OBILIAA XAPAKTEPUCTUKA JIEK/

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

®dnyokceruH, 10 Mr, karncyibl.

®dnyokceruH, 20 MT, KarcyIbl.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByro1I1ee BEUIECTBO: (PIIyOKCETHH.

dayokcernd, 10 Mr, Karcyibl

Kaxnas xancymna conepxut (GiayokceTnHa ruApoxXJIopu, SKBUBaieHTHbIN 10 Mr (iyokceTnHa.

BemiectBa, Hajmuue KOTOPBIX HAJO YYUTHIBATh B COCTaBE JIGKAPCTBEHHOTO Iperapara: KpacuTellb
COJIHEUHBIN 3aKat KeNThIN (cM. pazzaein 4.4).

duyokcernd, 20 Mr, Karcyibl

Kaxnas xancymna conepxut (GpayokceTnHa TUAPOXIOPU, SKBUBaTIeHTHBIN 20 Mr (iryokceTHHa.

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIHICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynsi.

@ayokceruH, 10 Mr, Kancyssl
Kopnyc u kpblledka Karcymsl )KeIToro BeTa, HEIpO3payHbIe.
TBepable xkenaTHHOBbIE Karncyisl Ne 2.

diyokcerrH, 20 MT, KarCyJibl
Koprtyc u kpbliedka Karncyssl 6e10-KeaToro BeTa, Hepo3payvHbIe.
TBepaple jxemaTuHOBBIE Karcybl Ne 2.

CopepxumMoe Karcyi — MOPOIIOK OeI0ro WM MOYTH OeNoro IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

DIyOKCeTHH MOKa3aH K MPUMEHEHHIO Y B3POCIBIX B Bo3pacte OT 18 yer.

e bompmme ACMIPECCUBHBIC OITU30/1bI;

e O0ceccHBHO-KOMITYIbCUBHOE PaCCTPONUCTBO;

e HepBHas OynuMmus (Kak JOMOJHEHHWE K ICUXOTEPANUU JJIsl YMEHBIIEHUS HEKOHTPOIUPYEMOTO
yHOTpeOIeHUS MHILN).

4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMeEHEHHU s

PexxuM no3upoBanus

@DyoKCEeTUH MOYKHO IPUHUMATD OJIMH pa3 B JIeHb JIMOO HECKOJBKO pa3 B IEHb B BUJIE Pa3/I€IEHHBIX
7103 — BO BpeMs WJIH B MepephIBaX MeXAy NpUeMaMy NUIIK (HE3aBUCUMO OT MpueMa MHIIN).
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TEUYEeHUE HECKOJIbKUX Hezlenb. ClieyeT yuuThIBaTh JaHHBIN (DaKkT nIpy Ha3HAYCHUU WK 3aBEPUICHUN
Tepanuu.

bonvuue oenpeccusnuvle s3nuzo0wi

Jlis B3pOCibIX MALMEHTOB M NAIlMEHTOB IOXKUIIOIO BO3pacTa PEKOMEHJIOBAHHAs CyTOYHAs /1032
coctaisier 20 mr. Ilpm HeoOxomaumocTu B TedyeHue 3—4 Henenb MOCIe Havyajla TEpanud U B
JadbHEHIIeM MpU HaIMYMM HAa TO KIMHUYECKHUX MOKa3aHUIl /1032 MOXXET ObITh MEpPEecCMOTPEHa U
CKOppekTupoBaHa. HecMOTpsi Ha NOTEHUMAIbHBIH PUCK [OBBILIEHUS YaCTOTHl Pa3BUTHS
HEe)KEJIATeNbHbIX PeaKUUil NpU YBEIMYEHHUU J103bl, Y HEKOTOPHIX MALMEHTOB NPU HEAOCTATOUHOM
OTBETE Ha Tepanuio Ha ¢oHe MpUMEHEHH npenapara B 03¢ 20 Mr, 1032 MOXKET ObITh MOCTETIEHHO
yBeJIMYEHa 10 MakcuManbHOM — 60 mr (cMm. pasgen 5.1). Koppekuuio n03bl ciegyeT NpoBOAUTH
OCTOPO’KHO, HA OCHOBAHUH IOTPEOHOCTEH KaXKIOr0 OTAEIBHOIO IMAlMeHTa TAKUM 00pa3oM, 4TOObI
HaIUEHT NPOJI0JDKAJ [0JIy4yaTh MUHUMAIIbHYIO 3 (GEKTUBHYIO 103Y.

Jns AOCTMXKEHUsSI CTOMKOM PEMHUCCHM NPOJIOLKUTEIBHOCTh IMEPUOJa TEpaluu Yy CTPaJarolInX
JENPeCCUeil MalMeHTOB J0JKHA COCTABISATh HE MEHee 6 MECSLIEB.

Obceccu8HO-KOMNYIbCUBHOE PACCMPOUCTEO

Jl7is B3pOCTBIX MAIlMEHTOB U MAlMEHTOB MOKWJIOTO BO3pacTa PEKOMEHJOBaHHAsl CyTOYHAas 032
cocrapisier 20 mr. HecMoTpss Ha TOTCHIIMAIBHBIM PUCK TOBBIIMICHUS YaCTOTHI Pa3BUTHUSA
HEeXKeNaTEeNbHBIX PeaKUuil MpU YBEIWYEHHH JI03bl Y HEKOTOPBIX MallMEHTOB MPU HEAOCTATOYHOM
OTBETE Ha TEpamnuio npu npueme 1036l 20 Mr B Te€UEHUE 2 HEJENb J03a MOXKET OBITh MOCTENEHHO
yBeJIMYEHA 10 MaKCHUMallbHO# — 60 mr.

B canyuae orcyrcTBus ynyudmieHus B TeueHue 10 Henenp Tepanuio (PIyOKCETUHOM CIEAyeT
nepecMoTpeTh. IIpu 1OCTHKEHHH XOpOLIEro TeparneBTUYECKOIo OTBETa JICUEHHE MOXKET ObITh
MIPOJOJDKEHO C WCIIOJNIb30BaHUEM JO03bI, CKOPPEKTHPOBAaHHOW Ha OCHOBAaHWUHM WHIAWBHIYAITbHBIX
norpeOHocTel nanuenTa. HecMoTpst Ha 0TCyTCTBHE CUCTEMAaTUUECKUX UCCIIE0BAHHUM, OTBEYAIOLINX
Ha BOIIPOC O MPOJOJDKUTEIILHOCTH Tepanuu (IIyOKCETHHOM, CJIEeIyeT OTMETHTh, YTO 00CECCHBHO-
KommynbcuBHOe paccrpoiictBo (OKP) — 53T0 XpoHuyeckoe 3a0ojeBaHMe, W Yy MAIMEHTOB,
OTBEYAIOIIMX Ha TEPaINUio, MMEET CMBICT IPOJOJKATh JICYeHHWEe Ha TPOTSHKEHWH Ooyiee ueM
10 nenens. Koppekiuio 1036l cielyeT NPOBOAMTH OCTOPOXKHO, HA OCHOBAaHMM WHAWBUIYaJIbHBIX
MOTpeOHOCTEN MalMeHTa TaKUM 00pa3oM, 4TOObI MAIMEHT MPOJOJIKAJI MOJydyaTh MUHUMAJIbHYIO
spdexTuBHyI0 103y. Ilepuoanyecku cienyer NMPOBOAMTH NEPEOLIEHKY HEOOXOAMMOCTH TEpaIHH.
[TanmeHTam, y KOTOPBIX OTMEYAeTCsl XOPOILIMA OTBET Ha (hapMaKOoTeparuio, HEKOTOPHIE Bpadu
PEKOMEHAYIOT OJHOBPEMEHHOE TIPOBEJCHHE IMOBEIECHUECKOW IcuxoTepanuu. DPpPeKTUBHOCTD
¢dayokceTHHa B OT/aleHHOM niepuoje (Oonee 24 nenens) npu seuennn OKP npoaemoncTpupoBana
He ObLa.

Hepeunas oynumus

Jlist B3poCTbIX MALMEHTOB M MAaIlMEHTOB IMOXKMWJIOI0 BO3pacTa PEKOMEHJIOBaHHAs CyTOYHas /103a
cocraBiasier 60 wmr. Ilpu HepBHOW OynumMuu d>PQPEKTUBHOCTb B OTAAJEHHOM IEPHOJE
(Oonee 3 Mecs1eB) MPOAEMOHCTPUPOBAHA HE ObLIA.

Bce noxazanus

PexoMen0BaHHas 1032 MOKET OBITh CHIDKEHA WM yBenndeHa. CUCTeMaTUYeCKOe U3yUeHHUE JI03bI,
npeBbIaroIieit 80 Mr/CyTku, He MPOBOAMIOCH.

Oco0nie T'PYIIIBI HATWMCHTOB

HauueHMbl nooaicun0co so3pacma

YBenuueHnue J03bl CIENYET IMPOBOAUTH C OCTOPOKHOCTBIO; B LIEJIOM CYTOYHas 1034 HE JOJDKHA
npesbimath 40 Mr. MakcumarnbHas peKOMEHJ0BaHHast 103a cocTaBisieT 60 MI/CyTKH.
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(NMOCTNEOOBATENBHOCTE 0001)

Ilayuenmul ¢ Hapywenuem Qyukyuu nevenu

[TarmeHTaM ¢ ME4YEHOUHOW HENOCTATOYHOCTHIO IPENapaT Ha3HA4YarOT B CHUIKEHHOW [103€ WIH CO
CHWKEHHOM yactoToi (Hanmpumep, 20 Mr yepes eHb). JlaHHbIe peKOMEHIAITNN TAKKE OTHOCATCS U K
MalUEHTaM, TPUHUMAOLIMM CONYTCTBYIOIIME IPENApaThl, NOTEHUUAIBHO B3aUMOIECHCTBYIOIIUE C
npenaparoM DiyokceTHH.

CHUMIITOMBI CHUHApPOMA OTMCHBI, OTMCYACMBIC ITPH MMPEKPANICHUH TCPpAIlIMU IIperiapaToM q)JIVOKCCTI/IH

Crnenyetr uzberaTh pe3KOro MpekpalleHus npuema npemnapara. YToObl CHU3UTH PHUCK Pa3BUTHS
CHUHJPOMa OTMEHBI, IPU MPEKpAIICeHUH Tepanuu npenaparoM DIyoKCETHH 03y CIEAyeT CHUXKATh
MMOCTENIEHHO, KaK MUHUMYM B TeueHue 1-2 Henenb (cMm. pasnensl 4.4 u 4.8). B cinydae pa3Butus
HEMEPEHOCUMBIX CUMIITOMOB IIOCJIE CHIDKEHHS J103bl WJIM IOCJE MPEKpaAlICHUs JICUCHUS CIEAYyeT
BO300HOBUTH IIPUEM IIperapaTa B paHee Ha3HAuUeHHOM 103e. B nanbHeiieM Bpau MOKET Ha3HAYUTh
0oJiee TOCTETIEHHOE CHIKEHUE JI03bI.

Cnoco0 mpuMeHeHus

Jlnst mpuema BHYTpb.
4.3. IlpoTuBOMOKA3aAHUS

® TUIMEPUYYBCTBUTEIBHOCTh K (DIYOKCETHHY H/WIM K JIOOOMY K3 BCIIOMOTAaTENbHBIX BEIIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1;

e JleTCKUiA Bo3pact 10 18 jer;

® OJIHOBPEMCHHBI IPHUEM HEOOPATHMBIX HECEJICKTHUBHBIX HMHTHOMTOPOB MOHOAMHHOKCHIA3bI
(MMAOQO), nannpumep, uniponuasuja (cM. paszaeinst 4.4 u 4.5);

® OJHOBPEMEHHBIH TPUEM  METOINpOJIOia, HCIOJB3YEeMOro  JUIsl  JICUCHHUS]  CEpACUYHOMN
HEJI0CTaTOYHOCTH (CM. paszaein 4.5).

4.4. OcoOble yKka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NIPH NIPUMEHEHUH

CVI/IHI/IZ[/CVI/IHI/IHaJIBHBIe MBICJIHW WJIHN KIMHHYCCKOC YXYAINICHHUEC

HGHPGCCI/HI CBsA3aHa C MOBBIIICHHBIM PHUCKOM BO3ZHUKHOBCHHA CYHMIUAAIbHBIX MI)ICJ'ICI\/'I, MMPUYNHCHUA
Bpcaa cebe (‘IHCHOBPCI[I/ITCJIBCTBEI) U CynnuJaJIbHBIX SIBIICHUIA. J_—[aHHHﬁ PUCK COXPAHACTCA 10
HAaCTYIJICHUA CTOMKOM PEMUCCHUU. Tak xak B TedeHHE MNEPBBIX HECKOJBKUX HCACIL JICUCHUSA
YIIYUHICHUE MOXKET HEC BO3BHUKHYTD, HGO6XO)II/IM TIlIaTeHBHLIﬁ MOHUTOPUHT CO CTOPOHELI JICHAIICTO
Bpayda BIUIOTb A0 YIYYIICHHA COCTOSAHUS MAllUCHTA. Kak nmoka3siBaeT KIMHHYECKAS IMPpaKTHUKa, pUCK
Cyrnniyuia Ha paHHUX CTAAUAX BbI3TOPOBIICHUS MOXKCT ITOBBIIATHCA.

Jpyrue ncuxuarpuueckue 3a00J1eBaHus, ISl JIEYEHUs KOTOPhIX Ha3HavyaroT npenapar OiyoKCeTHH,
TaKXe MOTYT OBITh CBsI3aHbI C TIOBBIIIEHHBIM PUCKOM CYMIIUJANbHBIX siBJIeHUN. KpoMe Toro, 1anHble
3a00J1€BaHUs MOTYT COIIYTCTBOBATh OOJIBIIOMY JIEIIPECCUBHOMY paccTpoicTBy. Ciie10BaTeIbHO, IPU
JICUEHUH TAIMEHTOB C JPYTUMH ICUXMATPUUECKUMH 3a00JIEBaHUSAMM CIEyeT MPOSBIATH TY K€
OCTOPO’KHOCTh, YTO U IIPU JICUEHUU MALIMEHTOB C OOJIBLINM JIEIPECCUBHBIM PACCTPONHCTBOM.

HaI_II/ICHTBI C CynnuJaJIbHbIMU SABJICHUSMH B dHAMHE3C, IBHO MMPOABIIAOIINC CYHTTHAAJIbHBIC MBICIIN
A0 Haydajla TEpalrv, OTHOCATCA K TI'PYNIIC IOBBIMICHHOTO PHCKAa BO3HUKHOBCHHA CYMIHAAJTIbHBIX
MBICTICH WU CYHUIIUIAJIBHOTO TTIOBCACHUA. I[aHHBIe ManucHTbI BO BPEMA HNPOBCACHUSA TCpalnnu
JOJIDKHBI HAXOAUTHCS IO THIATCIIbHBIM Ha6J'IIOJIeHI/IeM.

MeraaHanu3 HJIaI_IC60-KOHTp0JII/IpyCMBIX KIMHUYCCKUX I/ICCJ'IC,Z[OBE[HI/II\/’I AHTUICTIPCCCAHTOB,
MPUMCEHACMBIX IJIA JICYHCHUA IICUXUATPHUICCKUX 3a00JIeBaHUI Y B3POCJIBIX IMAIMEHTOB, IMTOKAa3aJj, 4YTO
Cpcau MalrucHTOB MOJIOKE 25 ner MPUMCHCHUC aHTUICTIPCCCAHTOB CBA3aHO C IMOBBIICHHBIM PUCKOM
CYHIIUAAJIBHOTO MMOBEACHUSA IO CPABHCHUIO C MAMUCHTAMHU, ITOJTYy4YaBIIUMHU nnaue60.

HCO6XO,[[I/IMO OpOBOAUTH THIATCIBHOC Ha6J'IIOIICHI/IC 3a MHNaluCHTaMH, B YaCTHOCTH H3 TPYHIIbL
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BpeMs MOCHEAYIOMMX H3MEHEHUM n03bl. [lanMeHTsl (a Takke Jula, yXaKUBAIOUIUE 32 HUMH)
JOJKHBI OBITh MPEAYIPEkKACHBI 0 HEOOXOMMOCTH OTCICKUBAHUS JTIOOBIX KIIMHUYECKUX YXYIIICHUN
COCTOSIHMSI, KOHTPOJS BO3HMKHOBEHHUS CYUIUIAIBHOTO TOBEACHHUS WJIM MBICICH U HEOOBIYHBIX
W3MEHEHUH B TMOBEACHMM, M JOJDKHBI HEMEUIGHHO oOpaliarbes K JiedalemMy Bpady IMpu
BO3HUKHOBEHUH JAHHBIX CUMIITOMOB.

Cepuaeuno-cocyaucrbie 3G HeKTsI

[Tpu npueme ¢iryokceTHHa MOXET HMPOUCXOIUTh yiuimHeHne uHTepBaiga QT, a Taxke BO3MOXKHO
pa3BUTHE KETyJOUYKOBONH apUTMUHU WU KETYJOYKOBOM TaxHKapIWU THUIA IIUPYIT», O KOTOPBIX
COO0IIATOCH B TIOCTPETUCTPAIMOHHOM Tiepuoze (cM. pasaensl 4.5, 4.8, 4.9). OnyokceTuH cleayer
MPUMEHSTh C OCTOPOYKHOCTHIO MAIMEHTaM C BPOKJICHHBIM CHHJIPOMOM yanuHeHus untepsaina QT,
OpU HAIMYMM B aHAMHE3€ YKa3aHWH Ha YBEIUYEHHUE MPOJODKUTENbHOCTH uHTepBaima QT y
POJICTBEHHUKOB TMAllME€HTa, NpPHU JAPYTUX KIMHUYECKHX COCTOSHMSIX, Ipelpacrojaraiimx K
Pa3BUTHIO AapUTMHUH (HAIpUMEp, TMPU THUIOKATHEMHUH, THIIOMAarHUEMUH, OpaJuKapaud, OCTPOM
uH(papKkTe MHOKapjaa, IEKOMIECHCHUPOBAHHOM CEpJeYHON HEJOCTAaTOYHOCTH), MPH MOBBIIICHHON
SKCHO3UIMHU (DIyoKceTnHa (HAmpUMep, NPH CHIDKEHHOHW (YHKIMM TI€YeHH), a TaKkKe IpH
OJTHOBPEMEHHOM IPHEME JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE MOTYT CIIPOBOILIMPOBATH YAJTUHEHUE
uaTepBasia QT u/unu pa3BUTHE KEITYAOIKOBONW TaXHKAPIUU THITA «ITHPYIT» (CM. pasnen 4.5).

[TaruenTam co cTabUIBHBIM TEUEHHUEM 3a00JIeBaHUS cepAlla HE00X0JUMMO IPOBOAUTH UCCIIEOBAHNE
anekTpokapauorpammel (OKI') mepex Hagamom Tepanuu GIryOKCETUHOM.

[Tpu pa3BuTHH NPU3HAKOB APUTMHUH BO BpeMs TEpaIUu IPHEM (IIyOKCETHHA CIIEAYET NPEKPAaTHTh U
nposectu ucciuenosanue JKI'.

H606DaTI/IMHe HCCCJIICKTUBHBIC I/IHFI/I6I/ITODH MOHOAMHWHOKCH1A43bI (HaHDI/IMeD, I/IHDOHI/IaL’»I/II[)

VY nmanueHToB, MPUHUMAIOIINX CEJICKTUBHBIC MHTUOUTOPBI 00paTHOTO 3axBaTa cepoTonnHa (CMO3C)
B KOMOHMHaIuu ¢ HeoOpaTUMbIMU HeceneKTuBHbIMU HMMAOQO, oTMedanuch ciiydad Cepbe3HBIX
peaKuii, HHOT/1a C JISTAIBHBIM HCXOIOM.

JlaHHbIE Clyyan XapaKTepU30BAIHMCh MPU3HAKAMU, HAOMUHAIOIIMMU CEPOTOHUHOBBIM CHUHAPOM
(KOTOpBII MOKHO MEPENyTaTh CO 3JI0OKAY€CTBEHHBIM HEHUPOIENTHYECKUM CUHIpOoMOM). [larnentam,
y KOTOPBIX OTMEYAIOTCSl TaKue PEaKIMH, MOXKET ObITh Ha3HauYeH LUIMPOTeNTaauH WIH JTaHTPOJICH.
CumnTombl JIeKapcTBeHHOTO B3aumojeiictBus ¢ MMAQO BxmowaioT B ce0s: TUIEPTEPMHUIO,
PUTHIHOCTb MBIIII, MHUOKJIOHYC (MHOKJIOHUYECKHE CYyJIOpOTH), PACCTPOIICTBa BereTaTHUBHON
HEPBHON CHCTEMBI C BO3MOXXHBIMH ObICTphIMHU KoyieOaHusaMu AJ[ m UCC, a Ttakxke U3MEHEHHUS
MICUXUYECKOTO COCTOSIHUS, BKJIIOUAIOIIME CIYTAaHHOCTh CO3HAHUS, pa3IpaXUTEIbHOCTh H
Yype3MepHOoe BO30YKEHHUE, TPOTPECCUPYIOLIEE 10 COCTOSIHUS NE€TUPUS U KOMBI.

Taxum 06pa3oM, (h1yoKCeTHH MPOTUBONOKA3aH B KOMOMHAIIMM C HEOOPATUMBIMU HECEIEKTUBHBIMU
NUMAO (cMm. paznen 4.3). BenencrBue Toro, 4ro aeidcTBUe HEOOpaTUMbIX HeceneKTuBHbIX UMAO
COXpaHseTCs B T€UEHHUE 2 Henlelb, Tepanuio (IyOKCEeTHHOM CleyeT HauyMHaTh HE paHee, YeM I10
MPOLIECTBUM 2 HEAENb IOCIe OTMEHbl Tepanuu HeoOpaTUMbIMH HeceneKTUBHBIMU MMAO.
AHaJIOTHYHBIM 00pa3oM Tepanuio HeoOpaTUMbIMH HecelneKTUBHBIMU IMAO crefyer HauuHaTh He
paHee, ueM uepe3 5 HeZlelb 110CIe OTMEHBI (PIIyOKCETHHA.

SIBIeHUS, CXOXKHE MO CHMITOMATHKE C CEPOTOHMHOBEIM CHHAPOMOM MM 3J0KAYECTBEHHBIM
HEHUPOJICONTHISCKUM CUHIPOMOM

B penkux cnyyasx cooOmanock 00 acCOUMUPOBAHHOM C TpUeMOM (DIYyOKCETHHA pPa3BUTHUU
CEepOTOHMHOBOTO CHHIPOMA WJIM 3JI0KAY€CTBEHHOTO HEHPOJIENITUYECKOTO CUHIPOMa, OCOOEHHO MpHU
COBMECTHOM MPUMEHEHUH C JAPYTUMH CEPOTOHHHEPTHYECKUMH CpeAcTBaMH (B TOM HHCIE
conepxammmu L-tpuntodan) u/unm Helponentukamu (cM. pazaen 4.5). Tak kak 3TH CHHIPOMBI
MOTYT MPUBECTH K KU3HEYTPOKAIOIIUM COCTOSIHUSIM, TEPAIUI0 (DITyOKCETUHOM CJEeyeT MPEKPATHTh
B ClIy4ae COUETAaHUS TAaKUX CUMIITOMOB, KaK TUTIEPTEPMHUSI, PUTUTHOCTH, MUOKJIIOHYC, PACCTPONCTBA
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CO3HaHUS, pa3ApaKUTEILHOCTh, KpaifHee BO30Y)XKICHHE C BO3MOXKHBIM Pa3BUTHEM JETHPHUSI U KOMBI,
Y Ha3HAYUTh HEOOXOAUMYIO CUMIITOMATHYECKYIO TEPAIHIO.

Manun

AHTHIIETIpECCAaHThI ~ HEOOXOIUMO  TPUMEHATh  C  OCTOPOXXKHOCTBIO  MAaIlMeHTaM  C
MaHUSMU/TUTIOMAaHUsIMA B aHamHe3e. [lpuem (¢ayokceTuHa, Kak © J000OTO JAPYroro
aHTHJICTIPECCAaHTA, HEOOXOIMMO MPEKPATHTh, €CITU MAIIMEHT HAXOAUTCS B MAHUAKAIbHOM COCTOSTHHH.

KDOBOTC‘-ICHI/ISI/ KDOBOI/I3HI/I$IHI/ISI

ITpu npumenennn CHO3C coobmianock 00 SKXHUMO3€e, ypIType U IPYruX MOJA00HBIX HAPYIICHHSX,
CBSI3aHHBIX C TOBBIIICHHEM KpOBOTOYMBOCTH. OO0 3kxmmo3e coobmanock Hedacto. CHO3C wu
CEJICKTUBHBIC MHTHOUTOPHI 00paTHOro 3axBara ceporoHnHa u HopanpeHanmnHa (CMO3CH) moryt
MOBBIIIATh PHUCK Pa3BUTHUS TMOCIEPOJOBBIX KpoBoTeueHuit (cm. pazuenst 4.6, 4.8). pyrue
reMoppartueckue sBJieHus (HalpuMmep, TMHEKOJIOIMYeCKUe KPOBOTEUEHHUS, KTy JOUHO-KUIIIEUHbIE
KPOBOTEUCHHSI, TIOJIKOXKHBIC KPOBOU3IUSHUS M KPOBOTEUYCHUS CIM3UCTBIX 000JIOYEK) OTMEYAIIUCh
peako. HeoOxonuMo mMposIBIATH OCTOPOXKHOCTH MPH Tepanuu (IyOKCETMHOM, B YaCTHOCTHU
MalUeHTaM C COMYTCTBYIONIEH Tepanueld TMepopaibHBIMA AHTHKOATYJISIHTAMU W JIPYTUMU
npernapaTamy, BIMSIOIMIMMUA Ha (QYHKIHUIO TPOMOOIUTOB (HAapUMEpP, C TAKUMH aTHUIHYHBIMH
AHTUIICHXOTHYECKUMHU CPEJICTBAMHU, KaK KJIO3amuH, ¢ (CHOTHA3MHAMHU, C OOJBIIHMHCTBOM
TPUIMKIMYECKUX  aHTUACTIPECCAHTOB,  AlETUJICAIULUIOBON  KUCIOTOW,  HECTEPOUTHBIMU
IIPOTUBOBOCIIAJIUTENILHBIMYU TIpENapaTaMu), a TakKe C COMYTCTBYIOIIEH Tepamueil mpernaparamu,
KOTOpBbIE MOTYT MOBBICUTH CKJIOHHOCTh K KPOBOTEUEHHSM, U MAI[EHTaM C KPOBOTEUCHUSIMHU B
aHamHese (cM. pasnen 4.5).

Cynoporu

[Ipn nmpuMeHEHUM aHTUIEMPECCAHTOB CYIIECTBYET PUCK pa3BUTHsS cyaopor. I[lostomy, kak u B
cllydae Jpyrux aHTHCTIPECCAHTOB, (PIIYyOKCETHH CJIEIYeT C OCTOPOKHOCThIO Ha3HAYATh MAI[UEHTaM,
y KOTOPBIX paHee OTMEYaIHCh cyaopord. llpu pa3BUTHM WM YyYalleHUH CYAOPOT Teparus
(bIyoKCeTMHOM JOJDKHA OBITH MpekpaiieHa. Tepanuio (IyOKCEeTHHOM HE CleqyeT Ha3HauyaTh
MalKUeHTaM ¢ HecTaObuiIbHOM snuierncueid. [larmenTam ¢ KOHTPOIUPYEMO STTUIICTICHEN HE0OXO0IUMO
THIaTeNnbHOE HabmoaeHue (cM. pazaen 4.5).

DIEKTPOCYAOPOKHASA TEPATUI

VY nanuMeHToB, MOJIyYarOMIUX 3JIEKTPOCYAOPOXKHYIO TEpaIuio, IpU NMPUMEHEHUH (IIyOKCEeTHHA B
pPEAKUX CIydasX OTMEYaJUCh MPOJOJDKUTENbHBIE CYAOpPOXKHBIE MNpunagku. PexomeHnnyercs
HPOSIBJISITH OCTOPOKHOCTH MPH TE€PANUU (IIyOKCETUHOM Y TaKUX MalUEHTOB.

Tamoxkcuden

@dyoKceTHH, Kak MOIIHBIH MHruOuTop mM3opepmenta CYP2D6, MoxeT MpHUBECTH K CHHIKEHHIO
KOHIEHTPALlUU 3HJOKCU(EHA, OJHOTO U3 CaMbIX BAXKHBIX AKTHUBHBIX METAa0OJIMTOB TaMOKCH(EHA.
ITosToMy mpu Tepanmuu TamMOKCU(EHOM NpUMEHeHHs (IyoKceThHa cleayer u30erarb
(cm. paznen 4.5).

AKaTU3UA/IICHXOMOTOPHOE OECIOKOUCTBO

[Ipumenenue (ayokceTuHa MPUBOIUT K Pa3BUTHIO aKaTHU3UHU, KOTOPAsl MPOSIBISETCS CyOBEKTUBHO
HEMPUATHBIM WIH MYYUTEIbHBIM OECHOKOHCTBOM M HEOOXOIMMOCTBIO TMOCTOSIHHOTO JIBUXKEHHS,
3a4acTyro 0e3 BO3MOXKHOCTH CHJETh WU CTOSATh Ha MecTe. Hallle Bcero Takue siBJIeHUs HaOII0JaroTcs
B IIEPUOJ IIEPBBIX HECKOJIBKUX HEJENb JICYCHUS. Y TAMEHTOB C JaHHBIMY CUMIITOMaMH ITOBBILLICHHE
71036l (PITyOKCETHUHA MOXKET UMETh HETaTUBHBIE MTOCIIECTBUS.

CaxapHblii quader

Y mammenToB ¢ caxapHeiM guabetrom sedenne CHUO3C MoxeT NpUBOAUTh K H3MEHEHHUIO
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OTMeYanach TMIIOTJIMKEMHS], a MOCJIe OTMEHBI Ipenapara pa3BUBAJIACh TUIlEpriauKeMus. B Havane
WM TIOCTIE OKOHYAHUS JIUeHUs (PIIyOKCETMHOM MOXKET MOTPeO0OBaThCS KOPPEKIMs J03bl HMHCYIHNHA
W/WJH TUTIOTJIMKEMUYECKHUX TIPErapaToB i IPHeMa BHYTPb.

IleyeHnoyHas/moveyHas HEAOCTATOYHOCTH

@DIIyOKCEeTUH TMOJBEPracTcsi MHTEHCUBHOMY METa0OJM3MYy B II€YEHHM M BBIBOJUTCS IOYKAMHU.
[TaneHTam ¢ BBIpaXXEHHBIMHM HAapyLIEHUAMHU (DYHKIUHM IEUYEHH PEKOMEHJyeTCsl Ha3HadaTb Ooliee
HU3KHE 710361 (UIyOKceTHHa, 1100 Ha3HauyaTh mpemnapar 4yepe3 JeHb. [Ipu npueme diayoxceTnHa B
no3ze 20 Mr/cyT Ha HpPOTSDKEHHM JIBYX MECSLEB Yy MALMEHTOB C IOYEYHOW HEI0CTaTOYHOCTHIO
Tsokenor crenenu (kiaupeHc kpeatnHuHa (KK) < 10 ma/muH), HyKIalOIMXCS B TeMOAMAIN3E, HE
ObUIO BBISBJICHO OTJIMYMN KOHLEHTpauuu (BayokceTHMHa M HOP(IyoKCeTHHA B IIa3Me€ KPOBH I10
CPaBHEHHMIO C AIIMEHTAMU U3 KOHTPOJIBHOM IPYIIbI ¢ HOPMAJIbHON MOYEYHOH (QYHKIIUEH.

KoxHasl ChIllb U alJISpruUecKre peaKnu

Y nanueHToB, MPUHUMABIIUX (IIYOKCETHH, COOOIIAIOCh O BO3HUKHOBEHHWW KOXKHOW CBIIH,
aHa(pUIAKTHYECKUX PEAKIMil U MPOTrPECCUPYIOMINX CUCTEMHBIX HAPYIIECHUI, HHOT/Ia CEPhE3HBIX C
BOBJICUEHUEM B MMATOJOTMYECKHUI IIPOLIECC KOXKH, ITOYEK, TEUYEHU U JIETKUX. [Ipy MOsSBIEHUN KOKHOU
CBHIIIK WM JIPYIUX BO3MOMKHBIX QJICPrHUYECKHX PEaKLUU, STUOJIOTHUS KOTOPBIX HE MOXKET OBITh
orpezesieHa, pueM (QIIyoKCEeTHHA CIelyeT OTMEHUTb.

CHMKeHre Macchl Tena

[Tpu npuMeHeHnN QIIyOKCETHHA y TAIIMEHTOB MOKET HAa0I0JaThCsl CHIDKEHHE MAacChl Tea, OJHAKO,
OOBIYHO OHO MTPONOPIIMOHATIEHO UCXOIHOW CpeHel Macce Tea.

CHUHIPOM OTMEHBI

[Tpu mpekpamennn Tepanuy (QIyOKCETHHOM YacTO Pa3BHBAIOTCS CHMITOMBI CHHIPOMa OTMEHBI,
0cOOEHHO €cM TpeKpalmieHue Tepanuu Obuto pe3kuM (cMm. pasgen 4.8). B ximHHYEeCKHx
HCCIIeIOBAaHMSIX KaK B Ipymne (GpayoKCceTHHa, Tak U B rpyIie mianedo npuMepHo y 60 % naunueHToB
Pa3BUBAINCH Pa3IMYHbIC HEXKEIATENbHBIC SBJICHUS MIPH OTMEHE Tepanuu. B rpymme ¢uryokcetnHa
17 % >TuX sIBIEHUI HOCUIIM TSKENbIH XapakTep, B rpymnie miaredo — 12 %.

Puck pa3BuTHs CHHIpOMa OTMEHBI 3aBHCHUT OT HECKOJIBKHX (DaKTOpPOB, BKJIIOUAs IUTEILHOCTh
Teparuy, 103y U CKOPOCTh YMEHbIIeHUs 103bl. Hanbosee yacto cooliianock 0 roJoBOKPYKEHUH,
CEHCOPHBIX HapyIICHUAX (BKJIIOYas MapecTe3uH), HapyIlICHUIX CHa (BKJItoYas OECCOHHUILY U SpKUe
CHOBUJICHUS), ACTEHUM, TPEBOTE WM BO30YXIEHUH, TOIIHOTE W/WIK PBOTE, TPEMOPE U TOJOBHOM
0011. OOGBIYHO 3TH 3MHU30/bl JETKOH M CpeAHEN CTENEeHHM BBIPAKEHHOCTH, OJJHAKO y HEKOTOPBIX
NAIlEHTOB MOTYT OBITh TSKEJIBIMU 110 MHTEHCUBHOCTH. B OOJBIIMHCTBE CilydaeB 3TH SIBICHUS
paspemaroTcss CaMOCTOSITEIbHO B TEYEHHE 2 Heneslb, HO HWHOTJa MOTyT ObITh Oolee
POAOIDKUTENbHBIMU (2—3 Mecsina u Oojee). B cBf3M ¢ 3TUM OTMEHy TepamuM HpenapaToM
@DyoKCeTHH CcIenyeT MPOBOAWTH IMOCTENEHHO, B TedeHWe | wiu 2 Henelb, B 3aBUCHMOCTH OT
notpeOHoCTeH nmaruenTa (cM. paszaen 4.2).

I'unonarpuemusa

OTMeyanuch cilydyau rHIOHAaTPpUEMHUN (B OTAEIBHBIX CIydasX YPOBEHb HATPHs B CHIBOPOTKE KPOBHU
6bu1 MeHee 110 MMmonb/m). B ocHOBHOM MOJ00HBIE Cily4ad OTMEUYAINCh Y MOXKHWIBIX HNAllUeHTOB, Y
NAIMEeHTOB, MOJYYaBIIUX JUYPETUKUM W Yy MAIMEHTOB CO CHUXKEHHEM 00beMa LUPKYIHPYROUIei
KPOBH.

Munpuas

Coobmanock 0 MUaIpHa3e, CBsI3aHHOM ¢ IpueMoM ¢uryokceTura. Ciaeayer coOMo1aTh OCTOPOKHOCTD
MpU Ha3HAYeHUM (IyOKCeTHHA TMAIMeHTaM C MOBBINICHHBIM BHYTPUTIIA3HBIM JIaBICHUEM WIIU
MMalHEHTAM C PUCKOM Pa3BUTHS OCTPOM 3aKPBITOYTOJIBbHOM ITIAyKOMBI.
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CekcyanpHas I[I/IC(bVHKHI/IH

[Tpuem CHUO3C MOXKET COMPOBOKAATHCS CUMITOMaMHU CEKCyallbHOUM nuchyHKImu (cM. pazaen 4.8).
bouin momydeHbl CcOOOIIEHHS O JJIUTENBHO MPOAOJDKAIOIIEHCS CeKCyallbHOM AucyHKIMH,
CUMIITOMBI KOTOPOM COXpaHsuIMCh nocie npekpamenus npuema CHUO3C.

BcnoMorarepHEIC BEIISCTBA

[Ipenapar ®dayokcetuH, B go3upoBke 10 Mr, COIEPKHUT KpacUTENb COJTHEYHBIA 3aKaT KEJThIH,
KOTOPBI MOXKET BbI3bIBaTh aJUIEPIHUECKUE PEAKIIHH.

4.5. BzaumojaeiictBie ¢ JPyrUMH JIEKAPCTBEHHBIMH TMpenapaTtaMm #W Jpyrue BH/bI
B3aMMOJAEHCTBUSA

@DIyoKCETMH W €ro OCHOBHOM MeTaboIUT HOP(IYOKCETMH HWMEIOT JUIMTENIbHBIE MEPUO/IBI
MOJTYBBIBEICHHSI, YTO HEOOXOAMMO YYHMTHIBATH IPH COYETAaHUH (IIYOKCETHHA C APYTHMMH
npernapaTam, a TaKXKe MpH 3aMeHe (IIyOKCeTHHA Ha JIPYTroil aHTuaenpeccant (cM. pasnen 5.2).

®dnyokceTHH 00J1afjaeT BBICOKMM CPOACTBOM K OeJIKaM IJ1a3Mbl, I03TOMY coueTaHue (IyOKCEeTHHA C
JIPYTUMH IIperapaTaMy, KOTOpbIE TAK)KE B 3HAUUTEIbHON CTETIEHU CBSA3BIBAIOTCS C OCJIKAMU IL1a3MBbl,
MOXET IPUBOJUTH K U3MEHEHUIO UX KOHLICHTPALIUMU.

KOM6I/IHaIII/II/I nopénaparoB, IPUMECHECHUC KOTOPBIX MPOTHBOIIOKA3aHO

Heobpamumvie necenexmusHvle uHeuOUMOPbL MOHOAMUHOKCUOA3bL (HAnpumep, unpoHua3uo)

VY manuentos, npuauMarommx CHUO3C B komOnHanmy ¢ HeoOpaTuMbiMu HeceneKTuBHbIME UMAO,
OTMEYaJIMCh CIIy4au CepbEe3HbIX PEAKIMNA, MHOT/A C JIETAIbHBIM UCXOJIOM.

JlaHHbIe clyyan XapaKTepU30BAIKUCH MPU3HAKAMU, HATOMHUHAIOIIMMU CEPOTOHWHOBBIN CHHIIPOM
(KOTOPBIN MOXKHO MepenyTaTh CO 3II0KAYECTBEHHBIM HEHPOIeNnTUYECKUM CUHAPOMOM). [lanenrawm,
Yy KOTOPBIX OTMEYAIOTCSl TAKHE PEAKIMU, MOXKET OBbITh Ha3HAYEH LHUIIPOTENTAINH WU JAHTPOJICH.
Cumrnromsl JeKapcTBeHHOTo B3aumopeiicteus ¢ MMAQO BkioualoT B ce0si: TUIEPTEPMHUIO,
PUTHAHOCTD MBI, MHUOKIOHYC (MHUOKJIOHUYECKHE CYJIOpPOTH), PacCTpPOWCTBA BETreTaTUBHOU
HEPBHOW CHCTEMBI C BO3MOXXHBIMU OBICTPBIMU KONEOAHHMSIMH apTepHalbHOro AaBineHus (A/l) u
yacToThl cepaeunbix cokpamieHudt (UCC), a Takke H3MEHEHMs] TICHUXUYECKOTO COCTOSIHUS,
BKJIIOUAIOIIUE CIYTAHHOCTh CO3HAHUA, pPa3IpaKUTENbHOCTh M 4Ype3MepHOe BO30YXKACHHE,
MPOTPECCUPYIOIINE IO COCTOSHUS IETUPUS U KOMBI.

Taxum 06pa3oM, (hIyoKCeTHH MPOTUBONOKA3aH B KOMOMHAIIMM C HEOOPATUMBIMU HECEIEKTUBHBIMU
NUMAO (cMm. paznen 4.3). BeaencrBue Toro, 4to aeicTBre HeoOpaTUMbIX HeceleKTUBHbIX UMAO
COXpaHseTCsA B T€UEHUE 2 HeNlelb, Tepanuio (IyOKCEeTHHOM CleyeT HauMHaTh HE paHee, YeM I10
MPOLIECTBUM 2 HeAENb IOCiIe OTMEHbl Tepanuu HeoOpaTUMbIMH HeceneKTUBHIMH HMMAO.
AHaJIOTHYHBIM 00pa3oM Tepanuio HeoOpaTUMbIMH HecelneKTUBHBIMU IMAO criefyeT HauuHaTh He
paHee, 4eM uepes3 S5 He/lelb Mocie OTMEHbI GuryokceTuHa (cM. pazaen 4.3).

Memonponon, naznauaemviii 015 edenus cepoeyHol HedOCMamoyHOCmu

Bcenencreue Toro, 4to hiyoKCEeTHH MHTHOMPYET METaOOIM3M METOMPOIIOJa, PUCK HEXKeTaTeIbHBIX
SIBIICHUH Ha JOHE TpHreMa METOIPOJIO0a, BKIIOYAsl CUIIbHYIO0 OpaTuKapArio, MOXKET MOBBIIIATHCS.

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

Tamokcugen

B nureparype BcTpewaroTcss JaHHble O (PApMaKOKMHETHYECKOM B3aUMOJEHUCTBUU MEXKAY
uHruouropamu nzodpepmenra CYP2D6 u TamokcupeHoM, IpUBOASIIEM K CHUYKEHHIO KOHLIEHTPAIU
OJIHOTO WJIM HECKOJIbKHUX aKTUBHBIX METa00JIUTOB TaMOKcU(eHa (HanpuMep, S3HI0KcupeHa) B I1a3me
KpoBu Ha 65-75%. Ilo pe3ynbraTaM HEKOTOPBIX HCCIEIOBAaHUI COOOLIANIOCH O CHUKEHUU
spdextuBHOCTH TamokcudeHna npu oxHoBpemeHHoM mnpueme CHUO3C. [lostomy mpu Tepamnuu
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bayokceTun) (cM. pasaen 4.4).
Anxozonw

B uccrnenoBanusx GyoKCETHH HE CIIOCOOCTBOBAN YBEITMUCHHUIO KOHIIGHTPAIIMH AJIKOTOJISl B KPOBH, a
Take ycuieHuto 3 dexToB ankoroysa. Ognako ogHoBpemMeHHbIN npueM CHMO3C u ankorons He
PEKOMEHIYETCSL.

HUMAO-A, rune3onuo u MemuimuoHUHUS XJ10pUO (MemuileHO8bIl CUHULL)

[Ipn omHOBpeMEHHOM TpueMe ¢ (IYOKCETHHOM CYIIECTBYET PHUCK DPa3BUTHUS CEPOTOHHHOBOTO
CHUHJIpOMa, BKJIFOYAFOIIETO JIMapero, TaxXuKapauio, MIOTOOT/ICIICHHE, TpeEMop,
MMOMYTHEHHUE/CITyTAHHOCTh CO3HAHMS WIM KOMY. B ciydae, ecniu OJHOBPEMEHHOTO MPUMEHCHHS
JAHHBIX JICHCTBYIOIIMX BEUIECTB C (DITYOKCETHHOM H30€KaTh HEBO3MOKHO, HEOOXOIUM TIATEIbHBIN
KIIMHUYECKUI MOHMUTOPUHT, a HazHaueHne MMAO-A, nuHe3onuaa ¥ METWITHOHHUHUS XJIOpHUIa
clenyeT HaYMHATh C MUHUMAIBHBIX PEKOMEHIOBAaHHBIX 7103 (CM. pasnaen 4.4).

Mexeumaszun

BcenenctBue mHruGupoBaHus MeTa0OIM3Ma MEKBUTa3MHA (UIYOKCETMHOM PHUCK HEXKEIaTeNbHbIX
ABNICHU Ha (hOHE mpuemMa MeKBHUTa3zWHa (Hampumep, ymmmHeHue uHTepBana QT) moxer OBITH
MIOBBIIIIEH.

KOM6I/IHaIII/II/I npenaparos, TDCGVIOHII/IC 0ocoboi OCTOPOKHOCTH ITPHU HA3HAYCHHUU

Denumoun

[Tpu Ha3HAUEHNH B KOMOMHALIMY C (IIyOKCETHHOM HaOJIOJATUCh CITy4ad H3MEHEHUS! KOHIICHTPAIUU
¢deHuToMHa B KpOBU. B HEKOTOpBIX cCilyyasiX OTMEYAJIUCh MPOSBICHHUS TOKCHMYHOCTH. IIpu
OJIHOBPEMEHHOM HA3HAYCHUM [JAHHBIX IIPENAapaToB CIEAYET IOCTENEHHO YBEIWYUBATh 103y
COITYTCTBYIOLLETO Mpernapara U 00ecrednTs MOHUTOPUHT KIMHUYECKOTO COCTOSIHHUS.

CepomoHnunepeuueckue npenapamsli (Iumutl, mMpamaocos, MpUNmManbvl, MpUNMo@aH, cerecunun
(UMAO-B), 36epoboii npoovipsasnennsiii (Hypericum perforatum))

ITpu ogHoBpemenHoM HazHaueHUu CUO3C ¢ npenaparamu, 001a1al0IMMU CEPOTOHUHEPTUUECKUM
neicTBueM, OBIIM OTMEUEHBl CIIy4ad pPa3BUTHS CEPOTOHMHOBOIO CHHAPOMA JIETKOW CTENeHU
TsokecTH. CreoBaTenbHO, OJHOBPEMEHHOE NMPUMEHEHUE (IyOKCEeTHHA C JJaHHBIMU IpernapaTaMmu
CIIeyeT MPOBOJIUThH C OCTOPOKHOCTBIO (CM. pazzen 4.4).

IIpenapamul, cnocoocmeyrowue yorunenuro unmepesanra QT

dapmakoKMHETHYECKUE U (hapMaKoJANHAMHUECKUE HCCIeI0BaHNs B3aUMOACHUCTBUS (DIIyOKCETHHA C
JAPYTUMH JIEKAPCTBEHHBIMHU TIperiapaTaMu, CIIOCOOCTBYIOIMIMMHU YyaiauHeHuto uHTepBana QT, He
OPOBOJMIINCE. TeM He MeHee aJJUTUBHBIN >QQeKkT (ayokceTnHa M JaHHBIX JIEKAPCTBEHHBIX
MpernapaToB HWCKII0YaTh Henb3s. Clemyer ¢ OCTOPOKHOCTBIO TIPOBOAHMTH OJHOBPEMEHHOE
Ha3zHaueHue (IyoKCEeTHHA C JIEKapCTBEHHBIMU IpenapaTaMy, CIIOCOOCTBYIOIIMMHU YJUIMHEHUIO
untepBana QT (¢ anTmaputmMuueckumu cpenctBamu kiacca IA u III, anTHUncuxornueckumu
npenapatamMu  (MPOM3BOJAHBIE (EHOTHA3MHA, NHUMO3UJ, TaJONEepPUI0I), TPUIMKINIECKUMHU
AHTHJICTIPECCAHTAMH, HEKOTOPBIMH  INPOTHBOMUKPOOHBIMH  TIpemaparaMu  (crap@IioKcaiuH,
MoKcHu(poKkcauuH, spuTpoMuuuH [V, mneHTamMMIuH), CpeAcTBaMHM s JICUCHHS Mallsipuu
(ranodaHTpHH), HEKOTOPHIMH AHTUTUCTAMUHHBIMH TpenapataMu (acTeMHu30J, MU30JIaCTUH)) (CM.
paznen 4.4).

Jlexapcmeennvle npenapamuvl, @lUAOWUE HA 2eMOCmA3  (nepopanvubie  AHMUKOA2YIAHMbI,
He3asUCUMO Om MexaHusma ux Oelucmeus, npenapamsi, NPenamcmeyiowue azpe2ayuu
mpomboyumos, exnrodasn acnupur u HIIBII)

[Tpu 0THOBPEMEHHOM Ha3HAYEHUH C MEPOPATHHBIMU aHTUKOATYJISIHTAMUA HEOOXOAMMO MPOBEICHUE
KIIMHAYEeCKOTO MOHHUTOpMHTa ¢ Oosiee dacTeiM KoHTpojeM MHO  (MexmayHapomaHOTo
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MPOBEJICHUS Tepanuu (DIYOKCETHHOM U TOCJIE €€ OTMEHBI MOXET MOTPEOOBATHCS KOPPEKIUS T03bI
JIEKapCTBEHHBIX MPENapaToB, BIUSAIONIMX HA TeMocTa3 (cM. paszzensl 4.4 u 4.8).

Lunpocenmaoun

HpI/I IIPUMCHCHUHA (bHYOKCCTI/IHa B KOM6I/IHaHI/II/I C nUIIporeuTainHom coo6manoc5 00 OTACIBbHBIX
ClIydasax CHUIKCHUSA aHTHﬂereccaHTHOﬁ AKTUBHOCTH (1)J1y0KC€TI/IHa.

Hpenapambz, ébl3blearouiue cunoHampuemuro

['unmonarpueMusi OTHOCUTCS K HEKENATeNbHBIM peakiusM (uyokcernna. Ilpumenenue B
KOMOMHAIIMK C JAPYTUMU IpernapaTamMu, CBI3aHHBIMHU C Pa3BUTHUEM THIIOHATPHUEMHH (HAIpUMep, C
IMYpETUKAaMH, J€CMOIPECCHHOM, KapOaMa3emuHOM M OKCKapOa3emuHOM), MOXKET IPHBECTH K
MOBBILIEHHOMY PUCKY Pa3BUTHs TaHHOTO COCTOsAHUSA (cM. pa3zen 4.8).

Hpenapambz, CHUaLcaroujue ONUNENMO2EHHBIU nopoe

Cynoporu OTHOCSTCSI K HexellaTeldbHbIM peakiusiM (iayokceruna. [Ipumenenre B koMOMHAIUU C
JOPYTMMHU TpernaparaMy, CHMXKAIOIIMMU KOHBYJIBCUBHBIM NOpPOr (TaKMMM KaK TPHULMKIMYECKHE
antunaenpeccantel, apyrue CHUO3C, denotnasunsl, OyTUpodeHOHBI, ME(IOXHUH, XIJIOPOXUH,
OyNpOINHOH, TPaMa0), MOKET IPUBECTH K IOBBIIIIEHHOMY PUCKY PAa3BUTHS JAHHOW HEXeNlaTeTbHON
peakiuu.

llpyeue nexapcmeennvle npenapamsi, memaboauzupyemole uzopepmenmom CYP2D6

@DyoKCeTUH NpeACcTaBisieT co0oil MoImHbI uHruoutop uszodpepmenta CYP2D6, tepanus B
KOMOMHAIIMK C JIGKAPCTBEHHBIMU TIperiapaTaMu, MeTaOOJIM3UPYyeMbIMUA JTaHHBIM H30(EPMEHTOM,
MOJKET MPHUBECTHU K JIEKAPCTBEHHOMY B3aUMOJICHCTBUIO, OCOOEHHO MPH MPUMEHEHUH B KOMOWHAITUN
C IpemnapaTtaMi C Y3KMM TEpaneBTUUECKUM JHana3oHOM (TaKuMU Kak (uiekauHuj, nponadeHoH U
HEOMBOJION), C TUTPYEMBIMH I[IpemapaTamMH, a TaKKe C aTOMOKCETHHOM, KapOama3ernuHOM,
TPULIMKIIMYECKUMH aHTHJIECIPECCAHTAMH W PUCIEPUIOHOM. [IpuMeHEHME [aHHBIX IpEnapaToB
clielyeT HAaYMHATh C MUHMMAaJIbHOU TEPANEBTUYECKOM 103bI MM CKOPPEKTUPOBATH J10 MUHUMAJIbHOU
J103bl. AHAJIOTHYHYIO KOPPEKIIHIO 036l CICAYET MPOBOJUTh U B CIIy4ae MPUMEHEHUS (IIYOKCETHHA
B MIPEJLIECTBYIOLINE 5 HEJIEIb.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD U JAKTALHUSA

bepemeHHOCTD

IIpy mpoBeneHMHM HEKOTOPHIX  AMHJIEMUOJIOTUYECKHX  HCCIEIOBaHUM  OBIO  BBICKA3aHO
NPEINoI0KEeHne, YTO MpUMEHEHHE (UIyOKCeTHHAa BO BpEMs IMEpPBOr0 TpUMecTpa OepeMEHHOCTH
MOXKET TIOBBIIIATh PHUCK pPa3BUTUSA JAEPEKTOB CEPAECUYHO-COCYIUCTON CUCTEMBL. MexaHu3M
Heu3BecTeH. CorinacHo UMEIOIIMMCS JJaHHBIM, €CJIM KEHIIMHA BO BpeMsi OepeMEHHOCTH ITPUHUMAIa
(bITyOKCeTHH, PUCK POXKICHUSI peOeHKa ¢ Je(EeKTOM CeplIeYHO-COCYIUCTOM CHUCTEMBI COCTaBIISET
oko0:10 2/100 1o cpaBHEHUIO C 0)KUJAEMOM YacTOTOM Takux J1eeKToB B momyssiuu okoio 1/100.

CornacHo »3nuaeMuosiornyeckuM jaaHHbM, npumeHenne CHO3C Bo Bpems OepeMeHHOCTH,
0CcOOEHHO Ha TO3JHUX CPOKAX, MOKET MOBBIIMIATh PUCK Pa3BUTHs NEPCUCTUPYIOIIEH JIErOYHOM
TUIEPTEH3UN HOBOPOXKIEHHBIX (puMepHO 5 ciayyaeB Ha 1000 OepemMeHHOCTEH, TOr/1a Kak B I[EJIOM
B monynsinuu Ha 1000 GepemeHHOcTel mpuxoauTcs 1-2 ciiydas MEpCUCTHPYIOMICH JIETOYHOM
TUINEePTEH3UN HOBOPOXKIACHHBIX ).

JlaHHBIEe HA0JII0JATETILHOTO UCCIIEA0BAHMS CBUIETENILCTBYIOT O MTOBBIIIEHHOM PUCKE MTOCIEPOI0BOTO
KpoBoTeueHHs (MeHee 4eM B 2 pa3a) y skeHIIMH B cirydae npuMenenuss CHO3C/CHUO3CH B Teuenue
MOCTIETHET0 Mecslla TepeA poJaMH, IO CPaBHEHHUIO C OJKCHIIMHAMH, HE MPUHUMABIIMMU
CHO3C/CHUO3CH B TeueHHe MOCASIHETO MecsIa mepes poaamu (cM. paszaens 4.4., 4.8).

(DHyOKCGTI/IH HC CJICAYCT HAa3HA4YaTb BO BpPCMs 6CpCMeHHOCTI/I, 34 UCKIIIOYCHHUEM CIIYy4acB, KOrjga
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MOTEHIUATIBHBIA pHUCK Jis TuioAa. CremayeT m30eraTh pPe3KOro MpPEKpalleHHus Teparlud BO BpPEMs
o0epemenHocTd (cM. pasnen 4.2). [Ipu npumeHenun GiyokceTuHa BO BpeMsi 06pEMEHHOCTH CIEAyeT
COOJII0IaTh OCTOPOKHOCTH, 0COOEHHO Ha TMO3JHUX CPOKAX M HEMOCPEICTBEHHO MEpPEel POAaMH, TaK
KaK Y HOBOPOXJICHHBIX OTMEYAITUCh Takue 3(Pp(eKThl, KaKk pa3apakuTeIbHOCTh, TPEMOP, TUTTOTOHHS,
HEMPEeKpAAONINACs TuIad, 3aTPYJAHCHHOE COCAHHME WIIM 3achlilaHue. J[aHHbIE CHUMIITOMBI MOTYT
YKa3bIBaTh Ha CEPOTOHWHOBBIM CHHAPOM JIHOO HAa CHHIPOM OTMEHBL. BpeMs 10 BO3HHKHOBEHUS U
MPOJIOJKUTENFHOCTh JIAHHBIX CHMIITOMOB MOTYT OBITh CBSI3aHBI C JJIUTEIBHBIM TEPHOAOM
nmoyBbIBeNIeHUs (QuryokceTnHa (4—6 gHEH) W ero akTUBHOrO MerabonuTa, HOP(HIYyOKCETHHA
(4-16 nueit).

JlakTamus

DIyOKCETHH U ero MeTaboIuT HOP(ITYOKCETHH 0OHAPYKUBAIOTCS B TPYTHOM MOJIOKE. Y MJIa/ICHIICB
Ha I'PYAHOM BCKapMJIMBAaHUM OTMEYAIMCh CIIy4al BO3HMKHOBEHUS HEXENAaTeNbHbIX sBiIeHUU. [Ipu
HEOOXOMMOCTH TIPUMEHEHHUS (PIyOKCeTHHA KOPMIIEHHE TpYyIbI0 CIEAyeT NpPeKpaTuTh, JUOO
MPeyCMOTPETh BO3MOXKHOCTD IIpreMa 0ojiee HU3KUX /103 (IIyOKCeTHHA.

DepTHIbHOCTD

JlaHHbBIE UCCIIEZIOBAaHMI HA JKUBOTHBIX CBHAETEILCTBYIOT O TOM, YTO (PITyOKCETHH MOXKET BIUAThH HA
KaueCTBO CIIEPMBI.

CornacHo cooOIIEHUSIM O HeKeIaTeNbHBIX PEeaKIUIX, CBSI3aHHBIX ¢ TprueMoM HekoTopeix CUO3C, y
JI0JIeW BIIMSIHUE HA KQYECTBO CIIEPMBI SIBJISIETCS 0OPaTUMBIM.

Brnusinue Ha QpepTUIBHOCTS Y Jto/Iel He HAOII0AaN0Ch.

4.7. BiusiHue Ha CIHOCOOHOCTH YHOpaBJATh TPAHCHOPTHBIMM CpeACTBaAaMHM H paGOTaTL C
MeEeXaHU3MaMHu

[Ipenapar ®dinyokceTHH HE OKa3bIBAET HUKAKOTO BO3JCUCTBHUS WM OKa3bIBAE€T MHUHHMAJIBHOE
BO3JICHCTBUE Ha CIOCOOHOCTh K BOXKJIEGHUIO aBTOTPAHCIIOPTa M YIPABICHUI0 MEXaHU3MaMHU.
HecMoTpst Ha TO, 4TO y 370pPOBBIX JOOPOBOJIBIIEB HE OBLJIO OTMEYEHO BIUSHUSA (DIyOKCETHMHA HA
MICUXOMOTOPHOE TOBEJIEHUE, Tepanus JTI0ObIMHA TICUXOAKTUBHBIMH MpenapaTaMu MOXKET BIUATH Ha
CIIOCOOHOCTh K CYXKJIEHUIO, PAa3MBIIUICHUIO WM Ha JBUTATEIbHbIC HaBbIKH. [lanmentam cremyer
pEeKOMEH/IOBaTh u30eratb Ciay4aeB BOXICHUS aBTOMOOWIS WM YIPaBICHUS OMACHBIMU
MEXaHU3MaMHu JI0 TeX IOp, MOKa OHU He OyayT JOCTaTOYHO YBEPEHBI B TOM, YTO Tpemapar He
OKa3bIBAET HA HUX BIIUSHUA.

4.8. HexkesaTeibHbIE peaKkuM

Pesrome mpoduiist 0e300acHOCTH

Haubonee wacto oTmedaeMble HeXelaTeNbHbIE pPEaKUWU Yy MAlMEeHTOB, IOJIyYaBIIUX J€UEHHUE
(I1yOKCETHHOM, BKIJIIOUYAIOT B ¢€0sI FOJIOBHYIO 00JIb, TOITHOTY, OECCOHHUILY, C1a00CTh U TUAPEIO.

HMHTEHCUBHOCTh, M YACTOTa HEXKEIATEIbLHBIX peaKHI/Iﬁ MOT'YT CHHKATbCAd IO MEPE NPOAOJIKCHUSA
TCpalru, MOITOMY UX pa3BUTUC HE BCCrla BEACT K OTMCHEC TCPAIllu.

Tabnuynoe pE310ME HEXKEIATCILHBIX PEAKITUI

B npuBenenHoil Huxe TabiuIle MPEICTaBICHBI HEXeJaTellbHbIe Peakluu, Ha0tojaeMble Ha (oHe
Tepanuu (QIryokceTHHOM. HekoTopble W3 MaHHBIX HEKENTATeNbHBIX PEaKIUi BCTPEUAIOTCS W TPH
npumenennn apyrux CHO3C.

[IpencraBnennas ganee wHGOPMAIHMSA O YACTOTE HEXKENATEIbHBIX pEaKIHil Oblla paccuyuTaHa Ha
OCHOBAHUM KJIMHUYECKUX HCCIEAOBAHUM, MPOBOJMBIINUXCA MPH YYaCTUM B3POCIBIX MAI[MEHTOB, a
TaKXe CIIOHTAaHHBIX COOOIIEHUHA.
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nyiomet {panhnbi bublr Hatnto | "H10);

yacmo (> 1/100, o < 1/10); reuacmo (= 1/1000, HO < 1/100); pedxo (> 1/10000, o < 1/1000); ouens

peoko (< 1/10000); wacmoma wneuzeecmna (Ha
HEBO3MOJKHO).

OCHOBaHUHU HMCKOINUXCA OJaHHBIX OLCHHUTH

Ouennb Yacro Heuacro Penxo Yacrora
4acTo HEH3BECTHA
Hapywenus co cmoponuvl Kposu u iumg@amuyeckou cucmembl
TpomOoruToneHus
Heiitponienus
JlelikoneHus
Hapywenus co cmoporbl UMMYHHOU cuUcmembl
Anaduiiaktudeckas
peakuus
CoIBOpOoTOYHAS
00J1e3Hb
DOHOOKpuHHbIE HAPYWEHUS.
Hapymenue cexpenuu
aHTUINYPETUYECKOIO
rOpMOHa
Hapywenusa memabonuzma u numanus
CHuxenue I'nnonaTtpuemus
anmerural
Ilcuxuueckue napywenus
Becconnnna® | Tpesora Henepconanusauus | ['unomanus
Heproznocth IIpunioguasToe Manus
becnokoiicTBo HACTPOCHHE lammrouunaum
HanpspxeHHOCTD Oilipopuueckoe Bo306yxnenue
CHmkenue mubKm0° | HACTpOEHHE [Tpuctynsl naHUKH
Hapymenue cHa AHoMmanbHOE CryTaHHOCTb CO3HAHHUS
HeoObrunbie MBIIUICHHE Huchemus
cHoBMIeHUs " Hapyenue Arpeccus
opraszma®
bpykcusm
CyununanbHbie
MBICIH M MOBeicHne®
Hapywenus co cmoponsl HepeHoU cucmembl
I'onmoBHas Hapyenue IIcuxomoropHas KonBynbcun
6011b BHUMaHUs TUIIEPAKTUBHOCTD bykkornmoccanbHbIN
I'onoBokpyxeHue Juckunesus CUHIPOM
Hucressus Artakcus CepOoTOHMHOBBIN
Jleraprus Hapyenue CHHJIpOM
CoHIMBOCTB' paBHOBECHS Axatusus
Tpemop Muoxkiionn4eckue
CyJI0pOrH
Hapymenue namsaru
Hapywenus co cmoponwl opeana 3penus
‘ HeuetkocTs 3peHus ‘ Munpuas ‘ ’
Hapywenus co cmoponul ciyxa u aabupunma
| | Wym B ymrax | |
Hapywenus co cmoponwl cepoya
\ VYyanieHHoe \ KenmynoukoBas \
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cepaueOueHue apurthrsi, |~ Brmogas | - - - T
VY nuHenue KEITYJOUYKOBYIO
unTepBana QT Ha TaxUKapIUIo TUTA
3JIEKTPOKapANOrpa KIHPYITH
mme (QTcF > 450
mcek)®
Hapywenus co cmoponul cocyoos
«TpumuBeI»’ CHuxeHue Backynut
apTEPUATBLHOIO Bazogunarauus
JABJICHUS
Hapywenus co cmoponul OvixamenvHoll cucmemsvl, 0peanos 2pyOHOU KIemKU U cCpedOoCmenUs
3eBoTa JucnHod DapuHTUT
Hocoseie BocnanurensHbie
KpOBOTEYEHUS IpoLecchl B JIETKUX
pa3IM4YHON
THUCTONATOJIOTUN W/WIH
du6po3™?
Hapywenus co cmopoHul diceny0ouno-Kuuieuno2o mpakma
Huapes PBota Hucharus bonw B obnactu
TomHoTa Hucnencus Kenynouno- MULIEBOAA
CyxocTb BO PTYy KHIIICYHbIE
KPOBOTEUEHHUS |
Hapywenus co cmopoHvl neuenu u sicenuesvi800auyux nymet
Nnnocunkpasnveckuit
renaTuT
Hapywenus co cmopoHbl Kodtcu 1 n0OOKOICHBbIX MKAHel
Cpimp 2 Aronenus AHTMOHEBPOTHUYECKUI
Kpanusauna CKJI0HHOCTB K | OTEeK
3yn 00pa3oBaHMIO ODKXHMO3
I'unepruapos CUHSIKOB dorocencudMIM3as
XONOIHBIN TIOT ITypmypa
MynbsTudopMHas
spuTemMa
Cunnpom
CruBenca-/[>xoHcOHa
Toxcuueckui
SMUAEPMAIbHBIN
HEKpOJIu3
(cunnpowm Jlaitenna)
Hapywenus co cmoponwl mbluieunotl, KOCMHOU U cOeOUHUMENbHOU MKAHU
Aptpanrus IToneprusanue Muanrus
MBITIII]
Hapywenus co cmopoHuvl nouex u Mo4esvlgo0auux nymei
VYvyaieHHsie Husypust Hapymenne
MTO3BIBbI K MOYEHCITYCKaHUS
MOYEHCITYCKAHHIO ™ 3aepxKKa MOUH
Hapywenus co cmoponvl penpodykmusHou cucmembvl U MOJOYHBIX JHcelle3
I'muekonornueckue | CekcyanbHas ["anakTopes [Tocneponosoe
KpOBOTEUeHUs muchyrkms e I'mmepnponakTHHeMus | kpoBoTeueHue’
OpeKTHIbHas [Ipuanusm
TUCHYHKITHS
Hapywenue
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‘ SAKYIATHH L ‘ | (MOCHAEQOEATEN trl OCTE 0001
Obwue HapyweHus U peakyuu 8 mecme 66€0eHUsl
Banocts!® Omymienue Henomoranue Kposousnusauus Ha
OecrnokoiicTBa Hapymenue CIIU3UCTBIX
O3H00 CaMOYYBCTBHSA
Omynienue xonoja
Omuryienue xapa

Jlabopamophvie u uncmpymenmanvHvle OaHHbIe

Cumxkenne Macchel | [ToBbleHue

Tena KOHIICHTPAILINH
TpaHCaMUHA3
IloBrricHME
KOHIIEHTPAIIUN
ramMma-
riryramuiaTpancdepa
3BI

! Brmouas aHOpEKCHIO

2 Bxitouas paHHUE yTPEeHHUE NPoOYXKIEHUS, HApYLIEHHE 3aChIIAHMS, HAPYIIEHHE CHA CPEIH HOUM

8 Britouas yTpaTy au6UI0

4 Brirouas KONIMapHBIE CHOBHICHHS

°> BriIrouasi aHOprazMHIo

6 Bxmouast cOBEpIIEHHBIH CYMIM, CYyHIMAANBLHYIO AENPECCHIO, IPEIHAMEPEHHOE UYIEHOBPEIUTENLCTBO, MBICIH O
YJICHOBPEIUTEIbCTBE, CYHMIUAAIbHOE MOBEACHHE, CYHMUIUAATIbHBIC MBICIH, IMOMBITKH CYHUIIMIA, MPAYHbIC MBICIH,
ayToarpecCUBHOE MOBEACHUE. DTH CUMIITOMBI MOT'YT OBITH OOYCIIOBIICHBI HMCIOIUMCSI 3a00JICBAHUEM

" Bkitouasi MOBBIIIEHHYI0 COHJIMBOCTD U CEATUBHBIN 3 ekt

8 Ha ocnoBanuu pesynsratos DK, oTy4eHHBIX IPH IIPOBEIEHUN KIMHHYECKUX HCCIIe0BAHUIM

° Brittouas «IpUIIMBbD) kKapa

10 Bknrouas aTeneKTasbl, HHTEPCTULMAIBHYIO 60J1€3Hb JETKKX, THEBMOHUM

11 Birouast KpOBOTOUMBOCTH JAECEH, TEMATOXE3HIO, KPOBABYIO PBOTY, KPOBSHUCTHIN JKUIKUN CTYII, MEIEHY, PEKTaIbHBIE
KPOBOTEUEHHUSI, FEMOPPATUUECKYIO SI3BEHHYIO OOJIE3HB JKEITyIKa

12 Bkmouas spureMy, IlIeNyLIEHME, IOTHMILY, 3PHTEMATO3HYIO Chillb, (OIIMKYIAPHYIO ChIllb, DPA3IHTYIO Chlllb,
MaKyJe3Hyl0 Cblllb, MAaKyJIO-NIAMYJIE3HYI0 Chillb, KOPEMOJOOHYIO ChIllb, MAIMYJE3HYIO ChIllb, 3YASIIYIO CBHIIb,
BE3UKYJIC3HYIO ChIllb, YMOMIUKAIBHYO ChINb

13 Bximouas noJutakuypuro

14 Bkmiouast kpoBOTEUeHHUS IIEHKH MaTKH, JUC(YHKIMIO MATKH, MaTOYHbIE KPOBOTEUEHMS, F€HUTAILHbIE KDOBOTEUEHH,
MEHOMETPOPPATHI0, MEHOPPATHIO, METPOPPATHIO, MOJMMEHOPEI0, MOCTMEHOIAY3aIbHbIC KPOBOTCUCHUS, BATHHAIbHBIC
KpPOBOTCUCHHS

15 Brmouas OTCYTCTBHME DSKYIALMH, DAKYIATOPHYIO XUC(YHKIMIO, HPEXKICBPEMEHHYIO DSAKYIALHUIO, 3aIEPKKY
ISIKYJISALUH, PETPOTPATHYIO ISKYIISIIUIO

16 Mnorma coxpansercs 1nocjie NpeKpalieHys IeUeHUs

17O naunoii HexenaTenbHOI peakmuu coobmanocsk npu tepanmun CUO3C/CUO3CH (cm. pasgenst 4.4, 4.6)

18 BryIrouas aCTCHHIO

Onucanue OTACIBHBIX HCXCIIATCIbHBIX DeaKHI/II\/’I

Cyuyuo/cyuyuoanvhvie MolCAU UNU KTUHUYECKOE YXYOuleHue

Coo0manoch 0 Cirydasx CyHIHMIAIBHBIX MBICIEH W CYyWIIUIAIBHOTO TIOBEJCHHUS Ha (HOHE Teparuu
(1yOKCEeTHHOM HJIM BCKOpE IOCIIE €ro OTMEHBI (CM. pazzaen 4.4).

Ilepenomvel kocmeti

JlaHHBIE AMHUJIEMHOJIOTMYECKUX HCCIEIOBAaHUN, TNPOBOAMBIIUXCSA TJaBHBIM 00pa3oM cpeau
nanueHToB B Bo3pacte 50 JIeT M cTaplie, yKa3blBalOT HAa IOBBIIIEHHE pHCKa MEPEIOMOB KOCTEH y
nauenTos, noiydaroumx CHUO3C wmn tpunmkindeckue antuaenpeccantsl (TLIA). [puuunst,
BEYIIUE K TOBBIIICHUIO 3TOTO PUCKA, HE YCTAHOBJICHBI.

Cumnmomel CUHOPOMA OMMEHbI, KOMOpble MO2Ym HAON00AMbCs Npu  3a6epulenult aeyeHus
¢yokcemurom
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[Ipekpamienue nmpuema (HIyoKceTHHA OOBIYHO BEACT K pa3Bnl;1n;0:g gi&'/[‘a-l_%wféill;[-ﬁayrb &

MY OTYETY

94acTO COOOIIAeTCs O CIENYIOIUX PEAKIMIX: TOJIOBOKPYKEHNE, CEHCOPHBIE HAPYIICHUs (BKIIOYas
napecTe3nn), HapyleHus cHa (BKJII0Yasi 0ECCOHHUILY U IPKHE CHOBUICHUS), aCTEHUS, BO30YK/IeHHE
WJIH TPEBOTa, TOITHOTA W/UIIH PBOTA, TPEMOP U TOJIOBHAsS OOJIb.

Kax IIpaBUJI0, YKa3aHHBIC ABJICHHUA HMCIOT JICTKYIO HJIM CPECAHIOKO CTCIICHB BBIPAXKCHHOCTH H
mpoxoadAT CaMOCTOATCIILHO.

OnHaKo y HEKOTOPBIX MAIlIEHTOB OHU MOTYT OBITh Oo0Jiee BBHIPQKEHHBIMU U MPOJIOJLKUTEIBHBIMU
(cM. pazzen 4.4). B cBsi3u ¢ 3TUM ManeHTam, 0oiee He HyKJIAIOIIKUMCS B Tepanuu (IyOKCETHHOM,
PEKOMEH/IyeTCsl OTMEHSTh MIPEerapaT MOCTEHEHHO CHIDKAs 103y (CM. pasneinsl 4.2, 4.4).

COO6IJ_[€HI/IG 0 MOA03PEBACMBIX HCXKCIATCIIbHBIX PCAKITMAX

BaxHo coo0marb O IOJO3pEBAacMbIX HEXKEJIATENbHBIX PEAKUUAX I[OCIEe  PEerucTpanuu
JIEKapCTBEHHOI'O IIperapara C LEIbl0 OOECIeueHUs HENPEPHIBHOIO MOHUTOPHHIA COOTHOIIEHUS
«II0JIb3a — PUCK» JIEKAPCTBEHHOro Mnpemnapara. MeauIuMHCKUM pabOTHUKaM pPEKOMEHIYeTCs
coO00IaTh O JTIOOBIX IMO03PEBAEMBIX HEXKENIATEIbHBIX PEAKIUIX JIEKapCTBEHHOIO IpenapaTa uepes
HallMOHAJIbHBIE CHCTEMBl COOOLIEHHMSI O HEXENATeNbHbIX pPEaKLUUsAX T[oCylapcTB — YIEHOB
EBpa3uiickoro 5KOHOMHU4ECKOT0 COI03a.

Poccuiickas denepanus

denepanpHas cayx0a 1o Haa30py B chepe 3aApaBoOXpaHCHUS

Anpec: 109012, r. MockBa, CnaBsiHcKas miionazis, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrpoHHas moura: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHUKAITHOHHON CeTH «MHTEepHETTY:!
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CHUMIITOMBI

Cnyyan nepeno3upoOBKH TOJIBKO (DIYOKCETMHOM OOBIYHO XapaKTEPU3YIOTCS JIETKUM TEUEHHUEM.
CuMnTOMBI EPe03UPOBKU BKIIOYAIOT B €051 TOLIHOTY, PBOTY, CY/I0pPOTH, HAPYIIEHUS CO CTOPOHBI
CEPIIEYHO-COCYAUCTON CUCTEMBI oT ACUMIITOMAaTUYECKON apUTMHUHU (BKiTIOUAS
aTPUOBEHTPUKYIISPHBIN PUTM U JKETYZ0UYKOBYIO apUTMHUIO) M u3MeHeHuit DKI', xapakTepHbIX a1
ynnuHeHus uaTepsana QTc, 10 ocTaHOBKM cepAla (BKJIOYas OUE€Hb PEIKUE CIIydau KeITyA0UKOBOU
TaxUKapIuu THUIA «IIHPYIT»), HAPYIIEHUS CO CTOPOHBI JABIXAaTEIBbHOM CHCTEMBl U IPU3HAKU
M3MEHEHHOTO COCTOSIHUS LeHTpaibHOi HepBHOUM cuctembl (LIHC) or B030yXkneHus 10 KOMBI.
Ciydau neTaibHOI0 UCX0/1a BCIEICTBHE MEPEI03UPOBKHU (PIIyOKCETMHOM OTMEUAINCh KpaiiHe peaKo.

Jleuenue

PexomeHyeTcst KOHTpONMPOBaTH OOIIEe COCTOSHUE M CEPJACYHYIO JEATENIbHOCTh Hapsny C
MPOBEJEHHUEM OOLIMX CHUMIITOMAaTHMYECKHUX U MOAJEp’KUBAIOIIUX Meponpuatuid. Crneunduueckuit
aHTUJOT HeusBecTeH. D(PPEeKTUBHOCTH (OPCHUPOBAHHOTO IUYpe3a, AUaANIM3a, reMoneppy3uu u
NepeKpecTHON TpaHc(y3un HEBBICOKA. AKTUBHUPOBAHHBIM yrojb, MIPUMEHSIEMbI B KOMOMHAIIUU C
COpOUTOIIOM, MOXKET OBITH TaKke Win 6osiee 3p(PeKTUBEH MO CPAaBHEHUIO C BHI3BIBAHHEM PBOTHI HITU
IIPOMBIBAHUEM KEITYAKA.

[Ipn 7edeHun mMEpPEeAO3UPOBKU CIEAYeT YUYUTHIBATh BIHMSHHE MPUMEHEHUS HECKOJIbKUX
J'IeKapCTBeHHI)IX npenapaTOB. HaHI/IeHTaM, HpI/IHﬂBH_II/IM 60J'II)HIOG KOJINYECCTBO TpI/IHI/IKJ'II/I'-IeCKI/IX
AHTHJICTIPECCAHTOB, €CJIM OHU OJHOBPEMEHHO MPUHHUMAIOT WM B HEJJABHEM BPEMEHH MPUHUMAIH
(bIyOKCeTHH, MOXKET OTpeOoBaThCA 00JIee JUTUTEIIBHBINA MTEPUO METUIIMHCKOTO HAOIIIOICHHS.
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5. DPAPMAKOJIOTHUECKHUE CBOWCTBA (NOCNEROBATENLHOCTE 0001)

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapmakoTepaneBTUUeCKass Tpynna: NCHXOAHAICNTHKH;  AHTHACIPECCAHTBHI,  CEJICKTHBHBIC
MHTUOUTOPHI 0OPATHOTO 3aXBaTa CEPOTOHHHA.

Kon ATX: NO6ABO3

MexaHusM aeiictBus U hapMakoauHaMudeckue 3O GhEKThI

@DyoKCeTHH SIBJIAETCSI CEJIEKTUBHBIM MHIHMOMTOPOM OOpaTHOrO 3axBaTa CEPOTOHMHA, YTO
OIIpeAEIIsAET €ro MEXaHU3M AeicTBUs. PIyOKCETHH NMPAKTUUYECKU HE 00JIaJaeT CPOJACTBOM K JIPYTUM
peuenrtopaMm, Hampumep, K ol-, 02- u [-agpeHepruyecKkuM, CEpOTOHHHEPrHUYECKUM,
nohaMUHEPTUYECKUM, THCTAMUHEPTHYECKUM, MycKapuHoBbIM 1 ["TAMK-penentopam.

5.2. apMaKkoOKHHeTHYECKHE CBOiicTBA

AOGcopbrms

[Ipu mnpueme BHYTpb (IYOKCETHH XOpOIIO BcacbiBaeTcs. [lpuwem mnumu He BIUSET Ha
OMOIOCTYITHOCTD JJAHHOTO IIperapara.

Pacnpenenenue

@DIIyOKCeTUH B 3HAUMTEIBHON CTEMEHU CBS3BIBACTCS C OenkaMu 1uia3mbl (0koio 95 %) u
xapaktepusyercsa OonpimnM ob0bemMoMm pactpenenenus (20—40 i/kr). YcroiiunBas paBHOBECHAS
KOHIIEHTpAMs B IUIa3Me JIOCTUTASTCs IMOCIe IpHeMa Tperapara B TCUCHUE HECKOJIbKUX HEICIb.
YcToliuuBasi paBHOBECHas KOHIEHTpPALMsA TOCIE MPOJOJKUTENLHOTO MPUMEHEHUs IIperapara
aHAJIOTMYHA KOHIICHTpAIMK, HabItojaeMoli Ha 4—5 HeJele mpreMa mperapara.

EI/IOTDaHCd)ODMaI_II/IH

Jlnst piryokceTHHa XapakTepHa HeMHEWHas papMakoKHHETHKa ¢ 3()h(HEKTOM MepBOro MpOX0KACHUS
4yepes NeyeHb. MakcuMallbHasi KOHLEHTpalus B IJ1a3Me KpOBH JIOCTUTaeTcs yepe3 6—8 yacos 1ocie
npuema npemnapara. OiyokceTuH MeTadonu3upyercs npeumyiiectseHHo nzopepmentom CYP2D6 B
MEYEHH MyTeM JAEMETHIIMPOBAaHUS 10 HOp(IIyoKceTHHA (Ae3MEeTUI(PIYOKCETHHA).

OnUMUHALNS

Ilepuon momyBbIBeneHUs (IyOKCETMHA COCTaBiseT oT 4 10 6 1Hel, mepuoja IMOJyBbIBEACHUS
Hop(dyokceTuHa — ot 4 10 16 nueit. [ToaTromy npenapat oOHapy>KMBaeTCs B MJIa3Me KPOBU B TEUEHUE
5—6 Hezxenb Mocie MpeKpalleHus: Tepanuu. BeiBoauTcs (IyOKCETHH MPEUMMYIIECTBEHHO MOYKaMU
(oko0110 60 %). DIYOKCETHH BBIACNISETCS C TPYJIHBIM MOJIOKOM.

IloyeyHass HEIOCTATOYHOCTh

[Tocne ogHOKpaTHOTO TIpHieMa (PIIyOKCETHHA y TTAIMEHTOB C JIETKOM, CPETHEN UITH TsHKEIoH (aHypust)
CTETIEHbIO TIOYEYHON HEJAOCTATOYHOCTH (HhapMaKOKMHETHUECKHE IMapaMeTpbl HE HM3MEHSUIMCH I10
CPaBHEHHUIO C TAKOBBIMH Yy 3JIOPOBBIX T0OpOBOJIBbIEB. OHAKO, MOCTE MOBTOPHOTO MPUMEHEHUS
MOXKET HAaONIOAAThCsS YUIMHEHHWE TUIATO yYCTOMYMBOW pPAaBHOBECHOW KOHIIGHTpAIMM Tpernapara B
1a3Me KpoBH.

IleueHOYHAs HEAOCTATOYHOCTh

[Ipy mneyeHOYHOW HENOCTaTOUYHOCTH (AJIKOTOJIbHBIM LHMPPO3 IMEYEHH) IMEPHO] MOJTyBbIBEACHUS
¢byokceTuHa U HOp(IyOKCeTHHA YBenUuuBaics 10 7 u 12 qHei coorBeTcTBeHHO. [Ip1 neueHOoUHOM
HEJ0CTaTOYHOCTU MOKET MOTPeOOBaTHCS CHUKEHHUE J103bI Iperapara Wik YacTOThl €ro Ipuema.

JIulia moXXujaoro Bo3pacra

(DapMaKOKI/IHeTI/I'—IeCKI/Ie IMMOKAa3aTcjin 3A0POBBIX IMAIMCHTOB IIOXKWUJIOTO BO3pacTa COINOCTAaBHMBbI C
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(NOCNEQCBATENEHOCTE 0001)

IIoKasaTc/isIMU IAalluMCHTOB Ooiee MOJIOOOro BO3pacTa.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. Ilepeyenb BCOMoOraTeJibHbIX BelIECTB

duyokcernn, 10 Mr, KarCyJisl

Lemmono3a mukpokprctaumdeckas (MKII-200)
Kpaxman npexenaTHHH3HPOBAHHBIH

Marnus creapat

Cocmag kopnyca kancynwi:
Kpacurenb XuHOJIMHOBBIN KEITHIN
Kpacurenb coiHeUHbIN 3aKaT KENThIN
Tutana Tuokcun

Kenarun

Cocmas Kpvluieuku Kancyul:
Kpacurenb XuHOJIMHOBBIN KENTHINA
Kpacurenb cosiHeuHbIHN 3aKaT >KENTHIN
Turana quoKCcH

Kenarnn

duyokceruH, 20 MT, KarcyJibl

Lemmono3a mukpokprcrammyeckas (MKII-200)
Kpaxman npexenaTHHH3HPOBAHHBIH

Marnus creapar

Cocmas kopnyca Kancynwl:
Kpacurens xene3a okcu/ sKeJIThIN
TuTana TMOKCHUI

Kenarnn

Cocmas kpvluleuku Kancyvl.
Kpacurens xene3a okcup sKenTblid
Turtana nuokcuy

Kenarnn

6.2. HecoBMecTHMOCTDH

He nmpumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roga.

6.4. Oco0ble MepbI MPEAOCTOPOKHOCTH MPH XPAHEHUH
XpaHuTh pu Temnepatype He Boite 25 °C.

6.5. XapakTep u cojep:KaHHe YNAKOBKH

ITo 7, 10, 14 nnu 15 karncyn B KOHTYpHYIO SYEHKOBYIO YIIAKOBKY U3 IIJIEHKU MOJIMBUHWIXJIOPUIHOM,
au00 TUIEHKH MOJIMBUHUIXJIOPUAHON/MOMTMBUHIWIMICHXJIOPUIHOW U (QOJBIM  aTIOMUHHEBOM
[1€YaTHOM JIAKUPOBAHHOM.
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ot 21.10.2025 Ne 26402

Umr nmo 7, 10, 14 wmmm 15 kamcynm B KOHTYPHYIO aqéﬁﬁéﬁ%él%éﬁg&yt ﬁg::::[\/-[-er_r’e-ﬁ-lz/{.:la}l:h

KOMOWHUPOBAaHHOTO Ha OCHOBE (POJIBIU (TPEXCIOMHBIN MaTepual, BKIIOYAIOUINA aTIOMHHHUEBYIO
Gonbry, MIEHKY U3 OPUEHTUPOBAHHOI'O NOJMAMUIA, MOJMBUHWIXJIOPUIHYIO IUICHKY) U (DOJIBIH
ATIOMUHHEBOMN NIEYaTHOM JIAKUPOBAHHOM.

1,2,3,4,5,6, 8 wm 10 KOHTYpHBIX SIMEHUKOBBIX YITAKOBOK BMECTE C HHCTPYKIIHEH 110 METUIIMHCKOMY
MIPUMEHEHHUIO (JIMCTOK-BKJIAJIBIIT) TOMEIIAIOT B KAPTOHHYIO YITAKOBKY (ITAUKY).

6.6. OcoOble Mepbl NMPEeIOCTOPOKHOCTH NMPHU YTHIU3ANUU MCIIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara WM OTXO0H0B, MOJYYEHHBIX MOCJ€e NMPUMEHEHUs] JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MAaHUIYJSIIMHU € NpenapaToM

Oco0ble TpeOOBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccus
000 «O30H»
445351, Camapckas 00:1., . XKurynesck, yiu. [Tecounas, 31. 11.

7.1. llpencraBuTenb AepKaTesisi perucTPAMOHHOIO Y10CTOBEPeHH

[Iperen3un norpedHUTENEH HATPABIATH 1O A/IPECY:

B cnyuae npoussoocmea na npouzeoocmeennoii niowaoxe OO0 «O30ny

Poccus

000 «O308»

445351, Camapckas 0611., T.0. XKurynesck, r. JKurynesck, yi. [ mapocrponrenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

B cnyuae npouzeoocmea na npouzsoocmeennou niowaoke OO0 «O30n Papmy

Poccus

00O «O30H Papm»

445043, Camapckas 00:1., r.0. TonbsitTH, Tep. O33 IIIIT, maructpans 3-1, 3a. 11, cTp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHUIA

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN MTpenapaT OTHOCUTCS K KATETOPUH OTITYCKa IO PELENTY.

O6ma51 XapaKTCPUCTHKA JICKAPCTBCHHOI'O IIpcrapara (I)J'IyOKCCTI/IH AOCTYyIIHA B CAWUHOM PECCTpPC
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiicKOro 3KOHOMHYECKOTO COK3a M Ha
ounmansHOM caure YIIOJJHOMOYE€HHOTO opraHa (9KcTiepTHOM OpraHH3aIim)
https://eec.eaeunion.org/.
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