COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.08.2022 N2 18778

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TIPERAPATA 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
®nyokceru, 10 Mr, KancyJibl

®nyokcetuH, 20 Mr, KancyJibl

2. KAUECTBEHHBIN U KOJIMYECTBEHHbIN COCTAB
JeticTBytoliee BemecTBo: (pryokceTuH

Ddayokcernd, 10 Mr, Kancyabl

Kaxxnas tabierka conepxut (hayokceruHa ruapoxiopuaa 11,18 mr, B mepecuere Ha piyokceTnH
10,00 mr.

BcnomoraTenbHble BEIECTBA, HATMYKE KOTOPHIX HYKHO YYHUTHIBATh B COCTABE JIEKAPCTBEHHOTO
mpernapara: J1akTo3bl MOHOTUApAT (cM. pazzaen 4.4.).

q)JIVOKCGTI/IH, 20 MI', KaIlCVYJIbI

Kaxxmas Tabiietka conepxut (hayokceTuHa ruapoxiaopuaa 22,36 mr, B mepecdere Ha GiryokceTnH
20,00 mr.

BcnomoraTenbHble BEIECTBA, HATMYKE KOTOPHIX HYKHO YUYHUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTUIpaT (cM. pasnen 4.4.).

[TonHbIi TepedeHb BCIIOMOTATENIBHBIX BEIIECTB MTPHUBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancysr.

TBepbie )xenaTHHOBBIE Karicyibl Ne 3 Henpo3pauHble O€0ro 1BETa ¢ KPIIIEYKOH KEJITOro 1{BETa
(s no3upoBk 10 Mr) wim Hempo3pauHble OEIOro IBeTa ¢ Kpbleukol Oenoro mpera (s
no3upoBkH 20 Mmr). CoaepKUMoe KarcyJl — MOPOIIOK 0el0ro min 6ei10ro ¢ *eaTbiM OTTEHKOM

[IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

— bounbine nenpeccuBHbBIE MU30/IbI.

— OO6ceccuBHO-KOMITYJIbCUBHOE PacCcTpOICTBO.

— Hepsnas 6ynumus (kak JOMOTHEHNE K IICUXOTEPAny Il yMEHbIIEHUS! HEKOHTPOJIUPYEMOTO
yIOTpeOICHHS TUILN).

4.2. Pe:kum 103MPOBaHNS M CIIOCO0 MPUMeEHEHHUs

PexuMm no3upoBanus
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(NOCNEQCBATENEHOCTE 0002)

Y OTUETY

Bonvuiue oenpeccusnvle snuzoowt

Jl1s B3pOCIbIX MAlMEHTOB U NAIIMEHTOB MOYKUJIOrO BO3pacTa PEKOMEHJ0BaHHasl CyTOYHas /1032
cocraBisier 20 mr. IIpm HEeoOxomuMocTH B TedeHue 3—4 HeAenb MOciie Hayala Tepanud U B
JAIbHEWIIEM MPU HAJIMYMK HA TO KIMHUYECKHX MOKa3aHUM /1032 MOXKET ObITh IEPECMOTPEHA U
CKOppekTHpoBaHa. HecMoTps Ha NOTEHUUANbHBIA PUCK TMOBBIIIEHUS YacTOThl Pa3BUTHUS
HE)KEJIaTEeJIbHbIX peaKUui IIPU YBEIUYEHUHN J103bl, Y HEKOTOPBIX MAllMEHTOB IPU HEJOCTATOUHOM
OTBETE Ha Tepanuio Ha (hOHE MPUMEHEHUs mpemnapata B 103¢ 20 Mr, 1032 MOXKET ObITh TOCTETIEHHO
yBeIUYeHa 0 MakcuMainbHOW — 60 Mr (cM. pazaen 5.1.). Koppekiuio 10361 ClietyeT MPOBOJINUTH
OCTOPO’KHO, HA OCHOBAHUU MOTPEOHOCTEH KaXKA0Tr0 OT/I€JIBHOTO MAIMEeHTa TAKUM 00pa3oM, YTOObI
HAIMEHT MPOJOJDKAN MOJIydyaTh MUHUMAIBHYIO 3 (GEKTUBHYIO 103Y.

Jns TOCTMKEHHUSI CTOMKOM PEMUCCHM NPOJOJKUTEIBHOCTh MEPUOAA TEPANUU Y CTPAJAIOIINX
Jenpeccueil MalueHToB H0JKHA COCTaBIISTh HE MeHee 6 MecsIIeB.

ObceccusHo-KOMNYIbCUBHOE PACCIPOUCMBO

Jl1s B3pOCHbIX MAlMEHTOB U NAIlMEHTOB MOKUJIOI0 BO3pacTa peKOMEH/I0BaHHAsl CYyTOYHas J03a
cocraBinsier 20 mr. HecMoTps Ha NOTEHIMAIbHBI PHUCK MOBBIIIEHUS YacTOThl Pa3BUTHS
HEKeNaTeNIbHbIX PeaKlMid Py YBEITUYECHUH J103bl Y HEKOTOPBIX MallMEHTOB IMPU HEIOCTATOYHOM
OTBETE Ha TEparuio Ipu npueme a03b1 20 Mr B TeUeHUE 2 Hellelb 1032 MOXKET ObITh MOCTEIEHHO
yBeJIMYEHA 10 MaKCUMaJIbHOH 60 Mmr.

B cnyuae orcyrctBust ynyumieHus B TedeHue 10 Henenb Tepanuio (BIyOKCETHHOM CIEAyeT
nepecMoTpeTh. [Ipu AOCTHKEHHH XOpOIIEro TepaneBTUUYECKOrO0 OTBETA JICUEHHUE MOXKET OBITh
MPOJIOJKEHO C MCIOJIb30BAaHUEM J03bl, CKOPPEKTUPOBAHHOM Ha OCHOBAHWM WHIMBHIYalTbHBIX
norpebHocTel mauueHnta. HecMoTps Ha OTCYTCTBHE CHUCTEMAaTHMUECKUX HCCIEAOBAHUM,
OTBEUAIOLIMX Ha BOIIPOC O MPOJIOJIKUTENbHOCTH TEPATUH (PITyOKCETUHOM, CIIEYyET OTMETUTh, YTO
oOceccuBHO-KOMITyJIbcBHOE paccTpoiictBo (OKP) — 3710 XpoHmueckoe 3aboieBaHue, U y
MAalMEHTOB, OTBEUYAIOIIUX Ha TEpaIlHi0, UMEET CMBICI MPOAOKATh JICUEHUE Ha MPOTSKEHUU
6onee yem 10 Henmenb. Koppekuuio 103bl ciaeayeT MNPOBOJUTH OCTOPOXKHO, HA OCHOBAaHUU
VMHAMBUAYAIbHBIX MOTPEOHOCTEH NalMeHTa TakuM o00pa3oM, YTOObl MAlMEHT MPOAOIIKAI
NOJy4YaTh MUHUMANbHYIO 3G (eKTUBHYIO 103y. [leproauuecku cienyer NpoBOAUTh MEPEOLEHKY
HeoOxoauMocT Tepanuu. [lanmMeHTaM, y KOTOpPBIX OTMEYaeTcs XOpOIIWH OTBET Ha
dapmakoTepanuio, HEKOTOpble Bpaud  PEKOMEHAYIOT  OJHOBPEMEHHOE  IPOBEICHHE
MOBEJICHYECKOH TcuxoTepanun. IHPEeKTHBHOCTD IIyOKCETHHA B OTAAICHHOM nepuoje (6omee 24
Henens) npu sedyeHnn OKP npoaemMoHcTprupoBana He ObLIa.

Hepsnas 6ynumus
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cocraBnsier 60 mr. Ilpu HepBHOU Oynumuu 3(h(EKTHBHOCTH B OTHAICHHOM mepuone (Ooiee
3 MecsIeB) MPOJIEMOHCTPHUPOBaHA HE ObLIA.

Bce nokazanus

PekoMennoBaHHas /1032 MOXKET OBITh CHIDKEHA WM yBenudeHa. CHCTeMaTHyecKoe H3yueHUe
J103b1, TIpeBbIatonieid 80 Mr/cyTku, He MPOBOIUIIOCH.

Oco0Bble IPYIIILI MAIUEHTOB

Tayuenmuor nodxcunozo eospacma

VBenu4eHue 1036l CleAyeT MPOBOAUTH C OCTOPOKHOCTBIO; B IIEJIOM CYTOYHAs 103a HE JI0JDKHA
npesbimaTh 40 Mr. MakcuManbHas peKOMEHI0OBaHHas 1032 COCTaBisieT 60 MI/CyTKH.

Iayuenmel ¢ napywenuamu GyHKyuu nevenu

[TaneHTaM ¢ EYEHOYHOH HEJTOCTaTOYHOCTBIO MpenapaT Ha3HA4yaloT B CHMXKEHHOMN J103€ MU CO
CHIDKEHHOM YacToTol (Hampumep, 20 Mr uepes JieHb). [laHHbIe peKOMEHAALNHU TaKKe OTHOCSTCA
nu K ImanueHTam, IIPpUHUMAIOIIUM COIMYTCTBYIOIIINEC npenaparsl, IIOTCHIIUAJIBHO
B3aUMOJICUCTBYIOIIHME C npernapaToM DiryoKCeTHH.

CHUMITOMBI __CHHAPOMa OTMEHBI, OTMEYaeMbIC IIpH IPEKpAllCHUM TEpaluM _IIpenaparoM

PayokceTrH

Crnenyer m3berath pe3Koro MpeKpamieHus nmprema mnpernapara. UToObl CHU3UTh PUCK Pa3BUTHUS
CUHIPOMAa OTMEHBI, IIPH MPEKPAIICHUH Teparuu npenaparom DIryoKCETHH 103y CIIETyeT CHIKATh
MOCTENIEHHO, KaK MUHUMYM B TeueHue 1-2 Henmenb (cM. paszaenst 4.4. u 4.8.). B ciyuae pasButus
HENEPEHOCHUMBIX CUMIITOMOB TIOCIIE CHUYKEHHUSI I03bI WM TOCIE MPEKPAIIeHUs JICYSHUS CIeAyeT
BO30OHOBUTH TPHEM IMpernapara B paHee Ha3HAuYeHHOW 1o03e. B paibHeiieM Bpad MOXKET
Ha3HAYUTH 00JIee MOCTENIEHHOE CHUKEHHUE JIO3BI.

Crooco0 nmpuMeHeHus

Jlnis mpuema BHYTpb.

@OyoKCeTHH MOXKHO TPUHUMATh OJMH pPa3 B JCHb JMOO HECKOIBKO pa3 B JIGHb B BHIE

pa3deNeHHbIX 103 BO BPEMsI HITM B TIEpephIBaX MEXy MPUEMaMH MUK (HE3aBHCUMO OT TpueMa

TTATITN ).

[Tpu npekpaiieHnH npyuemMa mpenapara akTHBHOE BEIIECTBO COXPAHSAETCs B OpraHu3Me B TeUEHUE

HECKOJIbKMX Henmenb. CleayeT y4WThIBaTh JaHHBIH (PAKT NMpHU HAa3HAYCHHH WM 3aBEpIICHUU

Teparum.

4.3. IlpoTuBONOKa3aHUS

— T'unepuyBCTBUTENBHOCTD K (PIYOKCETHHY H/HIU K JI0OOMY M3 BCIIOMOTaTENbHBIX BEIECTB,
IIEPEUNCIIEHHBIX B pazzaene 6.1.

— Jerckuii Bo3pact 10 18 ner.
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(UMAO), nanipumep, unporuasuaa (cM. pasaeist 4.4, u 4.5.).

— OpmHOBpEeMEHHBIH TIpUEM METOIPOJIONA, WCIONB3yeMOro JUIS JICYCHUS  CepIeYHOMN
HEJI0OCTaTOYHOCTH (CM. pasaen 4.5.).

— HenepenocumocTs J1aKTO3bI, 1SDUIUT JaKTa3bl, TIIOKO30-TaJaKTO3HAs MallbabcopOLus.

4.4. OcoOble yKka3aHUS U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

CVI/II_[I/II[/ CYHIIUJAJIBHBIC MBICJIW MJIN KJIMHUYCCKOC YXYAIIICHUC

Henpeccust cBsi3aHa C TMOBBIIIEHHBIM PHUCKOM BO3HUKHOBEHHUS CYMIIMJAIBHBIX MBICIEH,
NpUYMHEHUS! BpeAa cebe (WICHOBPEAUTEIbCTBA) U CYHMIMAAIbHBIX sABIECHUHN. JlaHHBIA pHCK
COXpaHsieTCs /10 HACTYIUIEHUS CTOMKOM pemuccud. Tak Kak B TE€UEHHE MEPBBIX HECKOJIbKHX
HEJIeIb JICUCHUS yIyYIICHHEe MOXET HE BOSHUKHYTh, HCOOXOAMM TINATEIIBHBI MOHUTOPUHT CO
CTOPOHBI JIEHAIllero Bpada BIUIOTh JO YIYYIICHHUS COCTOSHMs marueHTa. Kak moka3biBaeT
KIIMHUYECKasl TPaKTUKa, PUCK CYUIIUA HA PAHHUX CTaAUAX BBI3IOPOBICHHUS MOKET MOBBIIIATHCS.
Hpyrue mncuxuarpudyeckue 3a0ojeBaHUs, s JIEYEHHS KOTOPBHIX Ha3HA4aloT Mpenapar
@DIyOKCETHH, TaKK€ MOTYT OBITh CBSI3aHBI C TMOBBIIMICHHBIM PUCKOM CYUIIUJATBHBIX SIBICHUU.
Kpome Toro, nanneie 3a00j€BaHHsS MOTYT COMYTCTBOBAaTh OOJIBIIOMY JACTPECCUBHOMY
paccTpoiictBy. CnenoBaTenbHO, HPH JICYEHUM NAUUMEHTOB C JAPYTMMH IICUXUATPUUYECKUMU
3a00JIeBaHUSIMU CIIEIyeT MPOSBIATH Ty K€ OCTOPOKHOCTb, UTO U MPH JICUEHUU MAIMEHTOB C
OOJIBIIIUM JIETPECCUBHBIM PaCCTPONCTBOM.

[TaniueHTHl ¢ CyMIIMAQIBHBIMU SBJICHUSIMH B aHaMHE3€, SIBHO MPOSBISIONINE CYUIIUTATbHBIC
MBICJIM JI0 Hayajla Tepaluu, OTHOCATCS K TpyIIe MOBBIIIEHHOTO pUCKAa BO3HUKHOBEHUS
CyMIUJAIbHBIX MBbICIEH WM CYULIMIAIBHOTO TMOBeAeHUs. JlaHHBIE NAUUMEHThl BO BpeMs
MIPOBEICHUS TEPANHH JIOJDKHBI HAXOUTHCS MO/ TIIATEIbHBIM HAOII0ICHUEM.

Mertaananu3 1U1a1e00-KOHTPOJIUPYEMBIX ~KIMHUYECKUX HCCIEAOBAaHUN aHTHUIEIPECCAHTOB,
MPUMEHSIEMBIX TSI JIEYSHUSI TICUXUATPUIECKUX 3a00JIeBaHU y B3POCHBIX MAlMEHTOB, MOKa3all,
YTO CpEey MalUEeHTOB MOJIOXKE 25 JIeT NTPUMEHEHUE aHTUIECIPECCAHTOB CBA3aHO C MOBBIIIEHHBIM
PHCKOM CYHUIIUIATTFHOTO MOBEACHUS TI0 CPABHEHUIO C MAIlUEHTaMU, TIOJyYaBIIMMHU T11a11€00.
Heo6xoauMo mpoBOIUTH TIATEIbHOE HAOMIOJEHHE 32 TMAlMEHTaMH, B YAaCTHOCTU W3 TPYIIIbI
BBICOKOT'O PUCKA Pa3BUTHSI CYUIIUJAIBHOTO MOBEACHHSI, OCOOCHHO HA PaHHMX dTamax JICYCHUs U
BO BpeMsl MOCIEAYIONMUX U3MEeHEHUH 103bl. [allneHTsI (a TakKe JTUIa, yXaKUBAIOIIHe 32 HUMU)
JIOJDKHBI  OBITh TIPEAYTNPEXKACHBI O HEOOXOIWMOCTH OTCICKHBAHUS JIFOOBIX KIMHUYECKHUX
YXYIIIEHUN COCTOSTHUS, KOHTPOJISI BOSHUKHOBEHHUS CYMIIMIAIBHOTO TIOBEICHUS WU MBICICH U
HEOOBIUHBIX U3MEHEHHUI B TIOBEICHUH, U JOJDKHBI HEMEAEHHO 00paIiaThes K JieyaleMy Bpady
MIPU BO3HUKHOBEHUU JAHHBIX CUMIITOMOB.

Cepneuno-cocyauctsie YD dexTol
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[Tpu npueme payokceTrHa MOKET MPOUCXOIUTH y,Z[JII/IHégII/;IC:H]-E&i;éIﬁTéﬂ,%{OI@BbS%BKHO

pa3BUTHE KEITYAOYKOBOM apUTMUU WM JKEITYJOUYKOBOM TaXUKapJUH THIA IIUPYIT», O KOTOPBIX
COO0IIAIOCh B IMOCTPErHCTpallMOHHOM Tmiepuoae (cMm. paszupensl 4.5., 4.8., 4.9.). duyokceTuH
ClelyeT MPUMEHSITh C OCTOPOXKHOCTHIO IMAIIMEHTaM C BPOXKJIEHHBIM CHHIPOMOM YIUIMHEHUS
untepBana QT, mpu Hanuuuu B aHaMHE3€ YKa3aHUW Ha YBEIUYEHHE NPOAOIKUTEIHLHOCTH
untepBasia QT y pOJICTBEHHMKOB NAalMEHTa, NpPU APYTUX KIMHUYECKHX COCTOSHUSX,
IpepacoiaralouMx K pa3BUTHIO apUTMUU (HAllpuMep, IIpU TMIOKAINEMUH, THIIOMarHueMuH,
Opagukapauud,  OCTpoM  HHGpapKTe  MHUHOKapla,  JEKOMIEHCHUPOBAHHOW  cepleyHOMN
HEJOCTAaTOYHOCTH), TIPU MOBBIIIEHHON AKCMO3UIMH (IyOoKCeTHHA (HampuMep, Mpu CHUKEHHOU
(YHKIMY TIEYSHH), a TAK)KE IPU OTHOBPEMEHHOM IIpHEME JIEKAPCTBEHHBIX MPETapaToB, KOTOPbIE
MOTYT CHPOBOLIMPOBAaTh y/UIMHEHHE uHTepBaina QT n/unm pa3BUTHE JKEITyT0YKOBOW TaxUKapAuU
TUTIA «TIUPYIT» (cM. pazaen 4.5.).

[TaruenTam co cTaOWIBHBIM TedyeHHEeM 3aboyieBaHus cepila HEoOXOAUMO IMPOBOJIUTH
uccnenoBanue ekTpokapauorpammsel (IKI') mepen Haganom tepanuu GryOKCETHHOM.

[Tpu pa3BUTHY TPU3HAKOB ApUTMHUHU BO BPEMsI TEPANUU NPHEM (IIyOKCETHHA CIIEAYyeT MPEKPATHTh
1 npoBectH ucciegoBanue JKI'.

Heobpamumvie necenrekmusHvle uHeUOUMOPbL MOHOAMUHOKCUOA3bL (HANpUMep, UNpOHUA3UO)

Y nanueHTOB, NPUHUMAIOUINX CEJICKTUBHBIE HHTHOUTOPBI OOpAaTHOTO 3axBaTa CEPOTOHHHA
(CUO3C) B xoMOMHaMu ¢ HeoOpaTUMbIMU HeceneKTuBHbIMH MMAOQ, oTmedanuch cirydau
CEPbE3HBIX PeaKlUii, HHOT/IA C JIETAIbHBIM UCXO/IO0M.

JlaHHbIE CIy4yau XapaKTepU30BAINUCH NPU3HAKAMH, HAIIOMUHAIOUIMMHU CEPOTOHUHOBBIA CHHIIPOM
(KOTOpBIi MOXXHO TeEpenyTaTh CO 3J0KAYECTBEHHBIM HEHPOJICITUYCCKUM CHHAPOMOM).
[TaruenTam, y KOTOpBIX OTMEUAIOTCS TAKME PEAKIIMH, MOXKET OBbITh Ha3HAUEH LIUIPOTeNTa AuH WU
naHtposieH. CHUMOTOMBI JIeKapCTBEHHOro B3aumozencTBuss ¢ MMAO BkimoyaroT B ceds:
TUIEPTEPMHIO, PUTHAHOCTH MBI, MHOKJIOHYC (MHOKJIOHHYECKHE CYAOpOTH), paccTpoilcTBa
BEreTaTHBHON HEPBHOW CHCTEMBI C BO3MOXKHBIMU ObIcTphiMU Kosiebanusimu AJl u UCC, a takxke
U3MEHEHUS  ICHUXUYECKOTO COCTOSIHUS, BKJIIOYAIOLIHE CIIyTaHHOCTb CO3HaHMsI,
pa3IpaKUTENILHOCTh U UpE3MEPHOE BO30YXKIEHUE, MMPOTPECCUPYIOIEE O COCTOSHUS ASTUpUs U
KOMBI.

Takum oOpazoM, (IyOKCEeTHH TNPOTHUBOTOKAa3aH B KOMOWHAIIMM C  HEOOpaTHUMBIMHU
HecenektuBHBIME IMAO (cM. pasnen 4.3.). BenmeactBue Toro, 9to JEWCTBHE HEOOPATUMBIX
HecenekTuBHBIX UMAQO coxpansiercss B TeUeHUe 2 HeZelb, Tepanuio (GpIyoKCeTHHOM CIeayeT
HauMHATh HE paHee, YeM IO MPOIIECTBUHM 2 HENENb MOCie OTMEHBI Teparmuu HeoOpaTHMBIMH
HeceneKTuBHbIMU IMAOQO. AHanoruuHbiM 00pa3oM Tepanuio HEOOpaTUMBIMU HECEJIIEKTUBHBIMU

NMAOQ cnenyer HaunHATh HE paHee, YeM uepe3 S5 Helelb MOCIe OTMEHBI ()ITyOKCETHHA.
5



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.08.2022 N= 18778

e TaTa )
1

SIBIIeHMSI, CXOXKHE TI0 CHMIITOMATHKE C Cepo HI/IHOBI—IJ_I\I/II:IC:I/I;[ﬁ&)I%MT% (kA e e libm

HeﬁDOHeHTI/I‘IeCKI/IM CHHAPOMOM

B penkux ciaywasx cooOmianock 00 acCOIMUPOBAHHOM C MPUEMOM (IIyOKCETHHA Pa3BUTHU
CEpPOTOHUHOBOTO CHHAPOMA WJIM 3JI0KAUeCTBEHHOTO HEHPOJENTUYECKOTrO CHHAPOMA, OCOOCHHO
[P COBMECTHOM IMPHUMEHEHHUU C JAPYTUMHU CEPOTOHMHEPTHUYECKUMH CPEICTBAMH (B TOM 4YHCIIE
conepxkammu L-tpunrodan) u/vnm HeliponenTukamu (cM. pazaen 4.5.). Tak kak 3TH CHHAPOMBI
MOTYT TPHUBECTH K JKA3HEYTPOXKAIOIIUM COCTOSIHUSM, TEpamuio (QIIyOKCETUHOM CIEAyeT
MPEKPATUTH B CIIydyae COYETaHUs TAKUX CUMIITOMOB, KaK TUIIEPTEPMUS], pUTHIHOCTb, MUOKJIOHYC,
paccTpoiicTBa BereTaTUBHOW HEPBHOW CUCTEMbI, I3MEHEHUS TICUXUYECKOT0 COCTOSHUS, BKIIIOUast
CIIyTaHHOCTh CO3HAHUSI, Pa3IPAKUTEIBHOCTh, KpaliHee BO30YXKICHHE C BO3MOKHBIM Pa3BUTHEM
JEIUPUS M KOMBI, 1 HA3HAYUTh HEOOXOUMYIO0 CUMITOMATHYECKYIO TePAIHIO.

Manuu

AHTHIETpeccaHThl ~ HEOOXOAMMO  NPUMEHSATH C  OCTOPOXKHOCTBIO  MalMeHTaM ¢
MaHUSMU/TUIIOMAaHUSIMA B aHamHe3e. [lpueM QuiyokceTmHa, Kak M JIO0Oro JApyroro
aHTUJENpPECCaHTa, HEOOXOIUMO TMPEKPaTUTh, €CIU TMAlMEHT HaXOJIUTCSi B MaHUAKAIbHOM
COCTOSTHUH.

Kposoreuenus/KpoBousznusiaus

[MIpu npumenennn CHO3C coobmanock 00 JKXUMO3e, IMyprIype U APYTHX TOJ00HBIX
HapYyIICHUSX, CBI3aHHBIX C MOBBIIIEHUEM KPOBOTOUMBOCTH. OO 9KXMMO3€ COOOIIAIOCH HEYACTO.
CHUO3C u cenexkTUBHbIE HMHIMOMTOpPHI OOpAaTHOrO 3axBaTa CEPOTOHHWHA M HOpaJpeHaIMHa
(CMO3CH) MoryT noBbIIaTh pUCK pPa3BUTHUS MOCIEPOAOBBIX KPOBOTEUEHUH (CM. pa3nensl 4.6. u
4.8.). Jlpyrue remopparuveckue sBICHUS (HampuMep, TUHEKOJIOTHYECKHE KPOBOTECUCHUS,
KEJTyJ0YHO-KUIIIEYHbIE KPOBOTEUEHHUS], TOAKOKHBIE KPOBOU3IIUSAHUSA U KPOBOTEUEHUS CIIM3UCTHIX
000JI04eK) OTMeyanuch penko. HeoOXoaumo MposBIATH OCTOPOXKHOCTH IPH  Tepanuu
(yyOKCeTHHOM, B 4YacTHOCTH MAIlieHTaM C COINYyTCTBYIOIIEH Tepamueil mnepopasbHbIMU
AQHTUKOAryJIsHTaMd U JIPYyTUMHU TpenaparaMy, BIUSIOUMMH Ha (YyHKLIHIO TpPOMOOLIUTOB
(HampuMmep, ¢ TaKUMHM aTUNWYHBIMU AQHTUIICUXOTUYECKUMH CpPEICTBAMH, KaK KJIO3alMH, C
(deHoTHa3MHaMH, ¢ OOJIBIIMHCTBOM TPULMKIMYECKHX AHTUAEIPECCAHTOB, allETHIICATUIMIIOBON
KHUCJIOTOM, HECTepOMJTHBIMH  IMPOTHBOBOCHAIUTEIBHBIMU  IperapataMHu), a Takke ¢
CONYTCTBYIOIIEH Tepamueil mpemapaTamMH, KOTOpPblE MOTYT TOBBICUTh CKJIOHHOCTH K
KPOBOTEUYEHMSIM, U MAI[IEHTaM ¢ KPOBOTEUEHUSMHU B aHaMHe3e (cM. pa3zaen 4.5.).

ITpuem nexapcrBenHbix npenapatos rpynn CHO3C, CHMO3CH MoXeT MOBBILIATh PUCK Pa3BUTHUS

MOCJIEPOIOBOTO KPOBOTEUEHUS (CM. pa3zensl 4.6. u 4.8.).

Cynoporu
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cIy4ae JpYyruX aHTUACTPECCAHTOB, (IYOKCETUH CIIEIyeT C OCTOPOXKHOCTHIO Ha3HA4aTh
MalKdeHTaM, Y KOTOPhIX paHee OTMEUaTuCh Cyaoporu. [Ipu pa3BUTHM WM yYallleHUH CyAO0pOT
Tepanuss (IyOKCETMHOM JOJDKHA OBITh MpekpaimieHa. Tepanuro (IyOKCEeTHHOM HE CleayeT
Ha3HaA4aTh MaIMEHTaM ¢ HeCTaOUIILHOM Anmernicueil. [larmenTaM ¢ KOHTPOIUPYEeMOH dTUJIeTICHen
HE00X0IMMO THIATeNTFHOE HaOMoieHue (cM. pazaen 4.5.).

DIIEKTPOCYIOPOKHAA TEPAIUI

VY manuMeHToB, MOIyYarolluX 3JIEKTPOCYAOPOKHYIO Teparuio, NPy MPUMEHEHUH (IIyOKCEeTHHA B
pPEIKUX CllydasxX OTMEYalnCh MPOJOJKUTEIbHbIE CYIOpPOXKHBIE Npumnaiakud. Pekomenayercs
HPOSIBJIATH OCTOPOXKHOCTH MPH TEPANTUH (PIIyOKCETUHOM Y TaKUX MMAIlEHTOB.

Tamokcuden

@DyoKceTHH, Kak MOIIHbIN uHruoutop nzopepmenta CYP2D6, MoxeT npuBecTH K CHHXKEHUIO
KOHIIEHTPAUHU dHJIOKCU(EHa, OJHOTO U3 CAMBIX BaXKHBIX AKTUBHBIX METa0O0JIMTOB TaMOKCHU(]EHa.
[TosTOMy mipu Tepanuu TaMOKCH(PEHOM TpUMEHEHHs (ITyOKCeTHHA ClieAyeT n3berats (CM. pasien
4.5.).

AKaTI/ISI/IH/HCI/IXOMOTODHOC 0ECIOKOMCTBO

HpI/IMeHeHI/IC (bJ'Iy'OKCCTI/IHa IPUBOJHUT K PA3BUTHIO dKATHU3WHU, KOTOpAA IIPOABIIACTCA CY6T>CKTI/IBHO
HCIIPUATHBIM HJIM MYUYUTCIIbHBIM 0ECIOKOMCTBOM U HGO6XOI{I/IMOCTI>IO IOCTOAHHOI'O ABHMXXCHUA,
3a4acCTyro 0e3 BO3MOXKHOCTH CHACTh WM CTOITH Ha MecTe. Yallle BCEro Takue SBJICHUS
Ha6J'IIOI[aIOTC$I B IICpHOA IICPBBIX HCECKOJBKHUX HCACIIb JICUCHUA. Y mnaumeHToB ¢ JaHHBIMHM
CHUMIITOMAaMH ITOBBIIICHUEC O03bI (I)JIYOKCCTI/IHa MOXXCT UMCTb HCTATUBHBIC ITOCIICICTBUA.

CaxapHslil 1uabder

VYV mnanuentoB ¢ caxapueiM guadbetom JedeHue CHUO3C moxeT NpUBOAWTH K U3MEHEHHIO
IJIMKEMUYECKOTO KOHTpoJs. Bo Bpems jeueHHst (UIyOKCETMHOM Yy MAallMEHTOB C CaxapHbIM
nabeToM oTMevanach TMIIOTTIMKEMHs], a IOCIe OTMEHBI ITperapara pa3BuBaIach TUIEPTIMKEMHUSL.
B nauane unu nocie okoHYaHUs JeueHus (HIIyoOKCETHHOM MOYKET NOTPEOOBATHCS KOPPEKIIHUS O3B
MHCYJIMHA W/WIY TUIIOTJIMKEMUYECKUX MTPEenapaToB JUIsl IpueMa BHYTPb.

[TeyeHOYHasI/IOYCUHAS HEAOCTATOYHOCTD

@DIyOoKCeTHH MOABEpraeTcss WHTEHCUBHOMY MeTaboNM3My B TMEYEHH W BBIBOJUTCS MOYKaAMHU.
[TarueHTaM ¢ BRIpOKEHHBIMH HAPYIICHUSAMH (QYHKITUH ITIEYSHU PEKOMEHIyeTCs Ha3HAvYaTh OoJiee
HU3KHE JT03bI PIIyOKCeTHHA, JTMOO Ha3HAYaTh Iperapar uepe3 JeHb. [Ipu npueme ¢ryokceTrHa B
no3e 20 Mr/cyT Ha TPOTSHKEHUH JBYX MECSIEB Yy MAIMEHTOB C MOYEYHOUW HEIOCTATOYHOCTHIO
Tspkenol crenenu (knupenc kpeatnHuHa (KK) < 10 mur/MuH), HYKIAIOIMIMXCS B TEMOHANN3E, He
OBLJIO BBISIBJICHO OTJIMYUH KOHIIEHTpAauu (IyOKCETHHA W HOP(IYyOKCEeTHHA B TIa3Me KPOBHU TIO

CPaBHEHHMIO C MallMEHTaMH U3 KOHTPOJIBHOU IPyNIIbl C HOPMAJIbHOM MOYeuHOM (pyHKIHEH.
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Y OTUETY

KoskHas CHIITb U alNIEPTUYECKHE PEaKIINI

VY manueHToB, MPUHUMABHIMX (DIYOKCETHH, COOOIIAJIOCh O BO3HUKHOBEHHMH KOXXHOHW CBIIH,
aHa(UIAKTHYECKUX PEAKIUil U MPOrPECCUPYIOLINX CUCTEMHBIX HapYyIIEHUH, HHOTJA CePhe3HBIX
C BOBJICUEHHEM B MATOJOTMYECKHI IPOLIECC KOXKH, MOYEK, IMeUeHNU U Jerkux. IIpu noseiennun
KOYKHOH CBIIH WM APYTUX BO3MOXKHBIX aJJIEPTUUECKUX PEAKILIM, STHOJIOTHS] KOTOPBIX HE MOYKET
OBITH onpezieNieHa, IpueM (pIyoKCeTHHA ClieAyeT OTMEHUTD.

CHIKEHME MACCHI TeIA

HpI/I IIPUMEHCHUHA (bJ'IYOKCCTI/IHa Y HNaoue€HTOB MOXKET Ha6J'IIO,Z[aTI)CH CHMXXCHHE MAacCChl Te€iia,
OJHAaKo, OOBIYHO OHO MMpOoNnoOpPIHHOHATIBHO HCXO,I[HOﬁ CpCI[HCﬁ Macce Teia.

CHHIPOM OTMEHEI

[Tpu npekparennn Tepanuu GIyOKCETHHOM YacTO Pa3BUBAIOTCSI CHMIITOMBI CHHIIPOMa OTMEHBI,
OCOOCHHO €CIIM TpEeKpallleHue Tepanuu ObUIo pe3kuM (cM. paszznen 4.8.). B xinumHHuUeckux
UCCIIEIOBAHMSIX KaK B Tpymme (IyoKkceTMHa, Tak M B rpymnmne mianebo mnpumepHo y 60 %
MAIMECHTOB Pa3BUBAINCH PA3IMYHBIC HEXKEIATEIbHBIC SBJICHUS TIPU OTMEHE Tepanuu. B rpyrmre
¢ryokceruna 17 % 3TuX sBICHUN HOCHIIN TSDKENBIA XapakTep, B rpynme miamnedo — 12 %.

Puck pa3Butus cuHIpOMa OTMEHBI 3aBUCHT OT HECKOJIBKHX (DaKTOPOB, BKIFOUYAs AJIUTEIHHOCTh
Teparnuu, 103y U CKOPOCTh YMEHbIIIeHUs 103b1. Hanbonee yacto coo0111anoch 0 ToOJI0BOKPYKEHUH,
CCHCOPHBIX HApYIICHHSIX (BKJIIOYAs MApPECTC3WH), HAPYIICHUSX CHA (BKItOYash OSCCOHHUILY U
SIpKHE CHOBHJICHUS), aCTCHUH, TPEBOT'C WM BO30Y>KICHUH, TOITHOTE W/WIH PBOTE, TPEMOPE U
rojgoBHOU Oonn. OOGBIYHO 3TH SMU30ABI JETKOW U CPEAHEH CTENEHU BBIPAXKEHHOCTH, OJHAKO Y
HEKOTOPBIX MAIIMEHTOB MOTYT OBITh TSXKEIBIMU 10 HHTEHCUBHOCTH. B GONBIIMHCTBE CITy4aeB 3TU
SIBIICHHUS Pa3peIIaloTCs CaMOCTOSTENIbHO B TeUYeHHE 2 Helelnb, HO WHOT/Ia MOTYT OBITh Oojee
MPOJIOJDKUTENBHBIMU (2—3 Mecsiia u OoJiee). B cBsi3u ¢ 3TUM OTMEHyY Tepanuu TpernaparoM
@DIIyOKCEeTHH ClIelyeT MPOBOJUTH MOCTENEHHO, B TeueHue 1 uinu 2 HeAenb, B 3aBUCHMOCTH OT
noTpebHocTel manuenTa (cM. pazaen 4.2.).

I'unonarpueMus

OTMmeyanuch cily4ad TUIIOHATPUEMUH (B OTJIENIBbHBIX CIIydasix ypOBEHb HATPHUS B CHIBOPOTKE KPOBU
6bu1 MeHee 110 MMoutb/i1). B 0CHOBHOM IOJJOOHBIE CITy4an OTMEUYAINCh Y MOKUIIBIX NAIIUEHTOB, Y
NalMEeHTOB, MOJYYaBIIUX JUYPETUKU U Y MAIMEHTOB CO CHMKEHHEM O0beMa LUPKYIUpYoIei
KpOBH.

Munpuas

Coobmanocr 0 MuapHase, CBA3aHHOM ¢ TmpuemMoM ¢uyokceruHa. Cneayer co0ar0aaTh
OCTOpPOKHOCTh TPU Ha3HAYEHUH (IYOKCETHHA IMAlMEHTaM C TMOBBIIICHHBIM BHYTPHUITIA3HBIM
JTABJICHUEM WJIM NAMEHTaM C PUCKOM Pa3BUTHUS OCTPON 3aKPBITOYTOJIBHON IIayKOMBI.

CekcvyaiipHast TUCHYHKINS
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4.8.). bbun mosy4eHsl COOOIIEHHS O ATUTEIBHO MPOAOIDKAIOIIEHCS CeKCYaTbHON AUCHYHKIIH,
CUMITOMBI KOTOPOM COXpaHsIUCh nocie npekpamenus npuema CUO3C.

4.5. B3aumopeiicTBHe ¢ JAPYIrHMH JIeKAPDCTBEHHBIMHM IpenapataMM M JApyrue BH/bI
B3aHNMOJAEeHCTBUSA

@DIyOKCeTHH M €ro OCHOBHOW MeTabOIUT HOPQIIYOKCETHH HMEIOT TUTEIbHBIC MEPUO/IBI
MOJIYBBIBE/ICHUS,, YTO HEOOXOAMMO YYMTBHIBATH NPU COYETAaHHH (IYOKCETHHA C APYTUMH
npenapaTamu, a Takxke IpH 3aMeHe (IIyOKCeTHHA Ha JPYTroi aHTuaenpeccant (cM. pasaen 5.2.).
@dnyokceTnH 00JIagaeT BBICOKMM CPOACTBOM K O€llkaM IUIa3Mbl, IIO3TOMY COYETaHHE
¢ryokceTHa C IPYTHMH IIperapaTaMi, KOTOPhIe TAaKXKe B 3HAYUTEIBHON CTENIEHH CBSI3bIBAIOTCS
¢ OeskaMu TUIa3Mbl, MOXKET MPUBOJUTH K M3MEHEHHIO UX KOHIICHTPALUH.

KoMOunanuu npenapaTroB, IPUMCHCHHUEC KOTOPBIX IMMIPOTHUBOIIOKA3aHO

Heobpamumvie necenrekmusHvle uHeUOUMOPLL MOHOAMUHOKCUOA3bI (HAnpuMmep, UNPoOHUA3Uo)

V¥ nanuentos, npuHumarommux CHUO3C B koMOMHaMM ¢ HEOOPATUMBIMU HECEIEKTUBHBIMU
NMAO, oTmMedanuch cilydan CEpbe3HbIX peaklnid, HHOT/A C JIETAIbHBIM UCXOJ0M.

JlaHHbIE cy4yau XapaKTepU30BaJIMCh MPU3HAKAMH, HATOMUHAIOIIMMHU CEPOTOHUHOBBIM CUHIPOM
(KOTOpBIE MOXKHO IepemyTaTb CO 3JIOKQUEeCTBEHHbIM HEUpOJENTUYECKUM CHHIPOMOM).
[TaruenTaM, y KOTOpBIX OTMEUAIOTCS TAKME PEAKIIMH, MOYKET ObITh Ha3HAUEH LIMIPOTrenTa AUH WIN
nantposieH. CHMOTOMBI JIEKApCTBEHHOTO B3aumozelcTtBusi ¢ MMAO BkimodaloT B ceds:
TUIIEPTEPMHIO, PUTHAHOCTH MBI, MHOKJIOHYC (MHOKJIOHHYECKHE CYAOPOTH), paccTpoiicTBa
BEreTaTMBHOM HEPBHOM CHCTEMBI C BO3MOXKHBIMU OBICTPBIMHM KOJEOAHUSIMH apTEpUATbHOTO
nasienust (AJl) u gactorsl cepaeunbix cokpamenuid (HCC), a Takxke U3MEHEHUs ICUXUYECKOTO
COCTOSIHUS, BKJIIOYAIOIIME CIIyTAaHHOCTb CO3HAaHMs, pa3paXUTEIbHOCTh U 4Ype3MEpHOe
BO30Y:KJIeHHE, IPOTPECCUPYIOIINE 10 COCTOSHUS JEIUPUS U KOMBI.

Takum  oOpa3oM, (IIyOKCETHH TPOTHUBONOKa3aH B KOMOMHAallMM C HEOOpaTHUMBIMU
necenektuBHbiIME UMAO (cm. pasgen 4.3.). BenenctBue TOro, 4to AWCTBHE HEOOPATHMBIX
HecenekTuBHBIX UMAQO coxpaHsiercss B TedeHHne 2 Heellb, Tepanuio (IyOKCEeTHHOM CIIEyeT
HauWHaTh HE paHee, YeM IO MPOUIECTBUU 2 HeNeNb IMOCIe OTMEHbI Tepanuu HeoOpaTUMbBIMU
HecenekTUBHbIME UMAOQO. AHanoruuueiM 00pa3oM Teparuio HeoOpaTUMBIMU HECEIEKTHUBHBIMU
NMAOQO cnenyer HauMHaTh HE paHee, YeM 4Yepe3 S Heaelb Mociae OTMEHBI (IyoKCeTHHa (CM.
paznen 4.3.).

Memonponon, naznauaemviii 01 1e4eHUs cepoeyHol HeOOCMAamoYHOCMU

BcenenctBue TOro, u4ro (yoKCeTHH HWHTUOMpYeT MeTa0OMu3M  METOIpOJIoNa, PHCK
HEe)KeNaTeNIbHbIX SIBICHUH Ha (poHE mpuemMa MEeTOMNpoJIoNa, BKIIOYAs CUIIbHYIO OpaiuKapluio,

MOKET ITIOBBIIIIATHCA.
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Tamokcugen

B nwmtepatype BcTpedaroTcs AaHHBIE O (DApPMaKOKMHETHYECKOM B3aWMOJCUCTBUHU MEXIY
uaruouTopamu m3opepmenta CYP2D6 u TtamokcudeHOM, MPUBOIAIIEM K CHUXCHHUIO
KOHIEHTPALlUU OJIHOTO MJIM HECKOJBKUX AaKTHUBHBIX METaOONUTOB TaMokcudeHa (Hampumep,
SHJOKCU(eHa) B TuiazMe KpoBu Ha 65-75 %. [lo pesynabpratamM HEKOTOPBIX HCCIICHOBAHUMN
€0001a10Cch 0 CHIKEeHUHU 3 (HEeKTUBHOCTH TaMOKcu(eHa mpu oxHoBpemeHHoM npueme CHO3C.
[ToaTomy npu Tepanuu TaMOKCHU(pEHOM cieayeT u30eraTb MPUMEHEHUS MOIIHBIX MHTUOMTOPOB
CYP2D6 (Bkitouast hayokcetun) (cM. pasmen 4.4.).

Anxoeonw

B uccrnenoBanusax (yoKCeTHH HE CIOCOOCTBOBAN YBEIMUYEHHIO KOHILEHTPAIMM AJKOTOJS B
KpOBH, a Takxke ycuieHuto 3ddextoB amkoromns. Ognako onHoBpeMenHsblt npuem CHUO3C u
AJIKOTOJIs1 HE PEKOMEHIYyeTCSl.

HUMAO-A, nune3onud u memuimuoHuUHUs XI10pUo0 (MemuieHo8bll CUHULL)

[Ipy ogHOBpEMEHHOM IpueMe C (PIyOKCETHHOM CYIIECTBYET PUCK Pa3BUTHS CEPOTOHMHOBOIO
CUHJIpOMa, BKJIIOUAIOIIETO rapero, TaXUKapIUIO, MOTOOT/ICJICHUE, Tpemop,
MOMYTHEHHE/CITyTaHHOCTh CO3HAHUS WK KOMy. B citydae, eciii 0THOBPEMEHHOTO MPUMEHEHUS
JAHHBIX aKTUBHBIX BEIIECTB ¢ (IYOKCETHHOM M30€KaTh HEBO3MOKHO, HEOOXOIUM TIATEIbHBIH
KIIMHUYECKUI MOHUTOPUHT, a HasHaueHue UMAO-A, nuHe30mIa U METWITHOHUHHES XJIOPUIA
Clle/lyeT HaYMHATh C MUHMMAJIbHBIX PEKOMEHIOBaHHBIX 103 (cM. paszaen 4.4.).

Mexkeumasun

Bcnencteue nHrnOnpoBanus MeTaboIM3Ma MEKBHTa3HHA (IITyOKCETHHOM PUCK HEXENaTeIbHBIX
SIBJICHUI Ha (oHE mpremMa MEKBHTa3WHA (HampuMep, yuinHeHne uHtepBana QT) MoxeT ObITh
TIOBBIIICH.

KomOunanuu npenaparos, TD66VIOH_II/IC 0Cco00M OCTOPOKHOCTH IIPHU HA3HAYCHHUU

Denumoun

[Ipy Ha3HaueHMM B KOMOMHAIMM C (IIYOKCETMHOM HAaOMIOJAIUCh CIIy4al HW3MEHEHUs
KOHIIEHTpaluu (EeHUToMHa B KpOBU. B HEKOTOPHIX CiIy4asX OTMEYaauCh MPOSBICHUS
TOKCUYHOCTH. IIpn ONHOBpEMEHHOM Ha3HAYEHWM NAHHBIX IPENAPaTOB CIEAYET IOCTENEHHO
YBEJIMYUBATh 103y COIYTCTBYIOIIEro Mpernapara U o0eCHeYuTb MOHUTOPUHT KIMHHUYECKOIO
COCTOSTHUSI.

Cepomonunepeuueckue npenapamvl (MUmuil, mpamaooi, Mpunmansl, mpunmogam, ceiecunrun
(UMAO-B), 36epoboii npoowipsisiennwiti (Hypericum perforatum))

I[Ipu  onmnoBpemennom  HazHauenmn  CHMO3C ¢ mpemapatamu, — 00JaJalOIIUMH

CEPOTOHUHCPIrUICCKUM }IeﬁCTBHeM, ObUTH  OTMEUEHEI CIydan pas3sBUTUA CCPOTOHHUHOBOIO

10



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.08.2022 N= 18778

CHHJIpOMa JIerkoh creneHu Tsxectd. C IC,I[OBaTéEIIl'l‘-II:O:;_I E%B%p%%é L -l}l'_f)II)IIMICIHIéHI/Ie

¢IryokceTHHA ¢ TaHHBIMH MPerapaTaMu CJIeIyeT MPOBOAUTH C OCTOPOKHOCTRIO (cM. paszen 4.4.).
Ipenapamul, cnocobcmeyrowue yorunenuro unmepsana QT

dapMaKOKHMHETUYECKUE U (papMaKOAMHAMUUECKHE UCCIIEI0BaHUs B3aUMOIEHCTBUS (PIIyOKCEeTHHA
C IpYTMMH JIEKQpCTBEHHBIMH IperapaTaMu, CliocOOCTBYIONIMMH yaduHeHuto uatepsana QT, He
MPOBOAWINCE. TeM He MeHee aaguTUBHBIA dPPeKkT (payokceTnHa W MAHHBIX JEKAPCTBEHHBIX
IpenapaToB HCKIIOYaTh HeNb3sd. CleayeT ¢ OCTOPOXKHOCTHIO TMPOBOIHMTH OJIHOBPEMEHHOE
Ha3HayeHHe (IIyOKCeTHHA C JICKAPCTBEHHBIMM IpenapaTtaMu, CIOCOOCTBYIOUIMMH Y/UIMHEHUIO
unrepBaiga QT (c anTmaputmuueckumu cpenctBamu kiacca |A u Il aHTHNCMXOTHYECKUMHU
npermapatamu  (IPOU3BOJAHBIC (EHOTHA3MHA, MUMO3HUI, TAJIONEPUION), TPHUIHKIHUYECCKUMHU
AHTHUJICTIPECCAHTAMHU, HEKOTOPBIMU IMPOTUBOMUKPOOHBIMH mpenaparamu (cmapdiokcaryH,
MOKCU(IOKCAllUH, 3puTpoMuliud |V, NeHTaMuauH), CpeacTBaMH [UIs JICYCHUS Malsipuu
(ramogaHTpHH), HEKOTOPHIMUA AHTUTUCTAMUHHBIMH TperapaTaMu (aCTEMH30J1, MU30JIACTHH)) (CM.
paznuen 4.4.).

Jlekxapcmeennvie npenapamol, enuUAlOWUEe HA 2eMOCMA3 (NepopanvHble AHMUKOA2YISAHMDbI,
He3a8UCUMO OMm MeXaHusma ux Oelucmeus, npenapamsli, npensmcmeylowue azpecayuu
mpomboyumos, exarouasn acnupur u HIIBII)

[Ipy OAHOBpEMEHHOM HAa3HAYEHUH C MEPOPATHHBIMU AHTHKOATYJSHTAMH HEOOXOIMMO
MPOBEJICHUE KIMHUYECKOTO0 MOHUTOPHUHTA ¢ OoJiee 9acThiM KoHTposieM MHO (MexayHapoaHOoTo
HOPMAJIM30BAHHOTO OTHOIICHHUS), BBHIY BO3MOYKHOTO MOBBIIICHHS PHUCKa KPOBOTEUeHHid. Bo
BpeMsl TPOBEJEHUSI Tepanmuu (PIyOKCETHHOM U TOCJIE€ €€ OTMEHBl MOXET MOTpedOoBaThCs
KOPPEKIIHSI 03I JICKApCTBEHHBIX MpPEnapaToB, BIUAIONIMX Ha reMocTa3 (cM. pasaensl 4.4. u 4.8.).
Lunpoecenmaoun

[Tpu npumeHeHnn (HIyoKceTHHA B KOMOMHAITMH C ITUIPOTENTaIHOM COOOIIATOCH 00 OTAENbHBIX
CIIyYasiX CHIDKEHHUS aHTUACTIPECCAHTHON aKTUBHOCTHU (DITyOKCEeTHHA.

IIpenapameul, gvizviearowue eunoHampuemMuio

['umoHaTpueMusi OTHOCHUTCS K HEXKENATeJIbHBIM peakiusM QuryokceTnHa. [IpumeHeHHEe B
KOMOHMHAIIMY C APYTUMU TIpernapaTaMu, CBI3aHHBIMU C Pa3BUTHEM TMIIOHATPHUEMUH (HATIpUMED, C
TUypeTUKaMH, JAECMOMPECCUHOM, KapOaMa3elmuHOM U OKCKapOa3emrmHOM), MOXET MPUBECTH K
MOBBIIIIEHHOMY PHCKY Pa3BHTHS JaHHOTO COCTOSTHUSA (cM. pasaen 4.8.).

IIpenapamyl, chudxcarowjue snunenmoeHHblll Nopo2

Cynoporu oTHOCSITCS K HeXKellaTeIbHBIM peakiusM (piayokcernHa. [[puMmeHeHe B KOMOUHAITUH C
IPYTHUMH TIpernapaTaMy, CHUKAIOIMIMMH KOHBYJIBCHUBHBIA TOPOT (TaKUMH KaK TPUIIUKIHYECKHE

antuzaenpeccantsl, apyrue CUO3C, denotnasunsl, OyTHpodeHOHBI, Me(IOXUH, XJIOPOXHH,
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MY OTUETY

HEXENAaTeIbHON PEaKIIUH.

pyaue nexapcmeennvle npenapamsl, memadonuzupyemoie uzogpepmernmom CYP2D6
®DyoKCeTHH MpeNCTaBisieT co0oi MomHbIH HHruouTop mM3odepmenta CYP2D6, Tepanus B
KOMOHMHAIIUU C JIEKAPCTBEHHBIMU INpernapaTaMu, MeTaboIu3upyeMbIMHU JAHHBIM U30()EPMEHTOM,
MOXET MPHUBECTH K JIEKAPCTBEHHOMY B3aMMOJCWUCTBUIO, OCOOCHHO TpU TNPUMEHEHUH B
KOMOWHAIMK C TpenapaTaMy C y3KUM TEpareBTHUECKUM JHAra30oHoM (TaKUMHU Kak (hiIeKaunHu/,
nporadeHOH M HEOWBOJON), C TUTPYEMBIMU IpenaparamMu, a TakXke C aTOMOKCETHHOM,
KapOaMa3enuHoM, TPULUKINYECKUMH aHTUENpeccaHTaMu W pucnepuaoHoM. [Ipumenenue
JaHHBIX I[IpernapaToB CIEAYEeT HAuYMHATh C MHMHHMMAJIbHOM TEPAaNEeBTUYECKOW JI03bl WIH
CKOPPEKTHUPOBATH 10 MUHUMAJIBHOM 103bl. AHAJIOTUYHYIO KOPPEKLUIO 03Bl CIEAYET IPOBOINUTH
U B Clly4ae IpUMeHeHus (pIyoKceTHHA B MPEIIIECTBYIONINE 5 HEIeTb.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTALHS

bepeMeHHOCTB

[lpy mpoBedeHWHM HEKOTOPHIX SIUAEMUOJOTHYECKUX HCCIEJOBAaHUN OBUIO  BBICKAa3aHO
MPEIONIOKEHNE, YTO TpUMeHeHue (IIyOKCeTHHA BO BpeMs MEPBOro TpuMmecTpa OepeMEeHHOCTH
MOJKET TMOBBIIIATh PUCK pa3BUTUA Je(PEKTOB CEPJACHYHO-COCYAUCTON cHcTeMbl. MexaHu3M
Hen3BecTeH. COrnacHO WMMEIOUIMMCS JaHHBIM, €CIH JKEHIIMHA BO BpeMsi OEpeMEHHOCTH
npuHuUMana (IyOKCETHH, PUCK POXKICHUS peOeHKa C 1e(hEeKTOM CEepAECYHO-COCYTUCTON CHCTEMBI
cocrtaisieT okoso 2/100 mo cpaBHEHHIO ¢ OKUAAEMON YaCTOTOM TakuX e(EKTOB B MOMYJISIUU
okoJo 1/100.

CornacHo »nuaeMuonornyeckuM aaHHbM, npumenenne CHO3C Bo Bpemsi OGepeMEHHOCTH,
0COOEHHO Ha MO3JHUX CPOKaX, MOXKET MOBBIIIATh PUCK Pa3BUTHUS MEPCUCTUPYIOIIEH JIETOYHOMN
TUIEPTEH3UH HOBOPOXKJIEHHBIX (ImpuMepHO 5 ciydaeB Ha 1000 OepemeHHOCTEH, Torja Kak B
nenom B momynsauud Ha 1000 GepemenHoctel mnpuxomutcs 1-2 cioyyas HepCUCTHUPYIOLIEH
JIETOYHOM TUIIEPTEH3UH HOBOPOXKIEHHBIX ).

JlanHble HaOJIOATENBHOIO  HCCIENOBAaHUS  CBUJCTENILCTBYIOT O IOBBILIIEHHOM pHUCKE
MOCJIEPOJIOBOTO KPOBOTEUEHHUsI (MEHee ueM B 2 pa3a) y KEHIIMH B clydae HNPUMEHEHMS
CHO3C/CHUO3CH B TeueHue mociaeHero Mecsua rnepeji pojaMu, o CpaBHEHUIO C KEHIMHAMH,
He npuHuMaBmmMu CHUO3C/CHUO3CH B TeueHue MOCIHEAHETO Mecsia Tepea poiaamu (CM.
paznens 4.4. 1 4.8.).

@DyoKCeTHH He ClIeAyeT Ha3HauaTh BO BpeMs O€peMEHHOCTH, 3a UCKIIIOUCHHEM CIIy4aeB, KOT/a
KJIMHUYECKOE COCTOSHHE JKEHIIMHBI TpeOyeT IMpOBEACHUs Tepanuu (QIyoKCeTHHOM U
ONpaBJbIBACT MOTEHUUANbHBIN pUCK ans mioaa. Crnenyer u3beratb pe3Koro IMpeKpamieHus

Tepanuu Bo BpeMs 6epeMeHHOCTH (cM. pazzaen 4.2.). [lpu npuMeHeHun (QiryoKCeTHHa BO BpeMs
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OepeMEHHOCTH cleyeT CoOII0aaTh OCTOPA mHOCTL,':n%é oEhd EH&J&IIIH'ILI'XT :'C'[St.)IKIaI}} u

HEMOCPEICTBEHHO Tepe]l POJAaMHU, TaK KaK Y HOBOPOXKICHHBIX OTMEUAIHCh Takue 3()PeKThI, KaK
pa3IpaXXUTEeIbHOCTb, TPEMOpP, TUIIOTOHUS, HEMPEKPAIIAONINICs T1ad, 3aTpyAHEHHOE COCaHUe
WK 3achllaHue. JlaHHble CUMNTOMBI MOTYT YKa3blBaThb Ha CEPOTOHMHOBBIM CHHApPOM JHOO Ha
CUHAPOM OTMEHBI. Bpems 10 BOSHUKHOBEHHUS U MPOJOHKUTEILHOCTD JAHHBIX CUMIITOMOB MOTYT
OBITH CBSI3aHBI C JUIMTEIBHBIM TEPUOJIOM TONyBBIBEACHUS (iayokceTuHa (4—6 mHEW) U ero
aKTUBHOTO MeTabonuta, HopduryokceTnHa (4—16 qHei).

Jlannble HaOMIOICHUN YKa3bIBAIOT HA MOBBILICHHBINA (MEHEEe YeM B 2 pasa) pUCK MOCIEPOJA0BOTO
KpoBoTeueHHs nociie mpuMmeHeHus npenaparos rpynn CUO3C/CHUO3CH B teuenue 1 mecsna 10
POJIOB.

JlakTanus

@DIIyOKCETMH M €ro MeTabOoJIUT HOPQIYOKCETHMH OOHApY>KUBAIOTCSI B TPYIHOM MOJOKe. Y
MJTaJICHIIEB HA TPYJHOM BCKAPMIIMBAHHHM OTMEYANUChH CIIy4al BO3SHHUKHOBEHHS HEKeIaTeNbHBIX
spreHui. [lpum HeoOXoauMocTH mNpUMEHEHHS (IYyOKCeTHHA KOPMIIGHHE TPYIbI0 CIEAyeT
MPEKPATUTB, JINOO MIPETyCMOTPETh BO3MOKHOCTE TIpreMa 001ee HU3KUX 7103 IIyOKCETHHA.

DepTUabHOCTH

JlanHble uccienoBaHuil Ha )KUBOTHBIX CBUJETENLCTBYIOT O TOM, YTO (DITYOKCETHH MOXKET BIIUATH
Ha KaueCTBO CIIEPMBI.

CoriacHo COOOIIEHUSIM O HEXENATEeNbHBIX PEAKIUIX, CBSI3aHHBIX C IMPUEMOM HEKOTOPBIX
CHO3C, y mroaeil BlIusHAE HA KAYECTBO CIIEPMBI SIBIISIETCS 0OpaTUMBIM.

Brnusinue Ha pepTHUIBHOCTD y JI0/IeH HE HAOII0Aa0Ch.

4.7. BausiHde HA CNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CPEACTBAMHU M PadoTaTh C
MeXaHUu3MaMH

[Ipenapar @nyoKCeTUH HE OKa3bIBA€T HMKAKOI'O BO3JECHUCTBHS WM OKa3bIBAET MUHHMAJIBHOE
BO3JICIICTBIE HA CIOCOOHOCTh K BOXKICHHUIO aBTOTPAHCIIOPTA U YMPABICHUIO MEXaHU3MaMHU.
HecmoTtpst Ha TO, 9TO y 3I0pPOBBIX TOOPOBOJIBIIEB HE OBLIO OTMEUYEHO BIUSHUS (DITyOKCETHHA HA
TICHXOMOTOPHOE TMOBEJICHUE, Tepamus JIOOBIMU TICHXOAKTUBHBIMU TpenapaTaMu MOXKET BIUSATH
Ha CHOCOOHOCTh K CYXXIEHHUIO, Pa3MBIIUICHUIO WM Ha JABUTaTelbHBbIE HaBBIKU. [lammentam
CleyeT peKOMEHI0BaTh U30erath CliydaeB BOKIEHUS aBTOMOOWJIS UM yIPABICHUS OMacHBIMU
MEXaHU3MaMH JI0 TeX MOp, MOKa OHW He OyIyT JOCTATOYHO YBEPEHBI B TOM, YTO TMperapaT He
OKa3bIBACT HA HUX BITUSHUS.

4.8. HexkenaTre/ibHbIE peaKINU

Pesrome npoduiist 0esonacHoCTH

Haubonee yacto oTMeuaemble HeXelaTeNbHbIE PEaKIMHM y MAIlMEeHTOB, MOJY4YaBIIMX JIEYECHUE

(bITyOKCEeTHHOM, BKJTIOUYAIOT B C€0s TOJOBHYIO 00JIb, TOITHOTY, O€CCOHHUITY, CITA00CTh U TUAPEIO.
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i MOTYA-cHRatBEs 10! Mepe '%Tpaﬁb'é%r?hm

TCparinu, NO3TOMY UX pa3BUTUC HC BCCrAa BCACT K OTMCHE TCpallu.

PesroMe HexxenaTeabHbBIX PeaKIi

B npuBeneHHoli Huke Tabivlle MpeAcCTaBiICHbl peakuuu, HablonaeMble Ha (OHE Tepanuu

(bJ'IYOKCGTI/IHOM. HGKOTOpBIC U3 JaHHBIX HEXCIIIATCIbHbBIX peaKHI/Iﬁ BCTpPEYAIOTCA W IIpU

npumenenuu apyrux CHO3C.

IIpencraBnenHas nanee MHGOpPMALUSA O YACTOTE HEXKENATEIbHBIX PEaKUUil ObUla paccuMTaHa Ha

OCHOBAaHHUH KIIMHUYCCKUX HCCHGHOB&HHﬁ, IMPOBOAMBUIMXCSA IIPHU Y4aCTHHU B3POCIIBIX IMAIIUECHTOB, a

TAaKX€ CIIOHTaHHBIX COO6H16HI/Iﬁ.

UactoTa pa3BUTHS HEXKENATEIbHBIX peakiuii: oueHb yacto (>1/10 cmyuaes), gacto (>1/100 u

<1/10 cmyuaeB), Hedacto (>1/1000 u <1/100 cmyuae), peaxo (>1/10000 u <1/1000 ciy4aes),

oueHb penko (<1/10000 ciydaeB), yacToTa HeM3BeCTHA (YaCTOTY HEBO3MOXKHO OIICHUTH Ha

OCHOBAaHHNH UMCIOIIUXCS I[aHHLIX) .

Kas peakuus
CeiBOpOTOYHAS

00JIE3Hb

Yacmoma
Ouenwv uacmo Yacmo Heuacmo Peoxo
HeuzeecmHa

Hapymenus co cTopoHBI KPOBH B TUM(ATHIECKONW CUCTEMBI

TpomboruTone-

HUS

Heittponenus

JlelikoneHus
Hapyuienus co cTOpOHbBI MMMYHHOM CUCTEMBI

Anadunakrayec-

OHAOKPHUHHBIE HAPYILIECHUS

Hapymienue
CeKpenuu
aHTHINypeTHYec-

KOTr0 TOpMOHa

Hapymiennst metabonm3mMa v MATAHUS

CHImKeHne I'mmonarpuemus
armeTnTal

[Icuxuyeckue HapyLIEHUS

Becconnuna? TpeBora Henepconanu3za- I'unomanus
HepBo3HocTh uus Manus
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COOTBETCTEYET 3KCNEPTHO

MY OTUETY

BecnokoiicTBo [Tpunofusroe UL f;}ﬁghﬁtﬁgﬂgﬁ EHUCTE 0002
HanpsixeHHocTh HacTpOEHUe Bo30yxaeHue
CHmkeHne Diidoprueckoe [Ipuctyns! naHuKu
mbumo’ HACTPOCHHE CrryTaHHOCTB
Hapymenue caa AHOManbHOe CO3HAHMS
HeoObransie MBIIIICHUE Huchemus
cHoBuEHH" Hapymenue Arpeccus
oprasma’
Bbpykcusm
CyuuuganbHbie
MBICJTH u
nosezenue’
Hapy1ieHnust co CTOpOHBI HEPBHOM CUCTEMBI
lonoBuas 6011k Hapymenue IIcuxomoropHas KounBynbscuu
BHUMAaHUS THIEPAKTUBHOCTH | Bykkormoccanb-
l'onoBokpyxenue | JUCKUHE3US HBII CUHAPOM
Hucressus Artakcus CepoTOHHHOBBIH
Jletaprus Hapyuienue CUHIPOM
CoHnmMBOCTS' paBHOBECHS AkaTtuzus
Tpemop MuoknoHHYeCKHe
CyIOpOrH
Hapyuienue
hEWE
Hapymenus co cropoHsl opraHa 3peHust
HeueTtkocTn Munpuas
3peHus
Hapymenus co ctopoHs! ciyxa 1 1a0upHUHTa
[Iym B ymax
Hapymenus co croposs! cepana
YuanienHoe KenynoukoBas
cepauedrenue apUTMHS, BKIIOYAst
VY anunenue KEITYy0UKOBYIO
uatepBana QT Ha TaXUKapIUI0 THIIA
3IEKTPOKAPIUO- «IIHPYIT»
rpamme (QTCF >
450 mcek)®

HapyuieHnus co cTOpOHBI COCyI0B
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TMISEIES TENTBHI 1| TEOO02
«ITpunuBb»® CHmxefne Iy BaU-Ry%mF- JENEAULTE UUUL)
apTepuaIbLHOTO Bazoaunaranus
JTABJICHUS

Hapymenns co cTOpoHBI IBIXaTeTFHOW CUCTEMBI, OPTaHOB TPYTHOW KIETKH U CPEIOCTEHUS

3eBoTa Jwncraos DapuHTUT
Hocosrie BocnanurenbHbie
KPOBOTCUYCHHUS MIPOLIECCHI B

JETKHUX paSJ'IPI‘IHOfI
TUCTOIIaTOJIOTHUN

n/vun pubpos®

)KGJ'IYIIO‘IHO-KI/IIHC‘{HI)IC HapyHmICHUs

Huapes PBota Hucharus bors B oOmactm
TommHoTa Hucnencus Kenynouno- MHIIEBOAA
Cyx0cTb BO PTY KHLIEYHbIE
KPOBOTEYEHHUS

Hapymienns co cTopoHsl IEYEHH U JKETYEBBIBOSIIINX Ty TeH

WNnuocunkpasu-

YeCKUH rernaTuT

Hapymenust co cTopoHbl KOKH U IMOJKOKHBIX TKaHEU

Chinpl?

Arnonenus AHTHOHEBPOTHU-
Kpanusnauna CKIJIOHHOCTh K | 4ECKHI OTeK

3yn 00pa3oBaHUIO DKXUMO3
I'unepruapos CHUHSIKOB doToceHcHOMIH-
XOJIOOHBIN OT a1

Hypmypa
MynbTudopmHas
apuTeMa
Curgpom
CruBeHca-
J>xoHCOHA
Tokcudeckuii
SNUAEPMATIbHBIN
HEKPOJIN3
(curIpOoM

Jlaitenna)

Hapyuienust co cTopoHbl MBIIIIEYHOM, CKEJIETHON U COEIMHUTEILHON TKaH!
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ApTtpanrus [ToxeprBanue T e~ T E AL TS UL

MBIIIIL]

HapyIHeHI/IH CO CTOPOHBI IMOYEK U MOYCBBIBOAAIINX HYTGIZ

VYyanieHHble Huzypus Hapyuenue
MO3bIBBI K MOYEHCITY CKaHUS
MOYEHCITYCKa- 3anep)Kka MOun
Huro'

HapymeHI/I;I CO CTOPOHBI pCHpO,HYKTHBHOﬁ CHCTEMBI U MOJIOYHBIX KCJIC3

['muekonmoruuec- CexkcyanbHast T'anakropes ITocneponoBoe
Kue naucdynkus®® [unepnponakta- | KpoBoTeueHue'’
KPOBOTEUEHUS ™ HEMUSI
OpeKTUIbHAs IIpuanusm
JTUCHYHKIIHS
Hapyuienue
15
ISAKYIISILMH

OO0mue HapyIIeHNs ¥ PeakIny B MECTE BBEIICHUS

Bsoctst® Ourymenune Henomoranue Kposousnusaus
OecrokoiicTBa Hapymenue Ha CJIU3MCTHIX
O3H00 CaMOYyBCTBUS
Omryenue
xoJ0/1a

OmrymeHue xapa

JlaGopaTopHbIe M MHCTPYMEHTAJIbHBIE TaHHBIC

CHamxenne Macchel | [loBeimenue
Tena KOHIICHTPAIIH
TpaHCaMHHAa3
IloBeImICHNE
KOHIICHTPAIIH
ramma-

TIIyTaMUWITPAHC-

(depassl

! Bkimiouast aHOpEKCHIO

2 Bximoyast paHHHE YTPEHHHUE MPOOYKICHNS, HAPyLICHHE 3aChlIaHNs, HAPYIIEHUE CHA CPEIU HOYH
3 Brimouast yTpaTy THOHI0

4 BKiro4as KOIMIMApHBIE CHOBUICHHUS

% Biirouast aHOPra3MHuIo
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® Bkitouass COBEpUIEHHBIH CYMIU, CYHIMAAILHYIO JIEN[JECCHIO, an!dEa%&ﬁ&g&ml@gﬂéﬁhgé;&in&:ﬁ%m 0

MY OTUETY

YJICHOBPEIUTENIBCTBE, CYUIMIATIBHOE MOBEJCHUE, CYyHMIMJAIbHbIE MBICIH, MONBITKH CYyHIW/d, MpAuHble MBICIH,
ayTOarpecCHBHOE IOBEJICHNE. DTH CUMITOMBI MOTYT OBITH 00YCIIOBJICHBI HIMEIOIINMCS 3200JIeBaHUEM

" Bkirouast MOBBINIEHHYHO COHJIMBOCTE U CEIATUBHBIN 3 QeKT

8 Ha ocHoBanuu pesynbratoB DKI, 0IyYeHHBIX IpH OPOBEAECHHU KIMHUYECKMX UCCIIe0BAHMI

® Bkirouas «IpUIMBEDY kKapa

10 Brirouas aTeneKTasbl, HHTEPCTULMAIBHYIO 60JIE3Hb JErKKX, THEBMOHUH

11 Bkmouyas KpOBOTOUMBOCTH JECEH, I'€MAaTOXE3MI0, KPOBABYK) DPBOTY, KPOBSHHUCTBIA >KMAKHH CTyJ, MeJeHY,
peKTalbHbIE KPOBOTEUCHHUSI, FEMOPPArHYECKyI0 S3BEHHYIO O0JIE3Hb KelyaKa

12 Bxmouas spuTeMy, LIENyLIEHHE, MOTHHUILY, PUTEMATO3HYIO Chillb, (POJUIMKYJISAPHYIO CBINb, PA3JIUTYIO CHIIb,
MaKyJIe3HYIO ChIllb, MaKyJO-TAIyJIe3HYIO ChIllb, KOPEMOJOOHYIO CBHIllb, MNAITyJE3HYIO CBIlb, 3YISIIYIO0 CHIIb,
BE3UKYJIE3HYIO CBhIlb, YMOWINKAIBHYIO CHIITb

13 Brirouas nongakuypuo

14 Bxmrowas KpOBOTEYEHHS INCHKH MATKM, NHCQYHKIUIO MATKHM, MATOYHBIE KPOBOTECUCHHS, TI€HUTAIbHBIC
KPOBOTCUCHHS, MEHOMETPOpPPAaruio, MEHOPpPAruio, METPOpparuio, MOJMMEHOPEI0, MOCTMEHONAY3albHbIC
KPOBOTCUCHHSI, BATHHAJIBHBIC KPOBOTCUCHHS

15 Bkirouas OTCYTCTBHE BSKYJSAUMM, 3SKYJIATOPHYH AMCQYHKUHMIO, TIPEXKAEBPEMEHHYIO DAKYJIALMIO, 3aJEPKKY
ISKYISILUH, PETPOTPATHYIO ISKY SN0

16 Mlnorya coxpanseTcs Iocie npeKpanieHus JeueHus

17 JlanHoe HekenaTeNnbHOE ABIEHHUE 3apEerMCTPUPOBAHO Kak Ki1acc-3ddexT as npenapaTos rpymn CUO3C/CUO3CH
(cm. pazmen 4.6.)

18 Bxurouas acrennro

Onucanue OTACIBHBIX HECXKCIATCIbHBIX DeaKHI/Iﬁ

Cyuyuod/cyuyudanvHovle MblCIU UTU KIUHUYECKOE YXYOUleHUe

Coo61manocs o ciayyasx CynIuAaIbHbIX MBICIEN U CYHIIMJAIBHOTO MOBEICHHS HAa JOHE Tepanuu
(hITyOKCETHHOM WIIK BCKOpPE TOCTIe ero OTMEHbI (cM. paszaen 4.4.).

Ilepenomol kocmeti

JlaHHBIE AMHUIEMHOJIOTUIECKUX HCCICIOBAHNH, IMPOBOAMBIIMXCS TJIABHBIM 00pa3oM cpeau
HaluveHToB B Bo3pacte 50 JIeT U cTaplile, yKa3bIBalOT Ha MOBBIILIEHHE PUCKa ITEPETOMOB KOCTEH Yy
nanuenTos, noiayvaomux CUO3C unn tpunukianueckue antuaenpeccantsl (TLA). ITpuunnsl,
BeIyIINE K TIOBBIIIEHHUIO STOTO PUCKA, HE yCTAaHOBIICHEI.

Cumnmomvl CUHOpOMA OMMEHbL, KOMOpble MO2ym HAOII00aAmbCs NpU 3a6epuieHul 1edeHus
@nyoxcemurom

[Ipexpamenue npuema (piayokceTrnHa OOBIYHO BEAET K pa3BUTHIO CHHApOMa oTMeHbl. Hanbonee
4acTo COO0IIAETCS O CIAEAYIOUINX PEeaKIUIX: FOJIOBOKPYKEHHE, CEHCOPHBIE HApYyIIEHUs (BKIItOYast
nmapecTe3nn), HapylieHus cHa (BKIOYas OCCCOHHHWILy UM SpPKHE CHOBHUICHHS), aCTEHUS,

BO36Y)K,Z[CHI/IC HJIM TPpEBOr'a, TOIIHOTA W/ WA pBOTA, TPECMOP U I'OJIOBHAA 00JIb.
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Kak mpaBuio, yka3aHHBIC SIBJICHUS WMEIOT JIETKYIO st '(:,b-eﬂgr;i% Eé‘T‘JI@EE%EﬁDJ)ﬁEﬁHHCIILI/I u

IPOXOJAT CAMOCTOSITENBHO.

OnHaKo y HEKOTOPBIX MAIIMEHTOB OHU MOTYT OBITH 00Jiee BRIPAKCHHBIMU U TPOI0KUTEILHBIMU
(cm. pazmen 4.4.). B cBa3u ¢ 9TUM mamueHTaMm, Oojiee HE HYXIAIOUUMCS B TEparuu
(ITyOKCEeTHHOM, PEKOMEH/TyEeTCsl OTMEHSATB MPerapar MOCTEIIEHHO CHUKast 103y (CM. pa3zaensl 4.2.

u4dd.).

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 M0A03pEBAEMBIX HEXKeNaTeIbHBIX pPEAaKLUUAX I[OCIe perucTpanuu
JIEKapCTBEHHOT'O Ipernapara ¢ Lellbl0 00ecreyeHns: HePepbIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTO Mperapara. MenuIuHCKUM pPaOOTHHKAM PEKOMEH]yeTCs
coolmate 0 JIOOBIX MOJ03PEBACMBIX HEKENATENBHBIX PEaKIUsaX JIEKApCTBEHHOIO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEXKEJIaTeNIbHBIX peakUsIX IoCyIapCcTB — YICHOB
EBpa3suiickoro 3KOHOMHYECKOI0 CO03a.

Poccniickas @enepanns

Anpec: 109012, r. Mocksa, CnaBsHCKas TUIOIMIA b, 1. 4, cTp. 1

denepanbHas ciayx0a 1o Hagzopy B chepe 3apaBooxpanenus (PocsapaBHanzop)

Tenedon: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHON ceTH «VIHTepHET»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CumMnToMbI

Crnyyau nepeno3upoBKH TOJBKO (PIIyOKCETMHOM OOBIYHO XapaKTEPU3YIOTCS JIETKUM TEUEHHEM.
CuUMOTOMBI NEPEO3UPOBKH BKIIOYAIOT B ce0s TOLIHOTY, PBOTY, CYJOPOTH, HapyIIEHHUs CO
CTOPOHBI  CEPAECUYHO-COCYJUCTOW CHUCTEMBI OT ACHUMIITOMAaTHYECKONM apUTMHM (BKJIIOYas
aTPUOBEHTPUKYJISIPHBINA PUTM U JKEITYJIOUYKOBYIO apuTMUI0) uinu usmeHennit OKI', xapakTepHbIx
it ynnuHeHus: uHTepBana QTc, 70 ocTaHOBKHM cepama (BKIFOYash OYEHb pPEIKHE CIydau
KENyTOYKOBOW TaXWKAP/IUHU THIIA «IIMPYIT»), HAPYIIEHUSI CO CTOPOHBI JIbIXaTeIbHON CUCTEMBI U
NPU3HAKU U3MEHEHHOT'O COCTOSIHUS 1IeHTpaibHOM HepBHOU cucteMsl (LIHC) oT Bo30yxaeHus 110
KoMbl. Ciyyan JE€TaJbHOTO MCXOJla BCIIEJCTBHE IMEPEI03UPOBKU (IIYOKCETHHOM OTMEYallUCh
KpaitHe peaxKo.

Jleuenue

PexkomeHtyeTcsi KOHTPOTUPOBATh OOIEE COCTOSIHUE U CEPJACUHYIO NESATEeIbHOCTh Hapsmy ¢
MPOBEJCHUEM OOIINX CUMITOMATHYECKUX U MOJAIEPKUBAIOIINX MeponpuaTtuid. Crienuduueckuit

AHTUIOT Heu3BecTeH. DP(PEeKTUBHOCTh (HOPCUPOBAHHOTO JAWYpe3a, Auain3a, remonepdysuu u
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.08.2022 N= 18778

HepeKpecTHON TpaHC(Y3HH HEBBICOKA. AKTUBH] OBAHHBIH YoM TpHMEHsreMbiH B KOMOUHAtb ¢

COpOUTOIIOM, MOKET OBITH TaKke WU Oosee 3(h(HeKTUBEH MO CPAaBHEHHIO C BBI3BIBAHUEM PBOTHI
WIY TIPOMBIBAaHHEM >KEITy KA.

[lpn nedeHuM NEpPeNO3UPOBKU CIIEAYeT YYWUTHIBATh BIMSHUE TNPUMEHEHUS HECKOJIBKHX
JIEKapCTBEHHBIX IpernapaToB. [lanuenTaM, NpUHSABIIAM OOJBIIOE KOIMYECTBO TPUIMKIMUECKUX
AQHTHUJIETIPECCAHTOB, €CIIM OHU OJIHOBPEMEHHO MPUHUMAIOT WM B HEJJABHEM BPEMEHH NMPHHUMAIN

(bIIyOKCeTHH, MOXKET MOTPEOOBATLCS OOJIee TUTEIBHBIN MEPHO]] MEIUIIMHCKOTO HAOTIOICHMS.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOlicTBA

dapmakoTepaneBTHUECKas TPYINa: CEJICKTUBHBIE HHTHOUTOPHI 0OPAaTHOTO 3aXBaTa CEPOTOHUHA
Kox ATX: NO6ABO3

Ddapmakoangamuueckue 3P dEKThI

[Tpenapat OryoKCETHH SBISAETCS CENIEKTHBHBIM HHTHOUTOPOM O0paTHOTO 3aXBaTa CEPOTOHMHA, UTO
OTIpeNieNsAET €ro MeXaHu3M JieiicTBUs. PIIyOKCETUH NPAKTUYECKU HE 00J1a/1a€T CPOICTBOM K JJPyTUM
peuenropaMm, Hampumep, K al-, o2- u [P-agpeHepruuecKkuM, CepOTOHHHEPIUYECKUM,
nohaMUHEpruYecKUM, '’MCTaMUHEPruIeckuM, MyckapuHoBbiM 1 ["TAMK-penienitopam.

5.2. apmaKkoKHHETHYeCKHUe CBOHCTBA

AbcopOrust

[Ipu mnpueme BHYTpPh (IYOKCETHH XOpOIIO BcachbiBaeTcsd. [IpueM mnumm He BIUSET Ha
OMOOCTYITHOCTh JJAHHOT'O Ipenapara.

Pacnpenenenne

@yoKCEeTMH B 3HAUMUTENbHOM CTENEHU CBA3bIBaeTCA € OenkaMu Mmia3Mmbl (okoso 95 %) wu
xapakrtepusyercs 0onbpmuM oObemMoM pactipenenenus (20—40 n/kr). YcroitunBas paBHOBeCHas
KOHIIEHTpaLUs B IJIa3Me JIOCTUTAETCs MOCie MpUeMa Mpernapara B TeYeHHE HECKOJIbKUX HeJelb.
YcToitunBasi paBHOBECHasi KOHLEHTPAIHSI TIOCIIE MPOAODKUTENFHOTO MPUMEHEHHS TIperapara
aHAJIOTMYHA KOHIIEHTpaIiK, Ha0to1aeMoil Ha 4—5 HeJene npuema npemnapara.

BI/IOTDaHC(bODMaHI/IH

Hns  dayokceTnHa xapakTepHa HeluHelHas QapMakokMHeTHKa ¢ 3((EeKToM MepBOro
MIPOXOKICHHS Yepe3 TiedueHb. MakcuMalibHasi KOHIIEHTPAIHS B TUTa3Me KPOBH JOCTHTAETCS Yepe3
6-8 wacoB mocnme mpuema mnpemnapaTta. OIyoKCeTHH MeTabOIM3UPYETCs] NMPENMYIIECTBEHHO
uzopepmentom CYP2D6 B medyeHm myTeM JeMETUIMPOBAHUSA J0 HOP(IyoKCeTHHA

(me3ameTuinIyoKCeTHHA).

DaUMUHALUSA
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[Tepuon momyBbIBeneHUsT (IIyOKCETHHA COCTABIISICT OT'E'%é-bEEfQ%,“ngE' ';IE;J]I_}FEI';B!C' SHIs

HopduryokceTuHa — oT 4 10 16 gueid. [losToMy mpemapar oOHapyXHBaeTcsl B IjIa3Me KPOBU B
TeueHue 5—6 HeaeNb ocie IpeKpalleHus Tepanuu. BeiBoauTcs GpryokceTHH npenMyiecTBEHHO
noukamu (okoJio 60 %). dryoKkceTHH BIIEISIETCS C TPYIHBIM MOJIOKOM.

IloyeyHas HEIOCTATOYHOCTh

[Tocne omHOKpaTHOrO TpHeMa (UIYOKCETHHA y TAI[MCHTOB C JIETKOH, CPEeIHEH WU TSKEION
(aHypHsI) CTEMEHBI0 TIOYEYHOW HEIOCTATOYHOCTH (AaPMAKOKUHETHUECKUE IapaMeTphl HE
M3MEHSJIUCH 110 CPAaBHEHUIO C TAKOBBIMH Y 3/I0POBBIX 100poBoJibleB. O/IHAKO, [T0C]Ie TOBTOPHOTO
MPUMEHEHUS MOXKET HaOJIIoAaThCsl yAJUHEHHUE MJIaTO YCTOMUMBON paBHOBECHOW KOHIEHTPALIUU
Ipenapara B IU1a3Me KPOBH.

IIeueHouHas HEAOCTATOYHOCTD

[Ipy meyeHOYHOW HEIOCTATOYHOCTH (AJKOTOJBHBIA HUPPO3 MEUYSHH) MEPHO]] MOJyBbIBEICHUS
dyokceTnHa W HOp(IyoKceTHHa yBenuuuBaica a0 7 u 12 mgHeit coorBercTBeHHO. [lpn
MEYECHOYHON HEIOCTATOUHOCTH MOXET MOTPEOOBATHCS CHUYKEHHUE J103bl MpernapaTa Wil 4acTOThI
€ro npuema.

JInia mo)Kujaoro Bo3pacra

CDapMaKOKI/IHeTI/I‘ICCKI/Ie MMOKa3aTC/In 3JO0POBLIX IMMAIMCHTOB ITOXKHUJIOIO0 BO3pacTa COIIOCTABUMBI C

IoKa3aTCiIsiMHU MMalfuCHTOB Ooitee MOJIOAOI'0 BO3pacTa.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

Ddayokcernn, 10 Mr, Karcyisl

JlakTO3BI MOHOTHIpPAT

Kpaxman xkaprodenbHbIi

Marnus creapar

Kpemuust nuokcua KoJJIOUIHBIN (a3pOCHIT)
Cocmas kancyn

Kopnyc:

Kenatun

Tutana muokcug E171

Kpvrweuka:

Kenatun

Tutana auokcua E171

Kpacutens xunonmHoBbIN xenThiil E104

Dnyokcernn, 20 M, KancyJibl
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(NOCNEQCBATENEHOCTE 0002)

JlakT03BI MOHOTHApPAT

Kpaxman kaprodenpHbIN

Marnus creapat

KpemHuust 1uokcu KOJJIOUIHBIN (a3pOocin)

Cocmas kancyn

Kopnyc:

Kenatun

Twutana muokcug E171

Kpvuweuka:

Kenatun

Tutana auokcua E171

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

3 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH PH XPAHEHU U

XpaHUThb B 3aIIUIIEHHOM OT CBETa MeCTe, IpH TeMreparype He Boiie 25 °C.

6.5. XapakTep u cofep:kaHue NEPBUYHONH YIAKOBKH

ITo 10 kancyn B OiucTep M3 MJICHKUA MOJUBUHWIXJIOPUIHON U (OJIBTH AIFOMUHUEBON MEYaTHON
JTAKUPOBAHHOM.

[To 2, 3 unu 5 OMUCTEpOB BMECTE€ C WHCTPYKIMEH MO MPUMEHEHUIO MOMENIAIOT B MAuKy
KapTOHHYIO.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH TNPH YHUYTOKEHHHM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  MNpenapara WJIM  OTX0A0B, IOJYYEHHBIX IOcJe TNpPUMEHEHUs
JIEKAPCTBEHHOI'0 Npenapara,  Apyrue MAaHUILYJISIUY ¢ PenapaToM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A
Poccuiickas @enepanus

AO «buoxom»

Anpec: 355016, CraBpononbsckuii kpaii, r. CtaBpomnoiib, YamaeBckuii npoes, 1. 54
Tenedon: +7 (495) 646-28-68

OnekTponHas noyra: info@binnopharmgroup.ru

7.1. IlpeacraBure/ib AepsKaTessi peruHCTPALHOHHOIO YA0CTOBEPECHUS

[Mperen3nn norpedUTENEH HAIPABIATE 10 AAPECY:
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(NMOCNEOOBATENEHOCTE 0002)

Poccuiickas @enepanus

AO «buokom»
Anpec: 355016, CraBpononbsckuii kpaii, r. CtaBponoiib, YamaeBckuii npoesn, 1. 54
Tenedon: +7 (495) 646-28-68

Dnexrponnas moyra: info@binnopharmgroup.ru

8. HOMEP PETMCTPALIMOHHOI'O VIOCTOBEPEHHSA
JIIT-Ne(001133)-(PT-RU)

9. JATA NMEPBUYHOI PETMCTPAIIUM (MMOATBEPKIEHMSI PETHCTPALINM,
MEPEPETHCTPAILINN)

Jara nepBuuHoii peructpanun: 15.08.2022

10. JATA HEPECMOTPA TEKCTA

OOmast  XapakTepuUCTHKa  JIeKapcTBEHHOro mpemnapara  @DIyoKCceTMH  JOCTylHa  Ha
MHPOPMALIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «uTepuer» http://eec.eaeunion.org.
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