COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 08.08.2024 N= 16387

OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOI'G HPFEHAPAFALHCCTE 0002)

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

[Tpoduyzak, 20 Mr, kancymbl

2.  KAYECTBEHHBIA M1 KOJJMYECTBEHHBII COCTAB
JleiicTByromiee BemecTBO: (IIyoKCeTHH.
Kaxmas Tabnerka comepskat 20 mr duyokceTrHa (B Bue GiIyoKceTHHa rHapoxaopuaa 22,36 mr).

[TonHbIi epedeHb BCIOMOTaTebHBIX BEIIECTB MTPUBEACH B pa3zene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Kancymsi.
TBepapie xematuHOBBIC Karcyibl O6emoro 1Bera Ne 3. CoaepkuMoe Karcys — MOPOIIOK OeIoro

WY DOYTH OEoro nBera.

4.  KJIMWHHUYECKHUE JAHHBIE
4.1. Tloka3aHusi K MPUMEHEHHIO
[Ipodmy3ak mokazaH kK MPUMEHEHHIO Y B3POCIBIX B Bo3pacTe oT 18 ser.
e bombime ACPCCCUBHBIC STTN30/IbI.
e O06cecCUBHO-KOMITYJIbCUBHOE PACCTPONUCTBO.
e HepBuas Oynumus (Kak JOMOJHEHHWE K IICUXOTEpamud JUIsl  YMEHBIICHUS

HEKOHTPOJIUPYEMOTO YIIOTPEOJICHUS TTUIIIH).

4.2. PexuM A03UPOBAHUSA U CIIOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

OyoKCeTHH MOKHO TPUHUMATh OJUH pa3 B JeHb JHOO HECKOJIbKO pa3 B JCHb B BUJC
pa3eneHHbIX 103 — BO BpEMsI WK B IIEpepbIBaX MEKAY NPUEMaMu UMM (HE3aBUCUMO OT ITpreMa
TTHTIN ).

[Ipu npekpaieHun mpreMa rnpernapara akTHBHOE BEILIECTBO COXPAHIETCs B OpraHU3Me B TeUCHHUE
HECKOJIbKUX Henenb. CrleayeT y4YuThIBaTh JAHHBIA (pakT MPH HA3HAUYEHUW WIIM 3aBEPILICHUH
Tepanum.

Bonvuiue oenpeccusnuvle snuzo0wt

Jlnist B3pOCIIBIX NAlMEHTOB U MALMEHTOB MOXXMUIION0 BO3pAacTa PEKOMEHI0BaHHAs CYyTOYHAs 1032
coctraByisier 20 mr. IIpm HeoOXomuMoCTH B TedeHue 3—4 Helenb MOCie Hayala Tepanud U B

/:[aaneﬁmeM IIpHU HAJIMYKWH HAa TO KIMHHUYCCKUX MMOKa3aHui J03a MOXET OBITH MEPECMOTpPECHA U
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HE)KEJIATEeNbHBIX PEaKLIUH MPU YBEINYECHUH J03bl, Y HEKOTOPBIX MALMEHTOB MPU HEAOCTATOUHOM
OTBETE Ha Tepanuio Ha (hOHE MPUMEHEHUS mpernapata B 103e 20 MT, 1032 MOXKET ObITh TOCTETIEHHO
yBeIU4eHa 0 MakcuManbHOM — 60 Mr (cM. pazaen 5.1.). Koppekiuio 10361 ciieryeT MpOBOANTH
OCTOPO’XHO Ha OCHOBAaHHHU MOTPEOHOCTEH Ka)XAOro OTAEIbHOTO MallMeHTa — TaKUM 00pa3oM,
YTOOBI MAIUEHT MPOJIOJDKAI MOJTy9aTh MUHUMAIBHYIO 3(()EKTUBHYIO 03Y.

Jnst OCTHMKEHUsT CTOMKOM PEMUCCHM MPOAOJDKUTENBHOCTh IEPUOJA TEPANUHU Y CTPAAIOLIUX
Jenpeccueli MalueHToB J0KHA COCTaBIIATh HE MeHee 6 MecsIeB.

Obceccu6no-KOMNYIbCUBHOE PACCPOUCMBO

Jlnist B3pOCIIBIX NAIlMEHTOB U MALMEHTOB MOXXUIIOTO BO3pAacTa PEKOMEHI0BaHHAs CYyTOYHAs 1032
cocraBisier 20 mr. HecMoTps Ha NOTEHUMANbHBIM PHUCK MOBBIMIEHUS YacTOTHI PAa3BUTHA
HE)KeNaTeNIbHbIX peaklui MpH YBETUYECHUU JI03bl, Y HEKOTOPBIX MAIlUEHTOB MIPH HEIOCTATOYHOM
OTBETE€ Ha Tepamuio Mpu npuéme 103bl 20 Mr B TEeUEHHE [IBYX HEJENb, 1032 MOXKET OBbITh
IIOCTENIEHHO YBEJIMYEHA 10 MaKCUMaIbHOU — 60 M.

B ciywae orcyrcTBus ymyumenus B TeueHue 10 Henmenb Tepanuio (IIyOKCETHHOM CIEAyeT
nepecMoTpeThb. [Ipu TOCTHKEHUU XOpOILIEro TepaneBTUUYECKOIO OTBETA, JICYEHHE MOXKET OBITh
MPOJOHKEHO C HCIOJIB30BAHUEM J03bl, CKOPPEKTUPOBAHHOM Ha OCHOBAaHWHU WHAMBHIYalIbHBIX
norpeOHOcTe mamueHta. HecMOoTps Ha OTCYTCTBHE CHUCTEMAaTHUECKUX HCCIIEAOBAaHHM,
OTBEYAIOIIUX Ha BOMIPOC O MPOAODKUTEIFHOCTH Tepaiy (IIyOKCETUHOM, CIIEYeT OTMETHTb, YTO
obceccuBHO—KOoMMyJibcuBHOE paccTpoiicTBo (OKP) — 310 XpoHMueckoe 3a0oJjieBaHHWE, U Yy
MAIMEHTOB, OTBEYAIOIIMX HAa TEPAINUI0, UMEET CMBICI MPOJOJDKATh JICUEHHE HA MPOTSHKEHUU
6onee yem 10 nemenb. Koppekuuio m03bI cClieAyeT HPOBOIUTH OCTOPOXKHO, HA OCHOBAHHH
UH/IMBUYaIbHBIX TOTPEOHOCTEH MaIMeHTa, TakuM o00pa3oM, YTOOBI MAIMEHT MPOJOJIKA
MOJIy4yaTh MUHUMaNbHYIO0 3 dexTuBHy0 n03y. [leproanuecku crieayer nNpoBOAUThH MEPEOLICHKY
HeoOxoaumocT Tepanuu. llampeHtaM, y KOTOpPBIX OTMEYaeTcsl XOpOIIWKA OTBET Ha
¢dapmakoTepanuio, HEKOTOpble  Bpayd  pPEKOMEHIYIOT  OJHOBPEMEHHOE  IPOBEACHUE
NOBEJICHUECKOU ncuxoTepanuu. DpQekTuBHOCTD (PIyoKceTHHA B OTAAICHHOM nepuoze (6oiee 24
Henenb) npu jgedennn OKP nponemoncTpupoBana He Oblia.

Hepenas oyaumus

Jlnist B3pOCIHIBIX NAIlMEHTOB U MALMEHTOB MOXMUIIONO BO3pAacTa PEKOMEHI0BaHHAsA CyTOYHAs 1032
cocraBiisier 60 mr. IIpu HepBHOU Oynmumun 3QQPeKTUBHOCTH B OTHANEHHOM repuoxae (6oiee 3
MECSIIEB) MPOJIEMOHCTPHUPOBaHA HE ObLIa.

Bce noxaszanus

PexomeHnioBaHHast 71032 MOXKET OBITh CHIKEHA WM yBenanueHa. CHcTeMaTHyecKoe U3ydeHHe

J103bl1, TIpeBbIatoniei 80 Mr /CyTku, He TPOBOIMIIOCE.
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Iayuenmuor noxcunozo 6ospacma

YBenuueHne A03bl CIEAYET IPOBOAUTH C OCTOPOKHOCTBIO; B LIEJIOM CYTOYHAs J03a HE JOJDKHA
npeBbImath 40 Mr. MakcumanbHas peKOMEHJ0BaHHas 7103a cocTaBisieT 60 MI/CyTKH.

Tayuenmol ¢ napywenuem @yHkyuu neyenu

[TanuenTam ¢ ne4EHOYHOM HENOCTATOYHOCTBIO MpENapaT Ha3HA4aloT B CHUYKEHHOU J103€ WIH CO
CHIDKEHHOM YacToTol (Hampumep, 20 Mr uepe3 eHb). JlaHHbIE peKOMEHJAIMK TaKKe OTHOCATCS
M K TAalueHTaM, [PUHMMAIOIMM  COIYTCTBYIOINME  IIpenaparbl,  INOTEHLIHAIbHO
B3aUMOJICHCTBYIOITHE C mpernapaTom [Ipodiry3ak.

Cumnmomel _cuHOpOMAa _OmMeHbl, _ommeyaemble npu _npexpawjeruy _mepanuu__npenapamom

IIponyzax

Crnenyer n3berarb pe3Koro mpekpaiieHus: npuéma npemnapara. UtToObl CHU3UTH PUCK Pa3BUTHUS

CHHJIpOMa OTMEHBI, ITPU IIPEKpaIlleHUuH Tepanuu npenaparom [Ipodiysak 1o3y cienyer cHUXaTh
TIOCTENICHHO, KaK MUHMMYM B T€YCHHUE OJHOW-ABYX Henenb (cM. pazuensl 4.4., 4.8.). B ciyuae
Pa3BUTHSI HEEPEHOCUMBIX CUMIITOMOB IIOCJIE CHUKEHUS 103bl WIIM IIOCIIE IPEKPAILEHUS JIEYEHUS
ciemyeT BO30OHOBUTH MPUEM IIpenapara B paHee Ha3HaueHHOH 103¢e. B nanpHelmem Bpad MoxeT
Ha3HA4YUTh 00JIee MOCTENICHHOE CHUKEHUE JI03B.

Cnooco0 npuMeHeHus

st mpuéma BHYTpB.

4.3. TlpoTuBOMOKAa3aHUS
e [unepuyyBCTBUTENHHOCTD K (DIYOKCETUHY MITU K JIIOOOMY M3 BCIIOMOTATEIHHBIX BEIIECTB,
MePEUYUCIICHHBIX B pasjaene 6.1.;
e Jlerckuit Bo3pact a0 18 ner;
e OHOBPEMEHHBIH IpUEM HEOOPaTUMBIX HECEJIEKTUBHBIX WHTHOUTOPOB
monoamuHOOKcHaa3sl (MMAO), Hanpumep unponuasuia (cMm. pasaensi 4.4., 4.5.);
e OQHOBpEMEHHBIM MpPUEM METONPOJIONA, HCIOJIB3YEMOIO [UIsl JIEYEHHUS CEepIeYHOMN

HEI0CTaTOYHOCTH (cM. paszen 4.5.).

4.4. OcoOble yka3aHMsl 1 MepPbl NPeI0CTOPOKHOCTH NIPH NPUMEHEeHUH

CVI/IHI/IH/CVI/IHI/IH&HBHHC MBICJIN MW KIMHHUYCCKOC YXYAINICHUEC

Hemnpeccusi cBs3aHa C TMOBBIIMIEHHBIM PUCKOM BO3HMKHOBEHUS CYWULHMAAIBHBIX MBICIIEH,
NpUYMHEHUsT Bpefa cede (WICHOBPEAMTEIhCTBA) M CYUIMAANBHBIX sIBICHUN. [laHHBIA puCK
COXpaHsieTCd 0 HACTYIUIEHUS CTOMKOM peMHUCCHMU. Tak Kak B TEUEHUE MEPBBIX HECKOIBKUX

HEACIb JICYCHHUA YITYYIICHUE MOXKCET HC BO3ZHHUKHYTbD, HGO6XOILI/IM TIATEILHBIN MOHHUTOPHHI' CO
3
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KJIMHUYECKasl MPAaKTUKA, PUCK CYULIU/IA HA PAHHUX CTAUSAX BBI3JOPOBICHUS MOKET MOBBIILIATHCS.
Jpyrue rmncuxuarpudeckue 3a0oNeBaHUs, I JICUEHUS KOTOPBIX HA3HAYAIOT IIperapar
[Tpodnysak, Takke MOTYT OBITH CBSI3aHBI C TOBBIIIEHHBIM PUCKOM CYWULUJAIBHBIX SIBICHUA.
Kpome Ttoro, panHble 3a0ojieBaHUSI MOTYT COIYTCTBOBAaTh OOJIBIIOMY JAETPECCUBHOMY
paccrpoiictBy. ClienoBaTelbHO, MPU JICUEHUHU MALHUEHTOB C APYTUMHU TCUXHATPUUYECKHUMH
3a00JICBaHUSIMH CJICAYET MPOSIBISITH Ty K€ OCTOPOXKHOCTh, YTO W IMPHU JICYCHUH IMAIMEHTOB C
OOJIBIINM JEMPECCUBHBIM PACCTPOICTBOM.

[TanpeHTsl ¢ CyMIMAAIBHBIMU SIBICHUSMU B aHAMHE3€, SBHO MPOSBISIONIINE CyULUJAIbHBIC
MBICJIM JI0 Hayajla TEpamuu, OTHOCITCS K TpYIIe IMOBBIIIEHHOTO pHUCKa BO3HUKHOBEHUS
CYMIIUJAIbHBIX MBICIEH WM CYULMIATBLHOTO TMOBeAeHMs. JlaHHbIE MAlUMEHTHl BO BpeMs
MPOBEJCHUS TePANUH JI0JKHBI HAXOJUTHCS MO/ TIIATEbHBIM Ha0II0ACHUEM.

Metaananu3 1ane00-KOHTPOIUPYEMBIX KIMHHUYECKUX HCCIIEOBAHUNM aHTUICIPECCAHTOB,
MPUMEHSIEMBIX TS JICYCHHsSI TICUXUATPUUIECKUX 3a00JIeBaHU y B3POCIBIX MAIMEHTOB, TTOKA3al,
YTO CPEJIU MALMEHTOB MOJIOXKE 25 JIeT MPUMEHEHUE AaHTHICTIPECCAHTOB CBSI3aHO C MOBBIIIEHHBIM
PUCKOM CYMIMIAIBHOTO MOBECHUS M0 CPABHEHUIO C MAlMEHTaMH, MTOJIy4aBIIUMU TL1aLeoo.
HeoOxoaumo mpoBoauTh TIIATENbHOE HAOMIOJEHUE 3a MAllMeHTaMU, B YACTHOCTH M3 TPYIIIbI
BBICOKOT'O PUCKA Pa3BUTHsI CYHIIUJAIBHOTO MMOBEJCHMS, 0COOCHHO HA paHHHX JTarax JICUYCHHS U
BO BpeMsl OCJIEYIOUX U3MEHEHUH 103bl. [lannenTsl (a Takke AuIa, yXaKUBaroUUe 3a HUMH)
JOJKHBI OBITH TPEAYNPEXKICHB O HEOOXOIUMOCTH OTCIIECKUBAHUSA JIIOOBIX KIMHUYECKUX
YXYAUIEHUN COCTOSIHUS, KOHTPOJS BOSHUKHOBEHMS CYULUJAIBHOTO MOBEACHUS WJIH MBICIECH U
HEOOBIUHBIX U3MEHEHHUI B MOBEICHUH, U JOJKHBI HEMEIJIEHHO 00paIarhes K JieyaleMy Bpady
MpU BO3HUKHOBEHUU JAHHBIX CUMIITOMOB.

Cepaeuno-cocyauctble 3P eKTnl

[Tpu npueme ryokceTrHa MOXKET MPOUCXOAUTD yuIMHEeHHe nHTepBana QT, a Takke BOZMOXKHO
pa3BUTHUE K€y I0YKOBON apUTMUU HUIIU JKEITYT0YKOBOM TaXUKAPAUU TUIIA IIHUPYIT», O KOTOPBIX
co00IIanoch B MOCTPETHCTPAIlMOHHOM mepuone (cM. pazgensr 4.5., 4.8., 4.9.). dnyokcerun
ClelyeT MPUMEHSTh C OCTOPOXKHOCTHIO TMAIIMEHTaM C BPOXKJIEHHBIM CHHIPOMOM YIUIMHEHUS
uHTepBana QT, mpu HanTMuMM B aHAMHE3€ yKa3aHUW Ha yBEJIWYEHHE MPOJOKUTEILHOCTU
uHTepBasia QT 'y pOJICTBEHHHMKOB TAalMEHTa, NpPU JAPYTUX KIMHUYECKHX COCTOSHUSX,
npeapacnojiaratommux K pasBuTuO0 apuTMHUN (HaHpI/IMep, [Ipu runoKajIneMnu, rurnoMarnucMuu,
Opagukapauyd,  OCTpoM  HH(papKTe  MHOKapja,  JEeKOMIEHCHUPOBAHHOW  cepleyHOMN
HEJ0CTAaTOYHOCTH), TPU MOBBIIMIEHHON AKCMO3UIMH (IyoKCeTHHA (HampuMmep, MpU CHUKEHHON

(YHKLINY [TEYEHH ), a TAKKe IPH OJHOBPEMEHHOM IpUEME JIEKaPCTBEHHBIX IPENapaToB , KOTOpPhIE
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THUIIA «ITUPYIT» (M. pazaen 4.5.).

[Manmentam co cTaOWMJIBHBIM TEYeHHEM 3a00JeBaHUS cepAna HEOOXOIUMO MPOBOIUTH
uccienoBanre JKI mepen Hauaaom Tepanuu (pIryoKCETHHOM.

ITpu pa3BUTHHM IPU3HAKOB ApUTMHUHU BO BPEMs Tepanuu npuemM (IyoKCeTHHa ClIeAyeT MPEKpaTUTh
U nipoBecTH uccaenoBanue JKI'.

H€O6DaTI/IMBIe HCCCJIICKTUBHBIC I/IHFI/IGI/ITODBI MOHOAMHHOKCHIA3bI (HaHDI/IMeD, I/IHDOHI/IaBI/II[)

VYV mamuentoB, npuHuMaromux CHUO3C B xoMOuMHanuM ¢ HEOOPATUMBIMU HECEIECKTHBHBIMH
NMAO, oTMeuanuch ciiydau CEpbE3HbIX PEAKIIHI, HHOTIA C JIETaJbHBIM HCXOJIOM.

JlaHHbIEe clyyau XapaKTepU30BAIUCHh IPU3HAKAMU, HATIOMUHAIOIIMMHU CEPOTOHUHOBBIN CUHJIPOM
(KOTOpBIT MOXHO TMepenyTarh CO 3JI0KAYECTBEHHBIM HEHPOICNITUYECKUM CHHIPOMOM).
[TarmenTam, y KOTOpPBIX OTMEUAIOTCS TAKHE PEAKIIMH, MOXKET OBbITh Ha3HAUEH LIUMPOTENTaAUH WU
nantpojieH. CUMITOMBI JIeKapCcTBEHHOTO B3amMmozeicTBus ¢ HMMAQO BkimwodaloT B cels:
TUNEPTEPMHIO, PUTHIHOCTH MBIIII, MHUOKJIOHYC (MHUOKJIOHHYECKHE CYIOPOTH), PaccTpoicTBa
BEreTaTUBHON HEPBHOW CUCTEMBI C BO3MOXHBIMU ObIcTphiMU KoNiebanusmu AJ] u UCC, a takxke
U3MEHEHUS MICUXUYECKOTO COCTOSIHUS, BKJTIOYAIOIIME CIIyTaHHOCTb CO3HaHWs,
Pa3IpaKUTENbHOCTh U Upe3MEPHOE BO30YKIECHUE, IPOrPECCUPYIOUINE IO COCTOSHUS ACTUPUS U
KOMBI.

Takum  oOpa3oM, (QIIyOKCeTHH TMPOTHBOINOKa3aH B KOMOMHAalMM C HEOOpaTHMBIMH
HecenektuBHbIME UMAO (cm. pasnmen 4.3.). BenencrBue Toro, 4to AeicTBHE HEOOpPATUMBIX
HecenekTuBHBIX UMAQ coxpaHseTcs B TeueHHe 2 Helelb, Tepanuio (IyOKCETHHOM CIEAyeT
HAYMHATH HE PaHee, YeM IO MPOIISCTBUU 2 HENEeNb MOCIEe OTMEHBI TEpamuu HEOOpaTUMBIMU
HeceneKTuBHBIMU IMAQO. AHanorudHbIM 00pa3oM Tepamnuio HeOOpaTUMBIMHU HECEICKTHBHBIMU
NMAQ cnegyer HauMHATh HE paHee YeM uepe3 5 Helelb Mocie OTMEHBI (hJTyOKCeTHHA.

SIBIIeHUS, CXOXKHME IO CHUMIITOMATHKE C CEPOTOHMHOBBIM CHHJIPOMOM MM 3J0KaYeCTBECHHBLIM

HENPOJIENTUYECKUM CUHIPOMOM

B penkux cimywasx cooOmiamock 00 acCOIMMPOBAHHOM C MPUEMOM (IIyOKCETHHA pa3BUTHH
CEpPOTOHUHOBOTO CHHApPOMA WJIM 3JI0KAY€CTBEHHOTO HEHWPOJENTHUUECKOTO CHUHIPOMA, OCOOEHHO
IPU COBMECTHOM IMPUMEHEHHU C APYTUMHU CEPOTOHUHEPTHUYECKHUMH CPEICTBAMH (B TOM YHCIIE
conepxammu L-tpunrodan) u/wu Heriponentiukamu (cM. paznaen 4.5.). Tak kak 3TH CHHAPOMBI
MOTYT TPUBECTH K >KH3HEYTPOXKAIOIIUM COCTOSIHUAM, TEpanuio (IIyOKCETHHOM CIEAyeT
MPEKPATUTH B CITydyae COYETaHUs TAKMX CUMIITOMOB, KaK TUIIEPTEPMUSl, PUTHIHOCTb, MUOKJIOHYC,
paccTpoiicTBa BereTaTUBHOM HEPBHOM CHCTEMBbI, U3MEHEHHUSI ICUXUYECKOT0 COCTOSTHUS, BKITIOYast
CIIyTaHHOCTb CO3HAHUS, pa3pa)kUTEIbHOCTb, KpaliHee BO30YKAEHUE C BO3MOXHBIM pa3BUTHEM

ACIMPUA U KOMBI, U HA3HAYUTDH HGOGXOI[I/IMYIO CUMIITOMAaTUYCCKYIO TCpaAIHnIO.
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AHTHIENPECCAaHTbl ~ HEOOXOIUMO  MPUMEHATH € OCTOPOXKHOCTBIO — TAlMEHTaM  C
MaHMSIMU/TUIIOMAaHUAMU B aHamHe3e. [Ipuem ¢iyokceTnHa, kKak M JIIOOOrO aHTHICTIPECCAHTA,
HEOOXOANMO NPEKPATUTh, €CIIN TTAUEHT HAXOAUTCS B MAHHAKaJIbHOM COCTOSHHH.

Kposoreuenns /KpoBonsnusiaus

I[Ipu npumenennn CHUO3C coobmanoch 00 HKXMMO3€, MypHype M APYTruX MOJ00HBIX
HapyIICHUX, CBI3aHHBIX C MOBBIIIEHHEM KPOBOTOUYNBOCTU. OO 9KXMMO3€ COOOIIAIOCh HEYACTO.
CHUO3C u CHUO3CH wMmoryT moOBBIINIATh PHUCK Pa3BUTHS TMOCIEPOTOBBIX KPOBOTEUEHUU (CM.
pasmensl 4.6., 4.8.). Jlpyrue reMmopparuyeckue sBIeHUS (HampuMep, THHEKOJOTHYECKHE
KPOBOTEUCHHMSI, IKEIyJIOYHO-KUIIICUHbIE KPOBOTEUYCHUS, TOJKOXKHBIE KPOBOMZIHUSIHUSI U
KPOBOTCUCHHSI ~ CIM3UCTBIX 000JI0YEK) OTMedalauch penko. HeoOXomumo — MposBIATH
OCTOPOXXHOCTh MpH Tepanuu (IyOKCEeTHHOM, B YAaCTHOCTU MAalMEHTaM C COIyTCTBYIOIIEH
Tepanuel MepopaibHBIMM AHTHUKOAryJISHTAaMH M JIPYTUMHU TpernaparaMy, BIUSIOUIMMH Ha
GYHKIUIO TPOMOOIIUTOB (HAIIPUMEP, C TAKUMHU aTHITHYHBIMA aHTUTICUXOTHYECKUMHU CPEJICTBAMH,
KaK KJIo3amuH, ¢ (eHOTHa3WHAMHU, C OOJBIIMHCTBOM TPUIUKINYECKUX AaHTUICTIPECCAHTOB,
AlETHIICATUIIMIIOBONW KHUCIOTOM, HECTEPOUAHBIMU MPOTUBOBOCHAIIUTENBHBIMH MpenaparaMu), a
TaKk)K€ C COMYTCTBYIOLIEH Tepamuel npenaparamu, KOTOPbIE MOTYT MOBBICHUTH CKJIOHHOCTH K
KPOBOTCUCHHSIM , M TIAI[IEHTaM C KPOBOTCUCHHUSIMU B aHaMHe3e (cM. pasaen 4.5.).

Cynoporu

[Tpu nmprMeHEeHUU aHTHAEIIPECCAHTOB CYIIECTBYET PUCK pa3BUTHs cyqopor. [losromy, kak u B
clly4ae JpYyruX aHTHUACTPECCAHTOB, (IYOKCETUH CIEIyeT C OCTOPOXKHOCTHIO Ha3HA4aTh
NalMeHTaM, Y KOTOPBIX paHee OTMeYaluch cynopord. Ilpu pasBUTHM WM yYallleHHMH CYAOpPOT
Tepanus (HIYOKCETHMHOM JOJDKHA OBITh MpekpaiieHa. Tepanuio (DIyoKCETHHOM HE CIleayeT
Ha3HA4aTh MaIMEHTaM ¢ HeCTaOUIIbHOM dnmiencueii. [larmenTam ¢ KOHTPOJIUPYEMOMN SIHIICTICUEH
HEOOXO0IMMO TIaTeNIbHOE HabroaeHue (cM. pasaen 4.5.).

DIIEKTPOCYIOPOKHAA TEPAIU

VY manueHToB, MOJIyYaIOUIMX 3JIEKTPOCYAOPOXKHYIO TEPAIUIO, PH MPUMEHEHUH (DITyOKCeTHHA B
pPeAKUX Ciy4asX OTMEYaJUCh MPOJOJDKUTENbHBIE CYJOpPOKHbIE MpHUMaIku. PexomeHmyercs
MPOSIBIISATE OCTOPOKHOCTH MPU Tepanuu (IyOKCETHHOM y TaKUX MallMeHTOB.

Tamokcuden

dyokceTHH, Kak MOLIHbIN nHruouTop uzodepmenta CYP2D6, MoxxeT nMpUBECTH K CHUKEHHUIO
KOHIEHTPALUU dHJI0KCU(EHa, OJHOTO U3 CAMBIX BaXKHBIX AKTUBHBIX METa0O0JIMTOB TAMOKCH(]EHa.
[ToaToMy mipu Tepanuu TaMOKCHUBEeHOM TpUMEHEHUs (IIyOKCEeTHHA ceayeT u3beraTh (CM. pa3zen
45.).

AkaTtusus/ ICUXoMOTOpHOE OECHOKONCTBO
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HENPUSTHBIM UM MYYHTEIbHBIM OECIIOKOHCTBOM U HEOOXOJAMMOCTBIO TIOCTOSIHHOTO JABM)KCHUS,
3a4acTyr0 0e3 BO3MOXKHOCTH CHJIIETh WJIH CTOSTh Ha Mecte. Yaiie BCero Takue SBIICHUS
HaOMIOJAIOTCS B TIEPHOJ TMEPBBIX HECKOJbKUX HECNb JICUCHHsS. Y TMAIlMeHTOB C JaHHBIMU
CHMITTOMAaMH TTOBBITIICHUE /10361 (DTyOKCETHHA MOKET UMETh HETaTUBHBIC TTOCIICICTBHS.

CaxapHblii quader

VY maunmentoB ¢ caxapHbiM guabetom seueHue CHMO3C MoxeT HpUBOIUTH K H3MEHEHHIO
INIMKEMUYECKOTO KOHTpoJs. Bo BpeMms jneueHust (IyOKCETMHOM Yy MAIMeHTOB C CaXapHbIM
n1abeToM oTMevaach I'MIIOTTIMKEMHs], a IOCIe OTMEHBI ITpenapara pa3BuBaiach TUIEPriIuKeMUsL.
B Havasne nnum nocne OKOHYaHUs JIeueHUs (IIyOKCETHHOM MOKET HOTPEOOBATHCS KOPPEKIIHS 03B
WHCYJIMHA W/WJIN TUIOTTTUKEMHUECKUX MPErapaToB i Ipuéma BHYTPb.

IleyeHouHas/moyeyHas HEAOCTATOYHOCTH

@DryOKCeTHH MOJBEPraeTcss MHTEHCUBHOMY METa0OJIM3My B IE€YEHU M BBIBOAUTCA IMOYKAMH.
[TanenTam ¢ BbIpaKCHHBIMU HapyIIEHUSMH (DYHKITUH ITEYSHN PEKOMEHIyeTCsl Ha3HauaTh Oosiee
HU3KHE 71035l (PIyoKceTHHa, MO0 Ha3HauaTh Mpenapar yepes AeHb. [lpu npueme ¢uyokceTrHa B
no3e 20 Mr/cyT Ha NMPOTSKEHUU JIByX MECALEB Y MALUEHTOB C IOYEYHOW HEOCTATOYHOCTHIO
Tsokénoit ctenenu (KK <10 mu/MuH), HyKIaIOUTUXCS B TEMOUAIN3E, HE OBLIO BBISIBJICHO OTIUYHI
KOHIIGHTpaluH (IIyoKceTHHa U HOP(IYOKCETHHA B TUIa3Me KPOBH IO CPABHEHUIO C MAIIMEHTaMH
U3 KOHTPOJIBHOM IPpyMIIbl ¢ HOPMAIbHOW MOYeUHOU (yHKIHEH.

KoskHas CHIITb U alISprUYeCcKUe peaKIMu

VYV manueHToB, MPUHUMABIINX (IYOKCETHH, COOOIIAJIOCh O BO3HMKHOBEHWU KOXHOW CBHIIH,
aHaQUITAKTUYECKUX PEaKIUi U MPOrPEeCCUPYIONINX CHCTEMHBIX HApyIIEHUH, HHOTJA CePhE3HBIX
C BOBJICYEHHUEM B IMATOJOTMYECKHM MPOLECC KOXKH, MOYEK, NIeYEeHU U JIETKUX. [Ipyu mosBiieHun
KOKHOM CBINH WJIM APYTUX BO3MOXKHBIX AJJIEPTUUECKUX PEAKIUNA, STUOJIOTHSI KOTOPBIX HE MOKET
OBITH ompesiesieHa, MpuéM GIIyOKCETHHA CIIEyeT OTMEHUTb.

CHIKEHNE MAcChI TEA

[Ipu npumeHeHnn (IyoKCEeTHHA y MAllMEHTOB MOKET HAOIIOJATbCs CHUKEHHE MAacChl Tea,
0JIHaKO, OOBIYHO OHO MTPONOPLIMOHAIBHO UCXOIHON CpeAHeN Macce Tena.

CHHIPOM OTMEHEI

[Ipu npexpariennn Tepanuu GIyoKCEeTHHOM YacTO Pa3BUBAIOTCSI CUMIITOMBI CHHIPOMAa OTMEHBI,
OCOOCHHO €CIIM TpeKpalleHue Tepanuu Obulo pe3kuM (cM. pazaen 4.8.). B kimHMYeCKHX
WCCJICIOBAaHMUAX Kak B Tpynme (IyoKCeTHHa, TaKk W B rpymme riamnedo npumepHo y 60 %
NAIMEHTOB Pa3BUBAIMCH pa3IMUHbIC HEXKENATeIbHBIC SIBICHUS PH OTMEHE Tepanuu. B rpymnme

¢yokceruna 17 % 3TuX sIBICHUNA HOCWIIN TSDKEJBIN XapakTep, B rpymnime mianedo — 12 %.
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Teparnuu, 103y U CKOPOCTh YMEHBIIIeHHs 103bl. Hanbosee 4acTo coo0IIanoch 0 TOJIOBOKPYKEHHUH,
CEHCOPHBIX HapyIICHHsX (BKJIIOYAs MapecTe3Wu), HApYIICHUSX CHa (BKItouYas OSCCOHHHUIY U
SApKHU€e CHOBMJICHUS), aCTCHUH, TPEBOTe€ WM BO30Y>KIEHHH, TOIIHOTE W/WIH PBOTE, TPEMOpE U
rosioBHON 0osm. OOBIYHO ATH AMU30/bI JIETKOW M CPEIHEH CTENEHW BBIPAXKEHHOCTH, OJHAKO Yy
HCKOTOPLIX IMAITUCHTOB MOT'YT GBITB TSOKEIBIMU 110 MHTEHCUBHOCTH. B 6OJII>I_HI/IHCTBG CJIY4acB 3TU
SABJICHUA Pa3pCHIAOTCA CAMOCTOATCIILBHO B TCUHCHUC IBYX HCACIIb, HO HHOIIaMOT'YT GBITB 60)166
MIPOJIOJDKUTENbHBIMU (2—3 Mecsitia u Oosee). B cBsi3m ¢ 3TUM OTMEHY Tepamuu IpenapaToM
[Tpodmysak crieayer npoBOIUTE MOCTENEHHO, B TEUEHNUE OJJTHOM WM ABYX HEJIEINb, B 3aBUCUMOCTHU
0T moTpeOHOCTEH nmaruenTa (cM. pasaen 4.2.).

I'unonarpuemMus

OTMmeuanuch ciydad TMIIOHATPUEMUH (B OTJIENIBbHBIX CITydasix ypOBEHb HATPUS B CHIBOPOTKE KPOBU
obu1 MmeHee 110 MMoob/i1). B ocHOBHOM MO100HBIE CITydan OTMEUYATKNCh Y TIOKHIIIBIX TTAIIUCHTOB, Y
NAIMEeHTOB, MOJYYaBIINX TUYPETUKU U Y MAIMEHTOB CO CHIKCHHEM 00bEMa IUPKYIUPYIOLIeH
KPOBH.

Munpuas

Coobmamoch 0 Muapuase, CBSI3aHHOM C TpueMoM ¢iayokcetuHa. Cremyer coOoaaTh
OCTOPO’KHOCTh IIPU HA3HAYCHUU (bJ'IYOKCGTI/IHa nanuceHTaM C IMOBBIIICHHBIM BHYTPUIJIA3HBIM
JIaBJICHUEM WJIU ITALUEHTaM C PUCKOM Pa3BUTHUS OCTPOU 3aKPBITOYTOJIbHOM IT1ayKOMBI.

CekcyanpHas I[I/ICd)VHKI_[I/IH

[Tpuem CHUO3C MOkKeT COnmpOBOXKIATHCS CHMITOMAMH CEKCyalbHOW AUCHYHKIMH (CM. pas3aeln
4.8.). bbun mosy4eHsl COOOIIEHUS O JITUTEIHHO MPOAOIIKAIOMICHCS CeKCyaTbHON TUCYHKLUH,

CHUMIITOMBI KOTOPOH cOXpaHsuiich nocie npexpaiienus npuema CHUO3C.

4.5. BzaumopeiicTBHe ¢ [PYrHMH JIeKAPCTBEHHbIMHM MpenapataMd W Jpyrue BH/bI
B3aUMO/JAeHCTBUSA

OIyoKCeTHH M €ro OCHOBHOM MeTaOONUT HOPQIIYOKCETUH HMEIOT JIUTEIbHBIC MEPUOJIBI
MOJTyBBIBEJICHUSI, YTO HEOOXOJMMO YYHUTHIBaTh NIpPHU COYETAaHUU (QIIyOKCETHHA C APYTUMHU
npenaparamu, a TakKe Mpy 3aMeHe GIIyOKCeTHHA Ha IPYTroi aHTHAETpeccanT (CM. pazaen 5.2.).
(DJIyOKCGTI/IH 06na1[aeT BBICOKMM CPOACTBOM K 6€HKaM IJ1a3Mbl, TO3TOMY COUCTAHHC
¢iryokceTHHa ¢ IPYTHMMH IIperapaTaMu, KOTOPbIE TAaKXKe B 3HAUUTEIBHOM CTENICHH CBSI3BIBAIOTCS
¢ OenIKaMu T1a3Mbl, MOXKET MPUBOAUTH K U3MEHEHHIO UX KOHIICHTPAIUH.

KoMOuHanmu npenaparoB, IPUMEHEHUC KOTOPBIX IMTPOTHBOIIOKA3aHO

Heobpamumvle necenekmugeHbvle uneubUMoOpbl MOHOAMUHOKCUOA3bL (HANpUMED, UNPOHUA3UO)
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uHruouropamu MoHoamuHookcuaassl (MMAO), oTMmeuanuch ciay4dau CEepbe3HBIX pEaKIHid,
MHOT/Ia C JIETaJIbHBIM UCXOJIOM,

JlanHble cayyan XapaKTepHU30BaINCh MPU3HAKAMU, HATTOMUHAIOLIUMHU CEPOTOHMHOBBIM CUHAPOM
(KOTOpBIE MOXHO TepenyTarb CO 3J0KAUYEeCTBEHHBIM HEHPOIENTUYECKUM CHHIPOMOM).
[TanenTam, y KOTOPBIX OTMEYAIOTCSl TAKUE PEAKIIH, MOKET ObITh HA3HAYEH LIUITPOTeNTaANH WIH
nantposieH. CHUMOTOMBI JIEKapCTBEHHOro B3aumozehcTBuss ¢ MMAO BkimouaioT B ceds:
TUIEPTEPMHIO, PUTHIHOCTD MBI, MHOKJIOHYC (MHOKJIOHHYECKHE CYIOpPOTH), paccTpoicTBa
BETE€TAaTUBHOW HEPBHOW CHCTEMBI C BO3MOXXHBIMH ObICTphIMH KosieOanusimu A/l u UCC, a Ttakxke
WU3MEHEHHUS MICUXUUYECKOTO COCTOSIHUS, BKJIIOYAIOIIME CIIyTaHHOCTb CO3HaHM,
pa3apaXUTENBHOCTD U Ype3MEpPHOE BO30YXKIEHUE, IPOTPECCUPYIOIINE 10 COCTOSIHUS JCTUPHS U
KOMBI.

Takum  o0OpazoM, (UIyOKCETHH TMPOTHUBOINOKAa3aH B KOMOWHAIIMM C HEOOPAaTHMBIMU
HecenektuBHbIMU UMAO (cM. pasmen 4.3.). BenmeactBue Toro, 4to AeicTBHE HEOOPATUMBIX
HeceneKTuBHBIX UMAQ coxpaHsieTcss B TeueHUe 2 Helelb, Tepamnuio (IIyOKCETHHOM CIIEAYyeT
HAUYMHATHh HE paHee, YeM [0 MPOIIECTBUU 2 HeNedb MOCIe OTMEHBI TEparnuu HeoOpaTUMBbIMU
HecenekTuBHBIME IMAOQO. AHaoruaasiM 00pa3oM Tepamnuio HeoOOpaTUMBIMU HECEICKTUBHBIMU
NMAO cnenyer HaUMHATBH HE paHee YeM uepe3 5 HeleIb ocie OTMEHBI (IyoKceTHHa (CM. pasient
4.3)).

Memonponon, Hazuauaemvlil 015 leueHUs: cepoOeyHol HedOCMAMOYHOCU

BcenenctBue TOoro, uro (UIYOKCETMH MHTHOMpYeT METa0OoJM3M  METOINpOoJIoia, PHUCK
HE)KEJIaTeNbHBIX SBJICHUN Ha (OHE MpUeMa METOINpPOJoia, BKIOYas CUIbHYIO OpaauKapauio,
MOJKET TOBBIIIATHCA.

KoMOunanmu npenaparoB, HC pEKOMEHAOBAHHBIC K ITPUMCHCHHN IO

Tamoxcugen

B nmTepatype BcTpedaroTcss aHHbIE O (PAPMAKOKMHETHYECKOM B3aUMOJCHCTBUU MEXKIy
unruouropamun  m3opepmenta CYP2D6 wu TtamokcudeHoMm, NPUBOAALIEM K CHUKCHHUIO
KOHILIEHTPALMK OJHOTO MM HECKOJBbKMX AaKTHBHBIX METa0ONMTOB TaMoKcH(eHa (Harmpumep,
sHAOKcH(eHa) B miaazMe KpoBu Ha 65—-75 %. Ilo pesynbraraM HEKOTOpPBIX HCCIIEJOBAHMIMA
coo0m1anock 0 CHUKEeHUU YPPEKTUBHOCTH TaMokcupena npu ogHoBpemenHoM npueme CUO3C.
[TosTomy mpu Tepanuu TaMOKCH(EHOM CieqyeT M30eraTb NPUMEHEHUS! MOIIHBIX HHTHOMTOPOB
CYP2D6 (Bkmtouast hayokcetuH) (cM. pasaen 4.4.).

Anxoeonw
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KpPOBH, a TaKkke yCWIeHHUIo 3¢dexToB ankorois. Ognako oxHoBpemeHHblid nmpuém CHUO3C u
AJIKOTOJISl HE PEKOMEHAYETCH.

HUMAO-A, nune3onuo u memuaimuoHuHUs X10puo (MemuieHo8blll CUHULL)

[Ipu opHOBpeMEHHOM NpueMe C (PIyOKCETHHOM CYIIECTBYET PUCK PAa3BUTHUS CEPOTOHHHOBOTO
CHUHJpPOMA, BKJIIOYAIOIIETO JAHApel0, TaXWKapAWIO, MOTOOTACICHHE, TPEMOpP, MOMYTHEHUE
/cniyTaHHOCTh CO3HAHHMS WJIM KOMy. B cilyuae, eciii OJHOBPEMEHHOT'O TPUMCHCHHUS JaHHBIX
AKTUBHBIX BELIECTB C (PIIyOKCETMHOM H30eKaTh HEBO3MOXKHO, HEOOXOIWM TIIATEIbHBIN
KJIMHUYECKUH MOHMTOPUHT, a Ha3HaueHue MMAQO-A, nuHe301u1a 1 METHITHOHUHUS XJIOpUIa
ClIeZlyeT HaYMHATh C MUHUMAaJIbHBIX PEKOMEHI0OBAaHHbBIX 703 (cM. pasnen 4.4.).

Mexsumaszun

Bcenencrteue nuruOrupoBanust MeTaboaM3Ma MEKBUTa3HHA (DIIyOKCETHHOM PHUCK HEKeIaTelbHbIX
SABJICHWM Ha (OoHE MprueMa MEKBUTa3WHA (Hampumep, yuinHeHue uHTepBasia QT) MOXKET OBITH
MOBBIIIEH.

Kom0Ounamuu npenaparos, TpeOyIomme 0co00M 0CTOPOKHOCTH IIPU HA3HAYEHUH

Denumoun

[Ipy HazHaueHHMH B KOMOWHAIMK C (IIYOKCETHHOM HAOMIOAAINCh CIydal W3MEHEHUS
KOHIIGHTpaUuu (EHUTOMHA B KPOBU. B HEKOTOPHIX CiIy4asx OTMEYAJIHCh MPOSBICHUS
TOKCUYHOCTH. IIpu ONHOBpPEMEHHOM Ha3HAYEHMM [AHHBIX IPENApPaTOB CIEAYET MOCTENEHHO
YBEJIMYUBATh 103y COIYTCTBYIOIIErO Mpenapara U o0ecHeYuTb MOHUTOPUHT KIMHUYECKOTO
COCTOSTHUSL.

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

I[Ipu  omHoBpemennom  HazHauenmn  CHMO3C ¢ mpemapatamu, — 00JagaronIiMU
CEpPOTOHUHEPTUYECKUM JIeHCTBUEM, OBUIM OTMEYEHbl CIy4yal pa3BUTHS CEPOTOHHHOBOIO
CUHApOMA JIETKOM cTeneHu TspkecTd. (CrlenoBaTenbHO, OJHOBPEMEHHOE IPUMEHEHHE
(IryokceTHHa ¢ JAaHHBIMU ITpenapaTaMy CJIEAyeT IPOBOIUTH C OCTOPOKHOCTBIO (CM. pa3zaen 4.4.).
IIpenapamol, cnocobcmeyowue yorunenuro unmepesana QT

dapMaKOKHMHETUYECKUE U (papMaKOAMHAMHYECKHE UCCIIeI0BaHNUs B3aUMOIEHCTBUS (PITyOKCEeTHHA
C IPYTHMH JICKQpCTBEHHBIMH TIperapaTaMu, CliocOOCTBYIONIMME yaTuHeHnI0 nHTepBana QT, He
IpOBOIWINCE. TeM He MeHee, alUTUBHBIN 3(p¢eKT (yoKceTHHa W AAHHBIX JIEKAPCTBEHHBIX
[pernapaToB HCKIOYaTh Henb3s. CleayeT ¢ OCTOPOKHOCTHIO MPOBOAMTH OJHOBPEMEHHOE
Ha3HayeHHe (IyOKCETHHA C JIEKApCTBEHHBIMH MpernaparaMu , CIOCOOCTBYIOIMIMMHU YUIMHEHUIO
untepBasia QT (c anTmapurMuyeckumu cpeactBamu kinacca |A u I, anTuncuxotTnueckumm

npernapatamu  (IPOU3BOJAHBIC (EHOTHA3WMHA, MUMO3HUI, TAIONEPUIO0N), TPHUIMKINYECKUMU
10
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MOKCU(IOKCAUH, 3puTpoMuiud |V, meHTaMuanH), CpeACTBaAMH [UIsl JICYCHUS MAJSIPUU
(ramogaHTpHH), HEKOTOPHIMU aHTHTHCTAMUHHBIMHE TIperapaTamMu (aCTEMHU30J1, MH30JIACTHH)) (CM.
pasaen 4.4.).

Jlexapcmeennvie npenapamol, enuAlOWUe HA 2eMOCmMas (NepopanvHble AHMUKOAZYISAHMbI,
He3a8UCUMO Om MeXaHusmMa ux Oelcmeus, npenapamvl, Npensmcmeyrwue azpe2ayuu
mpomboyumos, exniouas acnuputr u HITBII)

[Ipy oAgHOBpEMEHHOM Ha3HAYEHUU C TEPOPATbHBIMU AHTHUKOAryJISHTaMH HEOO0XOJUMO
pOBeJICHNE KIIMHUYECKOT0 MOHUTOPUHTA ¢ 6oJiee yacThiM KoHTposieM MHO, BBH Ty BOZMOKHOTO
MOBBIIICHUS pUCKa KpOBOTEeUeHHI. Bo Bpems mpoBeaeHHs Tepanuul (IIyOKCETHHOM U TOCHE ee
OTMEHBI MOXET MOTPeOOBAThCSI KOPPEKITUS T03bl JEKAPCTBEHHBIX MPENapaToB, BIUSIOMIUX Ha
remoctas (cMm. pazzaensl 4.4., 4.8.).

Lunpoecenmaoun

[Tpu npumeHeHnn GryokceTnHa B KOMOWHAIIUY C IUTIPOTENITATUNHOM COO0IIAnoch 00 OTAEIbHBIX
CIIyJasiX CHIDKCHUS aHTUACTIPECCAHTHON aKTUBHOCTH (DITyOKCETHHA.

IIpenapameol, 8vizvisarowue cUnoOHAmMpuemMuro

['unoHaTpueMuss OTHOCHUTCA K HEXeNaTelbHbIM peakuusM ¢uyokceTuHa. lIpuMeHeHue B
KOMOWHAIINK C APYTUMHU TIperapaTaMu, CBI3aHHBIMHU C PA3BUTHEM TMIIOHATPHEMHH (HaIpuMep, ¢
TUypETUKaMH, JAECMOIPECCHHOM, KapOaMa3elmnHOM M OKCKapOa3emmHOM), MOXKET MPUBECTH K
MOBBIIIEHHOMY PHCKY Pa3BHTHS JaHHOTO COCTOSTHUSA (cM. paszaen 4.8.).

IIpenapamol, cHudxcarowue snuULenmoeHublll NOpPo2

Cynoporu oTHOCSTCS K HeXKelaTeIbHBIM peakuusiM (hryokcernHa. [[puMeHeHne B KOMOUHAITUH C
IPYTHMH TIpernapaTaMy, CHUKAIOIMIMMH KOHBYJIBCHUBHBIA MOPOT (TaKUMH KaK TPUIIUKINYECKHE
antunenpeccanTel, Apyrue CHUO3C, ¢enHornasuubl, OyTUPO(OEHOHBI, ME(IOXUH, XJIOPOXHH,
OyIpoInuoH, Tpamazoyl), MOXET MPUBECTH K TOBBIIICHHOMY pPHCKYy pa3BUTHUS JaHHOMN
HEXKEJATEIbHOU PEaKLIUH.

Hpyaue nexapcmeennvie npenapamsi, memadonuzupyemoie uzogepmernmom CYP2D6
®DIyoKCeTHH TpeNCTaBisieT coO0oi MomHb uHrHOuTOp M30depmenta CYP2D6, Tepanus B
KOMOHMHAIIUU C JIEKAPCTBEHHBIMU NpenapaTtaMu, MeTaboIN3upyEMbIMHU JaHHBIM U30(EPMEHTOM,
MOKET TIPUBECTH K JIEKAPCTBEHHOMY B3aUMOJCHCTBHIO, OCOOCHHO TpU MPUMEHEHUU B
KOMOHMHAIIMY C TIpernapaTaMy ¢ Y3KUM TEepareBTHUESCKUM JAHAMAa30HOM (TaKUMHU Kak (hIeKauHU,
npormageHOH W HEOWBOJIOJ), C TUTPYEeMBIMH TIpermaparaM, a TakKe C aTOMOKCETHHOM,
KapOaMa3enuHoM, TPULUKINYECKUMH aHTUeNpeccaHTaMu U puctepuaoHoM. [Ipumenenue

JAHHBIX IIpENapaToB CIEAyeT Ha4MHAThb C WIA CKOPPEKTUPOBAaTb N0 MHWHUMAJIbHOW JIO3BI.

11
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4.6. DepTHIBHOCTH, 0EPEMEHHOCTDb U JAKTALMS

bepeMeHHOCTh

[Ipu mnpoBeneHHMM HEKOTOPBIX OSMUJIEMHOJIOTHYECKUX HUCCIENIOBaHMA OBLIO  BBICKA3aHO
NPENONI0KEeHNE, YTO IpUMEHeHHe (IIyOKCEeTHHA BO BpPEeMs MEPBOTr0 TpUMeECTpa OEpeMEHHOCTH
MOKET TMOBBIIIATh PHUCK pa3BUTUA Je(EKTOB CEpJECYHO-COCYAUCTON cHucTeMbl. MexaHu3M
HeusBecTeH. COrylacHO HMMEIOMIMMCS JaHHBIM, €CIIM J>KEHIIMHA BO BpeMsi OepeMEeHHOCTH
npuHUMana (HIyOKCeTHH, PUCK POXKACHUS peOeHKa ¢ 1eeKTOM CepIeYHO-COCYAUCTON CUCTEMBI
cocTaBisieT okoJo 2/100, Mo cpaBHEHMIO C 0XKHIAEMON YacTOTON TakUX AEPEKTOB B MOMYJISIIHH
oxoio 1/100.

CormacHo snuaeMuonorudeckuM maHHbM, npuMeHenne CHO3C Bo BpeMs OepeMEHHOCTH,
0COOEHHO Ha MO3/HUX CPOKAX, MOXKET MOBBIIIATH PUCK PAa3BUTHUS MEPCUCTHPYIOUICH JIErOUHOM
THIIEPTEH3UM HOBOPOXJIEHHBIX (mpumMepHo 5 ciaydaeB Ha 1000 GepemeHHOCTEH, TOrna Kak B
neiaom B monymsmuu Ha 1000 GepemenHoctel mpuxomutcs 1-2 ciaydas NEpCUCTHUPYIONICH
JIETOYHOM TUIEPTEH3UH HOBOPOXKIEHHBIX ).

JlanHple HAOMIOJATEIBHOIO HCCIEIOBAHMUA CBUJCTEIBCTBYIOT O IOBBIIIEHHOM pPHCKE
IIOCJIEPOJOBOIO KpPOBOTEUEHHUsl (MEHEe, YeM B 2 pas3a) y KEHIIMH, B Cily4ae IPHUMEHEHUs
CHUO3C/CHUO3CH (ceneKkTUBHBIX WHTHOMTOPOB OOPATHOTO 3aXBaTa CEPOTOHWHA CEJIEKTHBHBIX
WHTUOMTOPOB 0OpPATHOTO 3aXBaTa CEPOTOHWHA U HOPAJApEHAINHA) B TEUCHHE MMOCIEAHETO MecsIa
nepes poJamu, 1Mo CpaBHEHHUIO ¢ xeHHaMu, He npuauMaBmumu CUO3C/CHUO3CH B Teuenue
MOCJICTHETO MecsIla repes poaamu (cM. pasuensi 4.4., 4.8.).

QI1yOoKCEeTHH HE ClIeyeT Ha3HayaTh BO BpeMsi OEpEeMEHHOCTH 3a HCKJIIOUEHHEM CIIydaeB, Kornaa
KJIMHUYECKOE COCTOSIHHE OKEHIIMHBI TpeOyeT TMpoBeACHUS Tepanuud (IYyOKCEeTUHOM U
OTIpaB/bIBACT MOTCHUUAIbHBIM pucK A 1wioga. Cremyer u30eraTb pe3KOro MpeKparieHHs
Tepanuu BO BpeMs OepeMeHHOCTH (cM. pasaen 4.2.). [Ipu npuMeHeHnn ¢uryokceTHHa BO BpeMs
OCpEeMEHHOCTH CIIEyeT COOJI0aTh OCTOPOKHOCTh, OCOOCHHO Ha TO3JHUX CpPOKax u
HEIMOCPEACTBEHHO Iepe/l poJAaMHU, TaK KaK Yy HOBOPOKIEHHBIX OTMeUaluch Takue 3(pPeKThl, KaKk
pa3apaXUTENbHOCTb, TPEMOP, TUIIOTOHMS, HEMPEKPALIAIOIIUIACS IJ1ay, 3aTPyIHEHHOE COCAaHUE
WIH 3achillanue. J[aHHbIE CHMIITOMBI MOTYT YKa3bIBaTh HA CEPOTOHHHOBBLIN CHHIPOM MO0 Ha
CUHAPOM OTMEHBI. Bpemsi 10 BOBHUKHOBEHHUS U MPOJOIKUTEILHOCTD JaHHBIX CUMIITOMOB MOTYT
OBITH CBsI3aHBI C JJIUTEIBHBIM TEPUOJOM TOJYBbIBeACHUS (uryokceTnHa (4—6 mHEW) W ero

aKTUBHOT'O MeTaboanTa, HopdiayokceTnna (4-16 nuei).

JlakTanus
12
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MIIQZICHIICB HAa T'PYAHOM BCKapMJIMBAHUH OTMCYAJIUCH CIIyHYanl BO3HHUKHOBCHUSA HCKCIIATCIIbHBIX
aprneHui. [Ipm HEoOXOTUMOCTH TpUMEHEHHs (IYyOKCETHHAa KOPMIICHHE TpPYAbIO CIEdyeT
MIPEKPATUTh, JIMOO TPETYCMOTPETh BO3MOXKHOCTD IpuéMa 0oJiee HU3KUX /103 (PIyoKceTHHa.

DepTUILHOCTE

I[aHHbIe I/ICCJIG,Z[OBaHHfI Ha )KUBOTHBIX CBUACTCILCTBYIOT O TOM, UTO q)HyOKceTI/IH MOXET BJIIUATH
Ha KaueCTBO CIIEPMBI.

CornacHO COOOUIEHHSIM O HEXKENAaTEIbHBIX PEAKIUSAX, CBSI3aHHBIX C MPHUEMOM HEKOTOPBIX
CHO3C, y mroneli BIMSHUE HA KAYECTBO CIIEPMBI SIBJISIETCS 0OPaTUMBIM.

BrnusHue Ha pepTHIBLHOCT Y JIIOJeH He Ha0III0JaI0Ch.

4.7. BausiHMe HA CIOCOOHOCTH YNPABJISITh TPAHCNIOPTHLIMHU CPeICTBAMH U padoTaTh ¢
MeXaHU3MaMu

[Ipenapatr Ilpoduy3ak He OKa3bIBaeT HUKAKOTO BO3JEHCTBUS WM OKa3bIBAET MHUHHMAJIbHOE
BO3/ICHCTBHE HA CIOCOOHOCTh K BOYKACHHUIO ABTOTPAHCIIOPTAa U YIPABICHUIO MEXaHW3MaMH.
Hecmotps Ha TO, 4TO y 30pOBBI X JOOPOBOJIBLIEB HE OBUIO OTMEUEHO BIMAHUA (IIyOKCETHHA Ha
MICUXOMOTOPHOE MIOBEJIEHUE, Teparus JTIOOBIMU TICUXOAKTUBHBIMU NpenapaTaMi MOKET BIUATH HA
CHOCOOHOCTh K CYXJIEHHUIO, Pa3MBIIUICHUIO WM JBHUraTelbHbIC HaBbIKH. [larmeHtam cremyer
peKOMeH/I0BaTh M30€rarth CilIy4aeB BOXICHHMS AaBTOMOOWJIS WM YHPABJICHUS OIACHBIMHU
MEXaHHW3MaMH, 70 TeX MOp, MOKa OHU He OyAyT JAOCTaTOYHO yBEpEHBI B TOM, YTO Ipernapar He

OKa3bIBA€T HAa HUX BJIMSHUSI.

4.8. HexenaTrejbHbIe peaKkIuu

Pesrome mpoduiist 6e3onacHOCTH

HanbGomnee yacto oTMedaemble HEKeNIaTEIbHBIE PEAKIMH y MAIMEHTOB, MOJTYYaBIINX JIEUCHHUE
(1yOKCEeTHHOM, BKJIIOUAIOT B ce0sl TOJIOBHYIO 00JIb, TOIIHOTY, OECCOHHMILY, CI1a00CTh U AUAPEIO.
VHTEeHCHBHOCTD M 4acTOTa HEXKENATeNbHBIX PEAKIMi MOTYT CHUXKAThCS 10 MEpE MPOJOIDKCHHS
Teparnuu, MO3TOMY UX Pa3BUTHE HE BCET/Ia BEJCT K OTMEHE TEPAITUH.

B npuBenenHo# HIbKe TabIHIle PEACTaBICHBI HeXKeaTeIbHbIEe Peakllny, Ha0IogaeMble Ha OoHe
Tepanuu (ayokceTuHOM. HekoTopble U3 TaHHBIX HEXKENATeNbHBIX PEaKIUN BCTPEUAOTCs U MPH
npumenenun apyrux CHO3C.

[IpencraBnenHas ganee HHGOPMAIUS O YAaCTOTE HEXKENIATEIbHBIX PEaKLUil Oblla pacCuUTaHa Ha
OCHOBaHHMH KJIMHUYECKHUX MCCIICTOBAHU, MPOBOANBIINXCS IPU YYaCTHU B3POCIBIX NAIUEHTOB, a
TaKe CIOHTAHHBIX COOOIICHUH.

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIIUN

13
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Yacrora: oueHnpb yacto (> 1/10), gacto (ot >1/100, HO <1H'6');1-1|‘,E1;g1%'(3_{£§ llH'éGFO-l,_ A 'H<'E-L'/-'Zﬂ00),

peako (ot >1/10000, Ho <1/1000), yacToTa HEeM3BecTHA (HA OCHOBAHMH WMEIOIIUXCS JAHHBIX

OLICHUTHh HEBO3MOYXKHO).

Ouenn Yacro Heuacto Penxo YacroTa
4acTo HEM3BECTHA
Hapywenus co cmoponuvl Kposu u tumgamuyeckou cucmembl
TpomOoruToneHUs
Heiurponenus
JlelikoneHus
Hapywenus co cmoponvl ummynnou cucmemol
Anadunaktuueckas
peakius
ChIBOpOTOYHASA
00J1e3Hb
OHOOKpuHHbIE HApYULeHUs
Hapymenue
CeKpelnn
AHTUUYPETUUECKOTO
rOpMOHa
Hapywenus memabonuzma u numanus
CHuxeHne ['unonarpuemust
anmeruTa’
Icuxuueckue napyuienus
becconnuna | TpeBora JHenepconanu- ['unomanus
2 HepBo3Hoctb 3auus Manus
becniokoiictBo | [Ipunogusaroe TI"anmonmHanuu
Hanpsoxen- HACTPOCHHE Bo30yxnenue
HOCTb Diipoprueckoe [Ipuctynsl  maHuKuU
CHuxenue HaCTPOCHUE CrnyTaHHOCTB
mouo° AHOManbHOE CO3HAHUSA
Hapymenue MBIIIJIEHUE HNuchemust
CHa Hapymenue Arpeccust
HeoOprunsie oprasma®
cHOBHIeHUS"

14
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bpykcusm

JCNEOOBATENBHPCTE 0002)

CyuuunanbHbie

MBICJIHN n

noseaenne’

Hapywenus co cmoponul HepgHoli cucmemvl

['onoBHas Hapymenue [TcuxomoTopHas KonBynbscuu
6011b BHUMAaHHUS TUIIEPAKTUBHOCTH bykkoryoccanbHbIi
I'onmoBokpy- Juckunesus CUHJIpOM
JKEHHE Artakcus CepOoTOHHHOBBIM
Hucres3us Hapymenue CHUHJIPOM
Jleraprus paBHOBECHS AxaTtuzus
COHIMBOCTB' MuOKIOHUYECKHE
Tpemop Cy10pOTH
Hapymenus namsaru
Hapywenus co cmoponvl opeana 3penus
HeuyetkocTh Muapuas
3peHus
Hapywenus co cmoponul opeana cnyxa u rabupunma
[IIym B ymrax
Hapywenus co cmoponwl cepoya
VYuaménnoe KenynoukoBas
cepaueduenne apuTMHs,  BKJIIOYAs
VY nuHenue KEITYJOUKOBYIO

uHTepBana QT

TaXUKapauro TUIia

Ha (IHAPYIT»
AJIEKTpOKap-
TUOTpaMMe
(QTcF>450
mcek.)®
Hapywenus co cmoponwl cocyoos
«ITpumuBsI »° CHuxeHne Backynurt
apTepUaIbHOrO Bazonunaramus
JABIICHUS

Hapywenus co cmoponbl ObixamenbHOU cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeO0CmeHUs
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3eBoTa JuncnHos m %am';'TEnEH"" GTE0002]
HocoBrie BocnanurennHeie
KPOBOTECUCHUS Mpouecchl B JIETKUX
pa3IM4YHON
THCTOIIaTOJIOT NI

w/um hu6pos’

Kenyoouno-Kuuieunvie HapyuleHus

Huapes PBota Hucharus boanr B obOmactm
TomHoTa Hucnencus Kenynouno- MUIIEBOAA
CyxocCTbh BO PTy | KUIIEYHbIE

KPOBOTEUCHHUS

Hapymenuﬂ CO CNMOPOHbL nevYeHu u OfCEJZIlEGbZGOa}ZWMX nymeﬁ

Nnnocunkpaszu-

YEeCKUU IrelaTuT

Hapymenuﬂ CO CNMOPOHBL KOJHCU U NOOKONCHBIX MKAHEl

Coimp!? Anonenus AHTHOHEBPOTH-
Kpanusnauna CKJIOHHOCTE K | YECKUI OTEK
3yn 00pa3oBaHUIO DKXHUMO3
I'mneprunpos CUHSKOB doToceHcHOMIN3
XOJIOIHBIN ITOT anus
Hypmypa
MynbTrdopmMHas
spuTemMa

Cunapom CruBeHca-
J>xoHCcoHa
Toxkcuueckuit
SMUIEPMATBHBIN
HEKpoJu3 (CUHAPOM

Jlaitenna)

Hapymenuﬂ CO CNMOPOHbBI MleQQHOﬁ, CKeNlemHOU U COeOUHUMEIbHOL MKAHU

Aptpanrus ITonépruBanus Muanrus

MOBIIIILT

Hapywenus co cmopoHuvl nouex u Mouesvbi8o00sauux nymetl
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ITIO3bIBHI

HHIO ™

VYyarienurie

MOYEHCITyCcKa-

K

Husypus

‘Haf)l_vtﬂ[aﬁdhé IEINMERLA]

IS UL

MOYCUCITYCKaHUSA

3azep)kKka MOYHr

Hapywenus co cmoponvl penpo0yKmusHoU cucmembl U MOJIOYHBIX JCENe3

YECKUC

HI/DI]'4

IAKYJISIIUN

I'ugekonoru-

KpOBOTEYE-

OpeKTUIIbHAs

nuchyHKIUS

Hapymienue

15

CekcyanbHast

/:[I/Ic(byHKuI/I;{l6

lNanakropes
IN'unepnponaktu-
HEMU

IIpuanusm

[Tocnepono-
BbIE
KpOBOTEYE

HI/DI]'7

Obwue HapyweHus u peakyuu 8

mecme 86e0eHUs

Bsiocte!®

O3H00

Ouryiienue

O€ECIIOKOMCTBA

Henomoranne
Hapymenue
CaMOYYBCTBHS
Ouryuienue xoyoaa

Ouryienue xapa

KpoBousnusanus Ha

CJIIM3UCTBIX

Jlabopamophvie u uncmpymenmanvHvle OaHHble

CHmxeHue

MaccChl T€j1a

IloBbimieHuE
KOHIIEHTPaLHK1
TpaHCaMUHa3
IIoBoimieHue
KOHIIEHTPaLHK1
raMmma-
rIIyTaMunTpancge-

pasbl

! Bkmiouas anopexcuio

2 Biiouas paHHUE yTPEHHHE OO0y KIEHHs, HApyIlIeHHe 3aChIIaHus, HAPYIIEHHE CHA CPEIH HOUH

3 Bkioyas yTpaty JIHOHI0

4 Bxmrouas KOIIMapHBIC CHOBUIACHUA

® Bkioyas aHOPTra3MHIO

17
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YICHOBPEIUTENBCTBO, MBICIIY O WICHOBPEAUTEILCTBE, CYUIIHIATHHOE TOBEACHHE, CYUITUAATBLHEIC
MBICTTH, TOTBITKH CYWIIWJA, MPAuHbIE MBICIH, ayTOArpPECCUBHOE IMOBEACHHE. JTU CHUMIITOMBI
MOTYT OBITH 00YCIIOBJICHBI UMEIOIIIMMCS 3a00JICBaHUEM

" Bkmouast IOBBIIIEHHYIO COHTMBOCT M CeIaTUBHBIN Y deKT

8 Ha ocnosanuu pesynsratos DKI', momydeHHBIX NpU NPOBEAECHUH KIIMHUYECKHUX UCCIIE0BaHHIT
¥ Bxmouast «IpUIMBEDY Kapa

10 Bxmrouast aTenexTasbl, HHTEPCTULMATBHYIO OONE3Hb IETKNX, THEBMOHHH

11 Bxmrouas KpOBOTOUHBOCTB JECEH, TEMATOXE3MIO, KPOBABYIO PBOTY, KPOBSHUCTBINA KHIKHii
CTYJI, METIEHY, PEKTaIbHBIE KPOBOTCUEHUS, TeMMOparndeckast s3BeHHasi 00JIe3Hb JKeTyIKa

12 Bxmoyas spuTeMy, menyieHHe, MOTHHILY, SPUTEMATO3HYIO ChITb, (DOJUTHKYISAPHYIO CHIIb,
pPa3IUTYIO CHIllb, MAaKYJIE3HYIO CBhIllb, MAaKyJIO-TIAMYJIE3HYI CBhIllb, KOPEMOJO00HYIO CBIIb,
NAITyJIE3HYIO ChIIb, 3YSILYIO ChIllb, BE3UKYJIE3HYIO ChIlb, YMOMINKATBHYIO CHIIb

13 Bximoyas nonmakuypuio

14 Bxmiouas kpoBoTeueHMs ek MaTku, AUC(YHKIMIO MATKH, MAaTOYHBIE KPOBOTEUEHHS,
TCeHUTAIBHBIC KPOBOTEUYCHUS, MCHOMETPOPPATHI0, MEHOPPATHIO , METPOPPATHIO , TIOJTMMEHOPEIO,
MIOCTMEHOTIAY3aJIbHbIE KPOBOTEUEHUS, BATHHAIIBHBIC KPOBOTEUCHUS

15 Bxmouas oTcyTCTBHE OSKYNALMH, >AKYISTOPHYIO JUCOYHKIHIO, HPEKIEBPEMEHHYIO
ISKYIISIIHIO, 32/ICPIKKY ISKYIISIITUH, PETPOTPATHYIO ISIKYIISIIAIO

18 Yorna coxpaHseTcs mocie MpeKpaleHus JeueHus

17 O nanHO# HexenmaTenpHOH peakmuu coobmanock mpu Tepamun CHO3C/CHO3CH (cwm.
paszaensi 4.4., 4.6.)

18 Bkimoyas actrenuio

Onucanue OTAEILHBIX HEXKEIATEIbHEIX PEAKIIHI

Cyuyuolcyuyuoanvhvle Mblcau uiu KIUHUYECKOE YXYOuleHue

Coo01manocs o ciayyasx CyuIuAaIbHBIX MBICIECH U CYUIIMIATBHOTO MTOBEIeHUS Ha (POHE Teparuu
(JIyOKCETHHOM HJIM BCKOPE MOCIIE €ro OTMEHHBI (cM. pa3zaen 4.4.).

llepenomolr kocmeti

JlaHHBIE AMMJIEMHOJIOIMYECKUX MCCIEJOBAHUM, NPOBOAMBIIMXCS TJIABHBIM 00pa3soM cpeau
NanueHToB B Bo3pacte 50 JeT U crapiie, yKa3blBaloT Ha MOBBIIIEHNE PUCKA IIEPETIOMOB KOCTEH Y
narnuenTos, nonayvaomux CUO3C unn tpunuknndeckue antuaenpeccauTs! (TLA). [lpuunnsl,
BE/IyIlIME K TIOBBIIIEHUIO 3TOTO PUCKA, HE YCTAHOBJICHBI.

Cumnmomsl CUHOpOMA OMMEHbL, KOMOPbILL MO2YM HAOAI00AMbCA NpU 3a6epuieHul 1e4eHus

@nyoxcemurnom
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[Ipekparmenue npuema GiryokceTnHa oOBIYHO HEIEeT K ﬂﬂ';%ﬂ%%ﬁﬁﬁb@g tnenbe HaH6bmee

4acTO COOOIIAETCS O CIASAYIOMUX PEAKIIHSIX: TOJIOBOKPYKCHHE, CEHCOPHBIC HApYIICHUS (BKIFOYAs
nmapecTe3nu), HapyHIeHHs CcHa (BKJIIOYas OECCOHHHUIy U SPKUE CHOBHJICHUS), AaCTCHUS,
BO30YX/ICHHE WJIK TPEBOTA, TOITHOTA U/UJTU PBOTA, TPEMOP U TOJIOBHAsS OOJIb.

Kak mpaBuiio, yka3aHHbIC SIBJICHHUS UMEIOT JIETKYIO WJIM CPEIHIOK CTENCHb BBIPAYKEHHOCTH H
MPOXOJISAT CAMOCTOSITETTHHO.

OpnHako y HEKOTOPBIX MAIIMEHTOB OHU MOTYT OBITh 00Jiee BEIPaKECHHBIMU U TIPOJAOKUTEIHHBIMU
(cm. pasmen 4.4.). B cBsa3u ¢ 3THUM TanueHTaM, Oojiee HE HYXIAIMIMMCS B Teparuu
(bITyOKCETHHOM, pEKOMEHIYETCSl OTMEHSATH MperapaT MOCTENEHHO CHUXKast 103y (cM. pa3zaensl 4.2.,
44).

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX peakIUsiX I[0oClie pPETUCTpaluu
JIEKapCTBEHHOI'0 Tperapara ¢ 1efbio 00ecredeHns] HePepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«TI0JIb3a—PUCK» JIEKaPCTBEHHOTO Tpenapata. MeIuIuHCKUM pabOTHUKAM PEKOMEHIyeTCs
coolmiate O JOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEaKIHsIX JIEKapCTBEHHOIO Iperapara
yepe3 HallMOHAIbHBIE CHUCTEMbI COOOIIEHUS O HEXKEeNaTeJIbHBIX PEaKIMSIX roCyAapCTB—UICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccniickas @enepanys

®denepanbHas ciryk0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS

Anpec: 109012, r. MockBa, CnaBstHcKast miomanis, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKALIMOHHOM ceT «HTepHET»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3umpoBka

Cumnmombi

Crnyyau nepeno3upoBKU TOJIBKO (PIIyOKCETMHOM OOBIYHO XapaKTEPU3YIOTCS JIETKUM TEUEHUEM.
CHUMINITOMBI TIEPETO3UPOBKU BKIIIOYAIOT B CeOS TOIIHOTY, PBOTY, CYIOpPOTH, HapyLICHHS CO
CTOPOHBI  CEpJICYHO-COCYJIUCTOM CHUCTEMbl OT ACHUMIITOMAaTUYECKOM apUTMUU (BKJIOYas
ATPUOBEHTPHUKYJIIPHBIN PUTM U JKEITyT0YKOBYIO apuTMUI0) win n3meHenuit DKI', xapakTepHbIX
st yanuHeHust uHTepBaia QTc, A0 ocTaHOBKM cepala (BKIOYas OYEHb PEIKHUE Cilydau
JKETYJIOUKOBOM TaXMKapAUU TUIA «ITUPYIT»), HAPYLUICHUSI CO CTOPOHBI AbIXaTEIbHON CUCTEMBI U
npu3Haky n3meHeHHoro coctosiHus [THC ot Bo3Oyxnenus 1o kombl. Cirydau JIETATBHOTO UCX0/1a

BCJIE/ICTBUE NIEPETO3UPOBKH (PIIyOKCETHHOM OTMEYaJIUCh KpailHe peaKo.
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Tevenie (MOCNELOBATENLHOCTL 0002)

PexkomeHtyeTcss KOHTPOJIMPOBATh OOIIEe COCTOSIHME U CEPACUHYIO JIEATENbHOCTh, HApsAy C
IPOBEICHUEM OOIIMX CUMITOMATUYECKHX U TOJICPKUBAIOIINX MeponpusiTuid. Cnenuduueckuii
AHTUJOT Hem3BecTeH. D(HPEeKTUBHOCTh (POPCUPOBAHHOTO AUype3a, JAUaln3a, reMonepdy3uu u
nepeKkpECTHOM TpaHCc(y3uH HEBBICOKA. AKTUBUPOBAHHBIA yTOJIb, IPUMEHICMbI B KOMOWHAIIMH C
cOpOUTOIIOM, MOKET OBITH TaKXke MU 0ojee 3(p(eKTUBEH M0 CPAaBHEHUIO C BBHI3BIBAHUEM PBOTHI
WJIH TIPOMBIBAaHUEM JKETY KA.

[Ipu nedeHun mNeEpeO3UPOBKU CIEAYET YUUTHIBATh BIUSHUE NPUMEHEHUS HECKOJIbKHUX
JIeKapCTBEHHBIX NpenapartoB. [lannenTam, NpUHABIINM OOJIbIIOE KOJUYECTBO TPULUKINYECKUX
AQHTHUJETIPECCAHTOB, €CIIM OHU OJHOBPEMEHHO MPHHUMAIOT — WJIM B HEIAaBHEM BpPEMEHH
NpUHUMANU — (QIIyOKCETHH, MOKET MOTpeOoBaThCs Oosiee ATUTENbHBIA NepUOJl MEAULUHCKOTO

HaOJIFONEHU .

5.  ®APMAKOJIOITMYECKHUE CBOMCTBA

5.1. ®dapmakoaMHAMH4YeCKHe CBOICTBA

®apmakoTepaneBTuyeckas rpymnmna: [IcuxoaHanenTUKW, aHTHAETPECCAHTHI; CEJIEKTHUBHBIC
WHTUOUTOPBI OOPATHOTO 3aXBaTa CEPOTOHHUHA.

Kox ATX: NO6AB03

Mexanusm aeiicteus u hapMakoauHaMudeckue 3O hEKThI

[penapat IIpody3ak sSBAsIeTCS CEICKTUBHBIM MHTHOUTOPOM OOPAaTHOTO 3aXBaTa CEPOTOHHHA
(CUO3C), uro ompexaensieT ero MexaHusM jAeucTBHs. DIYyOKCETHH MPAKTUYECKH HE olsagaer
CPOJCTBOM K JpPyTUM pelentopaM, Hampumep, K ol-, a2- wu [B-agpeHepruyecKuM,
CEPOTOHMHEPTHYECKUM, T0aMUHEPTHICCKUM, THCTAMHUHEPTHIECKUM, MycKapuHOBbIM 1 [T AMK-

perenrTopam.

5.2. dapmakoKkHHeTHYeCKHe CBOiicTBa

Abcopbrs

[Ipu npuéMe BHYTpPh (IYOKCETHH XOpoIIo BcachbiBaeTcd. [IpuéM numm He BiIusSeT Ha
OMOOCTYITHOCTH TJAHHOTO Ipernapara.

Pacrnpenenenue

@yoKCeTUH B 3HAUMUTEIbHOW CTENEHHU CBsI3bIBaeTca C Oenkamu Iutasmbl (okosno 95 %) u
xapakTepusyercsi 6onpmmM 00béMoM pacnpenencHus (20-40 n/kr). YcroitunBas paBHOBECHAS
KOHIICHTpAalud B MJIa3M€ JOCTUTACTCA IMOCIIC anéMa npemnapara B TCHCHHUC HCCKOJIbKUX HCACIIb.
YceronunBas paBHOBECHAsI KOHLICHTPALMS IIOCJIE IPOJOJDKUTEIBLHOTO NPUMEHEHHMs Ipenapara

aHaJOTMYHA KOHIIEHTpaIu, HabmomaeMon Ha 4-5 Hezene npuéMa mpenapara.
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(NOCNEOQCBATENBEHOCTL 0002)

Buorpancdhopmarims

Hns  dayokceTHa XxapakTepHa HeNIMHEHHass ¢apMakokuHeTHka ¢ 3ddexkrom mepBoro
MPOXOXKACHHS Yyepe3 MeueHb. MakcuMallbHast KOHIIEHTPAIHSI B IJIa3Me KPOBU JIOCTUTACTCS Yepe3
6—8 uacoB mocie mnpuema mpenapata. dryokceTHH MeTabOIM3UPYETCS MPEUMYIIECTBEHHO
n3opepmenram CYP2D6 B medennm mnyTéM JEeMETHIMPOBAHHS 10 HOPQIIyOKCETHHA
(me3ameTunIIryOKCeTHHA).

DJIMMUHAIMS

[Tepnon momyBbiBeneHHsI (IIyOKCETHHA COCTaBIsieT OT 4 1m0 6 JHEH, TEpHOJ MOJTYBBIBEICHUS
HopduryokceTuHa — oT 4 no 16 muei. [loaTromy mpenapar oOHapy>KMBaeTCs B IIa3Me KPOBH B
Te4eHHEe 5—6 Helemb MOocie MPeKpalleHus Tepanui. BEIBOIUTCS (IIyOKCETHH MPEUMYIIECTBEHHO
noukamu (okoiio 60 %). O1yOKCETUH BBIACISIETCS C TPYIHBIM MOJIOKOM.

IToueunast He1OCTATOYHOCTD

[Tocne omHOKpaTHOTO TIpHieMa ()IYOKCETHHA y TAIMEHTOB C JIETKOW, CPeIHEH WM TSKEIOU
(aHypHs) CTEMEHBI0 TOYEUHOM HEIOCTATOYHOCTH (PapMaKOKMHETHYECKHE TapaMeTpbl He
NU3MCHSJIMCH 110 CPABHCHHUIO C TAKOBBIMU Y 3I0POBBIX ,Z[O6pOBO.HBI_I€B. O,Z[HaKO, IMMOCJIC ITIOBTOPHOI'O
MPUMEHEHHUS, MOXKET HaOII0aThCsl yIIIMHEHNE TJIaTO YCTOMUMBON PaBHOBECHOM KOHIIEHTPALIUU
mpernapara B Ija3Me KpOBH.

IleuéHoYyHAasI HEJOCTATOYHOCTD

[Ipn nedy€HOYHON HEAOCTATOYHOCTH (AJIKOTOJBHBIM LIMPPO3 MEUEHU) MEPUOJ IOTYBHIBEACHUS
bayokcetHa W HOP(MIyOKCeTHMHA yBenW4uBajicsad 1m0 7 w 12 gHed coorBeTcTBeHHO. [lpm
IIEYEHOYHON HEAOCTATOYHOCTH MOKET MOTPeOOBAaThCSI CHUKEHHE J103bI NIpenapara Uil 4acTOThI
ero npuéma.

JInna mosKmJioro Bo3pacra

q)apMaKOKI/IHeTI/I‘IeCKI/Ie IMOKa3aTcCJ/In 3A0POBLIX MAMCHTOB ITOKUJIIOTIO BO3pacTa COIMOCTaBUMBI C

moxasarcjiiMu INannucHTOB Ooiee MOJIOOOro BOo3pacTa.

6. ®APMAIEBTUYECKHUE CBOVCTBA

6.1. IlepeyeHb BcmoMoraTeJabHBIX BellleCTB

[enmromn03a MUKPOKpUCTAIITMYECKAS
Kpemuus auokcua KOJImouaHbINA
Maruus creapat

Cocrasn KariCyJbl: THTaHA JUOKCHU I, )KCIIATHUH

6.2. HecoBMecTHMOCThH

He npumenumo.
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6.3. Cpok rognoctu (CpoK XpaHeHH)

4 rona.

6.4. Oco0Obie Mepbl PETOCTOPOKHOCTH NMPHU XPAHEHUH

XpaHUTb B CYyXOM, 3alllMILIEHHOM OT CBETa MECTe MpH Temrieparype He Boite 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YNAKOBKH
[To 10 xarcyn B KOHTYpHYIO STYEHKOBYIO YIIaKOBKY M3 TUICHKHU TMOJUBUHUIXJIOPUIHON B (DOIBTH
QIIOMUHHUEBON. 2 KOHTYpPHBIE SIMEHKOBBIE YNAKOBKM BMECTE C MHCTPYKLMEW 110 IMPHUMEHEHUIO

MOMEIIAIOT B IAUKy U3 KapTOHA.

6.6. OcoOble Mepbl TNPEJOCTOPOKHOCTH TMPH  YHUYTOKEHHM  HCIOJH30BAHHOIO
JIeKapCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHBIX IOCjde TNPHMEHEeHHus:
JIEKApCTBEHHOI0 Npenapara, u Ipyrue MaHUIMyJISIHH C MIPenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

Poccns,

Ak1mmoHepHoe 00mecTBo «XuMuko-hapmanepruaeckuii komOuHat «AKPUXHWH»

(AO «AKPUXHH»)

142450, MockoBckast 061acts, r.0. boropoackuii, r. Crapas Kynasna, yn. Kuposa, 1. 29
Tenedon/dakc: +7 (495) 702-95-03

Anpec anekrponnoit moutsl: iInfo@akrikhin.ru

7.1. IlpencraBuTe b ep:KaTesis PerucTPaliMOHHOIO YAOCTOBepeHus Ha TeppuTopun Corosa

IIperen3uun norpedbuTeiel HANPABIATS 10 AJIPECY:

Poccus,

AkmmoHepHoe 06mecTBo «XumMuko-hapmanepruaeckuii komOuHat «AKPUXHWH»

(AO «<AKPUXHWH»)

142450, MockoBckast 061acts, r.0. boropoackuii, r. Crapas Kynasna, yn. Kuposa, 1. 29
Tenedon/dakc: +7 (495) 702-95-03

Anpec anekrponHoit moutsl: iInfo@akrikhin.ru
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8. HOMEP PETHCTPAIIMOHHOTO YIAQCTOBEPERVEE. - EATENEHOCTE 0002)

9. JATA HNEPBUYHOM PETUCTPALIMM (IIOJATBEPKIEHHUS PETUCTPALIMN,
HEPEPEI'MCTPALIUN)

JlaTa niepBoii perucTpanuu:

10. TJATA HEPECMOTPA TEKCTA

OO6mras xapakTeprCTHKa JIekapcTBeHHOTOo Tipenapara [Ipodiy3ak qoctynHa Ha ”HGOPMAITMOHHOM
noptane EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIMOHHO-KOMMYHUKAIIMOHHON CETH

«uTepuer» http://eec.eaeunion.org/
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	Сердечно-сосудистые эффекты
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	У пациентов, принимающих СИОЗС в комбинации с необратимыми неселективными ИМАО, отмечались случаи серьезных реакций, иногда с летальным исходом.
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	В редких случаях сообщалось об ассоциированном с приемом флуоксетина развитии серотонинового синдрома или злокачественного нейролептического синдрома, особенно при совместном применении с другими серотонинергическими средствами (в том числе содержащим...
	Мании
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	Кровотечения /Кровоизлияния
	При применении СИОЗС сообщалось об экхимозе, пурпуре и других подобных нарушениях, связанных с повышением кровоточивости. Об экхимозе сообщалось нечасто. СИОЗС и СИОЗСН могут повышать риск развития послеродовых кровотечений (см. разделы 4.6., 4.8.). Д...
	Судороги
	При применении антидепрессантов существует риск развития судорог. Поэтому, как и в случае других антидепрессантов, флуоксетин следует с осторожностью назначать пациентам, у которых ранее отмечались судороги. При развитии или учащении судорог терапия ф...
	Электросудорожная терапия
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	Флуоксетин, как мощный ингибитор изофермента CYP2D6, может привести к снижению концентрации эндоксифена, одного из самых важных активных метаболитов тамоксифена. Поэтому при терапии тамоксифеном применения флуоксетина следует избегать (см. раздел
	4.5.).
	Акатизия/ психомоторное беспокойство
	Применение флуоксетина приводит к развитию акатизии, которая проявляется субъективно неприятным или мучительным беспокойством и необходимостью постоянного движения, зачастую без возможности сидеть или стоять на месте. Чаще всего такие явления наблюдаю...
	Сахарный диабет
	У пациентов с сахарным диабетом лечение СИОЗС может приводить к изменению гликемического контроля. Во время лечения флуоксетином у пациентов с сахарным диабетом отмечалась гипогликемия, а после отмены препарата развивалась гипергликемия. В начале или ...
	Печеночная/почечная недостаточность
	Флуоксетин подвергается интенсивному метаболизму в печени и выводится почками. Пациентам с выраженными нарушениями функции печени рекомендуется назначать более низкие дозы флуоксетина, либо назначать препарат через день. При приеме флуоксетина в дозе ...
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	У пациентов, принимавших флуоксетин, сообщалось о возникновении кожной сыпи, анафилактических реакций и прогрессирующих системных нарушений, иногда серьёзных с вовлечением в патологический процесс кожи, почек, печени и лёгких. При появлении кожной сып...
	Снижение массы тела
	При применении флуоксетина у пациентов может наблюдаться снижение массы тела, однако, обычно оно пропорционально исходной средней массе тела.
	Синдром отмены
	При прекращении терапии флуоксетином часто развиваются симптомы синдрома отмены, особенно если прекращение терапии было резким (см. раздел 4.8.). В клинических исследованиях как в группе флуоксетина, так и в группе плацебо примерно у 60 % пациентов ра...
	Риск развития синдрома отмены зависит от нескольких факторов, включая длительность терапии, дозу и скорость уменьшения дозы. Наиболее часто сообщалось о головокружении, сенсорных нарушениях (включая парестезии), нарушениях сна (включая бессонницу и яр...
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