COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 01.10.2025 N2 24607

OBILAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

®nyokcerud Kanon, 20 mr, KarcyJibl.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTBytomee BemecTBo: (hIyoKCETHH.

Kaxxnas kancyna comepxut 20,00 Mr dayokcernna (B Bujae 22,36 MI rUAPOXJIOPHIA).
BcrnomorarenbHble BelIecTBa, HaJIM4KWe KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHIpaT (cM. pasnen 4.4.).

[TonHbIN IepevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynebr.

TBepapble xenaTuHoBbIE Karcyibl Ne3, KopIiyc U Kpaliieuka roixyooro npera. Couepumoe Karcyil —
CMeCh I'paHyJl U OPOIIIKa OeIoro Wi 6eNoro ¢ )KeITOBaThIM OTTEHKOM I1BeTa. JlomyckaeTcs Hanu4ue

OTACJ/IbHBIX KOMOYKOB, pacCliaaromnuXcCs IIpyu JICTKOM HaXKaTHU CTEKJITHHOM ITaJIOYKOM.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

®nyokceTnH KaHOH noka3aH K IPUMEHEHUIO y B3POCIIBIX B BO3pacTe OT 18 jer.

e bonpiive qenpeccuBHbIE SMNU30/IbI.

e O06ceccUBHO-KOMITYJILCUBHOE PAacCTPOUCTBO.

e HepsHas Oynumus (Kak JOMOJIHEHHE K TICUXOTEPANUy 1151 yMEHbILIEHHUSI HEKOHTPOJINPYEMOT 0
ymoTpeOaeHHs MHILH ).

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHUs!

PexuMm no3upoBaHus

@DIIyOKCEeTHH MOXHO MPUHUMATh | pa3 B JIeHb MO0 HECKOJIBKO pa3 B JCHb B BHJIC Pa3/ICIICHHBIX
J103.

Bonvuue denpeccusnvie 3nu300vl

JI1s1 B3pOCIHBIX MAIMEHTOB M MAIIMEHTOB MMOXHUJIOT0 BO3pAacTa PEKOMEHIOBaHHAsI CYTOYHAsI J103a
coctapisier 20 mr. [Ipu HeobxomumocTn B TedeHue 3—4 Hemenb MOCIe Hadajga Teparnud U B
JMAIbHEUIIEM MPU HAIMYMK HA TO KIMHUYECKUX MOKa3aHUU /1032 MOXKET ObITh MEPECMOTPEHA U
CKOppeKTHpoBaHa. HecMoTpss Ha TMOTEHIMAIBHBI PUCK TMOBBIIMICHUS YaCTOTHl Pa3BUTHS

HEXCIIAaTCIIbHBIX peaKHI/Iﬁ IIpU YBCIUWYCHHUHA OJO3bI, Y HCKOTOPBIX MAIMCHTOB ITPU HEAOCTATOYHOM
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yBeJIUYeHa 0 MakcuManbHOU — 60 Mr (cM. pazzaen 5.1.). Koppekiutio 10361 ClielyeT MPOBOAUTD
OCTOpPOYKHO Ha OCHOBAaHUHU TOTPEOHOCTEW Ka)XJIOTO OTAEIBHOTO MalMeHTa — TaKUM 00pa3oM,
YTOOBI MAUEHT MPOJIOJIKAII TTOJTy4aTh MUHUMAIIbHYIO 3P (GEKTUBHYIO 103Y.

Jns nocTukeHus CTOMKONW PeMHUCCHUU MPOJOHKUTEIBHOCTh MEpHoja Tepanuu y CTpaJarolinx
JieTIpeccrel MalueHToB I0JDKHA COCTaBIATh HE MeHee 6 MEecsIIeB.

Obceccusno-komnyavcugrnoe paccmpoticmeo (OKP)

Jl1st B3pOCIHbIX MAalMEHTOB U MAIlMeHTOB MOKMJIOr0 BO3pacTa PEKOMEHI0BaHHAsl CYyTOUHAs J03a
cocraBnsier 20 mr. HecMoTps Ha NOTEHIMAIBHBI PHUCK TMOBBIIIEHUS YacTOTHl Pa3BUTHS
HE)KEJIATENbHBIX PEaKIUi PU YBEITUYEHUH JI03bl,  HEKOTOPBIX IMALIMEHTOB PU HEJTOCTATOUHOM
OTBETE Ha Tepanuio mpu npuéme 1036l 20 Mr B TEYCHHE ABYX HEENb, /1032 MOXET OBITh
MOCTENEHHO YBEJIUYEHA /10 MAaKCUMaJIbHOU — 60 M.

B cnywyae orcyrcTBus ynydmieHuss B TeueHue 10 Hemenb Tepamuio (DIyOKCETHHOM CIEAyeT
nepecMoTpeTh. [Ipu TOCTHKEHHH XOPOIIETro TeParneBTUYECKOTO OTBETA, JICUCHHE MOXKET OBITh
IPOJIOJDKEHO C MCIOJIB30BAHUEM JI03bI, CKOPPEKTHPOBAHHOW HAa OCHOBAaHUH WHIMBHIYaTbHBIX
notpebHocTeil manuenta. HecMoTps Ha OTCYyTCTBHE CHCTEMAaTHMYECKHUX HCCIIEIOBaHUM,
OTBEUAIOLIUX Ha BOMIPOC O MPOJOJKUTENLHOCTH Tepanuu (PIyOKCEeTUHOM, CIIEyeT OTMETHTh, YTO
OKP — »T0 xpoHHueckoe 3a00JieBaHNe, U y TTAIIMEHTOB, OTBEYAIOIINX HA TEPAITUIO, UMEET CMBICIT
MPOJIOJDKATh JIEYCHHE Ha MpoTshkeHUH Oosnee uem 10 Hemens. Koppekmuro m03bl ciemyeT
MPOBOANTH OCTOPOKHO, Ha OCHOBAaHMM WHJWBUIYaJIbHBIX MOTPEOHOCTEM MallMeHTa, TaKuM
o0pa3oMm, dYTOOBI MAalMEHT MPOJOHKANl TMONMyd4aTh MHUHUMAIbHYIO d()(EeKTUBHYIO H03Y.
[lepuomuveckn cieayeT MPOBOAMTH MEPEONEHKY HEOOXoauMocTH Tepanuu. [lamuenrtam, y
KOTOPBIX OTMEUAEeTCs XOPOIIMH OTBET Ha (hapMaKOTEparuio, HEKOTOPBIE Bpadyd PEKOMEHIYIOT
OJTHOBPEMEHHOE MPOBEJICHHE MOBEACHUYECKON ncuxorepanuu. I (GeKTUBHOCTh (IIYOKCETHHA B
oTnaneHHOM nepuoze (6onee 24 nenens) npu neyennn OKP nponeMoHcTpupoBaHa He Oblia.
Hepenas 6yaumus

JI7ist B3pOCIIBIX NMAIMEHTOB U MAIlMEHTOB MOKUIIOTO BO3pAcTa PEKOMEHIOBaHHAsI CYTOYHAS 7032
cocraBisier 60 wmr. Ilpu HepBHOM OynmuMuu 3¢ (eKTUBHOCTH B OTAAJCHHOM nepuoje (6osee
3 Mecs11eB) NPOIEMOHCTPUPOBaHA He ObLIa.

Bce noxaszanus

PexomeHnnoBaHHas 1032 MOXET OBITh CHW)KEHA WM yBenndeHa. CHUCTeMaTHYecKoe H3y4YeHHe
J103bl1, TIpeBbIatoliei 80 Mr/cyTku, He TPOBOIUIIOCH.

Oco0bIe I'pynnbl DaMCHTOB

HauueHmbl NOJ2HCUTIOC0 803pacma
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npesbimarh 40 Mr. MakcumanbsHasi peKOMEHIOBaHHAS CYTOYHAsI 103a cocTaBisieT 60 Mr/cyTku.
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu

[TaruenTam ¢ Me4EHOYHON HEOCTATOUHOCTBIO MIpernapaT Ha3HAYaloT B CHIKEHHOM J103€ WK CO
CHIDKEHHOM yacToToi (Hanpumep, 20 MT depes JieHb). [[aHHble peKOMEHAAIINN TaKKEe OTHOCATCS
M K T[alueHTaM, —[PUHUMAIONIMM  CONYTCTBYIOIIME  Mpenaparbl,  MNOTEHIMAIBHO
B3aUMOJICHCTBYIOIIKE ¢ penapaToM PnyokceTuH KaHoH.

CHuMITOMBI __CHHApPOMa OTMEHBI, OTMEYaeMble IIpH NpEKpaIlCHUM Tepaluu IperapaToM

dayokcernn Kanon

Crnenyer mu3zberaTh pe3KOro mpekpaileHus npuéma rnpenapara. YToObl CHU3UTh PUCK Pa3BUTHUS
CHHJpPOMa OTMEHBI, MPU MpekpaiieHun Tepamnuu npenaparom diayokcernn Kanon no3y cienyer
CHU)KATh MOCTENIEHHO, KAK MUHUMYM B T€UEHUE OJHOM—IBYX Henenb (cM. paznensl 4.4. u 4.8.). B
ClIy4ae pa3BUTHs HEMEPEHOCHMbBIX CUMITOMOB IMOCIIE CHUKEHHSI JO3bI UM TOCTEe MPEKpaLeHHS
JICYCHHS CIeAyeT BO30OHOBHUTH MPHUEM IIpenapara B paHee HazHAyeHHOU a03e. B manmpHeiimem
Bpad MOKET Ha3HAUYUTh 00JIee MOCTENEHHOE CHUKEHHUE JI03bI.
[Tpu mpekpaiieHuu mpueMa mpernapara AeiCTBYIOIIee BEIIECTBO COXPAHSETCS B OpraHU3ME B
TEYCHHE HECKOIbKUX Henenb. CreayeT y4YuThIBaTh JaHHBIA (DaKT MpU Ha3HAUYCHUU WU
3aBEPIICHUH TEPAITUHU.

eTH
[IporrBoONOKa3aH y nereit B Bo3pacte 10 18 ner.
besonacHocte u sddextuBHOCT DnyokcetuH KaHoH y nerteit B Bo3pacte A0 18 ner He
yCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Criocob nnpuMeHeHu s

BuyTps.

Bo Bpems unm B epepbiBax MeXly IpUeMaMH MUK (HE3aBUCUMO OT ITpUeMa MHULIH).

4.3. [IpoTuBONOKA3aAHUS

—  THUINEPYYBCTBUTEIHHOCTh K (DIIYOKCETHHY WJIHM K JIFOOOMY W3 BCIIOMOTATEIbHBIX BEIIECTB,
NIEPEYUCIIEHHBIX B pazzaene 6.1.;

—  OJHOBPEMEHHBIN MPHUEM HEOOPAaTHUMBIX HECENIEKTUBHBIX MHTHOUTOPOB MOHOAMHHOKCHIA3bI
(MUMAO), nannpumep, unponuasuaa (cM. pazaenst 4.4. u 4.5.);

— OTHOBPEMEHHBId TIPUEM METONPOJIONIA, HCIOJIB3YeMOro ISl  JICYCHHUS CeplIeYHOU
HeJ0CTaTOYHOCTH (cM. pazaen 4.5.);

—  perckuit Bo3pact 10 18 net (3pPpekTUBHOCTH U 6€30IaCHOCTh HE YCTAaHOBIICHA).

4.4. OcoOble yka3aHUus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U

CVI/IHI/IJT/ CYMIMAAJIBHBIC MBICIIN WJIN KIIMHUYCCKOC VXVIINICHUEC




COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 01.10.2025 N= 24607

T0C OB HOCTE 00027 .
Hemnpeccusi cBsi3aHa C TOBBIIMIEHHBIM PHUCKOM 1303'}9111'1{0;@4;1";1 E"cmg!ﬁm];x' 'lMBl‘CJI'IeI/I,

NpUYMHEHUST BpeAa cebe (WICHOBPEAMTEIhCTBA) W CYHMIIMIAIBHBIX sIBICHUH. JlaHHBINH pHCK
COXpAHSETCS 10 HACTYIUIEHUS CTOMKOM peMHUCCUHU. Tak Kak B TEUCHHE IEPBBIX HECKOJIBKHX
HEJIeNb JICUCHUS YIy4YIICHUE MOXKET HE BO3HUKHYTh, HEOOXOIUM TIIATEILHBI MOHHUTOPHHT CO
CTOPOHBI JIEHalllero Bpaya BIUIOTh JI0 YJIYYIIEHHUS COCTOSIHUS mnanueHta. Kak moka3biBaeT
KIIMHUYECKAs MIPAKTUKA, PUCK CYMLM/Ia HA PAHHUX CTaAUSAX BBI3IOPOBJIEHUS MOMKET MOBBIIATHCS.
Hpyrue ncuxuarpudeckue 3a00JeBaHUS, IS JICUCHUS KOTOPBIX HA3HAYAIOT Mpenapar
®nyokcernH KaHOH, Takke MOTYT OBITh CBSI3aHBI C TIOBBIIICHHBIM PHUCKOM CYHIIHMATBHBIX
sieHnii. KpoMe Toro, manHbeie 3a00JIeBaHKs MOTYT CONYTCTBOBATh OOJIBIIIOMY JICTIPECCUBHOMY
paccrpoiictBy. ClrieoBaTeabHO, IMPHU JICUEHWU TMALNKUEHTOB C APYTMMH TCUXUATPUUYECKUMHU
3a00JI€BaHUSMH CIIEIYET MPOSBIATH TY K€ OCTOPOKHOCTH, YTO W IPH JICUEHUU MALUEHTOB C
OOJILIITUM JETTPECCUBHBIM PaCCTPOMCTBOM.

[TanueHTsl ¢ CyMUMAANBbHBIMU SBJICHUSMU B aHaMHE3€, SIBHO MPOSIBISAIOIIME CYHIMAAIbHbBIC
MBICJIM [0 Hayajga Tepanud, OTHOCITCA K TPYIIE MNOBBIIIEHHOIO PHCKAa BO3HUKHOBEHUS
CYMUUJAIBHBIX MBICIEH WIM CYMUHAAIBHOTO TNOBEACHHUS. JlaHHBIE MMALMEHTHI BO BpEMS
MIPOBEICHUS TEPAIKMH JIOJDKHBI HAXOIUTHCS MO/ TIIATEILHBIM HAOJI0ICHHEM.

Metaananu3 11ane00-KOHTPOIUPYEMBIX KIMHHUYECKUX MCCIEAOBAHUNA aHTUACTIPECCAHTOB,
MPUMEHSAEMBIX JIJIS JICYCHUS TICUXUATPUUECKUX 3a00JIEBaHUM Y B3POCIBIX MAIIMEHTOB, MOKa3al,
YTO CPEIY MAIMEHTOB MOJIOKE 25 JIET MPUMEHEHUE aHTUICTPECCAHTOB CBA3AHO C MOBBIIICHHBIM
PHUCKOM CYHIIMIATBHOTO MOBEACHHUS 110 CPAaBHEHUIO C MAIlHeHTaMHU, TIOTy4YaBIINMH 1a1e6o.
HeoOxoauMo mpoBOAUTH TIIATENbHOE HAOMIOJEHUE 3a MAI[UEHTaMH, B YACTHOCTH U3 TPYIIIBI
BBICOKOTO pHCKa Pa3BUTHS CYHIIUIAIBHOTO MTOBEJIEHHUS, OCOOCHHO HA PAaHHUX dTanax JEUYCHHS U
BO BpeMsl TTOCJICIYIONINX U3MEHEHUH 10361, [1arnenTs! (a Takke JIMIa, yXaXUBaKoIINe 3a HUMH)
TOJKHBI OBITH TPEAYNPEXKICHB O HEOOXOIUMOCTH OTCIEKUBAHUS JIOOBIX KIMHUYECKUX
YXYALIEHUN COCTOSHUS, KOHTPOJISI BOSHUKHOBEHUS CYHLIMAAIBHOTIO NMOBEACHUS WA MBICIENH U
HEOOBIYHBIX U3MEHEHHH B TTOBEJEHUH, M JTOJDKHBI HEMEIJIEHHO 00paIaThCs K JedaieMy Bpady
TIPY BO3HUKHOBEHHUH JTAHHBIX CUMIITOMOB.

Cepaeuno-cocyauctbie 3PP eKTnl

[Tpu npueme prmyokceTnHa MOKET MPOUCXOIUTH yanuHeHne nHTepBaia QT, a Takke BO3MOKHO
pPa3BUTHC )I(eJ'IYJIO‘—IKOBOI\/'I ApUTMHUHN WA )I(eJ'Iy,)IO‘IKOBOﬁ TaXUKaApAUHN THUIIA KIIUPYIT», O KOTOPBIX
COOO0IIAIOCh B TMOCTPETUCTPAIIMOHHOM Tiepuoje (cM. pasnenst 4.5., 4.8. u 4.9.). dnyokceTun
ClelyeT MPUMEHSITh C OCTOPOXKHOCTHIO MAlMEHTaM C BPOXKIEHHBIM CHHIPOMOM YIAJIWHEHUS
uaTepBana QT, mpu HanuuMM B aHAMHE3€ YKa3aHUW Ha yBEIWYEHHE MPOJOKHTEILHOCTH
uatepBasia QT y pOJNCTBEHHWKOB TAalMEHTa, NpPU APYIHX KIMHWUYECKHX COCTOSHUSX,

Ipepacroiaraloux K pa3BUTHIO apUTMUN (HampuMmep, MpH TUIIOKATUEMUU, THIIOMAarHUEMUH,
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HEIOCTaTOYHOCTH), TIPU MOBBIIICHHOW 3KCIO3UIMK (PIIyOKCETHHA (HAmpUMep, MPU CHIKEHHON
(GyHKIMY IEYeHN), a TAK)KE IPU OTHOBPEMEHHOM IIpHEME JIEKaPCTBEHHBIX MPENapaToB, KOTOPbIE
MOTYT CIPOBOLUMPOBaTh yAJuHeHue uutepBana QT u/unu pazBuTHe KelnyA04KOBOM TaXUKapIUU
THTIA «ITUPYIT» (CM. pazzaen 4.5.).

[TamenTam co CTaOWIBHBIM Te4YeHHEM 3a0olieBaHHs cepAala HeoO0XOAWMO TPOBOAUTH
uccnenoBanue sekrpokapauorpaduu (OKI) nepen HauaoMm Tepanuu GIryoKCETHHOM.

[Tpu pa3BUTUM IPU3HAKOB APUTMUHU BO BPEMS TE€PAIUU ITPUEM (UIyOKCETHHA ClIeyeT IPEeKPaTUTh
1 npoBecTH ucciegoBanue JKI'.

HeoOparumble HeCEeIEKTUBHBIE HHTMONTOPHI MOHOAMHUHOKCHAA35! (HAIPUMED, MOIPOHUA3HU)

Y nanueHTOB, NMPUHUMAIOUINX CEJICKTUBHBIE HHTHOUTOPBI OOpAaTHOTO 3axBaTa CEPOTOHHHA
(CHO3C) B xoMmOuHanuu ¢ HeoOpaTUMbIMH HeceleKTUBHBIMH MMAOQ, oTmeuanuch ciaydau
CEPbE3HBbIX PEAKIUI, HHOTJA C JIETATbHBIM UCXOOM.

JlanHble cyyan XapakTepU30BINCh MPU3HAKAMH, HATIOMUHAIOUIMMHU CEPOTOHUHOBBIA CUHIPOM
(KOTOpBII MOXKHO [EpenyTaTh CO 3JIOKAYECTBEHHBIM HEUPOJENTUUYECKUM CHHAPOMOM).
[TarueHTaM, y KOTOPBIX OTMEYAIOTCS TAKUE PEAKIIMH, MOXKET OBITh Ha3HAUCH LIUIIPOTENTAINH UITU
nanTposieH. CHUMITOMBI JieKapcTBEeHHOro B3ammojeiictBus ¢ MMAO BkimtouaioT B ceOs:
TUIEPTEPMHIO, PUTHJIHOCTH MBIIIL, MUOKJIOHYC (MHOKJIOHHYECKHE CYIOpOIH), paccTpoicTBa
BEreTaTUBHONM HEPBHOM CHCTEMBI C BO3MOXHBIMU OBICTPBIMHU KOJIEOAHUSIMH apTEpUAIILHOTO
nasienus (AJ]) u gacrorsl cepaeunsix cokpamienuit (HCC), a Taxke U3MEHEHHs ICUXUYECKOro
COCTOSIHUS, BKJIIOYAIOIIME CIIyTAaHHOCTb CO3HAHMsS, PAa3ApaXUTEIbHOCTb U UYPE3MEPHOE
BO30YKJEHHE, TPOIPECCUPYIOLINE 10 COCTOSHUS JEIUPUS U KOMBI.

Takum oOpazoM, (iIyokceTHH TNPOTHUBONOKAa3aH B KOMOMHAIIMM C  HEOOpaTHMBIMU
HecenekTuBHbIME UMAO (cm. paznen 4.3.). BenenctBue Toro, 4ro AeicTBUE HEOOPAaTUMBIX
HecenekTuBHBIX UMAQO coxpaHsiercss B TedeHue 2 HeZelb, Tepanuio (pIyoKCETMHOM CIeIyeT
HAauMHATh HE paHee, YeM IO MPOIIECTBUU 2 HENENb MOCJIEe OTMEHbI Tepaluu HeoOpaTUMBIMU
HeceneKTuBHbIMU IMAQO. AHanoruuueiM 00pa3oM Tepanuio HeOOpaTUMBIMHU HECEJIEKTUBHBIMU
NMAO cnenyer HauMHATH HE paHee uyeM uepe3 5 Helelb 10ciie OTMEHBI (PITyOKCETHHA.

SIBIeHUS, CXOXKHME MO0 CHMITOMATHKE C CEPOTOHMHOBBIM CHHIAPOMOM WM 3JI0KAYECTBEHHBIM

HefIDOHeHTHLIeCKHM CUHAPOMOM

B penxux ciaydasx cooOmaiock 00 acCONMUPOBAHHOM C NPHEMOM (IIyOKCETHHA DPa3BUTHU
CEPOTOHUHOBOTO CHHAPOMA WM 3JI0KQY€CTBEHHOTO HEHPOJENTUYECKOTO CHHAPOMA, OCOOCHHO
IPU COBMECTHOM MPHUMEHEHUU C JPYTUMHU CEPOTOHMHEPTHUECKUMHU CPEACTBAMH (B TOM HYHCIIE
coaepxamumu L-tpunirodan) u/ninm HeliponenTukamu (cM. pazaen 4.5.). Tak Kak 3T CHHAPOMBI

MOTYT TMPHUBECTH K JKU3HEYTPOKAIOLUIUM COCTOSIHHSIM, TEpanuio (IyoKCEeTHHOM CIeayeT
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paccTporcTBa BEreTaTUBHON HEPBHOM CHUCTEMbI, U3BMEHEHUS IICUXUYECKOTO COCTOSIHUS, BKITIOUAs
CIyTaHHOCTh CO3HAHUS, Pa3IPAKUTEIBHOCTh, KpaliHee BO30YKICHUE C BO3MOKHBIM Pa3BUTHEM
JIETTUPHST ¥ KOMBI, 1 HA3HAYUTh HEOOXOUMYIO CUMIITTOMATHYECKYIO TEPAITHUIO.

Manuu

AHTHIETIpECCAaHTBl ~ HEOOXOAMMO  TPUMEHSATH C  OCTOPOXKHOCTBIO  MalMeHTaM ¢
MaHUSMU/TUIIOMAaHUSIMU B aHamHe3e. [Ipuem ¢iyokceTrHa, Kak U JIFOOOTO aHTHIICIIPECCAHTA,
HEO0OXOMMO MPEKPATUTD, €CITH MAIIUEHT HAXOUTCS B MAHUAKAIIbHOM COCTOSTHUMU.

Kposoreuenus/KpoBousnusiaus

[MIpu npumenennn CHO3C coobmanock 00 dKXuUMO3e, IMypIype H JPYTHX TOT0OHBIX
HaApYIICHHUSX, CBI3aHHBIX C MTOBBIIIEHUEM KPOBOTOYMBOCTH. OO SKXMMO3€ CO00IIanoch HEUacTo.
CHUO3C u cenekTHBHbIE HMHTHOUTOPHI OOpPATHOrO 3axBaTa CEPOTOHMHA W HOpaJpeHalnHA
(CMO3CH) MoryT MOBBILIATh PUCK PA3BUTHUS ITOCIEPOIOBBIX KPOBOTEUCHHI (CM. pas3aensl 4.6. u
4.8.).

pyrue remopparuyeckue sBjieHUs (HallpuMep, THHEKOJIOTHYECKUE KPOBOTEUEHHUSI, JKETYJOUHO-
KHILEYHBIE KPOBOTECUECHHUS, TOJIKOKHBIE KPOBOUBIHUSIHUS U KPOBOTEUCHUS CITU3UCTHIX 000JI0YEK)
oTMevanuch peako. HeoOxonumo mposBISATH OCTOPOXKHOCTh MpU Tepanuu (DIyoKCETUHOM, B
YaCTHOCTH NAIMeHTaM C COIYTCTBYIOIIEW Tepamnuell nepopaibHbIMU AHTHUKOAryJIssHTaMu U
JIpYTUMU TIpernapaTamu, BIUSIOMMMH Ha (YHKIHIO TpPOMOOIMTOB (HAampuMmep, C TaKUMHU
ATUMUYHBIMH  aHTUTICUXOTHYECKHUMH CpEICTBaMHU, KaK KIJO3aluH, ¢ (eHoTHa3uHamu, C
OOJBIIMHCTBOM  TPUIMKIMYECKUX  AHTUACTIPECCAHTOB,  AlETUJICATUIIUIOBON  KHCIOTOH,
HECTEPOMIHBIMH ITPOTUBOBOCTIAIUTENbHBIMY Iipenapatamu (HIIBII)), a Takxke ¢ comyTcTBYOIIEN
Tepamnuen mpenaparamMmu, KOTOpble MOTYT TOBBICHTH CKJIOHHOCTb K KPOBOTEUEHUSIM, U MAIIUEHTaM
C KpOBOTEUEHUSIMH B aHaMHe3e (cM. paznen 4.5.).

Cynoporu

[Tpu mprMeHEeHUN aHTHIEMPECCAHTOB CYLIECTBYET PUCK pa3BUTUA cyaopor. [losTomy, Kak u B
clly4ae JpYrMX aHTHACTPECCAHTOB, (IIYOKCETHH CIIEyeT C OCTOPOXKHOCTHIO Ha3HayaTh
MalMeHTaM, Y KOTOPhIX paHee OTMedanuch cyaopord. [Ipu pa3BuTUM WM y4allleHHH CyA0pOr
Tepanust (IYOKCETHHOM JOJDKHA OBITH TpekparieHa. Tepamuio (IIyOKCETHHOM HE CIeTyeT
Ha3HA4aTh MaIlUEHTaM C HECTaOMIBLHOM nmienicueil. [larmenTaM ¢ KOHTPOIUPYEMO dTTUJIeTICue
HE0OX0aMMO TIATeIbHOE HaOmoAeH e (cM. pazaen 4.5.).

DIEKTPOCYAOPOKHAS TePaAIUs

VY nmanueHToB, MOJyYarouX 3JIEKTPOCYIOPOKHYIO TEPaIuIo, MPH MPUMEHEHUH (IIyOKCETHHA B
pPEIKHUX CllydasiX OTMEYAIUCh IPOJOJKUTENbHBIE CYJOPOXKHBIE HpUIIAAKH. PekoMeHayercs

MPOSIBIISATH OCTOPOKHOCTH MPU Tepanuu (IyOKCETUHOM y TaKUX MallMeHTOB.
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Tamokcuben (NOCNEQCBATENEHOCTE 0002)

DyoKceTHH, KaKk MOIIHbI nHrubourop modepmenta CYP2D6, MoxkeT NpUBECTH K CHIKEHHUIO
KOHIICHTPALUH SHAOKCU(PEHA, OJHOTO U3 CAMBIX Ba)KHBIX aKTHBHBIX META0OJIUTOB TAMOKCHU(EHA.
[TosToMy mpu Tepanmuu TaMOKCU(EHOM IpUMEHEHHUs (iayokceTnHa cienyeT u3oerarb (CMm.
paszmen 4.5.).

AkaTtusus/ ICUXOMOTOPHOE OECHOKOUCTBO

[TIpumenenue (payokceTMHa MOXXET MPHUBOAMTH K PAa3BUTUIO aKATU3WUHU, KOTOPAs MPOSBISETCS
CyOBEKTHBHO HENIPHUATHBIM UJIM MY4YHUTEIbHBIM OE€CIIOKOHCTBOM M HEOOXOJUMOCTBIO IIOCTOSHHOTO
JIBYDKEHUS, 324aCTyI0 0€3 BO3MOXKHOCTH CUJIETh WM CTOATH Ha MecTe. Yalle Bcero Takue siBJIeHUs
HAOJIOJIAIOTCA B IEPUOJ IEPBBIX HECKOJIBKMX HENENb JIEYeHHUsS. Y MalUeHTOB C JaHHBIMU
CHUMITTOMAaMH TIOBBIIIEHHUE A03bI (PITyOKCETHHA MOXKET UMETh HETaTUBHBIE TTOCIIECTBHS.

CaxapHblil [uadeT

Y mnamueHtoB ¢ caxapHbpiM guadbetom JiedeHne CHMO3C MoXeT NpUBOAUTH K H3MEHEHHUIO
TJIMKEMHYECKOTO KOHTpoJsi. Bo BpeMs nedeHwsi (DIyOKCETHHOM Yy TAIMCHTOB C CaXapHBIM
TabeToM OTMeuanach THIIOTIMKEMHS, a IOCJIe OTMEHBI IIperapara pa3BuBalach THIICPTIIMKEMHUS.
B Hauane unu nocie okoH4YaHus JIedeHHUs (HIyOKCETHHOM MOXKET OTPEOOBATHCS KOPPEKIIHS O3B
WHCYJIMHA U/ WY TUIIOTJIMKEMUYECKUX MIPernapaToB Uit IpuémMa BHYTPb.

ITeyenouHas/moyeyHas HEAOCTATOYHOCTDH

@IIyOKCEeTUH MO/BEpPraeTcs MHTEHCUBHOMY METAa0O0JIM3MYy B TEYEHH U BBIBOJUTCS IMOYKAMHU.
[TaneHnTam ¢ BbIpa)K€HHBIMU HapyLICHUAMHU (YHKIIUU TIEUeHH peKOMEHAYeTCs Ha3HadaTh Oolee
HU3KHE 103bl (pIIyoKceTHHa, TMO0 Ha3HauaTh Mpenapar yepes AeHb. [Ipu npueme dayokceTnHa B
no3e 20 MI/CyTKH Ha NPOTSKEHUU 2 MECSIEB Yy MallMEHTOB C IMOYEYHOH HEIO0CTaTOYHOCTHIO
Tskénol crenenu (knupeHce kpeatuHuHa (KK) < 10 Mi/mMuH), Hy)Kaaromuxcs B reMoinainse, He
OBbUIO BBISBIEHO OTIMYUI KOHIEHTpalUuu (PIyoKceTHHA U HOP(IIyOKCETHHA B IJa3Me KPOBU 1O
CPaBHEHMIO C MAIlMEHTaMH U3 KOHTPOJIBHOM IPYIIbl C HOPMAJIBHOM MOYeYHON (PyHKIMEH.

KosxHas cellib 1 AJJICPru4CcCKUe peaKkimm

VY manueHToB, MPUHUMABIIMX (DIYOKCETHH, COOOIIaToch O BO3HMKHOBEHWH KOXKHOW CHIIIH,
aHa(UIAKTHYECKUX PEaKIUil U MPOrpeCCUPYIOINX CUCTEMHBIX HapYIIEHHH, MHOTJa CEephE3HBIX
C BOBJICYCHHEM B IaTOJOTHMUYECKUH MpOIecC KOXH, MOYEeK, Me4eHu U JErkux. [lpu mosiBieHun
KO>KHOM CBINY WIIK IPYTHX BO3MOKHBIX AJJIEPIHYECKUX PEAKIIUH, STHOJIOTHS KOTOPBIX HE MOXKET
OBITh ompesenieHa, MpuéM (PIyoKceTHHa ClieyeT OTMEHUTb.

CHMKCHHE MAacChl Tena

[Mpu npumeHeHuu (IyoKCeTHHA y MAIIMCHTOB MOXET HAOIOIAThCS CHUKCHHUE MAacCChl Teja,
0JIHAKO, OOBIYHO OHO MIPOIOPITUOHATLHO UCXOTHOW CpeTHEH Macce Tea.

CHHIPOM OTMEHEI
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[Tpu npekpareHuu Tepanuu (GpIyoKCETHHOM YacTo paSBi/Qa}OTESF'gI/II\HITOMBI lE:HHz[poma'OTNreHH,

OCOOCHHO €CIIM TpEKpalleHhe Tepamuu ObUT0 pe3kuM (cM. pazaen 4.8.). B kImHUYeCKHx
WCCIICIOBAHMIX Kak B rpymnme (ayoKkceTWHa, Tak W B rpymnne Iuiane6o mpumepHo y 60 %
MAIMEHTOB Pa3BUBAJINCH PA3IMUHbIC HEXKeJIaTelbHbIe SBJICHUS MpPU OTMEHE Tepanuu. B rpymme
dyoxcetrna 17 % 3TuX ABIEHUN HOCUIIM TSKENbIN XapakTep, B rpymie mianebdo — 12 %.

Puck pa3BuTHA CHHAPOMA OTMEHBI 3aBUCHT OT HECKOJBKUX (DAaKTOPOB, BKIIOYAs UTMUTEIHHOCTD
TEpanum, 103y ¥ CKOPOCTh YMEHbIIEHUs 103bl. Hanbosnee 4acTo coo01anocs 0 ToJI0BOKPYKEHHH,
CEHCOPHBIX HapyIICHMSIX (BKJIIOYas MapecTe3vi), HApYIICHUAX CHa (BKJItOYass OECCOHHHUIY U
SApKHUE CHOBMJICHUS), aCTCHUH, TPEBOr€ WM BO30YXKICHHH, TOLUIHOTE W/WIW PBOTE, TPEMOpE U
rojoBHON 0osin. OOGBIYHO 3TU SMU30AbI JETKOW U CPEAHEH CTENEHU BBIPAKEHHOCTH, OJAHAKO Y
HEKOTOPBIX IMAIIMEHTOB MOTYT OBITh TSHKEIBIMU 110 UHTCHCHBHOCTH. B OOJIBITMHCTBE CITy4aeB 3TH
SBIICHUS Pa3pEIIalOTCs CAMOCTOSITENIbHO B TEUEHUE JIBYX HEJIEb, HO MHOT/IA MOTYT OBITH Ooliee
MPOJODKUTENbHBIMU (2-3 Mecsiia U Oosiee). B cBsi3u ¢ 3TUM OTMEHy Tepanuu IpernapaToMm
®nyokcetuH KaHOH cieyeT mpoBOAWTH MOCTENEHHO, B TEYEHHME OJHOM WJIM JIBYX HEJEIb, B
3aBUCHMOCTH OT OTPEOHOCTEH manuenTa (cM. pazaen 4.2.).

' unonarpuemMus

OTMeyanuch cityyau THIIOHATPUEMUH (B OTAEIbHBIX CIY4asX YPOBEHb HATPUS B CBIBOPOTKE KPOBU
6511 MeHee 110 Mmmonb/i). B 0cHOBHOM 10/100HBIE ClIyyau OTMEYAINCh Y MOXKHUIBIX TAl[UEHTOB, Y
MAIMEeHTOB, MOJYYaBIIUX TUYPETUKU U Y TAIIMEHTOB CO CHMKEHHEM 00BEMa IHUPKYIUPYIOIIEH
KPOBH.

Munpuas

Coobmanmocs 0 MuJpuase, CBSI3aHHOM C TpuemMoM ¢ayokcetnHa. Creayer coOI0aaTh
OCTOPOXKHOCTh TIpU Ha3HaYeHWH (DIYOKCETWHA IMallMEHTaM C TIOBBIINICHHBIM BHYTPHUTJIA3HBIM
JIaBJICHUEM WJIM MAIMEeHTaM C PUCKOM Pa3BUTHsI OCTPON 3aKPBITOYTOJbHON TJIayKOMBI.

CekcvanpHas AucdVHKINAS

[Ipuem CHUO3C MOXeT CONpPOBOXKIATHCS CUMIOTOMAaMU CEKCYalbHOM JTUCHYHKIMH (CM.
pasznen 4.8.). beimm mosydeHsl cOOOIMIEHUS O JUIMTEIBHO MPOJIOJDKAIOIICHCS CEKCyaTbHOM

JTUC(YHKIIUH, CUMIITOMBI KOTOPOH COXpaHsuIMCh nocie npekpatenus npuema CHO3C.

Bce NalUEeHTbl, NMPpUHUMAKIIUEC AHTHACNPECCAHTHI IO JIO0BIM MMOKa3aHUuAM, J0J/I’KHbI
HaXO0JIUTHCA MOA COOTBETCTBYIOIIIUM Haﬁ.l]lO)IeHI/leM, HCOﬁXOI[I/[M TlllaTeﬂbelﬁ KOHTPOJIb 32
MOABJICHUEM TIPU3HAKOB KIHMHUYCCKOIo YyXyJAIICHUHA, CYHUIUIAIBHBIX HaMepeHm‘/i /|
HeOOBIYHBIX M3MEHEeHH I MnmoBEJACHUSA, 0CO0EHHO B TeYeHHE MEPBLIX MECALEB TEPAIIMU UJIA BO

BpeMs UBMECHCHUA 103bI (YBe.]'II/I‘IeHI/IH HJIH CHI/I)KeH]/Iﬂ).

BcnoMorarenbpHEIC BEIIECTBA
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HENEPEHOCHUMOCTBIO  TallaKTO3bl,  NEPUIIUTOM  JIAKTa3bl WM  [JIFOKO30-TaJlaKTO3HOU
MababCoOpOIMel He CleIyeT MIPUHUMATD dTOT Iperapar.

4.5. B3aummopaeiicTBMe ¢ JPYrHMHM JIEKAPCTBEHHBIMHM MpenaparaMu W Jpyrue BHAbI
B3aHMMOJAEeHCTBUSA

@DIIyOKCETMH W €ro OCHOBHOW MeTa0O0IUT HOP(MIYOKCETHH HMEIOT JUTUTEIBHBIC MEPHOIbI
MOJTYBBIBEJICHUS (CM. pa3aen 5.2.), 9To He0OXOUMO YUUTHIBATh MPU COUCTAHUU (DITyOKCETHHA C
JIpYTMMH IIpernapaTamu, a TaKkxke Mpu 3aMeHe (IIyOKCEeTHHA Ha APYroi aHTUCTPECCaHT.
@nyokceTuH 007aaeT BBICOKMM CpPOJCTBOM K OelikaM TIUIa3Mbl, IO3TOMY COYETaHue
(bayokceTHHa ¢ IPYrUMU IMperapaTaMu, KOTOPbIe TAKXKE B 3HAYUTEIHLHOM CTETICHU CBSI3BIBAIOTCS
¢ OeKaMu TUTa3Mbl, MOXKET MPUBOANTH K N3MCHCHHUIO MX KOHIICHTPAIIHIA.

KoMOuHanuu npenapaTroB, IPUMCHCHHUEC KOTOPAIX IMPOTHUBOIIOKA3aHO

Heobpamumuvle necenexmusHuvle uHeuOUMOPbl MOHOAMUHOKCUOA3bL (HAnpumep, unpoHua3uo)

VY nanuentos, npuHumaromux CHUO3C B xomMOMHauuMu ¢ HEOOpaTUMBIMU HECEJIEKTHUBHBIMU
NMAO, ormeuanuch ciaydau CEpbE3HBIX DPEaKLMH, MHOTAA C JIETAIbHBIM HCX0J0M. JlaHHbIE
Cly4yau XapakTepU30BAJIUCh IPU3HAKAMHU, HANOMHUHAIOUIUMU CEPOTOHMHOBBIA CHUHAPOM
(KOTOpBIE MOXHO TMepenyTaTh CO 3JIOKAYECTBEHHBIM HEMPOJIENTUUYECKHUM CHHAPOMOM).
[TarueHTaM, y KOTOPBIX OTMEUAIOTCS TAKUE PEAKIIMH, MOXKET OBITh Ha3HAUEH LIUMIPOTENTAaANH UITU
naHTposieH. Cumnromsl JekapcTBeHHOro B3aummojeiictBus ¢ MMAO BkmoudaoT B ceOs:
TUIEPTEPMHIO, PUTHAHOCTH MBI, MHOKJIOHYC (MHOKJIOHMYECKHE CYIOpOTH), paccTpoicTBa
BEreTaTMBHON HEPBHOW CHUCTEMBI C BOZMOKHBIMU ObICTphIMU Konebanusamu AJl u UCC, a taxxke
WU3MEHEHUS MICUXUYECKOTO COCTOSIHUS, BKJIIOYAIOLIHE CIIyTaHHOCTb CO3HaHMsI,
Pa3IpaKUTENBHOCTh U UpE3MEPHOE BO30YKIEHHE, POTPECCUPYIOIINE 10 COCTOSTHUS IENUpUs U
KoMbl. Takum o00pa3oM, (UIyOKCETHH MpPOTHBOINOKa3aH B KOMOWHAIMM C HEOOpaTUMBIMHU
HecenektuBHIMU UMAO (cM. pazgen 4.3.). BenenctBue toro, uro aeiictBue nanHeix UMAO
COXpaHsieTcs B TeUEHHUE 2 HeZlelb, TEPAInI0 (PIIYyOKCETHHOM ClIelyeT HaUMHATh HE paHee, YeM I10
MPOUIECTBUM 2 HeAedb IMOCJIe OTMEHbl Tepamnuu HeoOpaTHMbIMH HeceneKTuBHbIMH MMAO.
AHaJIOTUYHBIM 00pa3oM Tepanuio HeoOpatuMbIMU HeceneKTUBHBIMU UMAOQ cnenyer HauMHaTh
HE paHee 4YeM 4epe3 5 HeJleNb MMociie OTMEHBI uryokceTrHa (cM. pasaen 4.3.).

Memonponon, nasnauaemvlii 07151 1edenus cepoedHol HeO0CMamoyHOCmu

BcenenctBue Toro, uto (IyoKCeTMH MHTHOMpYeT MeETa0oJu3M  METOIpOJiofia, PHCK
HE)KEJNaTeNbHBIX peakuuid Ha (oHEe IpuemMa METOINpoJioja, BKIOYas CUIbHYIO OpaauKapauio,
MOJKET MOBBIIIATHCA.

KOM6I/IHaHI/II/I nopeénaparoB, HC pEKOMEHAOBAHHBIC K TPUMCHEHUIO

Tamoxcughen
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MPUMEHEHUN C TAMOKCHU(EHOM CHMKACT KOHIICHTPAIIMIO aKTUBHOTO MeTaboimuTa TaMOKCU(eHa
(sHpoKcu(eHa) B mazme KpoBu Ha 65—75 %. [ToaTomy npu Tepaniy TaAMOKCH(EHOM IPUMEHEHUS
bayokceTnHa cieayet uzderarsb (cM. pasaen 4.4.).

Ankozonw

B akcnepuMeHTanbHBIX HCCIEAOBAHUAX (DIYOKCETHH HE CHOCOOCTBOBAN  YBEIMYCHUIO
KOHIICHTPAIlMU aJKOTOJII B KPOBH, a TaKke YCWICHHIO J(¢ekToB ankoroyus. OmHako
oaHoBpeMeHHbIN npuéM CHUO3C u ankorosis He peKOMEHTYETCA.

HUMAO-A, nune3onud u MemuimuoHUHUs XJ10PpU0 (MemuieHOo8blil CUHULL)

Puck pa3BuUTHS CEPOTOHMHOBOTO CHHAPOMA, BKJIIOYAIOIIETO JUAPEI0, TaXUKap.uIo,
MOTOOT/ICIICHHE, TPEMOpP, MMOMYTHEHHUE/CIYTaHHOCTh CO3HAaHWS WM KoMmy. B ciydae, eciu
OJIHOBPEMEHHOTO TPUMEHEHUS [JaHHBIX aKTUBHBIX BeEHIECTB C (DIyOKCEeTUHOM u30exaTh
HEBO3MOJKHO, HEOOXOJMM TIIATEIbHBIN KIMHUYECKUA MOHHMTOPHUHT, a HazHaueHne MMAO-A,
JUHE30JUAa U METUITHOHUHMS XJIOPUJIA CIEAYET HAYNHATh C MUHUMAJIBHBIX PEKOMEHIOBAaHHBIX
no3 (cm. pazzaen 4.4.).

Mexeumasun

BcenencrtBue nurubupoBanust MeTaboanM3Ma MEKBUTa3HHA (DIIYOKCETMHOM PHCK HEKeIaTeNbHBIX
peakuuii Ha ¢oHE MpHUeMa MEKBUTa3uWHa (Hampumep, yiinHeHue uHTtepBaiga QT) moxeT ObITh
TIOBBIIIICH.

KomOunanuu npenapaTros, TDC6VI’OH_[I/IC 0co00M OCTOPOKHOCTHU IIPHU HA3BHAYCHHUU

Denumoun

[Ipy Ha3HaueHMM B KOMOMHAIMM C (UIYOKCETMHOM HaOJMIOAANUCh Clydyal HW3MEHEHUs
KOHIEHTpaluu (eHuToMHa B KpOBU. B HEKOTOPHIX Cilydasx OTMEYaIuCh MpPOSBIECHUS
TOKCUYHOCTH. [Ipn ONHOBPEMEHHOM Ha3HAYEHMM JAHHBIX IIPENapaToB CIEAYET MOCTENEHHO
YBEJIMYMBATh JI03Y COIMYTCTBYIOIIErO Ipernapara U 00eCHeuYuTh MOHUTOPHHI KIMHMYECKOTO
COCTOSTHUSI.

Cepomonunepeuueckue npenapamul (IUMuil, mpamaoos, mpunmausl, Mpunmo@au, cereunuH
(UMAO-B), 36epoboii npodvipsasienusiii (Hypericum perforatum))

[Ipu  omHoBpemenHoM  HazHauenun CHMO3C ¢ npenmapatamu,  00JIQAAIOLUIUMU
CEpPOTOHUHEPTUYECKUM JEHCTBHEM, OBUIM OTMEYEHBl ClIy4dau pPa3BUTUS CEPOTOHHMHOBOTO
CUHApOMa JIerkoil ctemeHu TsbkecTd. (CrenoBaTeNbHO, OJHOBPEMEHHOE IPUMEHEHHE
(iryokceTHHa ¢ TaHHBIMH ITperapaTaMy ciaeyeT IPOBOAUTE C OCTOPOKHOCTBIO (cM. paszen 4.4.).
IIpenapamul, cnocobcmeyrowue yonunenuio unmepsana QT

dapmMakOKMHETHYECKHE U (PapMaKOAMHAMUYECKHE UCCIIE0BAaHNUS B3aUMOICHCTBUA (PIIyOKCEeTHHA

C IpYT'MMH JIEKApCTBEHHBIMU TperapaTaMu, ClIoCOOCTBYIOIIKUMH yuinHeHuto uHTepBaia QT, He
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MPOBOJIUIUCE. TeM He MeHee, aAAUTHBHBIN >PhEKT (beH/'c_r'Ii'-t;,*e—lll':r/r;[g: %‘r“{ﬂﬂk&%‘er&ﬁ&rﬁe‘ﬁhmx

IIPENnapaToB HCKIOUYaTh Henb3s. CleqyeT ¢ OCTOPOKHOCTBIO IPOBOAMTH OJHOBPEMEHHOE
Ha3HaueHHe (PIyoKCeTHHA C JIEKapCTBEHHBIMH IperapaTtaMH, CIOCOOCTBYIOUIMMHU YTMHEHUIO
unrepBaita QT (c anTmaputMuueckumu cpenactBamu kimacca IA wu III, aHTHIICHXOTHYECKUMH
npernapatamMu  (IpOM3BOJHBIE (EHOTHA3MHA, MUMO3UJ, TAIONEPUIO), TPULUKINYECKUMU
AHTHUJICTIPECCAHTAMH, HEKOTOPHIMU MPOTUBOMHUKPOOHBIMH IpemnapaTamu  (crapgioKcalyH,
MOKCU(IOKCAIMH, JpUTPOMUIIMH [V, NeHTaMuAWH), CpPEACTBAMH JUIsl JICUCHUS MAIIIPUU
(ramogaHTpHH), HEKOTOPHIMUA AHTUTUCTAMUHHBIMH MperapaTaMu (aCTeMH30JI, MU30JIaCTHH)) (CM.
pasznen 4.4.).

Jlexapcmeennvie npenapamol, 6uuUAOWUE HA 2eMOCMA3 (Nepopanbhble aHMUKOA2)ISIHMbL,
HEe3a8UCUMO OM MeXaHusMa ux Oeucmsus, npenapamvl, NPensmcmeyiouue azpeayuu
mpomboyumos, exarouasn acnupur u HIIBII)

[Ipy OAHOBpEMEHHOM HA3HAYEHUH C TMEPOPAIBHBIMU AHTUKOATYJISHTAMH HEOOXOAMMO
IIPOBEJCHUE KJIMHUYECKOTO MOHUTOPUHIAa € 00Jee YacTbIM KOHTPOJIEM MEXAYHapOIAHOIO
HOopMasin3oBaHHOTO oTHomIeHUs (MHO), BBUY BO3MOXKHOTO MOBBIIICHUS! PUCKAa KPOBOTCUEHUH.
Bo Bpemsi mpoBeneHus Tepanuu (PIyOKCETHHOM U IOCJIE €€ OTMEHBI MOXKET MOTpeOOBaThCS
KOPPEKLHUS 036l IEKAPCTBEHHBIX MPENapaToB, BIUSIONINX Ha reMocTas (cM. pasaenst 4.4. u 4.8.).
Lunpoecenmaoun

[Tpu npumeHeHNH PIIyOKCETHHA B KOMOWHAIIMU C ITUTTPOTENTAIUHOM COO0IIAI0Ch 00 OTAEIHHBIX
CIIy4asiX CHUYKEHHSI aHTUICTIPECCAHTHON aKTUBHOCTH (DITyOKCETHHA.

Ilpenapamul, vi3vi8arouue 2UNOHAMPUEMUIO

['unonarpueMusi OTHOCHUTCS K HEXENATeIbHBIM peakiusaM ¢iayokceTnHa. [IpuMeHeHue B
KOMOWHAIIUK C IPYTUMU TIpenapaTaMu, CBI3aHHBIMU C PA3BUTHEM TUIIOHATPUEMUH (HATIPUMED, C
TUYpETHKAMU, JECMONPECCHHOM, KapOaMa3elmuHOM M OKCKapOa3emuHOM), MOXKET MPHUBECTH K
MOBBIIIIEHHOMY PUCKY Pa3BUTHI TAaHHOTO COCTOSHUSA (CM. pazaen 4.8.).

IIpenapamyl, chudsxcaroujue snunenmo2eHubli NOpo2

Ha ¢one npuema QuyokceTuHa MOTYyT OTMEYaThCsl TaKUe HEXKeJaTelbHble pEeakluu Kak
snwienTu(OpMHbIe Tpumagku. [IpuMeHeHWe B KOMOWHAIMKM C JAPYTUMHU Tpenaparamu,
CHIKAIOIIUMU KOHBYIIbCUBHBIN MOPOT (TAKMMH KaK TPUIIUKINYECKUE aHTUICTIPECCAHThI, IPyTUe
CUO3C, dbenornazunsl, OyTrpodheHOHbI, ME(DIOXHH, XJIOPOXUH, OYIPONTHOH, TPAMaI0i), MOXKET
MIPUBECTH K MOBBIIIIEHHOMY PUCKY Pa3BUTHSI IAHHOTO SIBJICHHUSI.

Hpyaue nexapcmeennvie npenapamoi, memadonuzupyemvie uzogpepmernmom CYP2D6
@OyoKCceTHH MpeacTaBisieT co0oil Momubld uHruourop msodepmenrta CYP2D6, tepamus B
KOMOHMHAIIUU C JIEKapCTBEHHBIMH IpernapaTaMu, MeTaboIM3uPyEeMbIMU TaHHBIM H30(hEePMEHTOM,

MOKET NPHUBECTH K JIEKAPCTBEHHOMY B3aWMOJEWUCTBHUIO, OCOOEHHO TMpPH TMPUMEHEHUH B
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KOMOWHAIIUK C TperapaTaMu C Y3KUM TEepParieBT qucxnﬁw;lla-'nlgolfgﬁ“('ﬂ_a%gﬁﬁ 'l—z\'!lKT(ﬁh\J:Klalﬁfmn

nponaeHOH M HEOMBOJION), C TUTPYEMBIMH IMIperapaTtaMH, a TaKKe C aTOMOKCETHHOM,
KapOamMa3enuHoM, TPULIUKIMYECKUMH aHTUJCTPecCaHTaMu M pucrepugoHoM. llpumenenue
JAHHBIX TpenapaToB CIEAYeT HAuWHaThb C WM CKOPPEKTHUPOBAaTh 10 MMHHUMAJIBHOM O3Bl
AHQJIOTMYHYIO KOPPEKLIHIO 03Bl CIIEAYET MPOBOAUTh U B Cllydae MPUMEHEHHs (IIyOKCEeTHHA B
IIPEALIECTBYIOIINE 5 HEECIIb.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTAUMS

bepemeHHOCTD

[Ipy mnpoBeneHMHM HEKOTOPHIX SHUAEMUOJOTHYECKUX MCCIEJOBAaHUM OBLIO  BbICKa3aHO
IPEIOI0KEHNE, YTO IPUMEHEHNE (IIyOKCETHHA BO BpEMs IIEPBOTO TPUMECTpa OepeMEeHHOCTH
MOJKET MOBBIIATH PUCK pa3BUTUA J1€()EKTOB CEPACUYHO-COCYIUCTON cHUCTEeMbl. MexaHu3M —
HEHU3BECTEH. B 11e10M, COrlacHO MMEIOIIMMCS JaHHBIM, PUCK pOXAeHUs pedeHka ¢ aedexrom
CepAEYHO-COCYTUCTON CUCTEMBI MOCJIE€ BO3JCHCTBUSA Ha MAaTEPUHCKUN OpraHu3M (IyoKCeTHHa
cocraBisieT, npuMmepHo, 2/100 To CpaBHEHHIO C OXHUJAAEMOH YaCTOTOM Takux JIe()EeKTOB B
HOMYJISIUH, TpuMepHo, 1/100.

CornacHo snuaeMuonorndeckuM aaHHbiM, npumenenne CHO3C Bo Bpemss OepeMeHHOCTH,
0COOEHHO Ha MO3/IHUX CPOKaxX, MOXKET MOBBIIIATh PUCK Pa3BUTHsI MEPCUCTUPYIOILEH JIErOYHOMH
TUIEPTEH3UH HOBOPOXKIEHHBIX (IpuMepHO, 5 ciydaeB Ha 1000 GepeMeHHOCTEN, Toraa Kak B
nenoM B nomymsinuu Ha 1000 GepemenHHocTed mnpuxoautcs -2 ciayyas nepcUCTUpYOIEH
JIETOYHON TUIIEPTEH3UH HOBOPOXKIEHHBIX ).

JlaHHble HaOJIIO/IEHUH YKa3bIBAIOT Ha MOBBIIIEHHBIN (MEHee 4eM B 2 pa3a) pUCK MOCIEpOI0BOrO
KpoBoTeueHHs mnociie npuMmeHeHus: npenaparos rpynn CHMO3C/CUO3CH B teuenue oaHoro
Mecsia 10 poaoB (cM. paznenst 4.4. u 4.8.).

@DyoKCeTHH He ciellyeT Ha3HauaTbh BO BpeMsl OEpeMEHHOCTH 3a MCKIKYEHUEM CIydaeB, KOT/a
KJIMHUYECKOE COCTOSHHE JKEHIIMHBI TpeOyeT MpoBeACHUs Tepanuu (QIyoKCETUHOM U
ONpaBJbIBACT TMOTEHUUANbHBIA puCK Ans mioaa. Crnenyer m30eratb pe3Koro IMpeKpamieHus
Tepanuu Bo BpeMs 6epeMeHHOCTH (cM. paszaen 4.2.). Ilpu npuMeHeHuu ¢uiyoKCeTHHa BO BpeMs
OepeMEeHHOCTH cleqyeT COOMI0IaTh OCTOPOKHOCTh, OCOOEHHO Ha TMO3JHMX CpOKax WU
HEMOCPEACTBEHHO Mepel poJlaMH, TaK KaK y HOBOPOXKAEHHBIX OTMEUAIUCh Takue YPPeKTh, KaK
pa3apaXKUTEeNIbHOCTh, TPEMOP, TMIOTOHUS, HEMPEeKpalaloNINiics Miad, 3aTpyJHEHHOE COCaHue
WM 3achiaHue. J[aHHble CUMIITOMBI MOTYT YKa3bIBaTh Ha CEpOTOHHMHeprudeckuil apdexr mmodo
Ha CHUHAPOM OTMEHBI. Bpems 10 BO3HUKHOBEHHUS M MPOAOKUTEIBHOCTh JaHHBIX CHMIITOMOB
MOTYT OBITh CBSI3aHBI C JIUTEIbHBIM NIEPUOIOM IOTYBbIBEICHUS (IyoKceTuHa (4—6 aHel) u ero

aKTHBHOTO MeTabonuTa, HopdiyokceTuHa (4—16 quei).

JlakTamus
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MJIQJIEHLIEB HA TPYJHOM BCKAPMIIMBAHMM OTMEYAJIUCH CIIy4ad BO3SHMKHOBEHMSI HEKEIATEIbHBIX
peakuuii. [Ipy HEOOXOOMMOCTH NpPUMEHEHUS (IYOKCEeTHHA KOPMIICHHE TpPYAbIO CIEayeT
MPEKPATUTH, JINOO MPEyCMOTPETh BOZMOKHOCTE IpuéMa Oosiee HU3KUX 103 (IIyOKCETHHA.

DepTUILHOCTE

JlaHHbBIE UCCIIEIOBAaHUI HA )KUBOTHBIX CBUJETEILCTBYIOT O TOM, YTO (DITyOKCETHH MOXKET BIUSATH
Ha Ka4€CTBO CIIEPMBI.

CornacHO COOOLIECHHUSIM O HEXKENATEIbHBIX PEaKIUsAX, CBSI3aHHBIX C MPHEMOM HEKOTOPBIX
CUO3C, y mroneli BIMSHAE HA KAYECTBO CIIEPMBI SBJISIETCS 0OpaTHMBIM.

Bnusiaue Ha GpepTHIBHOCTD y JI0ACH HE HAOII0IaIO0Ch.

4.7. Biusinde Ha CNOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHM CPeICTBAMH H PadoTaTh C
MeXaHU3MaMH

[Ipemapar ®nyokcetnH KaHOH He OKa3bIBa€T HUKAKOTO BO3JCHCTBUS WIU OKa3bIBaeT
MUHHMAaJIbHOE BO3JICHCTBHE Ha CIOCOOHOCTH K BOXKICHHIO aBTOTPAHCIIOPTA U K YIPABICHUIO
MeXaHu3MaMH. Tepamus TOOBIMH TICHXOAKTUBHBIMH TIperaparaMd MOKET TIOBIUATh Ha
CIIOCOOHOCTH K CYXKJICHHIO, Pa3MBIIIIJICHUIO UITH MTOBJIMSTH Ha JBUTATEeNIbHbIC HABBIKU. [laririenTam
cleyeT peKOMEH/I0BaTh n30erath cliydaeB YIpaBlIeHUs aBTOMOOUIIEM WM pabOThI C OMACHBIMU
MEXaHU3MaMHu, JI0 TeX TOop, NMOKa OHU He OYJyT OCTATOYHO YBEPEHBI B TOM, YTO MperapaTr He
OKa3bIBACT BJIUSIHUS HA UX CIIOCOOHOCTH U HABBIKH.

4.8. HexxennaTesibHbIC peaKIMU

Pesrome mpoduisg 6e3o00acHOCTH

Hambonee wacto oTMedaemble HEXENATENbHBIC PEAKIUU Yy TMAlUEHTOB, TMOIYYaBIINX JICYCHUE
(IyOKCETHHOM, BKJTIOUYAIOT B CE0s TOJOBHYIO 0OJIb, TOIIHOTY, O0€CCOHHUILY, CIA00CTh U JUAPEIO.
MHTEHCUBHOCTh M YacCTOTa HEXKEJIATeNbHBIX PEAKIIMI MOTYT CHHXKAThCS 1O Mepe MPOJA0JKEHUS
TEpanuy, MO3TOMY UX pa3BUTHE HE BCET/la BEIET K OTMEHE TEparuH.

B npuBenenHo HIDKe TaOIHIIE TPEICTABICHBI HeXeNaTeIbHbIE PeaKIiy, Ha0ItojaeMble Ha (JOHe
Tepanuu (hyokceTHHOM. HekoTopble U3 TaHHBIX HEXeNaTeNbHBIX PEaKINi BCTPEUArOTCS W TIPU
npumenenun apyrux CHUO3C.

Tabauunoe pe3lOMe HeXKellaTeIbHbIX peaKIIni

[IpencraBieHHbIE nanee MaHHBIE MO HEXKENATSIFHBIM PEAKIHSIM KJIACCU(PHUIIMPOBAHBI TI0
cucteMHo-opranHeiM kimaccam (COK) m gactore BO3HMKHOBEHMs. YacToTa BO3HHMKHOBEHUS
HE)KEJNaTeNbHBIX peakIMii oIpenensiach B COOTBETCTBMM C Kiaccudukanueil BcemupHoit
Opranuzanuu 3apaBooxpaHeHus: oueHb yacto (= 1/10), gwacto (= 1/100, Ho < 1/10), HewacTo
(>1/1000, HO < 1/100), penko (= 1/10000, vHo < 1/1000), ouenp peaxo (< 1/10000), gacroTa

HCHU3BCCTHA (Ha OCHOBAHMHU UMCIOIIUXCA JaHHBIX OLCHUTH YaCTOTY HCBOSMO}KHO).
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Ou4eHb 4YacTo

Yacto

tOCHEQOBATENEHT

- Yacrora

HeuacTo

Peaxo

HEU3BCCTHA

Hapywenus co cmopoHul Kposu u tumpamuieckoil cucmembl

TpomOoruToneHUs
Heiitponienus

JletikoneHust

Hapywenus co cmoponvl ummyHnHot cucmemol

AHaduiakTHIecKas
peaxius
CoIBOpOTOYHAS

00JIe3Hb

DHOOKpUHHbIE HapYULeHUs.

Hapyiienue cexperumn

AQHTUIUYPETUUECKOTO
ropMOHa
Hapywenusa memabonuzma u numanus
CHIkeHue [ ' unonarpueMus
anmeTuta’
Icuxuueckue napywenus
Becconnuna’ Tpesora Jleniepconanusanus |['mnomanus
HepBo3HocTh [ToBbIlIEHHOE Manus
becnokoicTBO HACTPOCHHE ["autronuHaum
HanpsokenHocts  Diidopuyeckoe Bo30yxaeHue
CHmXeHne TUOU10° [HACTPOEHHE [[pucTymnbl NaHUKU
Hapymenue cha  |Hapymenue CryTaHHOCTBH CO3HAHUS
HeoObIunble MBIIUICHHS uchemus
CHOBHIEHUs" Hapyiienue Arpeccust
[paBHOBECHSI
Hapymenne
oprazma’
bpykcusm
CyunuanbHble

MBICJIN U HOBC}IGHI/I66

Hapywenus co cmoponuvl HepeHoll cucmemvl
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L

nHTepBana QT Ha

|- I_I.-:_ll__il::l_.;'l-l_ﬁl.III:FI:F'l-_ IFi:ﬁl-I-l-I
[TUCHTEAUSATENBRUL i Mdte]
Ou4enb yacTo Yacro HeuacTo Penko
HEH3BEeCTHA
['osoBHasA Hapyenue [IcuxomoTopHas KoHBynbcun
00116 BHUMAaHU TUIIEPAKTUBHOCTh  |ByKKOITIOCCAJIBHBIN
['onoBokpyxenue [JIMcKuHE3UA CUHAPOM
JlucreB3ust Atakcus CepOTOHUHOBBII
JleTaprus Hapyienue CUHJIPOM
COHIMBOCTB’ [PaBHOBECHS AxaTu3us
Tpemop MUOKIOHUYECKHE
cylnoporu
Hapymenus namsatu
Hapywenus co cmoponul opeana 3penus
Heuerkocts 3penus Muapuas
Hapywenus co cmoponul opeana ciyxa u arabupunma
[[Iym B ymrax
Hapywenus co cmoponul cepoya
YuamiéHHoe KenynoukoBas
cepaueOueHue apUTMUs, BKIIIOYast
Y nHeHue KEITYJOYKOBYIO

TaXUKApAUIO TUIIA

OKI" (QTcF > ITHPYIT»
450 mcexk)®
Hapywenus co cmoponul cocyoos
«[TpunuBbI»’ CHuxeHue Backymur
apTepHaIbHOTO Basoqunaranus
NTaBIICHUS
Hapywenus co cmopoHul ObixamenvHoll cucmembvl, 0peanos 2pyOHOU KIemKU U cpedoCmenus
3eBoTa JlucniHOod DapuHTUAT
Hocoseie BocnanurenabHble
KPOBOTEYECHUS [IPOLIECCHI B JIETKUX

pa3IMYHON

THCTONATOJIOTHH WU/UITN

u6pos'”

Kenyoouno-x

UUEUHRblE HAPDYUEHUA

napest PBoTa Jucharus bons B 06mactu
Tomraora Jucnerncus PKenmynouno- [IUIIEBOIA
CyxocTb BO pTY KHILIECYHbIE
KpOBOTEUEHMS !
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ot 01.10.2025 N= 24607

T A EOOEaTEN B O T a
OueHb yacTo Yacro Heuyacto = IEAPe:;col — = Hacrora
HEM3BECTHA
Hapywenus co cmoponul neuenu u s#cenuesbl8o0auux nymeti
W inocuHKpa3snyecKuil
renaTuT
Hapywenus co cmoponul Kodtcu u noOKOICHbIX MKAHell
Chirb'2 Anonenus AHTMOHEBPOTHUYECKUI
KpanusHuia CKIIOHHOCTb K OTEK
KooxxHblil 3y 00pa3oBaHMIO DKXHUMO3
[ unepruapos reMaToM doToceHcuOMIM3aIA
X 0JIOHBIN TOT MynbpTudopMHas
bpuTema
Cunapom CtuBeHca-
J[>xoHCOHa
Toxcuueckuit
ST IEPMATIbHBIN
HEKpOJu3 (CHHAPOM
Jlaiiernna)
[Iyprypa
Hapywenus co cmoponul mviueyHotl, ckeiemHou u coeOUHUMenIbHOU MKaHU
ApTpanrus [lonéprusanue Muanrus
MBITIII]
Hapywenus co cmoponul nouek u mMouesvigo0sauux nymet
YyaleHHbIe n3ypust Hapymenue
[MO3BIBHI K MOYEHCITyCKaHUs
MOYEHCITYCKAHHIO 3ajepKKa MOUH
Hapywenus co cmopoHuvl penpoO0yKmusHoU cucmemvl U MOJIOYHBIX HCele3
['mHekonornyeckue (CekcyanbHas ["anakropes [Tocneponos
KpoBoTeueHus muchynkmus'© [ 'unepnponakTuHEMuUs [ble
DpEKTHIIbHAS [Ipuanusm KpOBOTEYE-
U Ch YHKITHS Hyst'
Hapymenne
DAKYJIALIN
Obwue napywenus u peakyuu 8 mecme 86e0eHUs
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ot 01.10.2025 N= 24607

OCREQOBATENSHOC TR ITiE)

O4eHb 9acTO Yacro HeuacTo Pearo
HEeM3BeCTHA
Bsnocts'® Omymienue Henomoranue KpoBousnusHus Ha
OecrokoicTBa Hapymenue CIIM3HUCTBIX
O3H00 CaMOYyBCTBHS
O1ynieHre xooja
OmuryieHue xapa

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

Cuuxenue Maccel  [[loBbeienue
TeIa KOHUEHTPALKU
TpaHCaMHuHa3
IToBeIlICHHE
KOHUEHTPALIKU
raMMa-riayTaMuI-

TpaHchepasbl

AN »n A~ W

10
11

12

13

14

15

16

17
18

Bxurouast anopekcuto.

Bxutouasi panHue yTpeHHHE MpPOOYKIEHUs, HapyIlIeHUE 3achblllaHus, HapyllIeHHWEe CHa Cpelu
HOYH.

Bxurouas yrpaty aubumo.

Bxurouast konmMapHbie CHOBHJICHHUS.

Bxroyast aHoprasmuio.

Bxiroyass  COBEpIIEHHBIM  CyWIIMJ, CYHIUAAIBHYIO  JIETIPECCUIO,  MPEIHAMEPEHHOE
YICHOBPEAUTENBCTBO, MBICIA O  YICHOBPEAMTENIBCTBE, CYMIMAAIBHOE  TOBEICHHE,
CYHITUAQIbHBIC MBICITH, TIOMBITKY CYUIIN/Ia, MPAYHBIE MBICIIH, ayTOArPECCUBHOE TTOBEACHUE. DTH
CUMITOMBI MOT'YT OBITh 00YCIOBIIEHBI UMEIOIIUMCS 3200JIEBAHUEM.

Bxrouast THEBHYIO COHITMBOCTD U CEATUBHBIN 2PQEKT.

Ha ocHoBanum pe3ynpTaTOB OAJeKTpoKapauorpaduu, TMONYYEHHBIX TpU TPOBEIACHHUU
KIIMHUYECKUX MCCIIEIOBAaHUM.

Bxutrouast «rpunuBbI» Kapa.

Bxurouast aTtenexTasbl, HHTEPCTUIIMATBHYIO O0JIE3Hb JIETKUX, THEBMOHUHU.

Bxirouasi KpOBOTOUMBOCTB JIECEH, TEMATOXE31I0, KPOBABYIO PBOTY, KPOBSIHUCTBIN KUAKUHN CTYII,
MeJIEHY, PEKTaJIbHbIE KPOBOTEUCHHUS, TEMMOparndeckas si3BeHHasi 00JI€3Hb KEeTy/IKa.

Brirouast sputemy, mienylieHHe, MOTHHILY, dPUTEMATO3HYIO ChIb, (DOIIUKYISIPHYIO CHIMb,
Pa3UTYIO ChIMlb, MAaKyJE3HYIO ChIllb, MaKyJO-TIAMyJe3HYI0 CbhIllb, KOPEMOJAOOHYIO CHIIb,
ManyJae3HYIO ChIIb, 3YIAILYIO ChIb, BE3UKYJIE3HYIO ChIIb, YMOMIUKAIBHYIO CHITb.

Bxirouast nosutakuypuio.

Brirouass KpoBOTEUEHMs] MWK MATKH, AUCPYHKIHMIO MaTKH, MAaTOYHBbIE KpPOBOTECUCHUS,
T€HUTAJIbHBIE KPOBOTEUEHHUS, MCHOMETPOPPATrHio, MEHOPPAruio, METPOPPAruio, MOTUMEHOPEIO,
MOCTMEHONay3aJIbHbIE KPOBOTEUEHUS!, BATMHAJIbHBIE KPOBOTEUECHHUSI.

Brmrouast  OTCyTCTBHE  JSIKYISIIUHU, DAKYJIATOPHYIO  JTUCHYHKIMIO, TPEKIECBPEMEHHYIO
IKYISALUI0, 3aIEPKKY IKYISAIUU, PETPOTPATHYIO ISKYISIHUIO.

WNHorna coxpaHsieTcs mocie IpeKpamieHust JICYeHUs.

O maHHOI HexxenarenbHOU peakiuu coodimanock mpu Tepanuu CUO3C/CUO3CH.

Bxnrouast acteHuro.

Omnucanue OTJICILHBIX HEXKEIATCIbHBIX PEeaKIIUM
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vevouel P CNEAOBATENBHOCTL 0002)

Cyuyuod/cyuyudanvHole MblCIU UTU KIUHUYECKOE

Coo0mIanock 0 CiIy4asix CyuIUJATBHBIX MBICIICH U CYHUIIUIAILHOTO TIOBEICHUS Ha (JOHE Teparuu
(ITYOKCETHHOM WIJTH BCKOPE MOCJIE €0 OTMEHHI (CM. pasnen 4.4.).

Ilepenomul kocmeti

JlaHHble AMHIEMHUOJIOTUYECKUX MCCIIEI0OBaHUM, MPOBOJIMBIIUXCA TIJIABHBIM 0O0Opa3oM cpeau
nanrueHToB B Bo3pacte S50 JIeT U crapiiie, yKa3blBaloT Ha MOBBIIICHUE PUCKA ITEPEIOMOB KOCTEH y
nanuenTtoB, nonydarommx CUO3C win tpunukinyeckue antuaenpeccantsl (THA). [Ipuunnsi,
BEJyIINE K MOBBIIICHUIO 3TOTO PUCKA, HE YCTAHOBJICHBI.

Cumnmomvbl OmmeHbl, KOmopule Mo2ym HAOI00ambCsl NPU 3a8epuleHuU ledeHus QiryoKcemuHom
[Tpekpamenue nmpuema GIyoKCeTHHA OOBIYHO BEACT K PA3BUTHIO CHMIITOMOB OTMeHBI. Hanboiee
4acTO COOOIIAETCS O CIEAYIOUINX PEAKIMSIX: TOJIOBOKPYKEHHUE, CEHCOPHbIE HapyIlIeHU (BKIIOYas
napecTte3uu), HapylleHHe cHa (BKJIIouas OECCOHHMIY U SpKUE CHOBHJCHHUSA), aCTCHUS,
BO30YKICHHUE WUJIM TPEBOTA, Pa3IpaKUTEIHHOCTh, TOIIHOTA U PBOTA, TPEMOP U FOJIOBHASI OOIb.
Kak mpaBumno, ykasaHHbIC SBIEHUS UMEIOT JIETKYIO WJIM CPEIHIOI CTENEHb BBIPAKCHHOCTH U
IPOXOJAT CAMOCTOSITEIBHO.

OpaHako y HEKOTOPBIX MAIlIEHTOB OHU MOTYT OBITH 00Jie€ BBIPAKECHHBIMU U MIPOIOJIKUTEbHBIMH.
B cBsi3u ¢ 5TUM manuenTam, 6oJiee He HYKAAIIIUMCS B Tepanuu (pryoKceTHHOM, PEKOMEHTyeTCs
OTMEHSTH TIpenapar MoCTENeHHO CHUXas 103y (cM. pasnensl 4.2. u 4.4.).

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

BaxHo coo0maTh 0 TM0J03pEBAEMBIX HEXKeNaTeIbHBIX pPEaKUUAX MOocie pPerucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ Lelibl0 00ecreyeHns HePephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«T0JTb3a — PHUCK» JIEKAPCTBEHHOTO TMperapara. MeIuIuHCKUM Pa0OTHUKAM PEKOMEHIYETCs
coo0mare 0 JOOBIX MOJ03PEBAEMBIX HEKENATENBHBIX PEaKIHIX JICKApCTBEHHOTO IIperapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEeXKEJIaTeNIbHBIX PeakIsaX TOCYAapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (PoczapasHaazop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B nuHGOpMaIIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHEeT»:
http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CHUMOTOMBI
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Cny4yan mepeno3upoOBKHA TOJLKO (JIYOKCETHHOM 06I>I‘IH|.(L-| ghﬁ%ﬁgggtﬂgﬂn&:&éqleﬁﬁeM
y4 p p oy

CHUMIITOMBI TIEPETO3UPOBKU BKIIIOYAIOT B CE0s TOIIHOTY, PBOTY, CYAOPOTH, HApPYIIEHUS CO
CTOPOHBI  CEpJICYHO-COCYJUCTONM CHUCTEMBI OT AaCHUMIITOMATHYECKOM apuTMHuM (BKJIHOYAs
ATPUOBEHTPUKYJISIPHBI PUTM U JKENyJOYKOBYIO apUTMMIO) WM HM3MEHEHHWI Mokaszarenei
3JIEKTPOKAPANOTPaMMBbl, XapaKTEepHbIX Ui yninuHeHus uHtepBasia QT, mo ocraHoBKM cepaua
(BKJIFOUAsE OYEHb PENIKUE CIydad >KENIYJOYKOBOW TaXMKapJAUM THUIA «IIUPYIT»), HAPYLIEHUS CO
CTOPOHBI JBIXaTEIbHOW CUCTEMBI U MPU3HAKKA MU3MEHEHHOI'O COCTOSHUS LEHTPAJIbHOW HEPBHOU
cucreMbl (IIHC) ot B030yxkneHus 10 kKombl. Cilydau JIeTaJbHOTO HCXO0Ja BCIEIACTBUE
nepeao3upoOBKH (PIIYOKCETUHOM OTMEYAIUCh KpaiHe peJiKo.

Jleuenue

PekoMeHyeTcss KOHTPOJIMPOBATH OOIEe COCTOSIHHE W CEPACYHYIO JACSITEIBLHOCTh, Hapsay C
MPOBEJCHUEM OOIIMX CUMITOMATHYECKUX U MOAJICPKUBAIOIINX MeporpusTuil. Cnenuduueckuii
aHTUAOT Heu3BecTeH. DP(PEeKTUBHOCTh (OPCHPOBAHHOTO AMYpE3a, Auanuia, remMornepdy3suud u
nepekpécTHOM TpaHCc()y3un HEBBICOKA. AKTUBUPOBAHHBIN YTOJIb, TIPUMEHSIEMbIH B KOMOMHAIINH C
copOuTosIOM, MOKET OBITH OoJiee 2P PEKTHBEH YeM BHI3BIBAHHE PBOTHI MIIM TPOMBIBAHHE JKEITY/AKA.
[Ipn neueHuun mEpPeAO3UPOBKU CJEAYET YUUTHIBATH BIUSHUE NPUMEHEHUS HECKOJIbKHX
JIEKapCTBEHHBIX MpenapaTtoB. [lannenTam, NpuUHSABIIMM OOJIBIIIOE KOJHMYECTBO TPUIIUKINYECKUX
AQHTUJICTIPECCAHTOB, €CJIM OHU OJHOBPEMEHHO TNPUHUMAIOT — WM B HEJIaBHEM BpEMEHU
MpUHUMAIH — (DITYOKCETHUH, MOXKET MOTpeOOBaThCs Oosiee JIUTENbHBIN MEePUOI MEAUIIMHCKOTO

HaOJIFONEHUS.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaAaMHYeCKHe CBOMCTBA

@dapMakoTepaneBTUYECKass TIpyNna: ICUXOAHAICNTUKH; aHTUACTPECCAHTBl; CEJIECKTHBHBIE
MHTHOUTOPHI 0OpAaTHOIO 3aXBaTa CEPOTOHUHA.

Koxg ATX: NO6ABO03

MexaHu3M JeUCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTLI

®nyokcetuH saBisgercs antuaenpeccanrom, CMO3C, uTo onpenenser ero MEXaHu3M JIeHCTBUS.
®DIyOKCETUH MPAKTUYECKU HE 00J1a7JaeT CPOJCTBOM K IPYTUM perienTopam, Harpumep, K ol-, o2-
U [(-aIpeHepruuecKuM, CEpOTOHHMHEPIHUECKUM, NO0(PaMHUHEPIHYECKUM, T'MCTAMUHEPTUYECKUM,
MyckapuHoBbIM U ['’AMK- penentopam.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

AOGcopOnus

[Ipu npuéme BHYTpb (GIyoKCceTHH Xopouio BcachkiBaerca. [Ipuém mnumm He BIUSET Ha

OMOOCTYIHOCTh JAHHOTO Mperapara.
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Pacnopenenenue

@D1yOKCETUH B 3HAUUTEIBHOW CTEMEHU CBA3BIBACTCS C O€iIKaMu IjIa3Mbl KpoBH (0K0s0 95 %) u
xapakTepusyercst 0oibpmM 00bEMoM pactipeneneaus (2040 n/kr). YcroiiunBasi paBHOBECHas
KOHIICHTpAIMA B IUIa3Me JOCTUTACTCA IOcie MpuéMa rpernapara B TCUCHUE HECKOIBKUX HEJeTb.
VYcroiiunBasi paBHOBECHAs KOHIIEHTPALUS IOCIE MPOAODKUTEIBHOTO NMPHUMEHEHUs Hperapara
aHaJIOTMYHA KOHIIGHTpanuu, HaOmomaemoii Ha 4-5Henmene mnpuéma npenapara. OObem
pacripeneneHus rnpernapara — BBICOKUH, JIETKO MMPOHHUKAET Yepe3 reMaTodHuehaindeckuii 6apbep,
BBIJICJIICTCS C TPYAHBIM MOJIOKOM (10 25 % OT KOHILIEHTPALUH B IIa3Me).

BI/IOTDaHCd)ODMaHI/IH

MakcruManbHasg KOHUEHTpalus B IUIa3Me KpPOBM JIOCTUTraeTcs yepe3 6—8 udacoB mocie npuema
nperapara. DiryokceTdH MeTaboim3upyeTcss npeuMymiecTBeHHO u3zodepmentom CYP2D6 B
MEYEHHU MYTEM JIEMETHIIMPOBaHUS 10 HOPIIyoKceTuHa (Ie3MEeTHII(HIYOKCETHHA).

DJIMMUHALNS

[Tepuon moyBwiBeneHus (T1/2) hayokceTrna cocrapiseT ot 4 no 6 auel, Ti2 HOpdITyokceTnHA —
oT 4 1o 16 nueit. IloaToMy npenapat oOHapyKuUBaeTcsl B IUIa3Me€ KpPOBU B T€UeHUE 5—6 HeNelb
nocie MpeKpaileHus: Tepanuu. BeBoguTcs (IyoKCeTHH MPEUMYIIECTBEHHO IMOYKaMU (OKOJIO
60 %). OIIyOKCETUH BBIACIAETCS C TPYAHBIM MOJOKOM.

JInHeNHOCTh (HEMMHEHHOCTS)
Jns  ¢dayokcetmHa xapakTepHa HeJIMHEWHas (apMakOKMHETHKa ¢ 3(PQPEKToM MepBOro

MMPOXOKACHUSA 4EPE3 ITCUCHD.

IloyeuHas HEIOCTATOYHOCTh

[Tocne ogHOKpaTHOrO mpuema (IyOKCETMHAa y MAllMEHTOB C JIETKOH, CpeIHEeW WM TsDKEIoH
(aHypHs) CTENEHBIO TSHKECTH OYEUHOM HEA0CTaTOYHOCTH (papMaKOKMHETUYECKHUE [TapaMeTphl He
U3MEHSUINCH 110 CPABHEHUIO C TAKOBBIMHU Y 3710pPOBBIX J0OPOBObIEB. O1HAKO, IOCIIE TOBTOPHOTIO
NPUMEHEHHS, MOKeT HaOII01aThCsl YUIMHEHHE MJIaTO YCTOWYMBONW paBHOBECHON KOHIIEHTpALUU
Ipenapara B I1a3Me KPOBH.

[Ieuénounas HEAOCTATOYHOCTD

[Tpy neuy€HouHON HEIOCTATOYHOCTH (AJKOTOJbHBIA LUPPO3 MEUYEHU) MEPUO MOTYBBIBEIACHHS
dayokceTrHa W HOpP(MIYOKCETHMHa yBenuumBalica 10 7 W 12 mgHell cooTBeTcTBeHHO. [lpm
MEYCHOYHON HEJOCTaTOYHOCTH MOXET MOTPEOOBATHCS CHIKEHHE J03bI MpernapaTa Uil 4acTOThI
€ro mpuéma.

JInna moKujioro Bo3pacra

(DapMaI(OKI/IHCTI/I‘-IGCKI/IC MOKa3aTe/in 3J0POBLIX MAUCHTOB IOKUJIOTO BO3pacTa COIMMOCTAaBUMEI C

IIoKa3aTCIsIMU MMalluCHTOB Ooiee MOJIOAOTI'0 BO3pacTa.

20



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 01.10.2025 N2 24607

6. PAPMAIIEBTUUECKHUE CBONCTBA (MOCNEOOBATENEHOCTL 0002)

6.1. IlepeueHb BCIOMOTraTeIbHBIX BelIECTB

CoaepKuMoe KarCvyibl:

Kpaxman kykypy3HbIi
JlakTO3BI MOHOTHAPAT
Marnus creapar

Kancyina tBepaas sxkemarnaoBasg Ne 3 (KOPIIYC U KPBIMIEYKA):

Kenatun

Kpacurens naaurokapmMus

Turana nMoKCHUT

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

4 rona.

6.4. OcoOble MepbI NPEeIOCTOPOKHOCTH NMPH XPAHEHUH

XpaHuTh 1pu TemrnepaType He Bolie 25 °C Bo BTOpUYHOM ymakoBKe (MTauyke KapTOHHOM ).

6.5. XapakrTep u coepxkaHue NEPBUYHON YIIAKOBKHU

ITo 10 unum 15 kamcyn B KOHTYPHYIO SUEHKOBYIO YIAKOBKY U3 IJICHKU MOJIMBUHWIXJIOPUIHOW U
(boJIbru aMOMHUHNEBOM MEYaTHON JTAKUPOBAHHOM.

ITo 60, 90 xancyn B 0aHKY MOJIMMEPHYIO JJs JIEKAPCTBEHHBIX CPEJCTB M3 MOJUAITUIICHA WU
nonudTHIeHTepedTanata. Kpblmka u3 monudsTUiIeHa WM nponwieHa. Ha GaHKy HakIeHBaroT
ATUKETKY U3 Oymaru Wiy CaMOKJIESIYIOCS 3TUKETKY.

ITo 1, 2, 3, 5 KOHTYpHBIX SYEHKOBBIX yMakoBOK 1o 10 xancyn wiu no 1, 2, 3, 4, 6 KOHTYPHBIX
SYEUKOBBIX YIIaKOBOK Mo 15 karcyn, win no 1 6aHke MOJIMMEpHOM JUIsl IeKapCTBEHHBIX CPE/ICTB
BMECTE C JIMCTKOM-BKJIa IbIIIIEM [TOMENIAIOT B AUKy U3 KapTOHA JJIs MOTPEeOUTENbCKOM Taphl.
6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH TNPH  YTHWIM3AIMU  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MWJIH  OTXO0JA0B, TMOJYYeHHBIX IoOcjJe MpPUMEHEeHUs:
JIEKAPCTBEHHOI'0 MpeNnapara, u Apyrue MAaHUILYJISIUN ¢ IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs
3A0 «KaHoHdapma mpogaxIiH»

141100, MockoBckas 00u1., T.0. [1]&nkoBo, r. [I]énkoBo, yn. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54
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DnekTpoHHas nmoyvra: safety(@canonpharma.ru

7.1. Hpe)lCTaBI/ITe.TIL AepiKaTeist PErMCTPAMOHHOI0 YI0CTOBEPECHUSA

[Iperen3un HOTDC6I/ITGJICI71 HaIpaBJATh 110 aApPECy:

Poccuiickas ®@enepanus

3A0 «KanoHhapma mpoIaKImTH

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

Temn.: + 7 (495) 797-99-54, + 7 (800) 700-59-99 (6ecmnaTHas ropsiuas inHus 24 gaca)

DnekTpoHHas rmoyvra: safety(@canonpharma.ru

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMA (IIOATBEPXJIEHHSI PETHCTPALIMU,
INEPEPETUCTPALINN)

JlaTa nepBUYHON PEruCTPaALINHN:
10. JATA IIEPECMOTPA TEKCTA
OOmast xapakTepuCTUKa JIEKapcTBEHHOro mnpemnapara ®myokceruH KaHOH gocTynHa Ha

I/IH(l)OpMaI_II/IOHHOM nopraje EBpa3HﬁCKOFO OKOHOMHYCCKOTI0O COK3a B I/IH(l)OpMaI_II/IOHHO-

KOMMYHHKaIMOHHOM ceTu «HTepHeT» https://eec.eaeunion.org/.
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