M3MEHEHHUS B TPYIIe
KBETHAIMHA U TPYIIIeE TU1ane0o He pa3Inyainch.

19. M3menenue ot > 132 MMoutb/n1 10 < 132 MMOJIB/TT XOTSI ObI OTHOKPATHO.

12
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20. Ciiy4yan cyuuuIaabHbIX HAMEPEHUN U cynup:;[aanOI';gl EB%JHQ&&LI@WE&LEI'%%':k-ia-'eMsl

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Tepanuy KBETHAITMHOM HJIM BCKOPE MOCIIe ee mpekparieHus (cM. pazaen «OcoObie yKazaHHs»).
21. Cm. pazaen «PapMaKoIMHAMUKAY.

22. CHmwkeHue KOHIEHTpanuu remorioduna < 13 r/mn (8,07 MMoub/n) y MykuuH U < 12 1/
(7,45 MMoOJIB/TT) y JKCHIIWH, XOTs OBl OJHOKPATHO, oTMedanoch y 11 % mamuenToB Ha (oHe
nprieMa KBETHANTMHA BO BCEX KIMHHYECKHUX MCCIECIOBAHMSX, BKIFOUYAs JTUTSIBHYIO TEPaIUio B
OTKpPBITOM TMepuojie. Y OSTHX IMAlMEHTOB CPEIHEC MAKCUMAaIbHOE CHIDKCHHE KOHIICHTPAIUH
reMorjioOnHa B 110001 MOMEHT HccleaoBanusa cocraBuiao — 1,50 r/m.

23. JlaHHble SBJIEHUS 4YaCTO OTMedYald Ha (OHE TaXUKAPAMM, TOJOBOKPYKEHUS,
OPTOCTATUYECKOW THUIIOTCH3WH W/WIIM COMYTCTBYIOIICH MATOJIOTHH CEPACYHO-COCYTUCTOW WIIN
JIBIXaTeITLHOW CHCTEMBI.

24. Ha oCHOBaHMHM MOTEHIMAJIbHO KIMHUYECKH 3HAYMMBIX OTKJIOHEHHH OT HOPMAaJbHBIX
WCXOJHBIX 3HAYCHHWH, OTMEYCHHBIX BO BCEX KIMHUYECKUX WCCICAOBAHUIX. VI3MeHeHus
koHIeHTpammu obmiero T4, ceobomnoro T4, obmero T3, ceodoanoro T3 go 3nauvenuii < 0,8 oT
HIOKHEH rpaHuilbl HOPMBI (IIMOJIB/J) U ToBbIIeHHe KoHueHTpauuu TTI > 5 MMEn/n npu
OTIpPENICTICHUH B JII000€ BpeMs.

25. Ha ocHOBaHWH TOBBIIIEHHOW YacTOTHI BO3HWKHOBEHHUS PBOTHI Y TMOXKHJIBIX MAIUEHTOB (B
BO3pacte > 65 ner).

26. Ha ocHOBaHWMM W3MEHEHHs KommdecTBa HeiirpodminoB or > 1,5 x 10%1 oT mcxomHbIX
3HaueHui 10 < 0,5 x 10%1 B m060if MOMEHT BO BpeMsl Tepaluu W TAIMEHTOB C TSKEIOU
HelTponenueii (< 0,5 x 10%11) u nndexImeii BO BceX KIMHUYECKUX UCCIIEOBAHMAX KBETHAINHA
(cMm. paszen «OcoOble yKa3aHus»).

27. Ha ocHOBaHMM TNOTEHUUATbHO KIMHUYECKHM 3HAYUMBIX OTKJIOHEHHUH OT MCXOJHO
HOPMaJbHBIX 3HAUEHUH, OTMEUEHHBIX BO BCEX KIMHUYECKHX HCCIENOBaHUAX. V3MeHeHue
KoJHJecTBa 03uHOGMIOB > 1 x 10%1 npu onpeneneHny B M10060€e BpeMs.

28. Ha ocHOBaHMM TOTEHUIUATbHO KIMHUYECKH 3HAYUMBIX OTKJIOHEHUH OT MCXOJHO
HOPMaJIbHBIX 3HAUEHUH, OTMEUEHHBIX BO BCEX KIMHMYECKUX HCCIENOBaHUAX. VI3MeHeHue
KOJIMYeCTBa JNetikonuTtos < 3 x 10%/1 npu onpenenenuu B mo6oe BpeMs.

29. Ha ocHOBaHMU COOOIIEHUI O HEXeNaTeIbHbIX SBICHHUSIX «META0OIUYECKHI CHHIPOM)» BO
BCEX KIIMHUYECKUX UCCIIEIOBAHUSAX KBETHAIHHA.

30. V HEKOTOPHIX MAallMEHTOB B KIMHUYECKHX MCCIEIOBAHUAX OTMEUYaJoCh yXyAlIeHHe Oolee
4eM OJIHOTO MeTabOJIMUYeCKOTo IMoKaszaress, TAaKMX KaKk macca Tella, KOHIICHTpAIUs TJIFOKO3bl B
KPOBH U TOKAa3aTeJN JIUIUIHOTO 0OMeHa (cM. paszzen «OcolObie yKkazaHHs»).

31. Cm. paznen «lIpumenenue mpu 6epeMEeHHOCTH U B TIEPUOJI TPYTHOTO BCKAPMIIMBAHUSD .

32. Moxer Pa3BUTLECAA B MOMCHT WJIM BCKOPC IIOCJIC Ha4dajla TEpalru MU COIPOBOXKIATHCA
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
or 22.12.2025 N= 31805

TUNOTeH3ued u/mimm oOMopokoMm. Yactora ykaszaHa Hh”&;bErJEaEQ@%EE&EH{'EE To:' Béé_u'&'mu

OpanuKapIuu U CBSA3aHHBIX HEXENATeNbHBIX SIBICHUH BO BCEX KIMHUYECKUX HMCCIIEJOBAHUSAX
KBETHAIIHHA.
33. Ha ocHOBaHMUM pE3yNbTaTOB OJHOIO PETPOCHEKTHBHOTO HEPAHJOMU3UPOBAHHOIO

SIMUACMHUOJIOTNYCCKOI0 UCCIICAOBAaHMA.

Y anunenue untepsana QT, *xesynoukoBas apuTMusi, BHE3alHasi CMEPTh, OCTAHOBKA cep/ua U
JIBYHAIIpaBJICHHAs JKEJyJI0UYKOBas TaxWKapJusl CUUTAIOTCS HEXeJlaTelIbHbBIMU peaKIusMHu,
MPUCYIIMMH HelposienTukaM. TspKenble KOXKHbIE HeXellaTelbHble PEaKIMK, BKII0Yas CUHIPOM
CruBeHca—/[>kOHCOHA, TOKCHYECKUH snuiaepMainbHbli Hekponau3, DRESS-cungpom Obuin
3aperucTpupoBaHbl Ha (POHE TEpPAUU KBETHAIMHOM.

eTu
VY nereit M MOOPOCTKOB BO3MOXKHBI T€ K€ HEXKENaTeNlbHbIE PEAKIHH, YTO U Y B3POCIBIX
nanueHToB (omucaHbl Boilie). Huke npuBeeHbl HeXeNnaTellbHbIE PeaKIIMK, KOTOPhIE BOSHUKAIOT
yame y JeTeil U MmoapocTKoB B Bo3pacte 10—17 iser, 4eM y B3pOCHBIX MAlMEHTOB, a TaKXe
HeXKeJlaTeNbHbIE pEeaKluu, KOTOpble HE OBLIM BBISBIEHBI Y B3pOCIBIX ManueHToB. YactoTa
HEXeJaTeIbHBIX PEaKlni NMpHUBEACHA B BUJIE CICAYIOMIEH Tpajanuu: oyvens uacmo (> 1/10);
yacmo (> 1/100, vHo < 1/10); Heuacmo (= 1/1000, vHo < 1/100); peoxo (= 1/10000, vo < 1/1000);
ouenv peoxo (< 1/10000).
HexenaTenbHble peakuuy NMPH TepPanuu KBeTHANMHOM, KOTOPbIe 0TMEYAJIUCh Yy JeTeld H
MOAPOCTKOB Yallle, YeM y B3POCJIbIX, 4 TAKKe HexKelaTeJbHbIe peaKIMU, KOTOpPbIe He ObLIN
BbISIBJICHbI Y B3POCJIbIX IAMEHTOB
OHOOoKpuHHbIEe HapYyueHUsA
OueHb YacTO — MOBBILIEHHE KOHIIEHTPALMH MTPoIaKTHHA .
Hapywenusa memabonuzma u numanus
OuyeHp 4acTO — NOBBILIEHUE AIETUTA.
Hapywenus co cmoponwvl nepenoii cucmemol
Ouenb yacto — DIICS;
Yacto — 00MOpOK.
Hapywenus co cmoponwl cocyoos
OueHb YacTo - MOBHIIIEHNE apTEPUAILHOTO JABIEHHU?,
Hapywenus co cmoponul ovixamenvHotl cucmemsl, Op2arHos epyOHOLL KIemKU U CPpeooCHeH s,
YacTo — pyHHUT.

HapyweHuﬂ CO CMOPOHbL oweﬂydquo-Kumeuﬂoeo mpakma

Ouenb yacTo — pBOTA.
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(MOCNEOOBATENEHOCTE 0002)

Obwue napyuwienus u peakyuu 8 mecme 86e0eHuUs

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

YacTo — pa3IpakuTeIbHOCTE .

1. IloBbIIeHHE KOHIEHTpAIMK TMPOJakTHHA y mnanueHtoB < 18 mer: > 20 mkr/n (= 869,56
MIMOJIB/JT) Yy MyX4uH; > 26 MKr/i (> 1130,428 nMoIib/1) y *KEHIIUH MPH ONPEIEICHUH B JIF000M
MOMeEHT. [loBbIeHne KOHIEHTpauuu nposaktiuaa > 100 MKr/m otmedanoch menee yeM y 1 %
MAIECHTOB.

2. Ha ocHOBaHMM W3MEHEHHH BBIIIE KIMHAYECKH 3HAYUMBIX TpaHdll (HAa OCHOBAHUHU
ajantupoBaHHbIX KpuTtepueB HammonansHoro WHetutyra 3npaBooxpanenus, NIH) wumm
MOBBIIIEHUE CHUCTOJMYECKOTO apTEepPHaIbHOTO JAaBieHUs > 20 MM PT. CT. U JUACTOIHMYECKOTO
apTepuanbHOro JAaBieHuss > 10 MM pT. CT. IpU HU3MEpPEHHWH B IJ000E BpeMsi B JIBYX
KpaTKOCpOYHBIX (3—6 Hemenb) IUIane00-KOHTPOIUPYEMBIX UCCICNOBAHUSAX Yy JeTed U
MTOJIPOCTKOB.

3. IlpumedaHue: yacToTa COOTBETCTBYET HacTOTE, HaONI0aeMOil y B3pOCIHBIX MalMEHTOB, HO
MOJKET UMETh Pa3JInYHbIC KIMHUYECKHE TOCIEICTBHS y AETEH M MOJPOCTKOB MO CPABHEHHIO CO

B3pPOCJIBIMU IMTAalTUCHTaAMH.

Ilepeno3upoBka

CooOmanoch 0 JEeTAIBHOM UCX0oJAe npu mpueme 13,6 T KBeTManWHa Yy TMAaIMeHTAa,
y4acTBOBABILErO B KIIMHUYECKOM MCCIIEIOBAHUH, a TAKXKE O JIETAIbHOM MCXOJIE Tocie MpruemMa
6 I KBeTHANMHA MPH MOCTPErHUCTPAIMOHHOM HCCIeAOBaHUU. B TO ke Bpems, omucaH ciydai
npreMa KBeTHalnHa B J103e, peBbimatonieit 30 r, 6e3 JieTalbHOro ucxoma.

Cumnmombwi

CuMITOMBI, OTMEUYEHHBIE MPH IMEPEAO3UPOBKE, B OCHOBHOM, OBLIM CIIEICTBUEM YCHIICHHUS
M3BECTHBIX (hapMakosoruyeckux 3(pQeKxToB mnpemapaTa, TaKUX KaK COHJIMBOCTb M CEAallus,
TaxuKapIus, CHIDKEHHE apTepHaIbHOTO JIABJICHHMS M aHTUXOJHMHEprudeckue d(PpQexTs.
[lepeno3upoBka MOXKET MPUBOAUTH K  yBenuueHuto wuHTepBana QT, cymoporawm,
SMWICNITUYECKOMY CTaTyCcy, paOAoOMHUONM3y, YrHETCHHUIO JIbIXaHUS, 3a7epKKEe MOYH,
CIyTaHHOCTU CO3HaHUSs, Opeay u/uiu Bo30yXKJACHUIO, KOME U CMEPTU. Y MALMEHTOB C TSKEIBIMU
CepJICUHO-COCYIUCTHIMU 3a00JIEBaHUSIMHI B aHAMHE3€ PHUCK Pa3BUTHS HEKeTaTeNbHBIX PeaKuil
MIPH ePEI03UPOBKE MOXKET YBEIMUUBATHCA (CM. pa3aen «OcolObie yKazaHUs»).

Jleuenue

Crenuuyeckux aHTUIOTOB KBETHANMHA HET. B cioydasx TsHKEMOW MHTOKCHUKAIIMM CIEAYeT
MIOMHHUTbH O BO3MOKHOCTH MEPEI03UPOBKU HECKOJIBKUMHU JIEKAPCTBEHHBIMH MpeErapaTaMu.
PexoMeHayeTcst MPOBOIUTH HHTEHCUBHYIO TEPANUI0, HAMIPABJICHHYIO Ha TOAepKaHue (yHKIINH

AbIXaHUuA H CCpI[C‘lHO-COCYZ[PICTOﬁ CUCTEMBEI, obOecrieueHue aJeKBaTHOM OKCUT€HAllMd MU
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BeHTUISIMH. OnyOIMKOBAaHBI COOOIECHUS O pa3pemeHﬁ];1|'¥ﬁ;K-!3§1;; %ﬁ%@ﬁk@gﬁﬂ-}? %(B&TOB

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

CO CTOpPOHBI LEHTPaJIbHOW HEPBHOW CHUCTEMBI, B TOM YMCIE KOMBI, JEIUpPUS U SBHOTO
AHTUXOJMHEPTUYECKOTO CHHAPOMA, TIOCJIe BHYTPUBEHHOTO BBeJIeHHs (pru3ocTurMuHa (B 103e 1-2
Mr) noj noctossHHbIM KoHTpojieM OKI. Takoil moaxon He pEeKOMEHJIOBaH B KayecTBE
CTaHJAPTHOTO JICYCHHS WH3-32 IOTCHIMAIBHOTO HETaTUBHOTO BIHUSHHUA (PU30CTHIMHHA Ha
BHYTPUCEPJICUHYIO IPOBOAUMOCTh. @DPU3OCTUTMUH MOXHO IMPUMEHATh IPU OTCYTCTBUU
orkionenuit Ha DKI'. He cnexyer mpuMeHsATh (U30CTUTMUH NPU apUTMUSX, OJoKamax Jro00it
CTETEeHU WJIU paciiupeHun komiekca QRS.

B cnyuae BO3HMKHOBEHUSI pepaKkTepHON TMIIOTEH3UHU MIPH MEPEA03UPOBKE KBETHAIMHA JI€UEHUE
ClleyeT  OCYILECTBISATh  IMyT€M  BHYTPUBEHHOTO  BBEACHHUA  JKMJIKOCTH  W/WUIHU
CUMIIATOMHUMETUYECKHX IIPernapaToB (He clieyeT Ha3HayaTh dSNuHepUH U JOPaMHH, TOCKOJIbKY
CTUMYJISIIMS B-alpeHOPEENTOPOB MOKET BbI3BaTh YCUJICHHE IMIIOTEH3UU Ha (poHEe OnoKabl o-
aJPEHOPEIENTOPOB KBETHATTMHOM ).

[IpombIBaHue kenynka B TedeHHWE | dYaca mocie nepeiao3upoBKU (MOcie HUHTYOAIuH, ecliu
ManueHT 0e3 CO3HaHUs) U Ha3Hau€HUE aKTHBUPOBAHHOIO YIJISl U CIAOUTEIbHBIX CPEJICTB MOXKET
crocoOCTBOBATh BHIBEJCHUIO HEAOCOPOMPOBAHHOTO KBETHAIMHA, OJHAKO A((HEKTHBHOCTH ITUX
Mep HE U3y4YCHa.

[IpucranpHOE MEIUIMHCKOE HAOIIONEHUE AOJDKHO NMPOJOJDKATHCS IO YIYUIIEHUS COCTOSHMS

MalueHTa.

B3aumopeiicTBHe ¢ APYruMu JJeKAPCTBEHHBIMH CpeICTBAMH

[TockonbKy KBETHAIIMH OKa3bIBAET BO3JIECHCTBUE MPEUMYIIECTBEHHO HA LEHTPAIbHYIO HEPBHYIO
CUCTEMY, CJIeIyeT COOI0IaTh OCTOPOKHOCTh MPU KOMOMHUPOBAHHOM NPUMEHEHUH KBETHATMHA
C JPYTMMHM TIperapaTaMmy, BO3JIECHCTBYIOIIMMU Ha IEHTPAIbHYI0 HEPBHYIO CHUCTEMY, a TaKXKe C
QJIKOTOJIEM.

Crnenyer co0uoiaTh OCTOPOKHOCTH IPU COBMECTHOM NPHMEHEHUH KBETHUAINMHA C JIPYTHUMH
npemnapaTamu, oOJaJaloUUMU AHTUXOJIMHEPTHUECKUMU (MyCKapuHOTOM00HBIME) 3ddexTamu
(cm. pazgen «OcobOble yKa3zaHHs»).

N3odepment uuroxpoma P450 (CYP) 3A4 sBnsieTcss OCHOBHBIM H30(EPMEHTOM, OTBEYAIOIIUM
3a MeTa0O0JIM3M KBETHAINHA, OCYLLECTBISAIOLIMICS yepe3 cucteMy nuroxpoma P450.

VY 310poBBIX JOOPOBOJIBIIEB COBMECTHOE IPUMEHEHHE KBeTHanuHa (B jJo3e 25 Mr) c
KETOKOHa30JI0M, MHrubutopom modepmenta CYP3A4, npuBoaAunO K yBETUYEHHUIO TUIOIIAIU
1oJ1 KpuBO# «koHueHTparus-spems» (AUC) kBeTnanuHa B 5-8 pas.

[TosToMy coBMecTHOE NHpHUMEHEHHE KBETHanmMHa W uHruouropoB wusodepmenta CYP3A4

IMPOTHUBOIIOKA3aHO. HpI/I TCparuu KBCTHAIIMHOM HC PCKOMCHAYCTCS yHOTpC6J'IHTB

16



or 22.12.2025 N= 31805

(MOCNEOOBATENEHOCTE 0002)

rpeingpyTOBBINA COK.

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

B ¢dapmakokuHETHYECKOM HCCIEIOBAaHUM MHOTOKpPAaTHOE NPHUMEHEHHWE KBETHANMHA 10 WIN
OJIHOBPEMECHHO C MpHEMOM KapOamaszenuHa (MHAYKTOPOB ()EPMEHTOB IEYCHU) MPHBOIUIO K
3HAYUTEJILHOMY TOBBIIICHUIO KIIMPEHCA KBETHAIMHA U, COOTBETCTBEHHO, yMeHbIineHuio AUC, B
cpenneM, Ha 13 %, O CpaBHEHHIO ¢ TPHUEMOM KBeTHanMHa 0e3 kapbamaszenuHa. Y HEKOTOPBIX
nanueHtoB cHiwkeHue AUC Obuto eme 0Oosee  BBIpaXEHHBIM. Takoe B3auMOJCHCTBUE
COTIPOBOXIACTCS CHIDKCHHEM KOHIICHTPALMM KBETHAIMHA B IJIa3M€ KPOBU M MOJKET CHUXKATh
3¢ (HEKTUBHOCTH TepaANUK KBETHATTMHOM.

CoBMecTHOE TTPUMEHEHNE KBETHANMHA ¢ (DEHUTOMHOM, JAPYTrUM HMHIYKTOPOM MHKPOCOMATBHBIX
(epMEHTOB TI€YEHHU, COMPOBOXKAAIOCH elie Oosiee BbIpaXEeHHBIM (TpuMmepHo Ha 450 %)
TIOBBIIIICHUEM KIIUPEHCa KBETHAITHHA.

[IpuMeHeHHEe KBETHAIMHA TAIMCHTAMH, TIIOJYYAOIIMMH  HWHIYKTOPHl MHKPOCOMAIBHBIX
(hepMeHTOB TeYeHU, BO3MOXKHO JIMIIL B TOM CIIy4ae, €CJIM OXHJaemas IoJib3a OT Tepanuu
KBETHAIIMHOM  TIPEBOCXOJHUT  PHUCK, CBSI3aHHBIA C OTMEHOM  MpernapaTa-uHIyKToOpa
MHUKPOCOMATBHBIX (PEPMEHTOB ITCUCHH.

W3menenue 1036l penapaToB-UHIYKTOPOB MUKPOCOMAIIbHBIX (DEPMEHTOB MEYEHH JIOJIKHO OBITH
nocteneHHbM. [Ipy  HEOOXOAMMOCTM BO3MOXKHO KX 3aMellleHHe IpernaparaMmu, He
UHIYUUPYIOIUMU ~ MHUKpOCOMajibHble  (epMeHThl  MeueHu (Hampumep, Mpenaparamu
BaJIBIIPOEBOM KUCIOTHI) (CM. paznen «OcoObie yKa3zaHUs).

dapMaKOKHMHETHKAa KBETHAllMHA CYIIECTBEHHO HE U3MEHsJIach IpPH  OJAHOBPEMEHHOM
MPUMEHECHUH aHTHJCTIPECCAaHTOB HMHUIpamuHa (uHruourop wuszodepmenta CYP2D6) wumm
dbayokcernna (maruouTop m3odepmertoB CYP3A4 u CYP2D6).

dapMaKOKHMHETHKA KBETHAllMHA CYIIECTBEHHO HE HW3MEHAETCSs NpU  OJHOBPEMEHHOM
MPUMEHEHUH C aHTUIICUXOTHYECKMMH JIEKQpCTBEHHBIMH CPEICTBAMU PHUCIEPUIOHOM WU
raJIONePUI0JIOM.

OpHako OJHOBpEMEHHBIH MpHEM KBETHANMHA U TUOPUIA3WHA MPHUBOIMI K TIOBBIIICHUIO
KIIMpeHca KBeTranuna npumepHo Ha 70 %.

dapMaKOKMHETHKA KBETHAllMHA CYIIECTBEHHO HE W3MEHSAETCSs TNpU  OJHOBPEMEHHOM
MPUMEHEHUH IUMETHANHA.

[Ipu ogHOKpaTHOM TMpUemMe 2 M JIopa3enama Ha GoHe mpueMa KBeTHarnuHa B 1o3e 250 mr 2 pasza
B CYTKH KIIUPEHC JIopa3ernama CHuxaercs npumepHo Ha 20 %.

dapMaKOKHHETHKA TpernapaToB JUTHA HE HU3MEHSETCS MPU OJHOBPEMEHHOM MPUMEHEHUU
KBETHAIHHA.

B 6-HemenbHOM paHIOMHU3HPOBAHHOM HCCIIEJIOBAHUM COBMECTHOTO TMPUMEHEHHs Ipernapara

JJUTUA U KBCTHAIIMHA B HpOHOHTHpOBaHHOﬁ (bopMe N0 CpaBHCHUIO C MPUMCHCHUCM nnaue6o C
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KBETHAIIMHOM B MPOJIOHTUPOBAHHOH (opme y 3poCHH%EME&Egﬂgkﬂ'%l;ﬂd;@ggﬁbm

snm30710M Oosee Bricokas yactora DIIC (B 0cOOEHHOCTH, TPEMOpa), COHIIMBOCTU U YBEITUUCHUS
Macchl Tesia ObUIa OTMEYEHA B TPYIINE MAIMEHTOB, MOJIYYaBIIUX MpenapaT JUTUS IO CPABHEHUIO
C TMOJy4yaBIIMMM Ijanie0o B KadecTBe J00aBlE€HHMS K  TEpaluud  KBETUAIIMHOM
IIPOJIOHTMPOBAHHOIO  JeWcTBUA. He O0TME4eHO  KIMHHMYECKM 3HAa4YUMBIX  HM3MEHEHHMU
(apMaKOKMHETHKH BaJblIpoaTa HATPHs M KBETHANIMHA TPU HMX COBMECTHOM INpHUMEHEHHH. B
PETPOCIEKTUBHOM MCCIIEI0BAHUU Y JIeTEN U MOJPOCTKOB, MOJIyYaBLIUX IIPErapaT BaJbIIPOEBON
KHUCIIOTBI, KBETMANMH WM o0a mpenapara, Oblla oOTMedeHa OoJiee BBICOKAs 4YacToTa
HEUTPONEHUH U JIEHKOTIEHUH B Ipylie KOMOMHUPOBAHHON TE€paluy MO CPaBHEHUIO C IPYNIIAMHU
MOHOTEpAIHUH.

@dopmanbHbIE HUCCIENOBAHMS IO H3YYEHUIO B3aUMOJEWCTBUS KBETHAMH C Ipenaparamu,
MPUMEHSIEMBIMU TPH  CEPAEUYHO-COCYIUCTBHIX 3a00JieBaHUAX, He MpoBoaWiInch. Cremayer
coOI0AaTh OCTOPOKHOCTh MPH KOMOMHMPOBAHHOM INPUMEHEHHHM KBETHAIlMHA W IPEnaparos,
CIOCOOHBIX BBI3BaTh HapYyIIEHHWE JIIEKTPOJIUTHOrO OaynaHca M ymiuHeHue wuHTepBana QTc.
KBetnanun He BBI3BIBA MHIYKIMH MHUKPOCOMAIbHBIX (DEPMEHTOB IMEYEHH, yYaCTBYIOIIUX B
MeTabonu3Me (eHa3oHa. Y MalUEeHTOB, MNPUHHUMABIIMX KBETHAIIMH, OBUIM OTMEYEHBI
JIO)KHOTIOJIOXKUTEIIBHBIE  PE3YJbTaThl  CKPUHMHI-TECTOB HAa  BBISBICHHE METaJOHA U
TPULIMKINYECKUX  AHTUACIPECCAHTOB  METOJOM  HMMMYyHO(QEpMeHTHoro aHamusa. Jlis
MOJTBEPXKAECHUS PE3yJbTaTOB CKPUHHMHIA PEKOMEHAYETCS MPOBEICHHE XpOMAaTOrpapuuecKoro

HCCIICIOBAaHUA.

Oco0ble ykazaHnust

Cyuyuo/cyuyudanvtvle MblCIU UTU KIUHUYECKOE YXYOUleHUE

Jleripeccusi pu OMIIOJIIPHOM PACCTPOMCTBE CBsI3aHA C TOBBIIICHHBIM PHCKOM BO3HUKHOBCHUS
CYMIIMJIAIBHBIX MBICJICH, CaMOTIOBPEXKICHUS M CyHIHIa (COOBITHIA, CBA3aHHBIX C CYHIIHIOM).
JIaHHBII PUCK COXPAHSAETCS JO MOMEHTA HACTYIUICHUS BRIPOKEHHON pemuccuu. BBumy Toro, 4ro
70 YJIYYIICHHUS COCTOSHHS TMAIMEHTa C Havyalla JICYCHUS] MOXKET MPOWTH HECKOJIBKO HENeNIb WU
OoJIbIIle, TAIMEHTHI OJDKHBI HAXOJUTHCS TOJ MPUCTAILHBIM MEIUIIMHCKHM HaOJIOJICHHEM JIO
HAcCTyIUIeHus ynydineHus. [lo 1aHHBIM OOIIEIPUHATOrO KIMHUYECKOTO OMBITAa, PUCK CYHMIIHJA
MOXXET TMOBBICUTHCS HA PAHHUX CTaOUsIX HACTyIeHus pemuiccud. Cremyer Npeaymnpexaarh
MarUeHToB (0COOEHHO OTHOCSIIMXCS K TPYIIE TMOBBIIIEHHOTO pHCKa CYyWIUIa) M UX
MOTIEUUTENeH O HEOOXOJAUMOCTH KOHTPOJS KIMHHUYECKOTO YXYIIICHHS, CYHIIHJAIBHOTO
MOBEICHUS WJIA MBICIICH, HEOOBIYHOTO M3MEHEHHSI B MIOBEJCHUH U HEOOXOIUMOCTH HEMEJICHHO
00paTHThCS K Bpauy B CIIy4ae WX MOSBICHUS.

Ilo nmaHHBIM KIMHHYECKMX HCCISIOBaHUM Yy HOanucHTOB C I[CI'IpCCCHCﬁ npu 6I/IHOJI$IpHOM
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or 22.12.2025 N= 31805

paccTpoiicTBE PHUCK Pa3BUTHS COOBITHI, CBS3aHHBIX C éﬂz}']}&;ﬂ)@ﬂ@&?l%%ﬂ&%T@%%; :II[JBI

kBetrarmaa u 0 % (0/120) mis nnane6o y manueHToB B Bozpacte 18-24 rona; 1,8 % (19/1616)
s kBetwmanmaa U 1,8 % (11/622) mns manebo y mamueHtoB crapme 25 ner. Jpyrue
MICUXWYECKUE PACCTPOMCTBA, I TEPAIUU KOTOPBHIX HA3HAYACTCS KBETHAITMH, TAKXKE CBSI3aHBI C
MOBBIIIEHHBIM PUCKOM COOBITHIA, CBSI3aHHBIX C CyHIHIOM. KpoMe Toro, Takue COCTOSHUS MOTYT
OBITh KOMOPOUTHBIMHU C JICTIPECCUBHBIM AMH30JI0M. TakuMm 00pa3oM, MEepbl IPEIOCTOPOKHOCTH,
MIPUMEHSIEMBIE TTPU TEPANTUU MAIUEHTOB C JICTIPECCHUBHBIM SIU300M, JIOJKHBI IPUHUMATHCS U
MpU  JICYCHWW T[MAIMCHTOB C JIDYTUMH IICUXHYECKUMHU paccrpoiictBamu. [lpu pes3kom
MIPEKPANEHUN TePANTUK KBETHAITMHOM CIISAYeT MPUHUMATh BO BHUMAHHUE MOTCHITHALHBIA PUCK
pa3BHUTHS COOBITHI, CBSI3AaHHBIX C CYHUITAIOM.

[TarueHTsI ¢ CyMIMJAIBHBIMU COOBITUSMH B aHaMHE3€, a TaKkKe MaIlUeHTHl, OTYCTIIUBO
BBICKA3bIBAIONINE CYUITUAAIBHBIC MBICTH TIEPE] HAYaJIoOM TEpaliu, OTHOCATCS K TpPYIIIe
MOBBIIIEHHOTO PHCKA CYHIUIATBHBIX HAMEPEHUH W CYHIIMIATBHBIX TIONMBITOK W JOJDKHBI
TIATeILHO HabMomaThes B mporiecce euenus. [Iposenennsiit FDA (Ynpasnenue mo KOHTPOJIIO
3a MHIIEBBIMU NPOAYKTAaMU U JeKapcTBeHHbIMU cpenactBamu, CIIA) meraananus miane6o-
KOHTPOJMPYEMBIX HCCIIEJOBAaHUI aHTUACTIPECCAHTOB, OOOOIIAOMNNA JaHHbIE MPUMEPHO
4400 pereit u moapocTkoB W 7700 B3pOCHBIX MAIMEHTOB C MCUXUYECKUMHU PACCTPOMCTBAMH,
BBISIBUJ TOBBIIICHHBIM PHUCK CYUIUAAIBLHOTO TOBEACHUS Ha (PoHE aHTHUIAEHpPECCaHTOB IIO
CpaBHEHHUIO C TuIanedo y JeTel, MOAPOCTKOB M B3POCIBIX IMAllMEHTOB B BO3pacTe A0 25 JeT.
JlaHHBIN MeTaaHaIN3 HE BKIIIOYAET UCCIIEIOBAHMUS, TI€ UCII0JIb30BAJICS KBETHAINH.

[To maHHBIM KPaTKOCPOUHBIX IJIa1le00-KOHTPOIUPYEMBIX UCCIIETOBAHUI 110 BCEM MOKa3aHUSIM U
BO BCEX BO3PACTHBIX I'PYIIAaX YaCTOTa COOBITUM, CBA3AHHBIX C CyHLIMIOM, cocTaBuia 0,8 % kak
1t kBetranuHa (76/9327), Tak u s mianedo (37/4845).

B »Tux uccnenoBaHusAX y MAalMEHTOB C MHM30(PpPEHUEH PUCK Pa3BUTHUSI COOBITUN, CBSI3AHHBIX C
cyunuaom, coctasui 1,4 % (3/212) ans keeruanuna u 1,6 % (1/62) mia nnanebo y naiieHToB B
Bo3zpacte 18-24 roma: 0,8 % (13/1663) mna kBeruanuna u 1,1 % (5/463) ans mmane6o y
nanueHToB crapiie 25 ner; 1,4 % (2/147) nna kBetnanuna u 1,3 % (1/75) nns mmane6o y
MaIMEeHTOB B Bo3pacTte /10 18 jer.

VY manueHToB ¢ MaHHUEW MPU OUTOISPHOM PACCTPOICTBE PUCK Pa3BUTHUS COOBITUH, CBSI3aHHBIX C
cyutuaom, coctaBui 0 % (0/60) mis kBetnanuua u 0 % (0/58) mia manebo y manueHTOB B
Bospacte 18-24 roxa; 1,2 % (6/496) nns xBernanuna u 1,2 % (6/503) mist mnane6o y mainueHToB
crapuie 25 net; 1,0 % (2/193) nns xBernanuna u 0 % (0/90) ans miamebo y MalMeHTOB B
BO3pacTe 110 18 ner.

Connusocmo

Bo BpEMsA TCpallMU KBCTHAIIMHOM MOXKET OTMCYATBCA COHJIIMBOCTL W CBSA3AHHBIC C Helt
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CUMITOMBI, Halpumep, cenauus (CM. pa3iei «Hoésﬂr'ﬁiééE%%&%M?'HB?CIZ&QEQS&KHX

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

MCCIIEIOBAaHUSAX C yJaCTUEM MALMEHTOB C JICMPECCUE B CTPYKTYpe OHIOJISIPHOTO paccTpONCTBa,
COHJIMBOCTb, KaK IIpaBUJIO, pa3BUBajIach B TEUEHUE MEPBBIX TPEX AHEW Tepanuu. BripakeHHOCTh
JAHHOM HEXeJaTeNIbHOW peaKklud B OCHOBHOM Oblila HE3HAUMTENBHOW WM ymepeHHOH. [lpum
pPa3BUTUU BBIPAKEHHONW COHJIMBOCTH MAalMEHTaM C JAENPEcCHed B CTPYKType OUIOISPHOIO
paccTpoiicTBa MOTYT MOTPeOOBaTHCS 00JI€e YacThle BU3UTHI K Bpauy B TEUEHUE 2-X HEJNENb C
MOMEHTa BO3HUKHOBEHHUS COHJIMBOCTH WJIM JI0 YMEHBIICHUS BBIPAXXKEHHOCTH CHUMIITOMOB. B
HEKOTOPBIX CIIy4asiX MOXKET NOTpeOoBaThCsl MpEKpallleHNue TePAuu KBETHAITMHOM.

TIlayuenmui ¢ cepoeuno-cocyoucmolmu 3a001e6aHUAMU

Crnenyer coOnroaTh OCTOPOKHOCTh IPU HAa3HAUEHUM KBETHANMHA IallMEHTaM C CepJIe4HO-
COCYTUCTBIMH W  1EepeOpPOBACKYISIPHBIMH ~ 3a00JICBAaHUSIMU W JIPYTMMH  COCTOSIHHSIMH,
MpeipacrojaraiuMi K apTepuaibHoil runoteH3uu. Ha ¢gone Tepanuu KBeTHANIMHOM MOJKET
BO3HHMKAaTh OPTOCTaTHYECKas TUIIOTEH3MsS, OCOOEHHO BO BpeMsl THTPOBAaHMS J03bl B Hadaje
tepanuu. OpTrocTaTuyeckasi TUIMOTEH3US U CBSI3aHHOE C HEW roJIOBOKPYKEHUE MOTYT MOBBIIIATH
PHUCK CIIy9aifHOUW TpaBMBbI (MaieHus), 0OCOOCHHO y TAIMEHTOB IMOXKMIOTO Bo3pacta. Ilarmmentam
cienyer coOJoAaTh OCTOPOKHOCTH 1O TEX MOp, MOKa OHM HE aJanTUPYIOTCd K JIAaHHBIM
MMOTEHUMAJIbHBIM  HEXeNaTeJbHbIM  peakuusM. [Ipy  BO3HMKHOBEHMHM OPTOCTATHYECKOU
TUIOTEH3UH MOKET OTPeOOBaTHCSl CHUXKEHHUE 10351 WU 00Jiee MeAJIEHHOE €€ TUTPOBAaHHUE.
Cunopom anHos 6o cHe

VY nanueHTOB, NMPUHUMABIIMX KBETHUAIWH, ObLI OTMEYEH CHHIPOM arHod Bo cHe. Cremyer
coOII0AaTh OCTOPOKHOCTD MPU HA3HAYEHUM KBETHUANMHA MAI[MEHTaM, MOJIy4aloUIuM MpernaparTsl,
okasbiBaroliue yruerarwomee aeiictsue Ha LIHC, a Taxxke nanueHtram ¢ pakropamu pucka amHod
BO CHe (Hampumep, M30bITOUHAs Macca Tejla/0KUpEeHHe, MY>KCKON M0JI) UM C allHO® BO CHE B
aHaMHe3e.

Cyoopooicubie npucmynul

He BbIsIBIIEHO pa3ivuuii B 4acTOTE pPa3BUTHUS CYJOPOr y MALMEHTOB, IPUHUMABIINX KBETUAIIHH,
M Yy TMalMeHTOB, MNpUHUMABMIMX Mmiuane6o. OgHako, Kak ©W 0OpH  TEpanuud APYrUMHU
AQHTUIICUXOTHUYECKUMU  JICKAPCTBEHHBIMU  CPEICTBAMH,  PEKOMEHIyeTcs  CcOOmoaaTh
OCTOPOKHOCTh TpPH JICYCHUH MAIMEHTOB C HAJIMYHUEM CYJOPOKHBIX MPHUCTYIOB B AHAMHE3E
(cM. pazzen «ITobouHOE IeHCTBHEY).

Dxcmpanupamuorvle CUMNMOMbL

OtmedeHo yBennyeHne 4acToThl BO3HUKHOBEHUS DIIC y manueHToB ¢ Jenpeccueil B CTpyKType
OUIIOJISIPHOTO PACCTPOMCTBA MPHU MPHUEME KBETHAMMHA TI0 MOBOAY JACTPECCUBHBIX IMH30J0B IO
cpaBHEHHMIO ¢ Tu1ane6o (cM. paszaen «[loGouHoe neicTBHEY).

Ha q)OHC npueMa KBETHUAIIMHA MOKCET BO3HUKATHL AaKATHU3UA, KOTOpass XapaKTCpU3YCTCA
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HENPUATHBIM  YYBCTBOM  JBUIaTEJIbHOTO 6ecn01<017fgi;c1:,:'-l%&J&%@CQ{E&Q&%}' U

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

MPOSIBIIICTCS. HECMOCOOHOCTHIO TAIMEeHTa CHUACTh WM CTOATh Oe3 JBwkeHws. llpu
BO3HMKHOBEHHUH TIOJIOOHBIX CHUMIITOMOB HE CIIEAYET YBEIIMUUBATH 03y KBETHAIIMHA.

1lo30nsa5 ouckunesus

B ciydae pa3BUTHS CUMIITOMOB TIO3/IHEH TUCKWHE3UH PEKOMEHIYETCSI CHU3HTH JIO3Y IperapaTa
WIM TIOCTENEHHO ero OTMEHuTh (cM. pazmen «IloGouHoe neficTBhe»). CUMITOMBI TMO3IHEH
JTMCKUHE3WH MOTYT YCHIJIMBATHCS WM AK€ BO3HUKATH IOCIIC TIPEKPAICHIS PUeMa Ipenapara.
3noxauecmeennublll HelpoIenmudecKull CUHOPOM

Ha ¢one mpuema aHTHIICHXOTHYECKUX IMpENapaTroB, B TOM 4HCIE, KBETHAIMHA, MOXKET
pa3BUBATHCS 3JIOKAYECTBEHHBINM HeWposenTuueckui cuHapom (cMm. pazgen «I[lobounoe
neiictBue»). KiuHWYecKWe TMPOSIBICHUS CHHIpPOMA BKIIOYAIOT B CeOSl THIEPTEPMHUIO,
W3MCHCHHBI MEHTAIBHBIA CTATyC, MBIMICYHYI0 PHTHIHOCT, JIAOWJIBHOCTh BETETaTHBHOMN
HEPBHOM CHCTEMBI, YBCIIMYCHHE aKTUBHOCTH KpeaTHH(POCPOKHHA3pl. B Takux ciydasx
HE0OX0IMMO OTMEHHTH IMPUEM KBETHAITMHA U TTPOBECTH COOTBETCTBYIOIIEE JICUCHNE.

Taoicenas nelmponenus u azpanyioyumos

B kpaTkocpouHBIX TIale00-KOHTPOIUPYEMBIX KIMHHYECKUX HCCIEIOBAaHUSAX MOHOTEpaIuu
KBETHAIIMHOM HEYacTO OTMEYaINCh CIydaH TSDKEJIOM HEUTpONeHUU (KOJUYECTBO HEUTpo(duioB
< 0,5%10%1) 6e3 nadeknun. CooOIIanock 0 pa3BUTHH arpaHy/IONNTO3a (TAKeTas HEHTPOTICHHS,
acCOLIMMPOBAHHAsA C UWH(QEKUMsIMH) Yy TalHWEHTOB, IOJYyYaBIIUX KBETHAIMH B paMKax
KIIMHUYECKHUX HUCCIIeI0BaHUM (PEelKo), a TakkKe MPHU MOCTPETUCTPALIMOHHOM MPUMEHEHUH (B TOM
YHCIIe C JIETAbHBIM UCX0J0M). BOJBIIMHCTBO 3TUX CllydaeB TSXKEIONW HEUTPOIIEHUU BO3HHUKAIIO
yepe3 HECKOJIbKO MecCAlEeB IOocje Hayala Tepanuud KBEeTHAanMHOM. He ObLI0 BBISBICHO
no3o3aBucumoro ddgdekra. Jleiikonenus wu (WIM) HEUTPONEHHS pas3pemiagach IoCIe
MPEKpaIEHUs] TEparuyd KBETHANMMHOM. B03MOXXHBIM (DakKTOpOM pHUCKA ISl BO3HUKHOBEHUS
HEHUTPONEHUH SBISETCS MPEIIECTBYIONIeEe MOHMKEHHOE KOJIMYECTBO JIEHKOIMTOB U CIy4au
JIEKapCTBEHHO-UHAYIIUPOBAHHOM HEUTPOIIEHUU B aHAMHE3E.

Pa3Butne arpanynonuTo3a oTMeYald W y MaluMeHTOB 0e3 dakTopoB pucka. HeobOxomumo
YUUTBHIBATh BO3MOXKHOCTH PA3BUTHUS HEUTPOIEHUHM Yy MAalMEHTOB C HHQEKIueil, 0coOeHHO B
cllyuae OTCYTCTBHSI OYEBHJHBIX MpeApacroyiararomux (akTopoB, WM y TMAIHEHTOB C
HEOOBSCHUMOM JNHMXOPAAKOM; MNaHHBIX TMAIMEHTOB CJEAyeT BECTH B COOTBETCTBHH C
KIMHAYECKHMMU PEKOMEHANUAMU. Y MalMeHTOB ¢ KOJHM4YecTBOM Heifrpodumos < 1,0 x 10%n
MpHeM KBETHAlMHA CIeqyeT MpekpaTuTh. [lanmeHTa HEoOX0auMO HAOMIOIATh ISl BBISBICHUS
BO3MOYHBIX CUMIITOMOB HH(EKINH ¥ KOHTPOJIHPOBATh YPOBEHb HEUTPODUIIOB (110 MPEBBIICHHS

ypoBHs 1,5%10%).
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GCNEOOBATENIEHOCTE 0002)

o )
Bzaumooeticmeue ¢ opyeumu rexapcmeennHvimMu cpeocms

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Taxke cM. pazaen «B3zaumoaencTBie ¢ qpyruMu JIEKAPCTBEHHBIMU cpeAcTBaMuy». [Ipumenenue
KBETHAIMHA B KOMOWHAIIMHM C MOIIHBIMU WHIYKTOPAMH MUKPOCOMAaIbHBIX (PEPMEHTOB TECUCHH,
TaKUMH KakK KapOamasenuH ¥ (PeHUTOMH, CIOCOOCTBYET CHMKEHUIO KOHIICHTPAIIMU KBETHAITHA
B IUTa3Me€ KPOBU U MOXET YMEHbIIATh 3(PPEKTHBHOCTH Tepamuu KBeTHAanmuHOM. Ha3HaueHue
npenapara Ksernanun-Buan mnammeHtaMm, MOJNYYarolIuM HUHAYKTOPHl MHKPOCOMAJIbHBIX
(epMEHTOB TMEYEeHH, BO3MOXKHO JIMIIb B Ciydae, €CIM OXHJIaeMmas I0Jib3a OT Teparuu
mpenapaToM  MPEBOCXOJIUT  PUCK, CBS3aHHBIA €  OTMEHOM  Mpemapara-uHIyKTOpa
MHUKPOCOMaJbHBIX  (EepPMEHTOB  TedeHH. V3MeHeHue 1036l  MpernapaToB-UHIYKTOPOB
MHUKPOCOMaJIbHBIX (PEPMEHTOB TEUYEHH JOJDKHO OBITh MocTeneHHbIM. [Ipu HeoOxommmocTu
BO3MOXKHO WX 3aMEIIEHHE TpernaparaM, HE WHIYIHUPYIOIMIMMU MHUKpPOCOMAJIbHbIE (hEePMEHTHI
Me4YeHu (HanpuMmep, npenapaThl BaIbIIPOEBOI KUCIOTHI).

T'unepenuxemus

Ha ¢one npuema kBeTHanuHa BO3MOKHO Pa3BUTHE THIEPTIMKEMUH I OOOCTPEHHSI CaXapHOTO
nuabeta (B psale ciay4yaeB - C pa3BUTUEM KETOALM03a WM KOMBI, B TOM YHCIE C JIETAIbHBIM
HCX0JIOM) y MAIlMEHTOB C CaxapHbIM JuUabeToM B aHaMHe3e. PexomeHmyercs HabOmtoneHue 3a
ManueHTaMu, MOJyJYarollMMH KBETHAIIMH U APYrue HEUPOJENTHKY, IS BBISIBICHUS BO3MOMXHBIX
CUMIOTOMOB THIEPIIIMKEMHH, TaKUX Kak MOJUYypHs (yBeIMYEHHE KOJIMYECTBA BbIAEISEMOM
MOYH), OJTUAUIICHUS (TTATOJIOTHUECKH yCUJICHHAs KaXK/a), mojudarus (MOBBIMICHHBIN aIlleTHT)
u cinabocth. Takke pekomMeHayeTcs HaOMOJeHUE 3a MAllMeHTaMU C CaxapHbIM UabeToM U
nanueHTamMu ¢ (akropamMu pUCKa Pa3BUTHS CaxapHOTo AuadeTa JUIsl BBISABICHUS BO3MOKHOTO
yXyALIeHUus: KOHTposs riaukemuu (cMm. pasnen «Ilobounoe pgeiictBue»). Cienyer peryiaspHO
KOHTPOJMPOBATh Maccy Tena.

Cooeporcanue 1unuoos

Ha ¢one mnpuema kBeTHanmuHa BO3MOXKHO TIOBBIIICHHE KOHIIGHTPAIIMH TPUIIIHIIEPHUIOB,
xonectepuna u JIITHII, a Takxke cHmwkenne konuentpanuu JITIBII B mia3me kpoBu (cM. pasaen
«[Tob6o4HOE NEHCTBHEY).

Memabonuueckue HapyuieHus

VYBenuueHue Macchl Tena, MOBBIINIEHWE KOHIIEHTPALUU TIJIFOKO3bl W JIMIHJAOB B KPOBH Y
HEKOTOPBIX MAIIMEHTOB MOTYT MPHUBECTH K YXYIIIEHUIO METa0O0IM4ecKoro mnpoduis, dYTo
TpeOyeT COOTBETCTBYIOLIETO HAOMIOACHNUS.

Yonunenue unmepsana QT

He BBIsSIBIICHO B3aUMOCBSI3H MEX Y MPUEMOM KBETHAIMHA U CTOUKHUM MOBBIIIEHUEM aOCOMOTHOM
BenuuuHbl uHTepBasia QT. OgHako ymumHenue uatepasia QT oTMeuanoch Mpu nepeao3upoBKe

kBetnanuHa (cMm. pazgen «llepemosupoBkay). CrenyeT coOmOAaTh OCTOPOXKHOCTh TPHU
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

CepACYHO-COCYUCTHIMH 3a00JICBAaHMSIMUA U paHee OTMEYaBIIUMCS yuIMHeHHeM uHTepBaia QT.
Taxxe HEOOX0IUMO COOMIOIATh OCTOPOKHOCTh NPU Ha3HAYCHWH KBETHAIMHA OJHOBPEMEHHO C
npenapatamu, yuiMHsromuMu uHtepBan QTc, npyrumu HelposienTUKaMu, OCOOEHHO y JIUI]
MIO’KUJIOTO BO3pacTa, y MAlMEHTOB C CUHIPOMOM BpOXKJEHHOro ymiauHeHus uHtepBaia QT,
XPOHUYECKOH CEpIEYHON HEIOCTaTOYHOCTHIO, THUNEPTpoduell MUOKap/a, THIIOKAINEMHUEH WU
rUIoMaruueMueii (cM. paszaen «B3auMoieiicTBre ¢ IpyruMu JIEKapCTBEHHBIMU CPEIICTBAMUY).
Kapouomuonamus u muoxapoum

B Xone KIMHMYECKHX HCCIEAOBaHUW W B MOCTPETUCTPALMOHHOM NEpUOJAE OBLIU OTMEUEHBI
CIydau pa3BUTHS KapJIAOMHOTIATUM M MHOKApJWTa, OJIHAKO TMPUYUHHAS CBS3b C MPUEMOM
KBETHANMHA He ycTaHoBJeHa. ClielyeT OLIEHUTh 1IeJ1eCO00pa3HOCTh Tepallui KBETUAIIUHOM Y
MAIMEHTOB € MOJI03PEHUEM Ha KapIMOMHOIIATHIO MIIH MUOKAPIUT.

Taorcenvie KodCHbIE HedcenamebHble peaKyuu

[Ipn mpuMeHEeHWH KBETHANMHA COOOINAIOCh O PA3BUTHH THKEIBIX KOXKHBIX HEKEIATeITbHBIX
peakuuii, BKiIto4das cuHapoM CrtuBeHca-J[)KOHCOHA, TOKCHUYECKHUM SIUICPMAIbHBIN HEKPOJIH3,
OCTpBI TE€HEPATM30BAaHHBIM HSK3aHTEMATO3HBI IyCTyJe3, MYJIbTU(POPMHYIO JSpUTEMY U
JIEKAPCTBEHHYIO PEAaKIUI0 ¢ d03uHOPrmed u cucteMHbiME cumnToMamu (DRESS-cunapom),
KOTOPBIE SIBJISIOTCS MOTEHIHUAIBHO YTPOKAOIIMMU KU3HU HEXKEJIATEeIbHBIMHU JIEKapCTBEHHBIMU
peakiusMu. TspKenble KOXKHBIE HEXKeIaTelbHbIE PEaKIHH OOBIYHO TMPOSIBISIIOTCS OJHUM WIIU
HECKOJIbKUMHU M3 CIEIYIOIIUX CHMIITOMOB: OOHIMpHAsi KOXKHAasl ChIllb, KOTOpask MOXET ObITh
3yAsIed WIH COMPOBOXKIATHCS MOSIBICHUEM IYCTYII, SKC(HOJIMATUBHBIN AepMATHUT, JTUXOPAJIKa,
nuMmbaZeHonaTuss ¥ MOTeHIHalbHas 303uHOGUIMS Wi Heltpoduiuda. [Ipyu BO3ZHUKHOBEHUU
TSDKEJIBIX KOYKHBIX HEXKENIATENbHbIX PEAKINI IPUEeM KBETUANMHA CIEAYET IPEKPATUTh.

Ocmpuie peakyuu, csa3aHHble C OMMEHOU npenapama

[Ipu pe3koii 0OTMEHE KBETHANMHA MOTYT HAOMIOAAThCs CIEAYIOUINE OCTPbIE Peakiuu (CUHIPOM
«OTMEHBI»):  TOIIHOTa, pPBOTA, OECCOHHMIIA, TOJIOBHas 0ONb, TOJIOBOKPY)KCHHE W
paznpaxutenbHocTh. [lo3ToMy OoTMEHY mpenapata peKOMEHAYETCsl MPOBOAUTH MOCTEIEHHO B
TE€UEHUE, KAK MUHUMYM, OJTHON WX JIBYX HEJENb.

Henpasunvroe npumenenue u snoynompedierue npenapamom

bouin oTMedeHBI cllydyau HENpaBHIBHOTO MPHMEHEHUS U 3JI0YNOTPEONICHUS MpermapaToM.
Crnenyet coOmrogaTh OCTOPOKHOCTH MPH HAa3HAYEHWM KBETHANMHA MAI[MeHTaM MpU HaJIU4YWU B
aHaMHe3e 370YMOoTPeOICHH aTKOT0JIeM UITH JIEKApCTBEHHBIMU MTpemapaTamH.

Tayuenmsi nodxcunozo 6o3pacma c 0emenyuer

KBeTtnanun He mnoka3aH g JIeUE€HUsS IICMXO30B, CBS3aHHBIX C JAeMeHnueil. Hekoropsle

ATHUIINYHBIC HeﬁPOHCHTHKI/I B paHIOMU3UPOBAHHBIX HJIaI.[eGO-KOHTpOHpreMBIX HCCIICOOBAHUAX
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

MALMEHTOB C JeMeHIuel. MexaHu3M JaHHOIO YBEJIIMYEHHUS pUCKa HE U3y4eH. AHaJIOTMYHbBIN
PHUCK YBEJIIMYEHUSI YaCTOTHI LEPeOPOBACKYIIAPHBIX OCIOKHEHHH HE MOXKET ObITh MCKITIOUEH IS
IPYruX AHTHIICUXOTHYECKUX JIEKAPCTBEHHBIX CPEICTB WM JAPYrHX TPYHN IalHuEHTOB.
KBetnanuH 1ODKEH TNPUMEHATHCS C OCTOPOKHOCTBIO Yy TAIMEHTOB C PHUCKOM DPa3BUTHUSA
WHCYJbTA.

AHanu3 TpPUMEHEHHS AaTHIIMYHBIX HEWPOJIENITUKOB JUIA JICUYCHHS IICHMXO030B, CBS3aHHBIX C
JEMEHITMEeH y TalMeHTOB IIOKUJIOTO BO3PACTa, BBISBWI TOBBIIICHWE YPOBHS CMEPTHOCTH B
rpyIe NalreHTOB, MOyYaBIINX MpenapaTsl STON T'PYIIIbI, TI0 CPABHEHHUIO ¢ TPYNIION miaredo.
Kpome Toro, nBa 10-HenenbHbBIX IIALE00-KOHTPOIMPYEMBIX HCCIEIOBAaHUS KBETHANMHA Y
aHAJIOTMYHOM Tpymnnbl nanueHToB (n = 710; cpeanuii Bo3pacT: 83 roja; BO3pacTHOM Iuana3oH:
56-99 mer) mokazanu, YTO YPOBEHb CMEPTHOCTH B TPYIIEe MAaIMEHTOB, IPUHUMABIINX
KBeTHarnuH, coctaBui 5,5 %, u 3,2 % B rpynmne miane6o. [IpuuuHbI JIeTadbHBIX HCXOJIOB,
OTMEYEHHBIX Yy 3THX IAIMCeHTOB, COOTBETCTBOBAIN OKUJAEMBIM Uil AaHHOW momyisiiuu. He
BBISIBJICHO TPUYMHHO-CIICICTBEHHON CBSI3M MEXKAY JICUEHHEM KBETHAIMHOM H  PHCKOM
MOBBILIEHUS] CMEPTHOCTHU Y MOXKUJIBIX MAIIUEHTOB C JIEMEHIUEH.

Anmuxonunepeuuecxue (Myckapunonooobuie) 3¢hghexmol

HopkBeTnanuH, akTUBHBIH METa0OIUT KBETHANHMHA, O0JIATAaeT CPOJCTBOM (OT yMEpEHHOU
CTETNEHU 10 BBIPAKEHHON) K HECKOJIbKMM MOJATHUIIAM MYCKapUHOBBIX peuentopoB. C »TUM
CBSI3aHBl HEXeJNaTeJbHbIe JIGKAPCTBEHHBIE DPEAKIMH, OOYCIOBICHHBIE AHTHXOJUHEPTUYECKUM
JecTBHEM KBETHAIlMHA MPHU €ro NPUMEHEHUU B PEKOMEHJIOBAHHBIX J103aX WJIM B COUYETAHUH C
IPYTMMHU TpernaparaMy, OKa3bIBAIOIIMMHU aHTUXOJHUHepruueckue d5((deKTbl, a Takke Ipu
nepeno3upoBke. Cienyer coOa0AaTh OCTOPOKHOCTh MPU MPUMEHEHUH KBETHAIMHA COBMECTHO
c JIEKapCTBEHHBIMU CpeacTBamu, OKa3bIBAIOLIUMU AHTUXOJIMHEPTUYECKUE
(myckapuHononoOHbie) 3ddektel. Crnemyer coOMOAATH OCTOPOKHOCTH MPU HA3HAYCHHUH
KBETHANMHA MAlMEHTaM C 3aJIepP’KKOM MOYM WM C 33/IepPKKOM MOYM B aHaMHe3e, KIMHHUYECKU
3HAYUMOW TuUMepIia3uell MpeacTaTeIbHOM JKeNe3bl, KHUIIEYHOW HEeMpPOXOJUMOCThIO WU
POJICTBEHHBIMH  COCTOSIHMSIMM,  [OBBIIIEHHBIM  BHYTPUIJIa3HBIM  JIaBICHHEM  HIIU
3aKpBITOYTOJIbHOM TiaykoMol (cMm. pazgensl «®apmakoauHamukay, «lloGouHoe neiicTBue»,
«Ilepeno3upoBka» 1 «B3aumoeiicTBIe ¢ APYTUMHU JICKAPCTBEHHBIMU CPEJCTBAMUY).
Hapywenus co cmoponul neuenu

B cnydae pa3BuTHS KENTyXy MPUEM KBETHAIMHA CIETyeT MPEKPATUTh.

Hucghazus

Hucharus (cMm. pasznen «I[lobounoe aelcTBHE») M acnupauusi HaOMIOJATUCh IMPH TEPaNUH

KBCTHAIIMHOM.
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[IprunHHO-CIIEICTBEHHAS CBSI3b BO3HUKHOBEHUS acn%gh;dgg%%a'ﬁggj'ﬂvk)ﬂ% Tc:' ';IIBI;IrEi'VIOM

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

KBETHAIMHA HE ycTaHoBiieHa. OJHAKO ciexyeT COOM0aTh OCTOPOKHOCTHh MPH HAa3HAYCHUU
npenapara naueHTaM ¢ pUCKOM BO3HUKHOBEHHS aCIUPAIIMOHHON THEBMOHUMU.

Benosunas mpombosmbonus

Ha (¢one mpuemMa HEHpPOJENTHKOB OTMEUCHBI CIy9aW BO3HUKHOBCHHSI  BCHO3HOU
TpoMO03MO0IIH. [T0CKOJIBKY Y TTAIIMEHTOB, MPUHAUMAIOIIUX HEHPOJICIITUKY, YaCTO BCTPEUYAOTCS
(dakTopel pHCKa BEHO3HOW TpomMOOAMOOIMM, 1O HaYaJla HW BO BpEeMs TEpanuu
AQHTUTICUXOTHYECKUMU TIpernapaTraMu, B TOM YHCIE€ KBETHAIMHOM, CIIEyeT OLEHUTH (haKTOPHI
pHUCKa U PUHATH MPOPUTAKTUYECKUE MEPHI.

3anop u nenpoxooumocms KuuleyHuKa

3anop sBiseTcss (PaKTOpOM pHCKAa HEMPOXOAUMOCTH KuiieyHuka. Ha ¢doHe npumeHeHuUs
KBETHAIIMHA OTMEYaJd pa3BUTHE 3amopa W HEMPOXOJUMOCTH KHIIEYHHKA (CM. pazaen
«IToGo4yHOE meiCTBHE»), BKJIIOYAs CIIydal C JIETAJbHBIM HMCXOJOM Yy TMAIMEHTOB TPYIIIbI
BBICOKOTO pPHCKa HEMPOXOJAUMOCTH KHIIEYHWUKA, B TOM YHCJIE TOJYYaIOIMUX MHOXKECTBCHHBIC
COTYTCTBYIOIIIHE TIpEnapaThl, KOTOPhIE CHIDKAIOT MOTOPHUKY KHUIIIEYHHKA, AK€ MPH OTCYTCTBUHU
*ano0 Ha 3arop.

Ilanxkpeamum

B Xone KIMHUYECKHX HCCIEIOBAaHUM W B TMOCTPETUCTPALMOHHOM NEpUOAE OBLTU OTMEUYEHBI
Cllydau pa3BUTUSl NAHKpEaTUTa, OJHAKO IPWYMHHAsA CBA3b C NPUEMOM IIpenapara He
yCTaHOBJIeHa. B MOCTperucTpanyoHHbIX COOOMICHUAX YyKa3aHO, YTO Y MHOTHUX NallMeHTOB
MIPUCYTCTBOBAIU (PAKTOPBI pUCKA PA3BUTHUS TAHKPEATUTA, TAKUE KaK MOBBIIICHUE KOHIEHTPALUU
TpurauuepuoB (cM. moapazaen «Colep)kaHue JHUIMUIOB»), XOJIEIMTHA3 U YIOTpeOsieHue
AJIKOTOJIS1.

Jononnumenvnasn ungopmayus

Jlanable 00 OJHOBPEMEHHOM MPUMEHEHHHM KBETHANMHA C AUBAIBIIPOATOM WU JIUTUEM MpHU
OCTPbIX MaHUAKAJIbHBIX HNU30JIaX JIETKOM WM CpeIHEW CTENEeHU TAKECTU OrPaHUYCHBI.
OTmedeHbl Xopolias IePeHOCUMOCTh 3TOM KOMOMHHUPOBAHHOM TEpanuu U aJAUTUBHBIN 3 dekT
Ha 3-i Hellene Teparum.

BcnomoratenbsHbI€ BEIIECTBA

ITpenapar Ketnanuu-Buan conepxut nakto3y. JlaHHBIN JeKkapCcTBEHHbIN penapaT He cleayeT
IIPUHUMATh IIallMEHTaM C PEIKO BCTPEUAIOUIelcs HACIEACTBEHHON HENEPEHOCHUMOCTBIO

TaJJaKTO3blI, JIAKTa3HOM HEIOCTaTOYHOCTHIO MIIH IJIF0KO30-TaJaKTO3HOM Maﬂba6COp6HHeﬁ.
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(MOCNEOOBATENEHOCTE 0002)

Jletn 1 moapocTKH (B Bo3pacte ot 10 go 17 jer

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

KBetnanuH He nokasaH A NPUMEHEHUs y I€TEH U MOJAPOCTKOB B Bo3pacTe 10 18 jer B cBs3U ¢
HEJIOCTAaTOYHOCTHIO JAHHBIX IO NPUMEHEHUIO B 3TOM Bo3pacTHOM rpynme. [lo pesyinbpratam
KIIMHUYECKUX MCCIEI0BAaHUN KBETHANIMHA HEKOTOPbIE HEXKENAaTelIbHbIE PEaKLUUU (IIOBBILLIEHUE
anmneTuTa, NOBBILICHHE KOHLEHTpAalUU HpPOJaKTHHA B CHIBOPOTKE KPOBM, PBOTA, HACMOPK U
00OMOPOK) y AeTel ¥ TIOIPOCTKOB HAOIIOIAIH ¢ OOJIBIIICH YaCTOTOM, YeM Y B3POCIIBIX MAIIMECHTOB.
Hekortopeie HexenarensHble peakuuu (OIIC) y nerell M mOApOCTKOB MOTYT MMETh pa3HbIE
MOCJIEJICTBUSL 110 CPAaBHEHHUIO CO B3POCIBIMH MalUeHTaMU. Takke OTMEYEHO IOBBIIIEHNE
apTepHalIbHOTO JIaBJICHUS, HEe HaOII0AaBIIeecs y B3pOCIbIX NAllMEHTOB. Y JeTel U MOAPOCTKOB
TaKke HaOmoJanu M3MeHeHue (QYHKUMU IIMTOBUAHON >Keje3bl. BiusHue Ha pocTt, mosioBoe
CO3pEeBaHMUE, YMCTBEHHOE PAa3BUTHE U MOBEACHUYECKUE PEAKUUU MPHU UIUTEIHHOM MPUMEHEHUU
(Oonee 26 Henenp) KBeTHANIMHA HE M3Yy4ajoch. B miuane60-KOHTPOIMPYEMBIX UCCIEIOBAHUSAX Y
JeTel W TMOJPOCTKOB C MH30(peHUEH W MaHUEH B CTPYKType OHUIOJSPHOTO PacCTpOICTBA

yactoTa pa3suths D11C Obu1a BbIlIe MPU IPUMEHEHUH KBETHAIIMHA MO0 CPAaBHEHUIO C I1a1eto.

Bausinue Ha cOCOOHOCTH YNIPABJISITh TPAHCIIOPTHBIMHU CPeICTBAMM, MEXaHU3MaMHU

Bcenencrsue mnpeumymectBeHHoro Bo3zneictBus Ha [[HC, kBeTmanwH MOKET BIUSTh Ha
CKOPOCTh TICMXOMOTOPHBIX PEaKIUid W BBI3BIBATH COHJIMBOCTH. [l03TOMY B Tiepwon JeUeHHs
KBETHAIIMHOM TAIlUEHTaM HE pPEKOMEHAyeTcs paboTaTh ¢ MeEXaHH3MaMH, TpeOYIOIIUMU
MOBBIIICHHOW KOHIICHTPAIIMM BHUMAaHUS, B TOM 4YHCJIE HE PEKOMEHAYETCS YIpaBICHUE
TPAHCIIOPTHBIMU CPEJCTBAMHM, IMOKa HE OyJIeT yCTaHOBJICHA WHIUBUIyaJbHAs TEPEHOCHUMOCTH

TCpaIiniu.

®opma BBIILYCKA

TabneTku, MOKPHIThIC TNIEHOYHOU 000J104K0#, 25 Mr, 100 mr, 200 mr.

Tabnemxu 25 me:

[To 10 mnu 20 TaGneToK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IJICHKHU MOJTUBUHUIXIOPUIHON
1 GOJBIY ATFOMUHUEBOM N€YaTHOM JTaKMPOBAHHOM.

2, 3, 6 KOHTYpHBIX SYEHKOBBIX yMakoBOK o 10 Tabmetok mimu 1, 3 KOHTYpHBIE sUEHKOBBIE
yrnakoBKU 1o 20 TabieTOK BMECTE€ ¢ MHCTPYKLMEH MO NMPUMEHEHHIO MOMENIAIT B MauKy M3
KapToHa JUIsl NOTPeOUTEIbCKON Taphl.

Tabnemxu 100 me:

ITo 10 nnu 20 TabneToK B KOHTYPHYIO STUEHKOBYIO YIIAKOBKY U3 TUICHKH MOJMBUHUIXIOPHIHON
1 GOJBIY ATFOMUHHUEBOH MeYaTHON JTaKMPOBAHHOM.

2, 3, 6 KOHTYPHBIX SYEHKOBBIX yNakoBOK 1o 10 TaGmetok uinu 1, 3 KOHTypHbIE SUYEHKOBBIC
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yrnakoBKu 1o 20 TabieTOK BMECTe ¢ MHCTPYKLHUEH Hdmgpﬁ‘;@l‘g&&é‘ E%Méﬂﬁlg&-rﬁ' 'Eg{:ﬁ;;'/ u3

KapToHa JUII NOTPEOUTEIHCKON Taphl.

Tabnemku 200 me:

ITo 10 TabneTok B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY W3 IUICHKH TOJMBUHWIXJIOPUIHOW U
(GoJBIY AMIOMUHUEBOW TICUATHOH JTAKUPOBAHHOM.

2, 3, 6 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLMEH 110 IPUMEHEHHUIO TOMEIAIOT B

Ma4yKy U3 KapToHa JJIsl MOTPEOUTENBCKON Taphbl.

YcaoBust XxpaHeHust
[Ipu remnepatype He Bbiie 25 °C.

XpaHHUTh B HEAOCTYITHOM JIJIsI IETE€ MECTE.

Cpox rognoctu
3 rona.

He IMPUMCEHATH IO UCTCUCHUN CPOKA rOAHOCTH.

YciaoBus oTImycKa

OTmycKaroT Mo perenty.

Jep:xaTesib perucTpaiMOHHOr0 y10CTOBEPEHU s
000 «BHUAJI»
109316, Poccuiickas ®denepamus, r. MockBa, npoe3n OcramoBckuii, . 5/1, cTp. 2, 3Tax 6,

oduc Ne 571

IIpousBoaurtean
3akpeiToe akunoHepHoe 06mectBo «BUGUTEX» (BAO « BUOUTEX»)

Poccuiickas ®enepanuus, Mockosckas 06:., r. Cepnyxos, . O6onenck, tep. Ksapran A, 1. 14

Opranunsanusi, IPUHUMAOLIASA PETEeH3HU NOTPeduTeIeH

000 «BUAJI»

109316, Poccwuiickas ®eneparusi, . MockBa, npoe3n OctamoBckuii, a. 5/1, ctp. 2, atax 6,
oduc Ne 571

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

e-mail: PV@vial-pharm.ru
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