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10 MEJIULIMHCKOMY TTPUMEHEHUIO JTEKAPCTBEHHOFO'HPEMTATATA
(MOCNEOOBATENBHOCTE 0003)

KBernanun Kanon Ilposionr

PerncrpanuoHHblii HOMep:

Toprosoe nHanmenoBanue: Ksetunanud Kanon [Ipononr

MexayHapoaHOe HEMATEeHTOBAHHOE HAUMEHOBAHM e KBETHAIIUH

JlekapcTBeHHast ¢opma: TaOIETKH NPOJIOHTHPOBAHHOTO JEHCTBUSA, MOKPHITHIC IICHOYHOM
000JI0UKOH.

Cocras

JlosupoBka 150 mr

1 TabneTka MPOIOHTUPOBAHHOTO ICHCTBHSI, TOKPHITAS TNICHOYHOH 000I0YKOM, COIEPIKUT:
Heticmeyrowee sewjecmeo: kBetuanuHa (ymapaTr (KBeTHanuHa remudymapar) 172,69 wr, B
nepecuere Ha kBeTuanuH 150 mr.

Bcnomozamenvuvie ewjecmsa. runpomerioza 2208 (ruapOoKCHIIPOTUIMETHIIIEI0N03a 2208)
143,00 mr, makTo3bl MOHOTUApAT 56,75 Mr, maraus creapar 7,80 mr, Hatpust uutpat 70,01 wmr,
EJUTI0NI03a MUKpOKpucTaumdeckas (tum 101) 69,75 mr.

Cocmas naenounou obonouku: Omnanpaii |l 85F205008 cuumii 16,00 mMr, B Tom uucie:
noMBUHUIOBBIA ciiupT 6,400 mMr, Makporos (MOMMATHICHIIMKONb) 3,232 Mmr, Taabk 2,368 wmr,
tuTana auokcua 3,280 wr, kpacutens wuHauUrokapmMuH 0,688 wMr, KpacuTenb KpacHBIHA
ouapoBaTenbHbIi 0,032 mr.

Jlosuposka 200 mr

1 TabneTka MPOJIOHTUPOBAHHOTO AEHCTBHS, MOKPHITAs MIIEHOYHOH 000I0UKOM, COAEPIKUT:
Heticmsyrowee sewjecmeo: kBeTnanuHa ¢ymapar (kBernanuHa remudymapar) 230,26 mr, B
nepecuere Ha kBeTuanuH 200 mr.

Bcnomoeamenvhoie seujecmsa: runpomerioza 2208 (ruapokcunponunmeruiiesiitonoza 2208)
165,00 mr, nakto3sl MoHOTUApAT 52,87 Mr, marHus creapat 9,00 mr, Hatpust uutpat 75,00 wmr,
EJUTI0NI03a MUKpOKpucTaumdeckas (tum 101) 57,87 wmr.

Cocmas nnenounou ob6onouxu: Omampair Il 85F205008 cwamit 18,00 Mr, B TOM umcIie:
NONWBUHUIOBBIN crupT 7,200 mr, Makporous (MOJUATUICHINIUKONE) 3,636 Mr, Tanbk 2,664 wr,
tuTaHa guokcua 3,690 wmr, kpacutenb wuHaurokapmuH 0,774 wMr, KpacuTellb KpacHBIN
ouapoBatenbHbii 0,036 mr.

Jlo3upoBka 300 mr

1 TabreTka MPOJIOHTUPOBAHHOTO JIEHCTBUS, OKPHITAs IIIEHOYHONH 000JI0UKON, COJIEPIKHUT:
Heticmeyrowee sewjecmeo: kBeruanuHa ¢ymapaT (kBeTHanmuHa remudymapar) 345,38 wr, B

nepecyere Ha kBetuanuH 300 mr.
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Bcnomocamenvhvie sewecmea: rutipomeniosa (2208 (rﬁ%&%%ﬁ%%%%ﬁ&@%ﬁ%)

205,79 mr, KpeMHHS TUOKCHI KOJUTOMIHBIA 3,75 mr, makTo3sl MoHOoTHapar 38,06 mr, MarHus
creapat 13,50 mr, marpus murpar 90,00 mr, memmono3a Mukpokpuctammmdeckas (tum 101)
53,52 mr.

Cocmas nnenounou obonouku: Omnanpaii |l 85F205008 cuuwmii 23,00 mMr, B TomM uyuce:
noMMBUHUIOBEIN cupT 9,200 mr, Makporos (MOJMATWICHIIIUKONE) 4,646 mr, Tansk 3,404 wr,
tutaHa auokcun 4,715 wmr, kpacutenbs wunHaurokapmud 0,989 wmr, kpacutenb KpacHbIN
ouapoBatenbHbii 0,046 mr.

Jlosuposka 400 mr

1 TabneTka MPOJIOHTUPOBAHHOTO ACHCTBHS, OKPHITAs TNICHOYHOH 000I0YKOM, COIEPIKUT:
Heticmsyrowee eewecmeso.: kBetnanuHa (ymapar (kBernanuHa remudymapar) 460,51 mr, B
nepecuere Ha kBetuanuH 400 mr.

Bcnomozamenvuvie ewjecmsa: runpomenioza 2208 (ruapoKCHIIPOIUIMETHIIIEILII0N03a 2208)
246,86 mr, xpemHus quoKcHa KoyutounHblid 4,50 Mr, makTo3sl MOHOTHApAT 26,74 Mr, MarHus
creapat 16,01 mr, matpus nutpar 100,00 mr, nemrono3a MuUKpokpuctandeckas (tum 101)
45,38 wmr.

Cocmas nnenounou obonouku: Omnanpaii |l 85F205008 cuuwmii 28,00 Mr, B TomM uucie:
nonuBUHUIOBEIN crupT 11,200 Mr, Makporon (MOJUATHICHTIIMKONB) 5,656 mr, Tanbk 4,144 wr,
TUTaHa auokcuna 5,740 wr, kpacutenb wuHAUrokapmMuH 1,204 wMr, KpacuTelb KpacHBIHA
ouaposarenbHbiid 0,056 mr.

Onucanue

TabneTku Kpyrible ABOSIKOBBINMYKiIbIe (H03upoBKH 150 Mr u 200 wmr); TaOaeTKu OBaJIbHbBIE
JIBOSIKOBBINTYKJbIe (103upoBKH 300 Mr m 400 Mr), HOKpBITbIE MJIEHOYHOH O0O0JIOUKOW CHHEro
nBeta. Ha monepeuHoM paspese — sApo MouTH OesIoro 1BeTa.

dapmakoTepaneBTHYECKasi TPYNIA: ICUXOTPOITHBIE CPEICTBA; AHTUIICUXOTUYECKHE CPECTBA;
JTMa3eTMHBI, OKCA3eTIMHBI, THA3ETINHBI U OKCETTHHEI.

Koa ATX: NOSAHO04

DapMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuka

KBeTnanuH sBNsieTCS aTHINYHBIM aHTHIICHXOTHYECKUM TIpenapaToM. KBeTHanH 1 ero akTHBHBIN
MeTabonmuT N-Je3alKUIKBETHANNH (HOPKBETHAMH) B3aUMOJIEHCTBYIOT C IIMPOKHM CIIEKTPOM
HEHPOTPAHCMUTTEPHBIX PELENTOPOB TOJIOBHOrO Mosra. KernanuH u N-ae3aIKMIKBETHAMH
HPOSIBIIAIOT BEICOKOE cpoacTBO K SHT2-ceporonnHoBBIM perienitopaM U D1- u D2-1ohamMuHOBEIM
perenTopaM rojOBHOIO MO3ra. AHTaroHHW3M K YKa3aHHBIM pelenTopaM B COYETaHMM ¢ Ooliee

BBICOKON ceneKTUBHOCThIO K SHT2-cepoToHMHOBBIM pernentopaM, yeM K De-nmodamuHOBBIM
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YacTOTY Pa3BUTHs SKCTpanMpaMUIHBIX HEXKeENaTeNbHbIX peakuuil. KBernanuH He oOnagaer
CPOACTBOM K TIEPEHOCYUKY HOpagpeHaIMHa W o0JiamaeT HU3KUM cpoiacTBoM K SHTia-
CEpOTOHMHOBBIM PELENTOpPaM, B TO BpeMs Kak N-/1e3alKIIKBETHAIIMH IPOSIBIIAET K HUM BBICOKOE
cpoacTBO. MIHrnOupoBaHue NnepeHocyrKa HOpaJipeHaaHa U YaCTUYHBIA aroHU3M B OTHOLIEHUU
SHTA-CepOTOHMHOBBIX  pELENTOPOB,  MposiBiAsieMble  N-JE3IKWIKBETUANMHOM,  MOTYT
oOyciaBnuBaTh aHTHUJEIIPECCUBHOE JAEWCTBHE IpenapaTa KeeruanuHa. KsertmanmH u  N-
JIe3JIKMIIKBETHAINH 00J1a1al0T BHICOKUM CPOACTBOM K TMCTAMUHOBBIM U 0l1-aJpEHOPELENTOpam
U YMEPEHHBIM CPOJCTBOM I10 OTHOILLEHMIO K O2-aapeHoperentopaM. Kpome Toro, KBeTuamnut He
oOmamaer win o0agaeT HU3KUM CPOJICTBOM K MYCKapMHOBBIM peEILeNTopaM, B TO BpeMs Kak
N-1e3alKUIKBETHAIIMH MPOSIBISIET YMEPEHHOE UM BBICOKOE CPOJCTBO K HECKOJIBKUM MOATUIIAM
MYCKAapHHOBBIX PpELENTOPOB, C KOTOPbIM MOTYT OBITh CBsi3aHbl AHTHXOJMHEPTUYECKUE
(MyckapuHONOA00HBIE) dPPEKTHI.

B cranpmapTHBIX TecTax y JKMBOTHBIX KBETHAIMH IMPOSIBJISAET aHTUIICUXOTHUECKYIO aKTHUBHOCTb.
VYaensHblit BKiIag Metabonmuta N-me3aikuikBeTHanuHa B (apMaKOJIOTHYECKYI0 aKTHBHOCTD
KBETHAIMHA HE YCTAHOBJICH.

PesynbTarel u3yueHus skcrpanupamMugHbix cuMOToMoB (OIIC) y KMBOTHBIX BBISBUIM, YTO
KBETHAIHMH BBI3BIBACT CIa0yI0 KaTaIEIICHIO B 103aX, 3G dexTuBHO Onokupyromux D2 perentopsr.
KBeTnanuH BbI3bIBAa€T CEJIEKTUBHOE YMEHBIIEHHE aKTHMBHOCTU Me3onnMmOudeckux Al0-
noaMuHEpruyeckux HEWpPOHOB B  CpaBHEHMH C A9-HUTpOCTpUATHBIMM  HeHWpoHamy,
BOBJICYEHHBIMU B MOTOPHYIO (DYHKIIMIO.

B kpaTtkocpouHoM (9-HenenbHOM) HCCIIEIOBaHUM Y TAIIUEHTOB 0€3 JEMEHIIMH B BO3pacTe oT 66
1o 89 net (19 % nanuentoB ObuM cTapuie 75 JeT) ¢ OOJIBIINM JENPECCUBHBIM PacCTPOMCTBOM
KBeTHANMH B J103ax oT 50 Mr 10 300 Mr B CyTKH (103y IOJOMpAU ¢ Y4€TOM HNEPEHOCUMOCTH U
KJIMHUYECKOTO OTBETa, CpPEeAHsAs CYTO4YHas J03a mpenapara cocraBwia 160 Mr) ymeHbIIan
BBIPAKEHHOCTh CHUMITOMOB jenpeccun mo mkaire MADRS (Montgomery-Asberg Depression
Rating Scale, Illkama omenku genpeccun MoHTromepu-Acbepra) (CpeaHeKBaaApaTHIHOE
u3MeHeHue - 7,54) no cpaBHeHMIO ¢ Tuianedo. 3a uckimodyenneM yactorsl JIIC, nepeHocUMOCTh
KBETHANMHA NpU TpUEME OJWH pa3 B CYTKM Yy HOXKHWIBIX IalMEHTOB OblIa COMOCTaBHMa C
MEPEHOCUMOCTBIO Y MalieHToB B Bo3pacte 18-65 net. Yactora OIIC u yBenuueHus: Macchl Tena
y CTaOWIbHBIX MAllMeHTOB C IIH30(peHueil He BO3pacTaeT MNpU JUIUTEIbHOW Tepanuu
KBETHUATMHOM.

B uccrenoBaHusx ~— 0OJBIIOTO  JEMPECCHBHOTO  pAcCTPOMCTBA MO KPUTEPUAM
DSM-1V (Diagnostic and Statistical Manual of Mental Disorders (4th ed.) - CrpaBo4HHK 11O

JUAarHOoCTUKE U CTATUCTHKE IICUXUYCCKUX paCCTpOﬁCTB, 4-¢ I/ISJIaHI/Ie) HE Ha6n}0)1an1/1 TIOBBIIIICHUA
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(bopMBI KBETHANKHA 10 CPABHEHUIO C TUIAIEe00.

B nByx KpaTKOCpo4HBIX (6-TM HEAEIbHBIX) HCCIEIOBAaHUAX KOMOWHUPOBAHHOM Tepamnuu
JIEIPECCUBHOIO 3MM30/1a IPOJOHIMPOBAaHHONW (GOpMbI KBeTHanuHa B jgo3e 150 Mr/cytku u
300 wMr/cyTkm ¢ aMUTPUNTWIMHOM, OYIpPONHMOHOM, LUTAJIONPaMoOM, [JTYJIOKCETHHOM,
ACHUTANONPAMOM, (IIYOKCETHHOM, IapOKCETHHOM, CEPTPAJMHOM WM BEHJIAPAKCUHOM Y
NAIMEHTOB C CyOONTHMAJbHBIM OTBETOM Ha MOHOTEPANMIO AHTHJICIPECCAHTOM IIOKAa3aHO
VIy4IIEHHE CUMITOMOB jenpeccuu 1o 1mkaie MADRS (cpenHekBagpatudHOe H3MEHEHUE
2-3,3 Gau1a) 0 CpaBHEHMIO C MOHOTEpANUel aHTUAEIIPECCAHTOM.

DapmakoKunemuxa

KBernanuH Xopomo BcCachlBa€TCs U3 IKEIYJOYHO-KUIIEYHOTO TpakTa. MakcumanbHas
KOHIIGHTpalusi KBeTHanuHa M N-JIe3aJKWIKBETHAllMHa B IUIa3M€ KPOBU JIOCTUTAETCs
npuOJIM3NUTENIBHO uYepe3 6 YacoB Iocie IpueMa IPOJIOHTUPOBAHHOM (OpMBI KBETHAIMHA.
PaBHOBecHass MoJsipHasT KOHLEHTpalus AakKTUBHOrO Merabonuta N-Ae3aKWIKBETHAIMHA
cocraBisieT 35 % OT TaKOBOW KBETHAIMHA.

dapMakOKMHETUKA KBeTHANMHA U N-Ie3aJIKWIKBETHANHA JMHEHHAs: U HOCUT J10303aBHCHMBIN
xapakTep npu npueme B g03e 10 800 Mr oJuH pa3 B CyTKH.

[Tpu npueme MpoIOHTUPOBAHHONW (OPMBI KBETHAIMHA OJUH Pa3 B CYTKH B J103€, SKBUBAJICHTHOMN
CYTOYHOH J103€ IpenapaTa, IpUHUMAeMoOl 3a J1Ba pueMa, HabII0Jalu CXOIHbIE IJIOAAN M0
KPUBBIMHU 3aBUCUMOCTH KOHIIEHTpauuu oT BpeMeHHu (AUC), HoO MakcHUMasbHas KOHLEHTpAIHs B
mia3Me (Cmax) Obu1a Ha 13% Menbine. Benmrmunaa AUC merabonuta N-ae3aikuiikBeTHaHa Oblta
Ha 18% wmeHbI1IE.

HccnenoBanus BIMSHUS NpUEMa MUILKM HA OMOAOCTYIHOCTh KBETHANIMHA MOKA3aJld, YTO MpPUEM
IUIIA C BBICOKMM COJEP’KAHUEM KUPOB NPUBOAUT K CTATUCTHUUECKU 3HAYMMOMY YBEIUYECHHIO
Cmax 1 AUC 11711 TposIOHTHpOBaHHON (OpPMBI NpernapaTa KBeTHanuHa — npuoausurtesnsHo Ha 50%
u 20%, cooTBeTcTBEHHO. [IpHem nuiy ¢ HU3KUM COJIep)KaHUEM KHUPOB HE OKa3bIBal 3HAYMMOIO
BausiHUS Ha Cmax u AUC kBerunanuHa. PexkomenayeTcss nNpUHMMATh KBETHAlMH B
MPOJIOHTUPOBAHHOM (popMe OJIMH pa3 B CYTKH OT/EIBHO OT €[Ibl.

[TpubnuzurensHo 83% KBeTHANMHA CBSA3bIBAETCS C OeNKaMU IJ1a3Mbl KPOBH.

VYcranosneno, uto CYP3A4 sBnsercs KIOYeBBIM H30(pEPMEHTOM MeTaloJiM3Ma KBETHAIMHa,
ornocpenoBaHHOro 1uToxpoMoMm P450. N-nezankuiakBeThanuH oOpasyeTcss € ydacTHEM
uzodpepmenta CYP3A4.

KBetnanus u HeKOTOpbIe ero MeTaboauTH (BKiIr0Yast N-1e3aJKUIKBETHAIINH) 001a/1at0T c1aboi
WHTUOMPYIOIEH aKTUBHOCTHIO TI0 OTHOIICHHIO K m3odepMeHTaMm 1uroxpoma P450 1A2, 2C9,

2C19, 2D6 u 3A4, HO TOJBKO MpPU KOHILEHTpaluu, B 5-50 pa3, NpeBbIIIaONIel KOHLIEHTPALNH,
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OcHOBBIBasiCh Ha pe3yibTaTax IN Vitro, He clexyeT OKUAaTh, OAHOBPEMEHHOE MPHMEHCHUE
KBETHAIIMHA C APYTUMU MpenapataMu MPUBEIET K KIMHUYECKHU BbIPAKEHHOMY MHIMOMPOBAHUIO
MeTaboIM3Ma IPYyTuX JEKapCTBEHHbBIX CPECTB, ONTOCPEI0BAaHHOTO LIUTOXpoMoM P450.
[Tepuon nonyBsiBeeHNs KBeTHanuHa U N-/1€3alKHMIKBETHAIIMHA COCTABIIsAET 0KOJIO 7 U 12 Yacos,
COOTBETCTBEHHO. B cpennem menee 5% MosipHO# 10361 ()pakiuu CBOOOJHOTO KBETHANWHA U
N-Ie3aNKuIKBEeTHATIMHA TUIA3MBI BBIBOIATCS ¢ Mo4oi. [lpubmmsurensHo 73% KkBeTHanuHa
BBIBOJIUTCSL ¢ MOouol U 21% c ¢dekanusmu. KBetnanun akTUBHO METa0OIU3UPYETCS B MEUEHHU,
MeHee 5% KBeTHallMHA HE IMOJBepraercs MeTaOoJM3My U BBIBOJUTCS B HEU3MEHEHHOM BHJIE
MOYKaMH WM ¢ (QEKATHUAMHU.
Paznuunii papmMakOKMHETHYECKUX MTOKa3aTeNel y My>KUMH U )KESHIIHH HE HAOII0JaeTCsl.
CpenHuii KIMpEeHC KBETHANMHA Y MOKUIIBbIX nmanueHToB Ha 30-50% MeHblle, ueM y MaiueHToB B
BO3pacte ot 18 g0 65 ner.
Cpennuii mia3MeHHbIN KIMPEHC KBETHAMHA CHUKACTCSI IPUOIM3UTENBHO Ha 25% y manueHToB
C TSKEJIOH MOYeYHON HeI0CTaTOYHOCTHIO (KIMpeHe KpearnHuHa Menee 30 mu/mun/1,73m?%), HO
UH/IMBU/yaJIbHbIE TI0Ka3aTeNld KIMpPEHCa HaXOJATCsl B IpeleNnax 3HA4YeHUM, BBIABJICHHBIX Y
3JI0POBBIX JOOPOBOJIBLIEB.
VY NanueHToB ¢ MEYEHOUYHOM HEJO0CTATOYHOCTHIO (KOMIIEHCHPOBAHHBIN AJIKOTOJIBHBIA LUPPO3)
CpeIHUM IUIa3MEHHBIN KJIMPEHC KBETHMAlMHa CHIKeH npubinsurenbHo Ha 25%. Ilockonbky
KBETHANlMH MHTEHCHUBHO MeTaboyM3upyeTcss B TI€YeHH, Yy TMalUeHTOB C IE€YEHOYHOU
HEJO0CTaTOYHOCTBIO BO3MOXKHO IIOBBIIIEHUE IUIA3MEHHOM KOHUEHTPAllMU KBETHUAIIMHA, YTO
TpeOyeT KOPPEKIIUHU JO3BI.
IToxa3anusi kK NPUMeHEHUIO
Iu3odpenus, BKIOYast:
— NpO(PUIAKTUKY PELUAUBOB Y CTAOMIIBHBIX MTALlUEHTOB.
bunosnspHbie paccTporcTBa, BKIIOYAs:
— YMEpeHHble U TsDKENble MaHMAKAJIbHBIE OSNHU30bl B CTPYKTYype OHUIOISPHOIO
paccTpOMCTBA;
— TSDKEIbIe AMHU30/IbI ACTIPECCHH B CTPYKTYpe OUIOISIPHOTO PacCTPONCTBA,
— TpoUIAKTUKY PELUIUBOB OUIOJSPHBIX PACCTPONCTB y MAI[MEHTOB C MPEIIECTBYIOIEH
3¢ dexTHBHON Tepamueil KBeTHAllMHOM MaHUAKaJIbHBIX WM JETPECCHUBHBIX SMU30/0B B
CTPYKTYp€ OMIIOJIIPHOTO pacCTPONCTBA.
JlenpecCuBHBIN 3U30/;
— KOMOMHMpOBaHHas Tepamnusi TpU CyOONTHMAaJIbHOM OTBET€ Ha MOHOTEPAIHUIO

AHTHJICTIPECCAHTOM.
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IIporuBonokazanus

— TUIEPYYBCTBUTEIHLHOCTD K KBETHAMUHY U (WJIH) K JIFOOOMY M3 BCIIOMOTATEIILHBIX BEIIECTB,
MePEUMCIICHHBIX B COCTaBE Mperapara,

— PEIKO BCTpEUArOIasiCsl HACIEICTBEHHAS! HETIEPEHOCUMOCTD TaJIAKTO3bI, NEDUITUT JTaKTa3bI
WIIY TIIIOKO30-TaJlaKTO3HAsl MallbabCcopOIs;

— OIHOBPEMEHHOE TIPUMEHEHHWE C UuHTrHOuTOpamMu I1uToxpomMa P450, takumMu Kak
MIPOTUBOTPUOKOBBIC TIPENapaThl TPYIIIBI A30JI0B, 3PUTPOMUIINH, KIIAPUTPOMHUIIMH U HE(a30/10H, a
TaK)Ke C HHTUOUTOPAMH MTPOTEas.

C 0CTOpPOKHOCTHIO

VY ManueHToB ¢ CepACYHO-COCYUCTHIMU U IIEPeOPOBACKYIISIPHBIMU 3a00JIEBAHUSAMHU WIH APYTUMU
COCTOSIHUSIMHU, TIPEIpaclojiaralolliiMi K apTepUalbHOM THUIOTEH3UHU; TIOXKUIION BO3pacT,
MeYeHOYHAass HEJ0CTaTOYHOCTh, CYJAOPOKHBIC MPUIIAJIKK B aHAMHE3€, PUCK Pa3BUTUSI UHCYJIbTA U
acUpaliOHHONW THEBMOHHH.

I[IpumeHenne npu 6epeMEeHHOCTH M B MIEPUO/I I'PYAHOI0 BCKAPMJIUBAHUSA

bezonacHoCTh 1 3 PEKTUBHOCTH KBeTHANTHA Y O€PEMEHHBIX JKEHITUH HEe YCTaHOBIICHBI. [ToaTOMY
BO BpeMsi OEpEeMEHHOCTH KBETUANMH MOKHO IMPUMEHSATh TOJBKO B TOM CJIy4yae, €Ciu OXKHaaemast
MOJIb3a JUIsl MAaTE€PH OMPABJIBIBACT MOTSHIIMATBHBIN PUCK AJIS TUIOAA.

[Ipy mpUMEHEHUWH aHTUIICUXOTHUYECKHX IpEenapaToB, B TOM 4YHCIIE KBETHANIMHA, B TPEThEM
TpuMecTpe OEpEMEHHOCTH y HOBOPOXICHHBIX TMOSBISETCS PHUCK PA3BUTHS HEXKEIATEIbHBIX
peakuuii (HP) pazHoii creneHu BbIpaXX€HHOCTH U AUTENbHOCTH, BKIto4ast DI1C u (nau) cuaapom
«otMeHbl». Coolmanoch 0 BO30YXACHUH, TUNEPTOHUH, TUIIOTOHUHU, TPEMOpPE, COHJIMBOCTH,
pecnupaTopHOM JMCTPECC-CUHAPOME WM HApYLICHUSIX KOpMJEHHUS. B CBs3uU ¢ 3TUM ciemyer
THIATEHFHO HAOTIOIATh 32 COCTOSTHUEM HOBOPOKICHHBIX.

Ony6iuKoBaHBl COOOIIEHUST 00 KCKpElMU KBETHUANMHA B TPYAHOE MOJIOKO, OJIHAKO CTETEeHBb
OKCKpEIMU He YyCTaHOBJIeHa. JKeHIMHaM HeoOXOIMMO pEKOMEHA0BaTh H30erarb TPYAHOTO
KOpPMJIEHUS BO BpeMsl ITpreMa KBeTHalHa.

Cnocod npuMeHeHHs U 103bl

Jleuenue wuzogpenuu, ymepemHulX U MANACENLIX MAHUAKATLHBIX INU30008 8 CMPYKMype
OUNoNAPHO20 paccmpoicmea

[Ipenapar Ksernanun Kanon I[IposioHr cneayer mpuHuMaTh HE MeHee ueM 3a | yac 10 mpuema
TTHTIH.

CyrouHasi 103a JJi MEPBBIX 2-X CYTOK Tepamuu coctaBiser: 1-e cytku — 300 mr, 2-€ cyTku —
600 mr. PexomeHmoBaHHasi CyTo4Has 1o3a coctaBisieT 600 Mr, oJHAKO TpU HEOOXOIUMOCTH
MoxkeT ObITh yBenmuueHa 10 800 wmr/cyr. B 3aBucumoctu OT kimHHYeckoro s¢dexkra u

VHIUBUYAJIbHON MEPEHOCUMOCTH MAIlMEHTOM, J103a MOKET BapbUpoBaTh B npeaenax ot 400 mr
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1o 800 mr B cyTku. J{ys moanepKuBaoei Tepqnuu it itso Pt HeTpecyetch koppekium

JI03BI TIOCJIE KYITUPOBAHHS 0OOCTPEHHS.

Jleuenue snu30008 denpeccuu 6 cmpykmype OUnosApHO20 paccmpoucmea

IIpenapar Keernanun Kanon [IposoHT ciienyeT npuHUMAaTh Mepel CHOM.

CyrtouHas 103a JUis MEepBhIX 4-X CYTOK Tepanuu coctaBisier: 1-e cytku — 50 Mmr, 2-€ CyTKu —
100 mr, 3-u cytku — 200 mr, 4-e cytku — 300 Mr. PekomenioBaHHasi CyTO4YHas Jj03a COCTaBISAET
300 mr. B 3aBHUCHMOCTH OT KJIMHHYECKOTO 3(dexra m MHIMBUAYATBHOW NEPEHOCUMOCTH
MAIMEHTOM J103a MOKeT ObITh yBenuueHa qo 600 mr. [IpeumymiectBa nmpuMeHeHUs MpemnapaTa
Ksernanun Kanon Ilposnonr B cyrounoit go3ze 600 mr, 1o cpaBHeHuto ¢ 300 mMr, HE BBISIBJIICHO.
[Tpenapar Keetnanun Kanon Ilpononr B po3e, npesbimatomieii 300 mMr, 10JKEeH Ha3HAYaTbCs
BpauoM, UMEIOLIUM OIIBIT TEpAK OUIOJIIPHBIX PACCTPOMCTB.

Ilpogpunaxmuxa peyuousos OUNONAPHBIX PACCMPOUCME Y NAYUEHMO8 C npeoulecmsyroujet
aghghexmuenoli mepanuell KEeMUANUHOM MAHUAKAIbHLIX UIU OeNpecCUBHbIX SNU30008 8
cmpyKkmype OunoiapHo20 paccmpoucmea

Jiis mpopunakTHKK penUANMBOB MAaHUAKAIBHBIX, JICTIPECCUBHBIX M CMEIIAHHBIX SMH30]I0B IPU
OHMMOJSPHBIX PACCTPOMCTBAX MAIMEHTaM C MOJOXKUTEIBHBIM OTBETOM Ha JICUEHHUE IMpernapaToM
Kseruanun Kanon [IponoHr, crieayer npoAokaTh TEPAIUIO B TAKOH K€ CYyTOYHOM J03€, KaK U B
Hayasie Tepanuu. Ksernanua Kanon [Iposionr cienyer npuHuMaTh nepes cCHoM. B 3aBucumMocTt
OT KJIMHUYECKOro 3(p¢eKra U MHAUBUAYAIbHON MEPEeHOCHMOCTH NAI[MEHTOM, CYTOYHas J103a
MOXeT BappupoBaTh B mpezaenax oT 300 mr mo 800 mr. [lns moaaepkuBarouiell Tepanuu
pEKOMEH/IyeTCsl MPUMEHATh MUHUMaJIbHYIO (G (eKTUBHYIO 103y npenapata Ksernanun Kanon
IIposoHr.

Kombunuposannas mepanus oOenpeccuénozo >nu3z00a npu cyOONMUMAILHOM omeeme Hda
MOHOMEPANuIO aHmMuoenpeccanmom

[Tpenapat Keetnanun Kanon IIposoHr cieayer npruHUMaTh IEpes] CHOM.

CnenyeT nmpUMEHSITh MUHUMaJIbHYIO 3(()EKTUBHYIO /103y, HaunHas Tepanuio ¢ 50 Mr B CyTKH.
CyrtouHas 103a cocTaBigeT: 1-e u 2-e cytku — 50 mr, 3-u u 4-e cytku — 150 mr. YBenuueHue 10361
co 150 mr B cyrku n0 300 Mr B CyTKHM JOJKHO OCHOBBIBAaTbCSI HAa WHIMBUIYaJIbHOW OLICHKE
cocTossHUs manueHra. llpu npuUMEHEHMHM BBICOKMX J03 IIpernapaTa IOBBIIIAETCS PUCK
BO3HUKHOBeHHs HP.

Ilepesoo ¢ npuema keemuanuna 6 gopme madiemox ¢ 6bICMPLIM BbICB0OOHCOCHUEM HA NPUEM
npenapama Keemuanun Kanowu Ilponone

Jns ynoOGcTBa mpueMa MHalMeHThl, B HACTOSAMIMA MOMEHT IOJIydalolue APOOHYIO TEeparuio
KBETHANUHOM B (hopme TabJIeTOK ObICTPOro BEICBOOOKIEHHS, MOTYT OBITh IEPEBEICHBI HA IPUEM

npenapata Ksermanun Kanon IlponoHr oauH pa3 B CyTKH B J03€, SKBUBAJICHTHOH o0OIIei
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CyTOYHOM 03¢ KBeTHanmuHa B (opme TalIeToK 6LIC%&8‘1£%§%%H:%T BMhmx

COOTBETCTBYET 2KCNEPTHOMY OTYETY

ClIydasx MOXKCT HOH&HOGI/ITBCﬂ KOppCKUuUA O03bI.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmuor nodxcunozo eospacma
Takxe, Kak W Jpyrue HeilpoJsienTudeckue cpenacrna, npenapar Keerwmanun Kanon Ilpononr
ClIeZlyeT TPUMEHSATh C OCTOPOKHOCTBIO y MALMEHTOB IMOXKUIIOTO BO3PAcTa, OCOOCHHO B Hayale
tepanuu. [lonbop >ddexruBnoit no3wl nmpenapara Keernanun Kanon [IponoHr y manueHTOB
HOYKWJIOTO BO3pacTa MOXET ObITh MEJJIEHHEE, a CYTOYHas TepaleBTUUYEeCKas /1032 HIKE, YeM Y
NAlMEeHTOB MOoJIooro Bo3pacta. CpelHuil MiIa3MEHHbIM KJIMPEHC KBETHAlMHA y IalMeHTOB
noxkmiioro Bozpacra Ha 30 — 50 % Huke, 4YeM y MalMEeHTOB MOJIOJIOTO BO3pacTta. Y MalMeHTOB
MOXKHJIOTO BO3pacTa HadayibHas o3a npenapata Ksernanun Kanon IIpononr cocrasnser 50 mr B
cyTku. /lody MoxHO yBenuuuBarh Ha 50 MI' B CYTKH 110 AOCTHKEHHS 3(P(PEKTUBHON 03B,
3aBUCSIIEH OT KJIMHUYECKOI'O OTBETA U IEPEHOCUMOCTH Ipernapara ManueHToM.
VY nmanueHToB MOXKUJIOrO BO3pacTa € JENPECCUBHBIM 3IHU30/10M J03a I MEPBbIX 3-X CYTOK
tepanuu coctaBisieT 50 Mr B cyTku ¢ yBeiaudeHuem A0 100 Mr B cyTku Ha 4-€ CyTKH U J0
150 mr B cyrku Ha 8-¢ cyrku. CrefyeT NPUMEHATh MHUHUMAIbHYIO 3((EKTUBHYIO A03Y
npenapara, HauuHast jedenue ¢ 50 Mr B cyTku. B cirydae HeoOXoauMocTH 103y npenapaTa MOXKHO
yBenuuuTh 10 300 Mr B CyTKH, HO HE paHee 22-T0 JIHS TepaIuu.
llayuenmul ¢ napywenuem ynKyuu novex
JJ1s manyeHToB ¢ MOYeYHOM HEJOCTAaTOYHOCTBIO KOPPEKIIMH JI03bI HE TpedyeTcsl.
Tayuenmoi ¢ napywienuem yHKyuu neveHu
KBernanuH MHTEHCMBHO MeTaboMu3MUpyeTcs B meueHu. BenencrBue 3Toro cieayer coOmoaarh
OCTOpPOKHOCTh Ipu INpuMeHeHHH npenapata Ksetmanun Kanon IIponoHr y mnamueHToB C
NIEYEHOYHON HEI0CTaTOYHOCThIO, OCOOCHHO B Hauaie Tepanuu. PexoMmeHayeTcs HauMHATh
Tepanuio npenapatoM Ksernanuu Kanon I[IponoHr ¢ 1o3sl 50 Mr B CyTKH M yBEJIMUYUBATH 103y
exeHeBHO Ha 50 Mr 10 nocTukeHust 3pGEeKTUBHOM J103bI.

eTH
Hecmotps Ha TO, 4TO 3(pPEeKTUBHOCTL M OE30MACHOCTh KBETHANMHA y JIETEH U MOAPOCTKOB B
Bo3pacte 10 — 17 ner u3ydanuce B KIMHUYECKUX HCCIEAOBAHUAX, IPUMEHEHUE KBETHAIIMHA Y
MalMEHTOB B Bo3pacTte 0 18 jeT He moKa3aHo.

Crrocob nmpruMeHeHus

BnyTps.
Kgernanun Kanon IIposonr cnenyer npunumath | pa3 B CyTKH, HAaTOIIAK (He MeHee ueM 3a | yac
JI0 TIpUeMa THIIH ).

TabneTku H€O6XOJII/IMO MMpOorjaaTbIBaTh HECJIUKOM, HEC ACIIUTh, HC PAa3>XCBbIBATh U HC Pa3jiaMbIBaTh.



COOTBETCTBYET 2KCNEPTHOMY OTYETY
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(NOCNEOCBATENEHOCTE 0003)

ITo0ouyHOE nelicTBHE

[IpumeHeHHe KBETHANWHA, KaK W JIPYTHX AHTHIICHXOTHYECKUX MPENnaparoB, MOXKET
COINPOBOXKAATHCS YBEIMYEHWEM Macchl Tejla, OOMOpOKaMH, pPa3BUTHEM 3J0Kau€CTBEHHOTO
HEHPOJIENITUYECKOTO CUHPOMA, JIEHKONIEHUH, HEUTPONIEHUH U MEepUPEPUIECKUX OTEKOB.
Haubonee yacteie HP kBetmanmuua (> 10 %): COHIMBOCTB, TOJIOBOKPYXKCHHE, TOJIOBHAs OOJIb,
CYXOCTb CIIU3UCTOM 000JIOUKH TIOJIOCTH PTA, CHHIPOM «OTMEHBI», TOBBIIIIEHUE KOHIIeHTparuu 1T,
MOBBIIICHUE KOHIIEHTPAIUU OOIIEero XxoyiecTeprHa (TIaBHBIM 00pa3oM, JIMIIOMPOTEUI0B HUZKOU
wiotaHoctu (JITTHII)), cHumkeHne KOHIEHTPALIMH JIMITONMPOTEUI0B BhICOKOM murotHoctu (JITIBII),
YBEJIMYEHUE MAacCChl Teja U CHUKEHHE KOHLEHTpPAllMh TeMOTJoOMHAa M SKCTpanupaMuIHbIe
CUMIITOMBEI.

UactoTa BCTpEYaeMOCTH OTNpECIICHa CIEAYIIUM o0pa3oM: odeHb dacto (> 1/10), gacto
(ot > 1/100 mo < 1/10), mewacro (ot > 1/1000 mo < 1/100), penko (ot > 1/10000 mo < 1/1000),
oueHb penko (< 1/10000), HenzBecTHO (MCXOS U3 UMEIOIIMUXCS IaHHBIX YaCTOTY BOSHUKHOBEHHS
omnpeneauTh HeB03MOkHO). HP crpymnmupoBanbl B COOTBETCTBHHU C MOPSJIKOM Ha OCHOBAaHUU

cucteMHO-opransbix kiaccos (COK).

Kaacc cucremsbl opraHos He:xenarenbHasi peakuusi

Hapywenus co cmoponul kposu u tumgamuueckou cucmempl

Odenb yacto CHUKEHHE KOHIIEHTPAIUH FeMOrI001Ha>

Yacrto JTeiikonenus™?, CHIDKEHHE KojuuecTBa  HelTpodumont??,
OBBINIEHNE KOTHIECTBA 203UHOGUIOB>

Heuacro TpombGoruTonenus**, cHmkenne konmuyecTa TpoM6oIMTOB

Penko Arpanynonuros?’

Yacrora HeU3BeCTHA Heiirponenus®

Hapywenus co cmopoHsl UMMYHHOU cucmembl

Heuacto Peakmun THIICPUYYBCTBUTCIIbBHOCTH
6

Ouenb penko AHaQUIaKTHYECKUE PeaKIuH

OHOOKpUHHbBLE HAPYUWEHUS.

16

Yacro [ unepnposakTUHEMHUS ~, CHUXKEHHE KOHLEHTpAlMu OOIIero u
cBoGoHOTO THpOoKcHHA (T4)%, cHMKeHMe KOHIEHTpaIMK 06IIEro
TPUHOATUPOHHUHA (T3)%, MOBBILLIEHUE KOHIEHTpALluu
tupeorpornHoro ropmona (TTI)? B mnasme kposu

Heuwacro CHIKeHIE KOHIIEHTpaluy cBo6ogHoro T3%

Ouenb penko CHHIpOM HealeKBaTHOM CEKPELIMH aHTUANYPETUYECKOTO TOPMOHA

HapyweHuﬂ MemabonruzmMa u NUMaHus.
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OueHpb 4acTo TTOBBINICHNE CHIBODOTOUHED ' ROAHCHTPAIAIL TP A e OBV L

o6Liero xonecrepyuHa (rIaBHbIM 06pa3zoM, xonectepuna JITHIT)M2,
CHUKEHME CHIBOPOTOUHOH KOHIEHTparuu xonectepuna JIIIBITHE,
YBeIMYeHHE MACChI Tesa’

Yacro [ToBEITIIEHNE ATIIIETHTA, TUIIEPIITHKeMIs "’

Heuacrto Caxapusrii quader>®, runonarpuemms®?

Tcuxuyeckue napywenus

Yacro HeoObIuHble U KOIIMapHble CHOBUICHUS, CYUIIMIaJIbHbIE MBICTH U
noseenue’

Penxo CoMHamMOyH3M U CBSI3aHHBIE C HUM SIBJICHUS

Hapywenus co cmoponvl HepeHoti cucmembl

Ouensb yacTo "onoBokpysxkerune™*1’, ronosHas 6016, COHTUBOCTH>"’
Yacto JTusaptpus, oomopox™ 41/, DIICH
Heuacto Cymoporu!, cHHIPOM «O6eCIIOKOHHBIX HOTY, MO3IHAS TUCKUHE3HA S,

CIIYTAHHOCTH CO3HAHUA

Hapywenus co cmoponwvl opeana 3penus

Yacto HeueTkocTh 3peHus

Hapywenus co cmoponwl cepoya

Yacro TaXI/IKap,I[I/I}Il’4, OILIYIIICHUE Cep,I[L[e6I/IeHI/I$I19

H v TLI330 5 26
€4JacTo JUTHHEeHHE nHTepBana Q , Opanukapaus

YacToTa HEeM3BeCTHA Kaarnomuonarus, MUOKapIUT

Hapywenus co cmoponwl cocyoos

Yacto OpTocTarrueckas runotensus 41’

Peko BenosHas TpoMO0IMO0THS

Hapywenus co cmoponsl OvixamenbHOU cucmemyl, 0Op2aHos epyOHOU KIemKU U cpedoCmeHs]

Yacto Onprmikat®, PUHHT

Kenyoouno-kuueunvie HapyuleHus

Ouenb yacto CyXOCTb CIM3UCTOM 000JI0YKH MOJIOCTH PTa
Yacto Jlucrencus, 3amop, psota’:

HeuacTo Jucharns™S

Penko Kuieynast HEIPOX0IMMOCTh/UIIEyC, TAHKPEATUT
YacToTa HEM3BECTHA Besoap®t

HapymeHuﬂ CO CMOPOHbL nederu u cheﬂHQGbZSOO}ZWUX nymeﬁ

Yacro [ToBbIIeHHE aKTUBHOCTH anaHWHaMUHOTpaHcdepassl (AJIT)?,
OBBIIEHHE AKTHBHOCTH acmapTatramuHoTpanchepassl (ACT)?,
ramma-rayramuntpascnentuaassl ([TT)3 B miasme kposu

Penko DKenTyxa®, remaTur (c skenTyxoit win 6e3 KenTyxu)°

10
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J.HI—I.:-—H— — I-.'l-l—l_ll .I — I-\.:I—I:.I
Hapywenus co cmoponul Kodtcu u nOOKOIHCHbIX mianery - = TEHWERTEITBILL TE UULS)

Ouenb penko AuruoneBpoTHdeckuii otek®, cungpom Crusenca-Jlxoncona’

YacToTa Hen3BeCTHA Tokcuyeckuid  SNUACPMATIBHBIA  HEKPOIM3,  MYJIbTU(OpPMHAS
PpUTEMA, OCTPBIM I'€HEPAIN30BaHHBIN K3aHTEMATO3HBIN IIYCTYJIE3
(AGEP), nexapcTBeHHast peakius ¢ 303MHO(MINEH U CUCTEMHBIMU
nposisieHusMu (DRESS-cuHapom), KOKHBIN BaCKYJIUT

Hapywenus co cmopoHnvl MbluieyHot, CKelemHol U COeOUHUMENbHOU MKAHU

OdeHb penko Pabnomuonus

Hapywenus co cmoponvl nouexk u Mo4esblgo0Auux nymei

Heuwacro 3aziep)kka MOUH

bepemennocms, nociepooosulii nepuoo u nepuHamanibhvle COCMosHUSA

28

YacToTa Hen3BeCcTHA CHHIPOM «OTMEHBI» Y HOBOPOXKIEHHBIX

Hapywenus co cmoponvl penpo0ykmusHou cucmembvl U MOJTOYHBIX JHcele3

Heuacro CekcyanbHast JUCOYHKIUS

Penko [Ipuanu3m,  rajmakropes, NPUIYXJOCTb  MOJOYHBIX  JKE€JE3
paccTpoiicTBa MEHCTPYaIbHOIO LIUKJIA

061/14146 HApYyweHus u peakyuu 6 mecme 66e0eHUs

OuenHp 4acTo CI/IH,I[pOM ((OTMGHBI»l’lo

Yacro He3nauutenbHO BbIpa)XCHHAasA aCTCHH, nepn(bepnqecxne OTCKH,
PasaApPaKUuTCIbHOCTD, ITUXOpaldKa

Penko 3r0KaYecTBEHHBIH HelfpoNenTuIecK il CHHAPOM, THIIOTEPMHS

Jlabopamopnvie u uncmpymenmanvHole OaHHble

Penko [loBpieHne akTuBHOCTU KpeaTtuH(pocpokuHazel (KDOK) B mnazme
15

KpOBH

Cwm. paznen «OcoOble yKa3aHUus.

CoHnMBOCTh OOBIYHO BO3HUKAET B TEUEHHUE MEPBBIX 2 HEENb N0CTIe Hayalla Tepanuu 1, Kak
IIPaBUJIO, pa3pelaeTcs Ha (poHe MPOAO0IKAIOIIErocs IprueMa KBeTHAIUHA.

Bo3MoxxHO OeccumnToMHOE MOBBIIIEHHE (= 3 pa3a OT BepXHEW TpaHUIbl HOPMBI IPH
onpenenenuu B moboe Bpemsi) aktuBHOCTH ACT, AJIT u I'TT B chiBopoTKe KpOBH, Kak
npaBuiIo, 00patuMoe Ha (HOHE TIPOIOIDKAOIIETOCS MpUeMa KBeTHAIMHA.

Kak u npyrue aHTUIICHXOTHMYECKHE Mpernaparbl ¢ 01-aJApeHOOTOKHPYIOIMIUM JIEHCTBUEM,
KBETHAIIMH YacTO BBI3BIBAET OPTOCTATUYECKYIO T'MIIOTEH3MIO, KOTOpas COMPOBOKIACTCS
TOJIOBOKPY>KEHUEM, TaXHKapAHel, B HEKOTOPBIX CIydasiX — 0OMOPOKOM, OCOOCHHO B Hayaje
tepanuu (cM. pazaen «Ocolblie yka3zaHus»).

OTMedeHbl 0YeHb peIKUe ciiydyau 000CTPEHUs caxapHoro auadera.

Onenka 4vacrtorel JgaHHoii HP  mpousBommmace Ha  OCHOBAaHHU — pe3yJbTaTOB

MNOCTPECTUCTPATUOHHOTO H3.6J'IIOIICHI/I$I NMPUMCHCHUA KBCTUAITNHA.

11
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[ToBbIIIEHHE KOHIIEHTPAIIMHU TIIFOKO3b KPOBU HaTbmgIggEl‘%g %{?/EEQEH:%QWK&%/E Yy

COOTBETCTBYET 2KCNEPTHOMY OTYETY

KOHIIEHTPAIIUHU TITFOKO3bI KPOBH Tociie mpuema mumy > 200 mr/mn (> 11,1 Mmmons/n) X0oTs
OBl TP OTHOKPATHOM OTIPEIACIICHUH.

bonee Bbicokas yacTora aucdaruu Ha QoHE KBETHANIMHA IO CPaBHEHMIO C IUianedo Oblia
OTMEYEHA TOJIBKO Y MALUEHTOB C JENPEecCUell B CTPYKType OUIIOISIPHOTO pacCTpOMCTBa.
IToBrlienne UCXoqHONM Macchl Tena Ha 7 % u Ooiee. B oCHOBHOM, BO3HHKAeT B Hadalle
TEparuu y B3POCIBIX.

[Ipy wu3ydyeHUHn CHHIpPOMA «OTMEHB» B KPATKOCPOYHBIX IU1a1€00-KOHTPOIUPYEMBIX
KJIMHUYECKUX HCCIIEJIOBAHUSX KBETHANMHA B PEXKUME MOHOTEPANUU OBUIM OTMEUYEHBI
CIIEIyIOIIHE CHUMIITOMBI: OCECCOHHHIIA, TOIIHOTAa, TOJIOBHAas OO0Jb, Juapes, pBOTA,
TOJIOBOKPY)KCHHUE W Pa3JIpaKXUTEIBHOCTh. YacToTa CHHIpPOMAa «OTMEHBI» CYIIECTBEHHO
CHI>KaNach uepe3 1 HeAelnto mocie NpeKpalieHus npuemMa KBeTHanmHa.

[ToBpimenue konuentpauuu TI' > 200 mr/mn (> 2,258 MMOoIb/11) y alieHToB > 18 jeT unm
> 150 mr/mn (> 1,694 Mmoub/n) y manueHToB < 18 neT, XoTs Obl IMpH OJHOKPATHOM
OTIpeNIeIICHUH.

[ToBpilieHNEe KOHIIEHTpanuu ooduiero xosiecrepuHa > 240 mr/an (> 6,2064 mmons/n) y
nanueHToB > 18 net umu > 200 mr/an (= 5,172 mmone/n) y mauueHToB < 18 neT, XoTs Obl
IIPU OJTHOKPATHOM onpeesneHnu. OueHb 4acTo OTMEUEHO MoBbleHue xoaecrepuna JINTHIT
> 30 mr/mn (= 0,769 mmounb/i), B cpearem — 41,7 mr/mn (> 1,07 mmons/i).

Cwum. pganee no Texkcty UHCTpyKIMH.

CHukeHHe KonmdectBa TpomGomutoB < 100 x 10%m, XoTs Gbl HpH OXHOKPATHOM
oTpeieNIeHUN.

be3 cBsi3u ¢ 3110Ka4eCTBEHHBIM HEUPOJICNTHICCKHM CUHAPOMOM. 10 JTaHHBIM KITMHUYECKUX
UCCIIEI0BAHUN.

[ToBblIeHME KOHLIEHTpAlMM TPOJAKTUHA Yy TMamueHTtoB > 18 user: > 20 MKr/n
(> 869,56 nmonb/n) y Mmyxuns; > 30 Mxr/i1 (> 1304,34 nMonb/1) y 5KEHITUH.

MoskeT IPUBOIUTH K TaJICHUIO.

CHumxenue koHuenTpauu xonecrepuna JINIBIT < 40 mr/mn (< 1,03 MMOIIb/1T) y MYKUUH U
<50 mr/mn (< 1,29 MMOnB/7) y KEHIIHH.

Haunbie HP gacto otmevanu Ha (oHE TaxWUKapIuH, TOJOBOKPYKEHHUS, OPTOCTATHUECKOM
TUTIOTEH3UH W/WJIM COMYTCTBYIOIICH MATOJOTHU CePICUHO-COCYAUCTON HITH JBIXaTeIbHON
CUCTEMBI.

Ha ocHOBaHWMM TOTEHIMANIBHO KIMHUYECKH 3HAYUMBIX OTKIOHEHHA OT HOPMAJLHOTO
HCXOJIHOTO COJCPKAHMSI, OTMEUCHHBIX BO BCEX KIMHHYSCKUX HCCIICTOBAHMIX. VI3MEHEHUS

KoHIeHTpanuu obmero T4, ceobomuoro T4, obmero T3, cBobognoro T3 mo 3HAUYECHHIT

12
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< 80 % oT HWXHEH T'paHHIBI HOPMBI HMOJ‘IB/JIII)-l ] “WMEJ&HE Ha"glzé'o%ﬁn%éMﬂ

N3menenne kounentpanuu TTT > 5 MMEn/n npu onpenenenuu B 11000e BpeMsi.

Ha ocHoBaHMM NOBBIIIEHHOW YacTOThI BO3HUKHOBEHHS PBOTHI y MAILMEHTOB IOKUJIOIO
Bo3pacrta (> 65 jer).

B kpaTKkoCpOUHBIX KIMHUYECKUX UCCIIEIOBAaHUSIX MOHOTEPAIIUY KBETHAIMHOM Y MallUEHTOB
C KOJNIMYECTBOM HEHTpO(UIOB 10 Hawama Teparmuu > 1,5 x 10%n ciyuan meifrponenuu
(xonmuectBo Heiirpodunos < 1,5 x 10%1) ormedens! y 1,9 % HalMeHTOB B TpyIIIE
kBetuanuHa npotuB 1,5 % B rpynne miuane6o. CHUKEHHE KOJIMYECTBA HEUTPOPHIIOB
> 0,5, Ho < 1,0 x 10%1 ormewanocs ¢ wacrotoii 0,2 % B rpyIie KBETHANMHA U TUIareoo.
Cumxenue KonmumuectBa HelTpodmino < 0,5 x 10%m xors 6bl IpH OZHOKPATHOM
onpezaeneHuu ormeueHo y 0,21 % nanueHToB B rpymnne kBetuanuHa npotus 0 % B rpymnmne
iane0o.

CHKeHue KOHIeHTpaluu remoriaoouna < 13 r/nn y my>kuuH v < 12 r/11 y )KEeHIIUH, XOTs
Obl IpU OJHOKPATHOM oOIlpesaesieHuH, otMedanoch y 11 % manuenToB Ha (oHe mpuema
KBETHAIIMHA BO BCEX KIMHUYECKUX HCCIIEOBaHMAX, BKIIIOYas UIUTENbHYIO Tepanuio. B
KPaTKOCPOYHBIX IJIaI[e00-KOHTPOIUPYEMBIX HCCIEIOBAHUIX CHUKEHUE KOHIICHTPAIHH
remoryiobnna < 13 r/mn y myxuuH u < 12 /101 y KEHIIUH, XOTs Obl MPU OJHOKPATHOM
OlpesiesIeHuH, 0TMedaioch y 8,3 % MalueHTOB B IpyNIe KBETHAMHA [0 CPaBHEHHIO C
6,2 % B rpymme 1uianeoo.

Ha ocHOBaHMM TNOTEHLMANbHO KIMHUYECKH 3HAYMMbBIX OTKJIOHEHHH OT MCXOJIHO
HOPMAJIbHOI'O YPOBHS, OTMEYEHHBIX BO BCEX KJIMHHUYECKUX HMccienoBaHusAX. [loBbimenue
KOJTMYecTBa 503uHO(MIOB > 1 X 10%1 npu u3MepeHnn B M060€ BpeMs.

Ha ocHOBaHMM MOTEHIMAIbHO KIMHUYECKH 3HAYUMBIX OTKJIOHEHMM OT MCXOAHO
HOPMAJIbHOT'O YPOBHsI, OTMEYEHHBIX BO BCEX KIMHUYECKHX HccienoBaHusAX. CHUXKeEHHE
KOJIMYeCTBa TeiKkonuToB < 3 x 10%1 npu usmepenuu B 11060€ BpeMs.

MoskeT pa3BUTBCS B MOMEHT WJIM BCKOpE IOCIE Hauyaia Tepanud U COMPOBOKIATHCS
apTepuaIbHON TUIIOTEH3UEeW W/ oOMopokoM. YacToTa ycTaHOBIIEHA Ha OCHOBAaHUU
COOOLIeHUH O pa3BUTHM OpauKapAUM U CBA3aHHBIX HEXeNaTeJIbHBIX SBICHHHA BO BCEX
KIIMHUYECKUX MCCIIEJOBAaHMIX KBETHAIINHA.

Ha ocHOoBaHMM OLIEHKM 4YacTOThl y TMAalMEHTOB, NPUHUMABIIMX Yy4YacTHE€ BO BCeX
KJIMHUYECKHUX MCCIIEIOBAaHUAX KBETHAIMHA, Y KOTOPhIX OTMeYalach TsKelas HeHTpOoneHHs
(< 0,5 x 10%1) B coueTanuy ¢ HHPEKIHAMH.

Cwm. paznen «IIpumeHenne npu 6epeMEeHHOCTH U B TIEPUOJ] TPYAHOTO BCKAPMIIUBAHUS.
N3meHeHne KoHLeHTpauuu ot > 132 Mmmosb/in 10 < 132 MMOIb/11 XOTS ObI IPH OTHOKPATHOM

OTIpe/ICIICHUH.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 03.07.2024 N= 13388

30. Yacrora mamenenusi mHrepBaiga QT. o1 < 450 '3915':&359'2?& Wt"bﬁ&&a&ﬁ{gd Ha

> 30 mc. B muane60-KOHTPOIHPYEMBIX UCCIIEIOBAaHUSIX KOTHYECTBO MAITUEHTOB, Y KOTOPBIX

OTMEYEHO KIMHUYECKH 3HaUYuMoe yBenuueHue uHrepana QTc, ObUIO CXOAHBIM B TpyMIax

KBETHAIIMHa U HJ'IaI_IC60.

31. OrmedeHo TOIBKO MpH Mepeno3upoBke (cM. pazaen «Ilepemno3upoBkay).

Ymnenue unatepana QT, xemymodkoBas apuTMHsl, BHE3alHasi CMEPTh, OCTAHOBKA CepIla U

ABYHAIIpaBJICHHAA IJKCIYAOYKOBAA TaxuKapAud CUUTAOTCA HCKCIATCIbHBIMU PCAKIUAMU,

MPUCYIIUMU HEHPOJIETITUKAM.

Jletu u moapoctku (B Bozpacte or 10 go 17 ser)

VY nereii 1 MOAPOCTKOB BO3MOXKHO pa3zBuTue Tex ke HP, uto u y B3pocibix nanuenTos. B Tabmmie

IMPUBCACHLL HP, KOTOPBIC HE OBLJIN OTMEYEHBI Y B3pOCIIbIX MAIUCHTOB, UJIK K€ Yalle OTMCHAINCh

y neteit u moapocTkoB (B Bozpacte 10 — 17 neT) mo cpaBHEHUIO CO B3POCIBIMU MAllMEHTAMHU.

Yacrora HP npuBenena B Buje cieayrouieil rpaganuu: oyeHs yacto (> 1/10), wacro (ot > 1/100

1o < 1/10), megacro (ot > 1/1000 mo < 1/100), penko (ot > 1/10000 mo < 1/1000), oueHs penko

(< 1/10000), wacToTa Heu3BeCTHA (HE MOKET OBITH OLIEHEHA HA OCHOBE MMEIOIINXCS JaHHBIX ). HP

crpynnupoBassl B coorBeTcTBUM ¢ COK.

Kunacc cucrembl opranos

HexenarenbHasi peakmus

DHOOKpUHHbBLE HAPYULeHUS]

OueHb 4acTo

[ToBbpImEHE KOHICHTpAauu l'IpOJ'I.":lKTI/IH.':l1 B IJIa3M€ KPOBU

HapymeHuﬂ Memabonuzma u NUMAaHus

OueHp 4acTo

[IoBBIIIICHHE alllIETUTA

[ Icuxuueckue HApyuweHusl

Penxo

COMHaM6y.]'II/I3M " CBA3aHHBIC C HUM SBJICHUA

Hapywenus co cmoponbl HepeHOU Cucmembl

Yacto

O6Mopok

Hapywenusi co cmoponsl cocyoos

O4eHb 4acTo

[ToBbImIEHE ApPTEPHUAIBHOTO OaBJICHUSA

2

Hapyuienusi co cmoponsl 0biXxamenbHOU CUCIEMDbL, OP2AHO8 2PYOHOU KIemKU U CPedoCmeHs]

Yacto

PuHUT

VK enyoouno-kuuieunvle HapyuleHus

OueHb 4acTo

IPBOTA

1. [ToBbIlIeHNE KOHIIEHTpAIMK MPONAKTHHA y marueHToB < 18 metr: > 20 mkr/a (> 869,56

IIMOJIb/T) y MAIMEHTOB MYXCKOTO monia, > 26 Mkr/a (= 1130,43 nMonb/n) y manueHToB

JKeHCKoro moa. Menee ueM y 1 % manueHTOB OTMEUYaaoCh MOBHIIICHUE KOHIICHTPAIIMH

nposiaktuHa > 100 Mxr/a (4347,8 nMonb/m).
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ot 03.07.2024 N= 13388

2.  IloBblieHWEe apTEpUAIBHOTO  J1aBJICHUS sprfe!  fotharhecki — adnidro ':I:{:Ilgﬁora

COOTBETCTBYET 2KCNEPTHOMY OTYETY

(amantupoBaHo no kpurepusM HammonansHoro Muctutyra 3moposss, CIIIA - National
Health Institute) wiu noBeimenue 6osnee yem Ha 20 MM PT. CT. Uil CHCTOJIMYECKOTO, I
6onee yem Ha 10 MM pT. CT. AN JMACTOJIMYECKOIO [JaBJIEHUS 10 JAHHBIM JIBYX
KpaTkocpouHblX (3 - 6 Henenp) mIane00-KOHTPOJUPYEMBIX HCCIEAOBAaHUM y neTeil u
IOJIPOCTKOB.
Ilepeno3upoBka
Cumnmonmbi
Coo01anocs o JeTaabHOM UCXO/e IIpU Ipueme 13,6 T KBeTuanuHa y MaluueHTa, y4acTBOBABILEro
B KJIMHUYECKOM HCCIIEJ0BAHNUH, a TAKXKE O JIETAJIbHOM MCXO0/€ Iocie npuema 6 T KBeTHaluHa Ipu
MOCTPETUCTPALIMOHHOM M3y4yeHUu Impenapara. B To »xe Bpems, omucaH ciydail npuema
KBETHAMMHA B J103€, pesblimatonieid 30 r, 0e3 J1eTalbHOro HCXoaa.
HmeroTes cooO1ieHust o KpaitHe peKux ciydasx Mepeo3MpOoBKU KBETHAIIMHA, IPUBOIUBIINX K
yrrHeHuto uaTepBana QTc, cMepTu wim KoMe.
VY nanueHToB C TSKEIbIMU CEPJCYHO-COCYAUCTHIMU 3a00JI€BAaHUSIMU B aHAMHE3€ PUCK Pa3BUTHUS
HP npu nepe103upoBKe MOKET YBEITHUMBATHCS (CM. paszzen «OcoOble yKa3aHusy).
CuUMIOTOMBI, OTMEYEHHbIE IPH MEPEelO3UPOBKE, B OCHOBHOM OBUIM CIEICTBHUEM YCHJICHUS
U3BECTHBIX (hapMaKOJIOTHYECKUX S(P(PEKTOB KBETHANMHA, TAKUX KAaK COHJMBOCTh W CEIAIHs,
TaxUKapJus, CHIDKEHUE apTepUaIbHOTO JABJIEHUS W aHTUXoIMHepruuyeckue 3¢pdextol. Taxxke
UMEIOTCS COOOIIeHHs O €AMHUYHBIX CIy4yasX Nepelo3UpPOBKH KBETHANMHA, NMPHUBOJUBIIUX K
paOOMHUOIN3Y, YTHETEHUIO [bIXaHHs, 3a/J€pKKe MOYHM, CIHYTAaHHOCTH CO3HaHUs, Openy u
QXKHUTALUU.
Jleuenue
Crienuduueckux aHTUJOTOB K KBETHANMHY HET. B ciydasx Tskenol MHTOKCHUKAIMM CIeTyeT
IIOMHUTb O BO3MOYKHOCTH TIEPENO3UPOBKH HECKOJIBKMMH JIEKAPCTBEHHBIMU IIpENapaTaMu.
PexoMenyercss mpoBOIUTh MEPONPUATHS, HANIPABJICHHbIE HA MOAepKaHUe (PYHKIUU JIbIXaHUS
U CepJIeUHO-COCYTUCTON CUCTEMBI, O0ECIIeUeHNE a/IeKBaTHOW OKCUTE€HALMU M BEHTUJISLIUH.
boun onmcanbl ciaydyaun mpuMeHEHHs! GU30CTUTMUHA B 03¢ 1 — 2 Mr Ha (oHe HempepbhIBHOTO
MOHUTOpPHHTA eKkTpokapanorpamMmsel (OKI') y manmeHToB ¢ aenupueM, Bo30yKISHUEM U SBHBIM
AQHTUXOJIMHEPTUYECKUM CHHIPOMOM.
B cnyuae BO3HMKHOBEHMsI pedpakTepHOW apTepuaIbHOW TUIOTEH3UH NpU TEepeaO3UpPOBKE
KBETHAITMHA JICYCHUE CIIEAYET OCYILECTBIST ITyTeM BHYTPUBECHHOTO BBEJICHUS KHIKOCTH U (HJIH)
CHMITATOMHMETHYECKUX MpenaparoB (He cleayeT Ha3HadaTh SUMHE(PPUH U JOIAMUH, TOCKOJIBKY
CTUMYJISIUS [-aJJpeHOPELENITOPOB MOKET BBI3BIBATH YCHJIEHWE CHIDKEHUS apTepuaibHOro

JaBleHUs Ha (OoHE OJIOKAIIBI 0-aIPEHOPELEIITOPOB KBETHAIUHOM).
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ot 03.07.2024 N2 13388
B cnydyae mepeno3upoBKH KBETHAITHHOM npOHOHrHDOB'ﬂgc:)}a Eﬂggcﬁiﬁllﬁptbﬁé}cga%%'ﬁgﬁcx

COOTBETCTBYET 2KCNEPTHOMY OTYETY

OTCPOYEHHBIN MUK CEHALWH, MUKOBBIA MyJIbC U JIUTEIBHOE BOCCTAHOBJICHHE IO CPABHEHHUIO C
nepe03UPOBKOI KBETHAITMHA HEMEIJICHHOTO BHICBOOOKICHUSI.

[IpombiBanue skemynaka (HOcie WHTYyOAalUH, €CIM IaNueHT 0e3 CO3HAHWs) M HPUMEHCHHE
AKTUBUPOBAaHHOIO yIVIi M CIAOUTENBHBIX CPEICTB MOXKET CIOCOOCTBOBATh BBIBEACHUIO
HeaOcopOMPOBaHHOTIO KBETHAIHMHA, OAHAKO 3(PPEKTUBHOCTD AITUX MEP HE U3yUYCHA.

[TpucranpHOe MEIUIMHCKOE HAONIOJEHUE MOJDKHO TMPOJOKATHCS A0 YIYUYIICHUS COCTOSHHS
HalyeHTa.

[lepeno3upoBka  KBETHAIMHOM  IPOJIOHTUPOBAHHOTO  JIEHCTBHS ~ MOXKET IPUBECTH K
dopmupoBanuio Oe3oapa KemyaKa, Ui JaTbHEHIIel TAKTUKY BeICHHSI TallueHTa PEKOMEH TyeTCsl
COOTBETCTBYIOIIAs AMArHOCTHYECKAs BU3yaln3alus. PyTWHHOE INpPOMBIBaHWE KETMyJaKa JUIs
ylaneHus 6e3oapa MOXKeT ObITh HeA(PEKTUBHO BBUIY KaMeAeno100HOM JIMIIKOW KOHCUCTEHIIUH
Macchl. DHIOCKOIIMYECKoe ynaieHue papmakoOe3oapa ObUIO YCIEIIHO BBINOJIHEHO BO MHOTHX
CIIy4asix.

B3aumopeiicTBue ¢ JAPYrMMH JIEKAPCTBEHHBIMHM CPeICTBAMH M  JpYrue BH/ABI
B3aNMOJAEeHCTBUSA

Crnenyer coOmolaTh OCTOPOXKHOCTh NPU OJHOBPEMEHHOM IMpUMEHEHHH Ipenapara Keruanux
Kanon Ilposnonr ¢ apyrumu npenaparamu, Bozaeiictsyromumu Ha LIHC, a Takke ¢ ankorosiem.
Crnemyer coOMOIaTh OCTOPOKHOCTH TP COBMECTHOM IPHUMEHEHHH KBETHAIMHA C JAPYTHMHU
npenapatamMi, 00JalaloIMMU aHTHUXOJUHEPIUYECKUMU (MYCKapHHONOJOOHBIMH) 3 dexkTamu
(cM. pazaen «OcoOble yka3zaHUs).

N3odepment muroxpoma P450 CYP3A4 sBrsieTcst OCHOBHBIM H30()ePMEHTOM, OTBEYAIOIINM 32
MeTaboIM3M KBETHAIMHA, OCYIIECTBISIOIIUICS Yepe3 cucteMy ruToxpoma P450. V 3mopoBbix
JOOPOBOJIBIIEB COBMECTHOE IPHMEHEHHE KBeTHamuHa (B 03¢ 25 MI) C KETOKOHA30JIOM,
uHruouropom uzopepmenta CYP3A4, nmpuBoauiao K yBEIWYEHHIO MOKa3aTelNs IUIOMIAIN IO/
KpuBoi «koHIeHTpanus-Bpemss» (AUC) kBernanuHa B 5 — 8 pa3. [lostomy omHOBpemMeHHOE
NpUMeHeHHe KBeTHanmnHa W MHruoutopoB m3odpepmenta CYP3A4 mpormBomokazano. Ilpm
TEpanuy KBETHATUHOM HE PEKOMEHIYETCsl yOTPEeOIATh B MUILY IPeHTI(PyTOBBIHA COK.

B dapmakokuHeTHYECKOM HCCIIEIOBAaHUH IPUMEHEHNE KBETHANTMHA B Pa3IMYHON JJO3UPOBKE 10
WIA OJHOBPEMEHHO C MpPHEMOM KapOamas3elHrHa MPHUBOIMIO K 3HAYNUTEILHOMY MOBBIIICHUIO
KJIMpEHCa KBeTHAIMHA 1 cOOTBeTCTBeHHO yMeHbieHnio AUC B cpearem Ha 13 % o cpaBHEHUIO
C IpUeMOM KBeTHanuHa 0e3 kapbamazenuHa. Y HeKOTOphIX nanueHToB cHmxkenue AUC 6bu10 erie
Oosee BBIpa)KEHHBIM. Takoe B3aMMOJEHCTBHE CONPOBOXKIACTCA CHI)KEHHEM KOHIICHTPALUU
KBETHAIMHA B ITUIa3M€ KPOBH W MOXET CHWXXATh I(PPEKTUBHOCTh TEPANUU KBETHAITMHOM.

OpnHoBpeMeHHOE  NpPUMEHEHHWE KBETHallMHA C  (EHUTOMHOM, JPYTUM  HHAYKTOPOM

16



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 03 :I?:E':IE-i Mz 13388 i
MHUKPOCOMATBHBIX (EPMEHTOB MIEYCHH, COTIPOBO TAJTOCH %'%Egé‘k%fﬁgﬁghﬂhﬁt(g&/&e'ﬁﬁb Ha

450 %) TmOBBINIEHUEM KIUpPEHCAa KBeTHanuHa. [IpuMeHeHHe KBETHANMHA MAlUCeHTaAMH,
MOJTYYAIONUMU UHAYKTOPBl MUKPOCOMAIBHBIX (DEPMEHTOB TEUEHU, BO3MOXKHO JIUIIL B TOM
cilydae, €Clid OKMaeMas 1MoJib3a OT TEPAlli KBETHAIIMHOM IPEBOCXOJUT PHCK, CBSI3aHHBIN C
OTMEHOW TMpernapara-uHAYKTOpa MHKPOCOMAIIBHBIX (EPMEHTOB IieueHH. VI3MeHeHHe 03bl
MpernapaToB-UHAYKTOPOB MUKPOCOMATIBHBIX (PEPMEHTOB TEUYEHU JOHKHO OBITh MOCTEIICHHBIM.
[Ipu HeoOXOmUMOCTH BO3MOXKHO WX 3aMCIIEHUE TMpenaparaMd, HE HHAYIHPYIOIIHMHA
MHUKPOCOMAJIbHBIC (DePMEHTHI TICUeHH (HApuMep, MperapaTaMu BaTbIIPOSBON KUCIIOTHI).
dapMakOKMHETHKA KBETHAITUHA CYIIIECTBEHHO HE U3MEHSIACh IPH OJTHOBPEMEHHOM IIPUMEHEHUN
aHTHjaenpeccanta wumunpamuHa (uHrHOMTOp w3odepmenta CYP2D6) wmm  ¢dmyokcermHa
(uarudurop uzodepmento CYP3A4 u CYP2D6).

dapMaKOKMHETHKA KBETHAITMHA CYIIIECTBEHHO HE M3MEHSJIACh IIPU OJIHOBPEMEHHOM IPUMEHEHHUU
aHTHaenpeccanta wumunpamuHa (uHrudutop wuszodepmenta CYP2D6) wmmu  ¢dmyokcernna
(uarubutop nzopepmentoB CYP3A4 u CYP2D6).

dapMaKOKHHETHKA KBETHAIMHA CYIIECTBEHHO HE M3MEHSIETCS IIPH OTHOBPEMEHHOM ITPHUMECHCHUN
C aHTHUIICUXOTUYECKUMU JICKAPCTBCHHBIMH CPEICTBAMHU PHUCIICPUIOHOM HIIH TaJONCPUI0IIOM.
Oj1HaKo OJTHOBPEMCHHBIH MPUEM KBETHAIMHA U THOPHUIa3MHA TPUBOIMII K IIOBBIIICHUIO KIIUPEHCA
KBeTuanuHa npumepHo Ha 70 %.

®dapMaKOKHHETHKA KBETHAITMHA CYIIICCTBEHHO HE U3MEHSICTCS TIPY OJTHOBPEMEHHOM ITPUMECHECHUN
IUMETHINHA.

[Tpu ogHOKpaTHOM MpHieMe 2 Mr Jiopa3enama Ha (oHe mpueMa KBeTuamuHa B 1o3e 250 mr aBa
pasa B CyTKH KJIMPEHC Jiopa3enamMa CHUxKaeTcst mpumepHo Ha 20 %.

®dapMaKOKHHETHKA TPEIapaToB JIUTHS HE HW3MEHSETCS TP OJHOBPEMEHHOM IPUMEHCHHU
KBeTHanuHa. He oTMe4eHO KIIMHUYECKH 3HAUUMbIX U3MEHEHHH (papMaKOKUHETUKU BaJbIIPOEBOi
KUCIIOTHI M KBETHAllMHA TPU OJHOBPEMEHHOM TMPUMEHEHHH BalblIpoaTa CEMUHATpUs |
KBETHAITHHA.

[Tpu ogHOBpEMEHHOM NTPHUMEHEHUH KBETHAITMHA C TIPETIAPATOMHU JIUTHS Y B3POCIIBIX MAIUEHTOB C
OCTPBIM MaHHAKAJIbHBIM ATH30/I0M OTMeUeHa Oojiee BhICOKas yacTtoTa pa3Butusi HP, cBs3anHbIX
¢ OIIC (B ocobeHHOCTH, TpeMOpa), COHIMBOCTH U YBEIWYCHHs] MACChl T€la MO CPaBHEHHIO C
MalMeHTaMH, TPUHAMABIIMME KBETHAIMH C TUTAe00 B O-HEACIBHOM PaHJIOMHU3HPOBAHHOM
UCCIICIOBAaHHH.

DapMaKOKHHETUYECKUE HCCIEAOBaHUS M0 M3YyYEHUIO B3aMMOJEHCTBHs mpernapata Kseruanux
Kanon IIponoHr ¢ mpenaparaMu, IpUMEHSIEMBIMHU TIPHU CEPACYHO-COCYTUCTBIX 3a00TIEBAaHUSX, HE
TIPOBO/IHITUCE.

Crnenyer coOmoAaTh OCTOPOXXHOCTH TIPU OJHOBPEMEHHOM TPHUMEHEHHH KBETHAlMHA U
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ot 03.07.2024 N= 13388

MIpenapaToB, ClIOCOOHBIX BbI3BAaTh HAPYLICHHUE 3JIeKTDOHﬁ%:;O-lgd}giﬁ%'E%hﬁ%ggﬁ/f;&gééaﬂa

COOTBETCTBYET 2KCNEPTHOMY OTYETY

QT..

KBernanuH He BBI3BIBAT WHAYKIMH MHUKPOCOMAIBHBIX (PEPMEHTOB IE€YECHH, YYaCTBYIOIIUX B
MeTrabonn3me GeHa3oHa.

VY nmanueHToB, MPUHUMABIINX KBETHAMMH, ObUIM OTMEUYEHBI JIOXKHOIOJIOKUTEIbHbBIE PE3yJIbTaThl
CKPUHUHI-TECTOB HA BBISIBIICHUE METAJ0HA U TPULMKIMYECKUX AHTUIECIPECCAHTOB METOJIOM
UMMyHO(epMeHTHOTO aHaiu3a. [ moATBEpKACHUS pe3yIbTaTOB CKPHHHMHIA PEKOMEHIYETCS
MIPOBEJICHUE XPOMATOrpapuuecKoro UCCICJOBAHMUS.

Oco0ble ykazaHus

Jlemu u noopocmku (6 éo3pacme om 10 0o 17 nem)

IIpenapar Keetnanun Kanon [IposioHr He mokasaH aJid NPUMEHEHMS y €Tl U MOAPOCTKOB B
BO3pacTte /0 18 JeT B CBSI3U C HEAOCTATOYHOCTHIO JAHHBIX MO MPUMEHEHHUIO B 3TOW BO3PACTHOM
rpynne. I[lo pesynpTaTam KIMHUYECKHX HCCIEAOBAHUN HEKOTOPHIE HEXKENaTelIbHbIE PEaKIuu
(TOBBILIIEHUE ANTETUTA, TTOBBIIIEHUE KOHIIEHTPAIIUU MPOJIAKTHHA B ChIBOpOTKE KpoBu 1 DIIC) y
JeTell M MOAPOCTKOB HAOMIOJAM C OOJBINEH YacTOTOM, YeM y B3POCIHBIX MalHueHTOB. Takxke
OTMEUYEHO IMOBBIIICHUE aPTEPHATILHOTO JaBICHUS, HE HAOIIOAABIIEECs y B3POCIBIX MAIlMEHTOB.
VY nerteli U MOAPOCTKOB TaKKe HAOIOAAIN U3MEHEHHE (DYHKIIMM ITUTOBUTHOM KEJE3bl.

BnusiHue Ha pocT, 10JI0BOE CO3pPEBAHHME, YMCTBEHHOE Pa3BUTUE U MOBEICHUYECKUE PEaKLUU MPU
JUINTETILHOM NIpUMeHeHuu (Oosiee 26 Heenb) KBeTHAIMHA HE U3Yy4ajloch.

B mnane60-KOHTpONIUpYEMBIX HUCCIIEJOBAHUAX Y I€TeH U MOJPOCTKOB ¢ mH30(peHneit 1 MaHuei
B CTPYKTYpe OMIOJsIpHOro paccTpoiicTBa yactoTa pa3Butus JI1C Oblia Bbllle NpH NPUMEHEHUN
KBETHAIMHA 110 CPABHEHMIO C IJ1aredo.

Cyuyuo/cyuyuoanprvle Molcau Ui K1uHUYecKoe yxXyouienue

Jlenpeccusi cBA3aHa C TOBBIIICHHBIM PUCKOM BO3HMKHOBEHMS CYHMIMJIAIbHBIX MBICIEH,
CaMONOBPEKCHNUS U CyHLUAA (COOBITUH, CBA3aHHBIX ¢ CyMIMIOM). J[aHHBIH PUCK COXpaHsSeTCs
JI0 MOMEHTA HaCTYIUIEHUS BBIPA)KEHHOM pemuccuu. BBuay Toro, 4to 10 yJIydlIeHUs] COCTOSHUS
MaUeHTa ¢ Havyaja JISYeHHUs] MOXKET MPOUTH HECKOJIBKO HEZeNb WIH OOJIbIIe, MAallueHTh! JOKHbI
HAXOJHUTHCS MO/ MPUCTATBFHBIM MEAUIIMHCKUM HAOJIOJICHUEM JI0 HAcTyIUIeHus ynyuiienus. [1o
JAaHHBIM OOIIETPUHATOTO KIMHUYECKOTO OIbITa, PUCK CYWIIMJA MOXET MOBBICHUTHCS HAa PaAaHHHUX
CTaIUSX HACTYIUICHUS PEMHUCCHU.

[Io maHHBIM KpaTKOCPOUHBIX IIANE00-KOHTPOJIUPYEMBIX KIMHUYECKUX MCCIEAOBAHUNA Y
HAIMEHTOB C Jienpeccuel Mpu OUMOISIPHOM pacCTPONUCTBE PUCK Pa3BUTHsI COOBITUI, CBA3aHHBIX C
cyunuaom, coctaBmi 3,0 % (7/233) nns kBetnanuaa u 0 % (0/120) nns mnameo y ManueHToB B
Bo3pacte 18-24 roma; 1,8 % (19/1616) mns xBetnanwuaa u 1,8 % (11/622) nnsa mimare6o s

MalMEHTOB B BO3pacTte > 25 JeT.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 03.07.2024 N= 13388

[pyrue ncuxudeckue pacCTpoMCTBa, I TEPANUU Ko%&&jﬁgg&ﬁg&g%%lﬁy'% KE

CBSI3aHBI C TIOBBIIICHHBIM PHUCKOM COOBITHIA, CBS3aHHBIX C CyHnuaoM. Kpome Toro, Takue
COCTOSTHUSI MOTYT OBITh KOMOPOUAHBIMU C JICTIPECCUBHBIM JMH300M. Takum 00pa3om, Mepbl
NPEJOCTOPOKHOCTH, IMPHUMEHSEMbIE TPU TEPalmuH ITalMEHTOB C JCTPECCUBHBIM SIHU30I0M,
JIOJDKHBI TIPUHUMATBCS U TIPH JICUYCHUU MMAIUEHTOB C IPYTUMHU MICUXUYCCKHUMHU PACCTPONHCTBAMH.
[Ipn pe3koM TmpeKpaIieHud Teparnmuu KBETHANTMHOM CJEAyeT NPUHUMATh BO BHUMaHUE
MOTEHIUATBHBIA PUCK Pa3BUTUS COOBITHI, CBSI3aHHBIX C CYHIIH]IOM.

[TaneHTHI € CyMIMJAIBLHBIMH COOBITHSIMH B aHAMHE3€, a TAaKXKe MAIMCHTHhI, OTYETIMBO
BBICKA3bIBAIONIME CYWIUAATbHBIC MBICIH TIepe] HA4ajioM TeparluH, OTHOCATCS K TpyIIe
MOBBIIIICHHOTO PHCKA CYHIUJATBHBIX HAMEPEHUH U CYHMIMAAIbHBIX TOMBITOK W JTOJKHBI
THIATEITFHO HAOIOAATHCS B TIPOIECCE JICUCHHMS.

VY NanueHToB ¢ MaHHWEW MPHU OHITOJIIPHOM PACCTPOMCTBE PUCK PA3BUTHS COOBITHIA, CBSI3aHHBIX C
cyunuaom, coctaBui 0 % (0/60) mns keetnanuna u 0 % (0/58) mist mnane6o y HaeHToB B
Bo3pacre 18-24 rona; 1,2 % (6/496) nis kBetnanwaa u 1,2 % (6/503) mist ruiane6o y manueHToB
B Bo3pacte > 25 net; 1,0 % (2/193) nns xBernanuua u 0 % (0/90) mis turane6o y ManyeHToB B
BO3pacte A0 18 nerT.

VY ManueHToB ¢ MU30(ppEHUCH PUCK Pa3BUTHUS COOBITUH, CBS3aHHBIX C CYHIIUIOM, cocTaBui 1,4 %
(3/212) nnst xBetnanmHa u 1,6 % (1/62) mis mnane6o y nanueHToB B Bo3pacte 18-24 rona; 0,8 %
(13/1663) nns kBetmanuua u 1,1 % (5/463) nns mmanebo y manueHTOB B BO3pacte > 25 JeT;
1,4 % (2/147) nns xBeruanuua u 1,3 % (1/75) nna nnanebo y nanueHToB B Bo3pacte A0 18 ner.
VY manueHToB C JENPECCUBHBIM SMHU30JI0M PHUCK Pa3BUTHUSI COOBITHH, CBS3aHHBIX C CYHIIUIOM,
coctaBuia 2,1 % (3/144) nns xBernanuna u 1,3 % (1/75) ans nnanebo y MaiueHToB B BO3pacTe
18-24 rona; 0,6 % (11/1798) nns xBernanuua u 0,7 % (7/1054) nns mmane6o s MalieHTOB B
Bo3pacte > 25 net. [lanuenTsl B Bo3pacTe A0 18 jeT B uccieqoBaHUSAX MO TaHHOMY MOKa3aHHUIO
HE yJacTBOBAJIH.

B menom, 1o JaHHBIM KPaTKOBPEMEHHBIX IUIANE00-KOHTPOJIUPYEMBIX HCCIICIOBAHUHN 1O BCEM
MOKA3aHUsSM M BO BCEX BO3PACTHBIX TPYIAX YacTOTa COOBITHHA, CBA3aHHBIX C CYHIIHJIOM,
cocraBuna 0,8 % kax ans kBeruanuna (76/9327), tak u ans mianebo (37/4845).

[MpoBenennsbiiit FDA (AIMUHHCTpAIIUEH 110 MHUIIEBBIM MPOYKTaM U JICKAPCTBEHHBIM CPEJICTBAM,
CHIA) wmertaanaim3  TUTaie00-KOHTPOJIUPYEMBIX  MCCIEJOBAaHUN  aHTHACTIPECCAHTOB,
ob6o6maronuii ganabie mpumepHo 4400 nerelr m moapocTKoB W 7700 B3pOCHBIX MAIUEHTOB C
NICUXUYECKUMHU PACCTPOMCTBAMH, BBISBUIJI TOBBIIICHHBIH PUCK CYHIMIAIBHOTO TOBEACHUS Ha
(dhoHE aHTUAETIPECCAHTOB IO CPABHEHHUIO € TUIANE00 Y IETeH, MOJAPOCTKOB U B3POCIBIX MAIIMEHTOB
B BO3pacTe 10 25 ner. /JlaHHBIM MeTaaHaau3 HE BKJIIOYAET HCCIIECIOBAHUS, T/I€ MCIOJIb30BaJICA

KBeTHanuH (cM. pazzaen «DapmMakoInHAMUKAY).
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IKkecmpanupamuonvle CUMRHLOMbL

OtmeueHo yBenuueHHe 4acToThl BO3HMKHOBeHHsA OIIC mpu mpuéme KBEeTHAnuHA y B3pPOCIBIX
MAIMEHTOB C OOJIBIINM JETIPECCUBHBIM 3ITU30/I0M B CTPYKTYpE OUIOJISIPHOTO pacCTPONCTBA HITH
00JIBIIOr0 JEMPEeCCUBHOIO PacCTPOMCTBA IO CpaBHEHUIO ¢ Iutanedo (cM. paszzpen «llo6ounoe
neiicreue»). OQHAKo, NMPU Tepanuu KBETHAIMHOM MAlMEHTOB C IM30(peHueld M MaHuEH B
CTPYKTYpe OUTIONISIPHOTO PACCTPOMCTBA HE BBISIBJICHO YBEIMYCHHUS YACTOTHI BOSHUKHOBeHHS DI1C
110 CPaBHEHUIO C IU1aneoo.

Il030naa Ouckunezus

Ha ¢one mpuema HeiposieNTHKOB, B TOM 4YMCJE, KBETHAllMHA, MOXKET BO3HUKATh IO3]HSSA
JUCKUHE3Usl, KOTOpasi MPOSIBIISIETCS HACUIbCTBEHHBIMU HEITPOU3BOJIbHBIMU JIBUKEHUSIMU U MOYKET
HOCUTh HEOOpaTuMbId XapakTep. B ciydae pa3BUTHS CHMITOMOB TO3JAHEH JUCKUHE3UU
PEKOMEHyeTCsl CHU3MUTH 103y Iperapara Uil MOCTENeHHO ero OTMEHUTb. CUMIITOMBI MO3AHEN
JUCKUHE3UH MOT'YT YCUJIMBATbCS WM JlaXkKe BO3HHMKATh IIOCJIE IPEKpalleHus NpremMa rnpemnapara
(cm. paznen «IloGouHoe aeicTBUE»).

Ha ¢one mnpumema KBeTHamMHAa MOXET BO3HUKATh AaKaTH3Ws, KOTOpas XapaKTepU3yeTcs
HEMPUATHBIM 4YyBCTBOM JIBUTATEJILHOTO OECIOKOMCTBA M IMOTPEOHOCTBIO JIBUTAThCS U
IPOSIBIISIETCS. HECIIOCOOHOCTBIO TALIMEHTa CUAETh WM CTOATh ©Oe3 jBuwxkeHusa. Ilpu
BO3HHUKHOBEHUH MOT0OHBIX CHMIITOMOB HE CIIEAYET YBEIMYUBATH /103y KBETHAIIMHA.
Connueocmo u 201080Kpyscenue

Bo BpeMms Tepanuu KBETHAITMHOM MOYKET OTMEYATHCS COHIIMBOCTD U CBA3aHHbBIE C HEM CHMIITOMBI,
Hanpumep, cenanus (cM. pazznen «llobouynoe peiicTBuey). B KIMHMYECKMX HCCIIEIOBaHUSIX C
y4acTHEM IMALUEHTOB C JETNPECCUel B CTPYKType OUMOISPHOTO pacCTPOICTBA U C IETIPECCUBHBIM
AMU30/I0M COHJIMBOCTh, KaK IPaBHUJIO, pa3BUBajach B TE€UEHHME NEPBBIX TPEX IHEH Tepanuu.
Bblpa)kxeHHOCTh 3TOH HEKeNaTeJbHOM peakiuh, B OCHOBHOM, ObLIa HE3HAYMTEIBHON WK
yMmepeHHOU. [Ipu pa3BUTHMM BBIpa)KEHHON COHJIMBOCTH MMAallUEHTaM C JENPECCHEN B CTPYKType
OMMOJISIPHOTO PACCTPOMCTBA M MAllMEHTaM C JENPECCHUBHBIM 3MU30J0M MOTYT MOTPeOOBaTHCS
OoJsiee yacThle BU3UTHI K Bpayy B T€UEHHUE 2 HEJIEIb C MOMEHTa BOSHUKHOBEHUS! COHJIMBOCTH MJTU
JI0 YMEHBILIEHHUS] BBIPAXKEHHOCTH CHMIITOMOB. B HEKOTOPBIX CilydasX MOXET MOTpeOoBaThCs
IPEKPALLEHUE TEPATMU KBETHAITMHOM.

Ha ¢one Ttepanuu KBeTHAmMHOM MOXET BO3HUKAaTh OPTOCTaTUYECKash THIOTEH3US U
roJIoBOKpy:keHue (cM. pazzaen «[lobouHoe neiicTBre»), 00IYHO BO BpeMsi T0100pa 1036l B Hayalie
tepanuu. [TarenTrl, 0COOEHHO MOXKUIIbIE, TOJKHBI COOJIIOIaTh OCTOPOKHOCTH, YTOOBI H30€XKaTh
CIlydyaiiHBIX TPaBM (TTaJCHUIA).

Iayuenmut c cepoeuno-cocyoucmuovimu 3a601€6aHUAMU

Cnenyer coOmo1aTh OCTOPOXKHOCTh TNMPH HAa3HAYCHWH KBETHAINIMHA TAIlMEHTaM C CepJedyHO-
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

IpepacroiaraloIiiMi K apTepHaIbHON TUIIOTECH3UH. Y TaKUX NAllMEHTOB OJ00p 036l CIeayeT
OCYIIECTBIIATh MeuieHHee. Ha ¢one Tepannu KBeTHATMHOM MOKET BO3HUKATh OPTOCTATUYECKAs
TUIOTEH3UsI, 0cCOOEHHO BO BpeMs mojadopa 103kl B Hayane Tepanuu. [Ipu BO3ZHMKHOBEHHUU
OpPTOCTATUYECKON TUIIOTEH3UH MOKET MOTPEOOBATHCS CHIKEHHE J03bl WK 00Jiee MOCTeNeHHbII
ee moaoop.

Cunopom annos 6o cne

VY nanueHToB, NMPUHMMABIIMX KBETHUAIMH, ObUI OTMEYEH CHHJIPOM amHod Bo cHe. Crenyer
coOII0AaTh OCTOPOKHOCTD MPU HA3HAYCHUH KBETUANMHA MAallMeHTaM, OJy4arolIuM Mpenaparsl,
OKa3bIBAIOLIME YIHETAOIIEE JCHCTBUE HAa LICHTPAIbHYIO HEPBHYIO CUCTEMY, A TAKXKE NalMeHTaM
¢ (hakTOpamu prcKa arrHO? BO CHE (HampuMep, H30BITOYHAS Macca Tella/0KUPEHUE, MY>KCKOH I10JT)
WM C alTHO BO CHE B aHAMHeE3e€.

Cyoopoiicuvie npunaoxu

He BbIsIBIEHO paznuuuii B 4acTOTE pa3BUTHS CyAOPOr Y MAallMEHTOB, IPUHUMABIINX KBETHAIIUH
win 1iane6o. OnHaKo, Kak U NpU Tepanuu APYTUMU aHTUIICUXOTUYECKHUMHM JIEKApPCTBEHHBIMU
CpEICTBAMU, PEKOMEHYeTCsl COOI0IaTh OCTOPOKHOCTh MPH JICYCHUH MAlUEHTOB C HAIUYUEM
CYJIOPOKHBIX MIPUCTYIOB B aHaMHe3e (cM. paznen «[lobouHoe neficTBue»).

3nokauecmeennwlil HellpoienmuieckKuii CUHOPOM

Ha ¢one mpuema aHTUNICHXOTHYECKUX MpenaparoB, B TOM 4HCIE, KBETHAIMHA, MOXET
pasBUBaTbCA 3JI0KAYECTBEHHBIH HeWposentuueckud cuuapoMm (cMm. pasgen «llo6ounoe
neiicrBuey). Knnnundeckue nposiBiIeHUs CHHIPOMa BKJIFOYAIOT B ¢e€0sI THIIEPTEPMUIO0, H3MEHEHHBIN
MEHTAJIbHBII CTAaTyC, MBIIIEUYHYIO PUTHAHOCTD, JIAOMJIBHOCTh BET€TaTUBHON HEPBHON CUCTEMBI,
yBEJIMUYEHUE aKTUBHOCTH KpeaTUuH(ochoKknHazbl. B Takux ciyyasx HE0OXOAMMO OTMEHUTD IIPUEM
KBETHAIIMHA U IIPOBECTH COOTBETCTBYIOILIEE JICUECHUE.

Taoccenan neiumponenua u az2panyioyumos

B kpaTkocpouHbIX TIa1€00-KOHTPOIUPYEMBIX KIMHUYECKUX MCCIEA0BaHUAX MOHOTEpaNuu
KBETHAIIMHOM HEYacTO OTMEUYAIMCh CIy4yau TsHKEJIOW HEUTpONeHUH (KOJIMYeCTBO HEUTpPO(HIIOB
< 0,5 x 10%n) 6e3 undexiuu. CoodIIATOCh O PA3BUTHH arpaHyIouTo3a (TSHKENol HeliTponeHuH,
acCOIIMMpOBaBIIeics ¢ HMHPEKIMAMU) y TMalUEHTOB, MOJIYYaBIIMX KBETHAllMH B paMKax
KIIMHUYECKHUX HMCCIeoBaHui (PeKo), a TaKkKe MPHU MOCTPETUCTPALIMOHHOM MPUMEHEHUH (B TOM
YHClie, C JETATbHBIM UCX0/A0M). BOJIBIIMHCTBO 3TUX CIIy4aeB TsDKEJIOW HEMTPOIEHUH BO3HHUKAJIO
yepe3 HECKOJIBKO MECALIeB NI0CIe Havyajla Tepanmud KBeTHanmuHoM. He ObUIO  BBIABICHO
n0303aBucuMoro ¢ ¢exra. Jleiikonenus u/mimm HeUTponeHHs pazpelanach nocjie NpeKpanieHus
Tepanuu KBETHANUHOM. BO3MOXHBIM (QakTOpoM pucKa A BO3HMKHOBEHMSI HEUTpONEHUU

ABJKCTCA NMPEAIICCTBYIOMIECC CHMIKCHHOC COICPKAHUC JICIKOITNTOB H ciIydyan JICKapCTBEHHO
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WHIYUHMPOBAHHON HEUTPONIEHUH B aHAMHE3E.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

PazBuTHe arpanynonuTo3a OTMEYAld W y MAIMEHTOB 0e3 (akTopoB prcka. HeobOxoammo
YUUTBIBATh BO3MOXXHOCTH Pa3BUTHUSI HEUTPOIICHUH Y MTAITUEHTOB ¢ MH(EKIUEH, 0COOCHHO B CITydae
OTCYTCTBHSI OYEBUAHBIX MPEAPACIONATaomuX (aKTOpOB, WM y MAlUEHTOB C HEOOBICHUMOMN
JUXOPAAKON; JlaHHBIE Cllydad JIOJDKHBI BECTHUCh B COOTBETCTBHH C KIMHUYECKUMU
PEKOMEHIALIUSMHU.

VY manueHTtoB ¢ cojepxkaHueM HeiTpodmior < 1,0 x 10%n mpuem KBeTMamuHAa ClELyeT
npekpatuth. [lanuenta HeoOXoAMMO HAOMIONATH IS BBIABICHUS BO3MOXKHBIX CHMIITOMOB
MHGEKIMH U KOHTPOJUPOBATH YUCIO HEHUTPOPUIOB (10 TMOBBILICHUS HX COJAEP>KaAHUS
1o 1,5 x 10%m).

B3zaumooeiicmeue ¢ opyzumu nexapcmeeHHbviMuU cpeocmeamu

Taxxe cM. pa3aen «B3aumoeicTBUE ¢ IPYrUMH JIEKaPCTBEHHBIMU CPEICTBAMU U JPYTrUe BHUJIbI
B3aMMOJICHCTBUS.

[IpumeHeHHe KBeTHANMHA B KOMOHWHAIIMM C MOIIHBIMH HHIYKTOPAMH MHKPOCOMATBHBIX
(GEepMEeHTOB TICUYCHH, TAKUMHU Kak KapOama3enuH W (PCHHTOWH, CIIOCOOCTBYET CHHKCHHIO
KOHIIEHTPAIlMU KBETHAIMHA B [J1a3Me U MOXKET yMEHbIIAaTh 3 (HEeKTUBHOCTh TEPANUHU MPENapaToM
Ksernanun Kanon IIposoHr.

Hasnauenune npenapara Keetmanun Kanon IIposoHr manueHtam, NMOJIy4arOUM HHIYKTOPBI
MHUKpPOCOMAJIbHBIX ()EPMEHTOB MEYEHH, BOZMOXKHO JIMILIb B TOM CIIy4ae, €CIH OXKuAaeMas 1oJb3a
oT Tepanuu npenapatoMm Keernanua Kanon IIposoHr npeBOCXOIUT PUCK, CBA3aHHBIN C OTMEHOM
UHIYKTOPOB MUKPOCOMAJIbHBIX (pepMEHTOB neueHu. M3MeHeHne 1036l npenapaToB-UHIYKTOPOB
MHUKpPOCOMANIbHBIX (DEPMEHTOB IMEYEHH JIOJKHO OBITH MOCTEeNeHHbIM. [Ipu HeoOxoaumocTw,
BO3MOXXKHO HX 3aMellleHUE IpernapaTaMH, HE HWHIAYLUUPYIOIIMMU MHKPOCOMAJbHBIE (EPMEHTHI
neveHu (HampuMep, rmpemnapaTsl BalbIPOEBOM KUCIOTHI).

Macca mena

Ha ¢one npuema kBeTnanmuHa OTMEUYEHO YBETMUYEHHUE MACChl Tena. PekoMeHayeTcsl KITMHUYECKOoe
HaOJII0/IeHUE MAllUeHTOB B COOTBETCTBUM C NPUHATHIMH CTaHIAapTaMu Tepanuu (CM. pasnern
«IToGouHOE nEercTBHEY).

T'unepenuxkemusn

Ha ¢one npuéma kBeTHManmMHa BO3MOXHO pa3BUTHE THUMIEPIIIMKEMUM W/MIU pPa3BUTHE U
o0ocTpeHue caxapHoro AuadeTa, MHOT1a COMPOBOXK/IAIOIIErOCs KETOAIMI030M MU KOMOH.
Pexomenayercs peryispHbIi KOHTPOJIb MAacChl Te€lla U CUMITOMOB THMIEPTIMKEMHH, TaKUX Kak
MOJIUUTICHSI, TOMUYpHs, moudarus u c1abocTh, y TAIlMEHTOB, MPUHUMAIOIINX HEHPOJICTITUKHY, B
TOM 4YHCJIe KBeTHANNH. PekoMeHayeTcs: KImHu4Yeckoe HaOII0ieHHe 3a MallMeHTaMU C CaXapHbIM

nuaberoMm, MauuMeHTaMu ¢ (akTopamMu pHUCKa pa3BUTUS caxapHoro sauabera (cM. paszaen
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«IToGouHOE NEercTBHEY).

Konuyenmpayun aunuoos

Ha ¢done nmpuema kBeTHanuHa BO3MOKHO IMOBBIINICHUE KOHIICHTPAIIMN TPUTIUIEPUIOB, OOIIEro
xonectrepuna u JIIIHII, a taxxke cHuxenue konuentpanuu JIIIBII B kpoBu (cMm. pazgen
«IlobouyHoe neicTBUE»). YKa3aHHbIE U3MEHEHUS CIIeyeT KOPPEKTHUPOBaTh B COOTBETCTBUU C
JNEHCTBYIOIUMHU PEKOMEHIAIUSIMHU.

Memabonuueckue napyuienus

YBenuueHue Maccol Tela, MOBBIILIEHUE KOHIIEHTPALUHY TTF0KO3bI U JIUIHI0B B KPOBH Y HEKOTOPBIX
MAlMEHTOB MOTYT TMPUBECTH K YXYIIICHUIO MeTabonuyeckoro mnpoduis, 4To TpedyeT
COOTBETCTBYIOLIETO HAOIIOICHHS.

Yonunenue unmepeana QT

He BbISIBIIEHO B3aUMOCBSI3U M@Ky MPUEMOM KBETHAIMHA U CTOWKHUM IOBBIIIEHHEM a0COIIOTHOMN
BennuuHbl nHTepBana QT. OnHako yanuHenue unrepBaia QT oTMeuanock npu nepeao3upoBKe
npenapara (cm. pasaen «I[lepenosupoBkay). Ciaemayer coOM0aaTh OCTOPOKHOCTH MPU HA3HAYECHUU
KBETHANIMHA, KaK W JAPYI'MX aHTUIICUXOTHYECKUX TIpernaparoB, MalMEHTaM C CEepACYHO-
COCYAMCTHIMH 3a00JICBaHUSIMU U C y/uIMHeHHeM uHTepBana QT B anamuese. Takxke HEOOXOAUMO
coONroAaTh OCTOPOXKHOCTh MpPH HAa3HAYEHUHM KBETHAMHA OJHOBPEMEHHO C Ipenaparamu,
YATUHSIOMUMEI nHTepBal Q T, APYrUMU HEUPOJIENTHKAMHU, OCOOCHHO Y JIUI] ITOKHUIIOTO BO3pacTa,
y TAIMEHTOB C CHHJIPOMOM BPOXKJICHHOTO y/UTHHCHHS WHTepBaia QT, XpOHUUYECKOU cepIedHON
HEJOCTaTOYHOCThI0, THUNEepTpoduelt MHOKapa, THUMOKATIMEMHUEH WU TUIIOMarHueMuen (cM.
paznen «BzauMopelicTBUe C JAPYTMMHU JIEKQPCTBEHHBIMH CPEACTBAMH U ApPYrue BUIBI
B3aUMOJICHCTBUS).

Ocmpule peakyuu, cea3annvle c OMMEHOIU npenapama

[Tpu pe3koii OTMEHE KBETHAIMHA MOTYT HAOMIOAATHCS CIAEAYIOUINE OCTPhIE peaKIuu (CHHAPOM
«OTMEHBI») — TOIIHOTa, pBOTa, OECCOHHMIIA, TOJOBHas OO0Jb, TOJOBOKPY)KEHHE U
pazapaxuTenbHOCTh. [103TOMYy OTMEHY mpemnapara peKOMEHAYETCs MPOBOIUTH MOCTENEHHO B
TE€YEHHUE, KaK MUHUMYM, OJTHOM WJIA IBYX HENICTIb.

Henpagunvnoe npumenenue u 310ynompedienue npenapamom

Brutr oTMedeHbI Ciydan HempaBUILHOTO MPUMEHEHHS U 3710ynoTpebnaeHus npemnapatom. Crienyer
cOOJII0/1aTh OCTOPOKHOCTH MPU Ha3HAYCHHUH KBETHUANHMHA MAIlMEHTaM NPHU HAJIMYUU B aHAMHE3E
3710yNOTPeOIECHUS aJIKOr0JIeM UITU JIEKApCTBEHHBIMHU ITpernapaTamH.

Jluya nosrcunozo eozpacma c demenyuei

Kseruanun Kanon [IposoHr He moka3aH A7 JISYSHHsI ICUX030B, CBSI3aHHBIX C IEMEHITHEH.
Hekoroppie aTunmuyHbie HEUPOJICTITUKH B PaHIOMHU3UPOBAHHBIX IJIAI[E00-KOHTPOIHPYEMBIX

HCCIIEIOBAaHMUSIX MNPUMEPHO B 3 pasza yBEIWYMBAIM PHUCK Pa3BUTHS LepeOpPOBACKYISIPHBIX
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AHAJOTUYHBIN PUCK YBEIHUYCHHUS YaCTOTHI IIEPeOPOBACKYIISPHBIX OCIOXHEHHI HE MOXKET OBITh
UCKIIIOUYEH JUIsl JIPYTUX AHTUIICUXOTHUYECKUX JIEKAPCTBEHHBIX CPEACTB WM APYTHX TPy
naureHToB. KBernanun Kanon IIponoHr 1oikeH NpUMEHSTBCS ¢ OCTOPOKHOCTBIO y HAllUEHTOB
C PUCKOM Pa3BUTHS UHCYJIbTA.

AHanmu3 NpPUMEHEHUS aTUIWYHBIX HEUPOJIEITUKOB I JICYEHHUS IICUXO030B, CBSA3AHHBIX C
JIEMEHILIUEH y TOXKUJIBIX MAIlMEHTOB, BBISBUJI MOBBIIICHUE CMEPTHOCTH B TPYMIE MAlUEHTOB,
MOJTYYaBIIMX IIPernapaThl TOM IPYIIILI, IO CPAaBHEHHIO ¢ Tpynmoi 1iaredo. /[Ba 10-HemeapHbIX
1a11€00-KOHTPOJIUPYEMbIX HCCIIEOBAaHUSl KBETHANMHA Yy AHAJIOTMYHOM TpYIIbl IMalUEeHTOB
(n = 710; cpennuii Bo3pact: 83 roma; BoO3pacTHOW jauamna3oH: 56-99 jer) mokasaid, 4TO
CMEPTHOCTb B TPYIIIE MAIIMEHTOB, MPUHUMABIIINX KBETUAIIUH, cocTaBmia 5,5 %, u 3,2 % B rpymre
riane6o. [IpuyuHbI JeTaabHBIX HMCXOJO0B, OTMEUYEHHBIX Y ATHX MallME€HTOB, COOTBETCTBOBAJIH
0XKMJIAaeMbIM I JaHHOW monyisiuuu. He BBISIBICHO NPUYMHHO-CIEACTBEHHON CBSI3HM MEXKIY
JICYCHUEM KBETHAIIMHOM W PUCKOM TIOBBIIMICHHUS CMEPTHOCTH Y TOXKWIBIX TMAI[MEHTOB C
JIEMECHIUECH.

Anmuxonunepeuueckue (MycKapunonoooonsie) 3¢hghexmot

HopkBeTnanun, akTUBHBIA MeTaOONUT KBETHANMHA, 00JaaeT CpPOACTBOM (OT YMEPEHHOM
CTENEHU J0 BBIPAKEHHOM) K HECKOJIBKMM TMOATUIIAM MYCKApUHOBBIX perentopoB. C 3TuM
CBSI3aHBI HEXKEJATEeJIbHBIC JICKAPCTBEHHBIE PEAKIUU, OOYCIOBJICHHBIE AHTUXOJIMHEPTUYECKUM
JIECTBUEM KBETHUIIAIIMHA MIPU €r0 MPUMEHEHUH B PEKOMEHJIOBAaHHBIX J103aX WJIA B COUETAaHHUH C
IpYTMMH TIperapaTaMy, OKa3bIBAIOIIMMHU aHTUXOJHHEepruueckue d>(PQeKTsl, a Takke Mpu
nepeno3upoBke. Ciemayer coOm01aTh OCTOPOKHOCTD MTPU MPUMEHEHUH KBETHAITMHA COBMECTHO C
JIEKAPCTBEHHBIMU CPEJCTBAMHU, OKA3bIBAIOIIMMH AaHTHUXOJIMHEPTUYECKUE (MYyCKapHUHOIMOIO0HBIC)
sbdekte. CrneayeT cobOI0gaTh OCTOPOXKHOCTh TMPU HA3HAUYEHWU KBETHANHMHA MAIlMeHTaM C
3a/IepKKOM MOYM WJIM C 33/IEpKKOM MOUYM B aHAMHE3€, KIMHUYECKU 3HAYUMOI runepiuiazuen
MPEACTATeNIbHON JKeJe3bl, KUIIEYHOW HEMPOXOJMMOCTHIO WM POJCTBEHHBIMU COCTOSIHUSIMU,
MOBBIIICHHBIM BHYTPHUTJIA3HBIM JIABJIEHUEM WA Y3KOYTOJIBHOM TIAyKOMOW (CM. pa3zienbl
«Dapmakonunamuka», «llobounoe peiictBue», «llepenosupoBka» u «B3aumonelcTBue ¢
JIPYTUMHU JIEKaPCTBEHHBIMH CPEACTBAMHU U APYTUE BUIBI B3aUMOJICHCTBUSY).

Hapywenus co cmoponst neuenu

B cnydae pa3BuTHS JKENTYXH MPUEM KBETHAIIUHA CIIEAYET MIPEKPATUTh.

Hucgazuan

Hucharus (cm. pasgen «IlobouHoe aeiicTBHe») W acmupaius HaOMIOJAINCh TPU Teparuu
KBeTHANTMHOM. [IpUYMHHO-CIIEICTBEHHASI CBSI3b BOSHUKHOBEHUS aCMUPAIMOHHOW IMHEBMOHHH C

IpUEMOM KBEeTHalMHAa He ycTaHoBieHa. OJHAKo cieayeT coOdoAaTh OCTOPOXKHOCTh IPHU

24



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 03.07.2024 N= 13388

Ha3HAYCHHH TperapaTa marueHTaM ¢ PUCKOM B( 3HHKHO]§%§QE’1§I§&I%EEM€J@Q;[%3 )

Benosnaa mpomoéoimoonus

Ha ¢one npuema HelponenTHKOB OTMEUEHBI CIydal BOSHUKHOBEHUS BEHO3HON TPOMOOIMOOTHH.
Jlo Hauana 1 BO BpeMsi Teparuy aHTUTICUXOTUYECKUMH TIperapaTamMu, B TOM YHCIIE, KBETUAITUHOM,
CJIeTyeT OLICHUTh (PAKTOPBI pPUCKA U MPUHATH NPOPUIAKTUYECKUE MEPHI.

Ilanukpeamum

Bo BpeMsi KITMHMYECKUX UCCIEIOBAaHUNA U TOCTPETHCTPALIMOHHOTO IPUMEHEHUS ObLTH OTMEUEHBI
CIIly4au pa3BUTH AaHKpPEaTUTa, OJIHAKO PUUYMHHAS CBSI3b C IPUEMOM Iperapara He yCTaHOBJICHA.
B mocrpeructpalilnoHHBIX COOOIIEHUSAX yKa3aHO, YTO Y MHOTHX MAI[MEHTOB MPUCYTCTBOBAIH
(akTOpBl pUCKa PA3BUTHA IMAHKPEATUTA, TAKHE KaK MOBBIIICHHE KOHLIIEHTPAIIMH TPUTIHILIEPHIOB
(cM. monpazaen KonneHTpanus JIUnua0B), X0NeIuTHa3 U YIOTpeOIeHUE aJIKoroJisl.

3anop u nenpoxooumocms KunieyHuKa

3amop sBisgercs (aKTOpOM pHCKa HEMPOXOAMMOCTH KuineuHuka. Ha ¢doHe npumeHeHus
KBETHAIMHA OTMEYaJId pa3BUTHE 3a1iopa U HENPOXOAMMOCTH KulleuyHuKa (cM. pasaen «lobounoe
JIeicTBUE»), BKIIIOYAsl CIy4aW C JICTAIIHBIM HCXOJIOM Yy TMAI[MEHTOB T'PYIIBI BHICOKOTO PUCKa
HEMPOXOAMMOCTH KHILIEYHHKA, B TOM YHCIIE IMOJYYAIOIIUX MHOKECTBEHHBIE COIMYTCTBYIOIIHE
npenaparsl, KOTOpPbIE CHIKAIOT MOTOPUKY KHUIIIEYHHKA, J1ajiee IPU OTCYTCTBUU kallod Ha 3arop.
Kapouomuonamusa u muokapoum

B Xozme KIMHUYECKUX UCCIENOBAaHUNA M TIOCTPETHCTPAMOHHOTO TPUMEHEHUS! OBLIH OTMEYEHBI
cllyyad pa3BUTHs KapIMOMUONATUU W MHOKApJUTa, OJHAKO IMPUYMHHAS CBSI3b C NPUEMOM
npenapara He ycTaHoBieHa. ClieyeT OLICHHUTh 11eJecOO00pa3HOCTh TepanuH KBETHAIIMHOM Y
MAIMEeHTOB C TIOJ03PEHUEM Ha KapIMOMHOTIATHIO WIIM MHOKAPIUT.

Tascenvie KodcHble HeHceamenvHvle peaKyuu

[Ipy nmpuMeHEeHUM KBETHANMHA COOOIIATIOCh O Pa3BUTHM TSKENBIX KOXKHBIX HEXKEIaTelIbHbIX
peakuuii, BkiItovas cuHapoM CtuBeHca-/[>KOHCOHA, TOKCHUECKUH 3MuAepMalbHbIi HEKPOIU3 U
JIEKAPCTBEHHYIO peakiuio ¢ d03uHoduiuen nu cucreMHbiMu cumnromMamu (DRESS-cunnpom),
KOTOPBIE SIBIISTIOTCS TIOTEHIIMATIBHO YIPOKAIOIMIMMHU KXKU3HH HEXeJaTeIbHBIMHU JIEKapCTBEHHBIMHU
peakuusaMu. Tspkenble KOXHBIE HEXeNaTelbHble pPEAaKUUU OOBIYHO TPOSIBISIOTCS B BUJC
KOMOMHAIMM CIEAYIOIMIMX CHMITOMOB: OOLIMpHAas KOXHas ChIIb MIM 3KC()ONIUaTHBHBIN
JepMaTHT, JTUXOpaaKa, TuMdageHonaTus U MoTeHIambHast 303uHommst. [Ipr BO3SHUKHOBEHHN
TSDKEIIBIX KOXKHBIX HEXKETAaTeNbHBIX pEeaKIil MPHeM KBETHATIHA CIIEAYEeT MPEKPATHTh.
Jlonoanumenshan ungpopmayun

Honrocpounas Oe3zomacHOCTh U 3()(PEKTHBHOCTH MPOJOHTMPOBAHHONW (POPMBI KBETHANMHA B
Ka4eCTBE JIOTIOJHUTEIBHOW TEparuy MPH JICUeHUH OOJBIIOTO JETPECCUBHOTO PAcCTPOICTBA HE

U3Y4aIUCh, OAHAKO MPpoduib 6e30macHocTd U 3G (HEKTUBHOCTH U3yUYEH PU MOHOTEPAITUU.
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Bausinue Ha CIOCOOHOCTH K YNIPaBJIEHUIO TP HCHODT@M@%&J@E%gaH%Q%h

IIpenapar Ksetnanun KaHoH I[IponoHr MoKeT BBI3BIBATH COHJIMBOCTbH, IO3TOMY B IIE€PUOJ
JICYCHUS] TAIMEHTaM HE PEKOMEHAYETCS YIPaBIsATh TPAHCHOPTHBIMU CpPEICTBAMH U
MeXaHU3MaMH, TPEOYIOIIMMHU MMOBBIIIEHHOW KOHIEHTPALlUU BHUMAHUS.

®opma BBINLYCKA

TabneTKku MPOJOHTUPOBAHHOTO JCUCTBHUS, MOKPHIThIC MJICHOYHOW 000m04Kkoi, 150 mr, 200 wmr,
300 mr umu 400 mr.

Tabnerkn no3uposkoil 150 mr u 200 mr:

ITo 10 wm 15 TaGneToK B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY M3 IUICHKHU MOJUBUHIIXJIOPUIHON 1
(donbry aMIOMUHUEBOHN MEYaTHOM JTAKUPOBAHHOM.

I[To 30, 60 nmu 90 TabneTok B OaHKY MOJMMEPHYIO IS JICKAPCTBEHHBIX CPEJICTB U3 MOJUITHIICHA
WK nonudTUIIeHTepedTanaTa. Kpbliika U3 mOIUNponuieHa Wik NOTUITUIICHA.

[To 3, 6 KOHTYPHBIX STYEHKOBBIX yMakoBOK Mo 10 TabneTok uiu 1o 2, 4 KOHTYPHBIX STUEHKOBBIX
YIaKOBKH 10 15 Tabnerok, nim mo 1 GaHKe MOTMMEPHOH AJIs JIEKApCTBEHHBIX CPEJCTB BMECTE C
MHCTPYKLMEHN M0 IPUMEHEHHUIO [TOMEILA0T B [TAUYKy U3 KapTOHA.

Taobnerku no3uposkoii 300 mr u 400 mr:

ITo 10 TabGneToK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY U3 IJICHKH NOJMBUHUIXIOPUIHON U (OIBIU
AJTIOMUHHUEBOM NI€YaTHOM JTAaKUPOBAHHOM.

ITo 30, 60 unm 90 TabieTok B OaHKY MOJTUMEPHYIO /IS JIEKAPCTBEHHBIX CPEJICTB U3 TOJIUITUIICHA
WK ToaudTIIIeHTepedTanaTa. Kpblilika U3 HOIUIPONUICHA WU TOJIUITHIICHA.

[To 3, 6 KOHTYpHBIX SUCHKOBBIX ymakoBoK o 10 Tabnerok win mo 1 GaHKe MOJIMMEPHOM s
JIEKapCTBEHHBIX CPEICTB BMECTE C HMHCTPYKLIMEW MO MPUMEHEHHMIO MOMELIAIOT B MauKy U3
KapTOHa.

Cpoxk rognocTun

2 roja.

He npumMeHAThH 10 HCT€YEHUH CpOKa FOJTHOCTH.

YciaoBust XxpaHeHust

ITpu Temneparype He Boime 25 °C.

XpaHUTh B HEJOCTYITHOM IS IETEH MECTe.

YcaoBust ornmycka

OTmycKaroT Mo pelenTy.

Baagenen perucTrpanmoHHOro yaocropepeHusi/OpraHusanusi, NPMHUMAKOIIASA NPETEH3UH
norpeoduTeseH

Poccuiickas ®@enepanns

3A0 «KanoHpapma mpoJaKIIH»
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141100, MockoBckas 0011., r.0. [1[émkoBo, r. I1lénkoso, J}Z,EI]%&M?&%%@EHCC Tk 0003

Ten.: +7 (495) 797-99-54.

DneKTpoHHBIH anpec: safety(@canonpharma.ru

Tonyyums dononHumenvhvie OaHHble 0 Npenapame, HANPABUMb NPEMEH3UI HA e20 KAYecmeo,
Oe30nacHocms, cOOOWUMb O HeHCEIAMENbHBIX JIeKAPCMBEHHBIX PEaAKYUAX MONCHO NO meneqhony.
+ 7 (800) 700-59-99 (GecmnatHas nuHus 24 yaca) WM Ha caiite WWW.canonpharma.ru B pasaene
«[Tonutuka B 00J1aCTH KayecTBay - «be30MmacHOCTh MpemapaToBy.

IIpousBoauTen

Poccuiickas @enepanus

3A0 «Kanondapma npoaKin»

141100, MockoBckast 0011, r.0. lI[&nkoBo, T. [I{énkoBo, yiu. 3apeunas, a. 105.

Ten.: + 7 (495) 797-99-54.

WWW.canonpharma.ru

IIpouszs00cmeo 20mosoil 1eKapcmeeHHoU Popmbi:

MockoBckas 00:1., T.0. lllénkoso, r. [ll€nkoBo, yi. 3apeunas, ctp. 1055, . 16.

Ilepsuunas ynaxoexa:

MockoBckas 00:1., T.0. [Llénkoso, r. [ll€nkoBo, yn. 3apeunas, ctp. 1055, k. 16.

Bmopuunas (nompebumenvckas) ynakoska:

MockoBckas 0611, r.0. lllgnkoso, r. l[éakoBo, yi. 3apeunas, ctp. 10556, k. 16.

Buvinyckarowuii konmpons kauecmea:

MockoBckas 00:1., T.0. [llénkoso, r. lll€nkoBo, yi. 3apeunas, ctp. 1056, k. 11.
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