OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Omunes Ky-tab, 5 mr, TabneTku, 1ucneprupyemMsie B MOJIOCTH pTa
Omunes Ky-ta6, 10 Mr, TadiieTku, JUCTIEprHpyEeMbIe B TIOJIOCTH pTa
Omuues Ky-ta6, 20 Mr, TabieTKH, JUCIEPTUPYEMBIC B ITOJIOCTH PTa

2. KAUECTBEHHBIN U KOJINYECTBEHHBIN COCTAB

J_—[CI\/‘ICTBYIOH_IGG BCIICCTBO: SCHUTAJIOIIPAaM.

Omunes Ky-1ad, 5 Mr, TabIeTKH, TMCHEPTrUPYEMBIC B TIOJIOCTH PTa

Kaxnas Tabnerka comepkuT 6,39 Mr scuuTaionpamMa OKcajiaTa, SKBHBAJCHTHO 5 MT
ACIUTAJIONpama.

BcrnomorarenbHbie BEIIECTBa, HAJTHMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOT'O
npenapara: JJaKTo3bl MOHOTUIpaT (cM. pasnensl 4.3., 4.4.), Hatpuii (cMm. pazzaen 4.4.).

Onunes Ky-1a6, 10 Mr, TabyieTku, JUCTIEPrUPyEeMble B IOJIOCTH pTa

Kaxnas tabnerka coxepxxkur 12,78 Mr scuuranonpama oOKcanara, 53KBUBaJeHTHO 10 mr
ACIUTANIONpaMa.

BcnomoraTenbHbie BeliecTBa, HaJTUYME KOTOPBIX HAJAO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHIpaT (cM. pasaensl 4.3., 4.4.), Hatpuii (cMm. pasnaen 4.4.).

Omunes Ky-1ad, 20 mr, Ta0IeTKU, JUCIIEPIUPYEMBIE B IIOJIOCTH PTa

Kaxxgas Ttabnetrka comepxkut 25,55 Mr scuuraionpama oOKcamara, SKBUBajeHTHO 20 mr
ACIUTAJIONpaMa.

BcnomoraTenbHble BelecTBa, HAJIMYKWe KOTOPBIX HAJO0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: JJakTo3bl MOHOTUIpaT (cM. pasnenst 4.3., 4.4.), Hatpuit (cMm. pazaen 4.4.).

ITomupIit MEPCUCHb BCIIOMOT'aTCIIbHBIX BEIICCTB IMIPUBEACH B pa3ICiic 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Ta6HeTKI/I, AUCTICPIUPYCMBIC B ITOJIOCTU pTaA.

Omnuesa Ky-1ab, 5 Mr, TaOJIeTKH, AUCIIEPTUPYEMBIE B IIOJIOCTH PTA
Kpyrisle, miockomuIMHIpHYECKre TaOJeTKU OEeNoro Wiau Mmodtd Oenoro mBeta, ¢ ¢ackoil u
TPaBUPOBKOM «5» HA OJJTHOU CTOPOHE.

Onuies Ky-tab, 10 Mr, TabieTku, JUCTIEPTHPYEMbIE B TIOJIOCTH pTa
Kpyrnble, miuockomummHApuYecKre TabJeTKH Oenoro WM Mmo4yTh Oenoro 1Bera, ¢ (ackol u
rpaBupoBKO# «10» Ha OAHOM CTOpOHE.

Dmnuesa Ky-tab, 20 mr, Ta0IeTKH, AUCIIEPTUPYEMBIE B IOJIOCTHA PTA
Kpyrible, MIOCKOIMIMHIPHYECKUE TAONIETKH OEoro WM MOYTH Oenoro iBera, ¢ (Gackoil u
rpaBUpPOBKOH «20» Ha OJHOI CTOPOHE.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3zanusi K NPUMEHEHUIO

[Tpenapat nokasaH K NPUMEHEHHIO Y B3pPOCIIbIX B BO3pacTe OT 18 ner.
e JlenpeccuBHBIE MU30/IbI JIFOOOW CTETIEHH TSKECTH.



e [lannueckue paccrpoiicTa c/6e3 aropadoouu.

e (ConuanbHOE TPEBOXKHOE PACCTPOMCTBO (coruanbHas hoous).
e ['eHepann30BaHHOE TPEBOKHOE PACCTPOMCTBO.

e  O0CecCHBHO-KOMITYJIbCUBHOE PACCTPOUCTRBO.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

PexxuM 03upoBanus

[Tpenapat Dnunes Ky-tad npuanmaercs 1 pas B CyTKu.

[Tpenapar Onunest Ky-tab, Tabnerku, aucrneprupyemble B IOJIOCTH pTa, OMO’KBUBAIECHTEH
ACHUTANONPaMy B TaOJIETKaX, MOKPHITHIX IUIEHOYHON 000JI0YKON, IMEET aHAJTOTMYHYIO0 CKOPOCTh
U CTENeHb BcachlBaHUSA. [l03bI M PEKUM JI03UPOBAHUS TAK)XKE COOTBETCTBYIOT.

Tabnerku, nucneprupyembie B IOJIOCTH PTa, MOKHO MPHUMEHSTh B KayeCTBE albTEePHATHBBHI
TabJeTKaM, HOKPHITHIM IUIEHOYHONW 000JI0UKOM, y MAIMEeHTOB, KOTOPbIE UCIIBITHIBAIOT TPYJHOCTH
IIPU [IPOTJIATHIBAHUM TAOJIETKU UIIU NPU OTCYTCTBUU KHUAKOCTH JJIs 3alIMBaHUS.

TaOnerku, nucneprupyemsie B MOJIOCTU PTa, HE JAEIATCS.

enpeccugnvie anu300bi

OO6bryHO Ha3zHayaroT 10 Mr oguH pa3 B CyTKH. B 3aBUCMMOCTH OT MHAMBHUAYaJIbHON peakluu
MAIUEeHTA /1032 MOXKET OBITh yBEJIMUYCHA 10 MAKCUMAITBHOH — 20 MT' B CYTKH.
AHTuaenpeccuBHbIi 3¢ dekT pa3BuBaeTcs uepe3 2—4 Hepenu mocie Hauyana jedeHus. [locne
WCYC3HOBEHHSI CHMITTOMOB JICTIPECCHH, KaK MHHHMYM, €Ill¢ B TeUCHUE 6 MecsieB HEoOXO0aMMO
MPOJIOIHKATH TEPAIUIO [Tl 3aKpeTieHus oaydeHHoro ¢ dekTa.

Tanuuecxkue paccmpoticmea c/6e3 azopagoobuu
B TedeHue niepBoii Heleu peKOMEHIyeMas 1032 — 5 MT' B CYTKH, KOTOpasi 3aT€M YBEJIHUUBACTCS
1o 10 Mr B cyTKH. B 3aBUCHMOCTH OT MHIMBUAYAIbHOW PEaKIMU TMAIMEHTa 71032 MOXET OBITh
yBeJIMYEHa J10 MaKCuMalibHOM — 20 MTI' B CYTKH.
MakcuManbHbIN TepaneBTHUECKUM 3P PEKT JocTUraeTcs MpUMEPHO yepe3 3 Mecslia rociie Hayana
neueHust. Tepanust JUINTCSI HECKOJIBKO MECSLIEB.

CoyuanvbHoe mpegodicHoe paccmpoicmeo (coyuanvHas ¢oous)

OO6pryHO Ha3zHayaroT 10 Mr ouH pa3 B CyTKH. B 3aBUCMMOCTH OT MHAMBHUAYAIbHON peakiuu
MAIUEeHTA J103a MOXKET OBITh yBEIMUYEHA JI0 MAKCUMATBHON — 20 MT' B CYTKH.

Ocnabnenre cCMMITOMOB OOBIUHO pa3BUBaeTCs yepe3 2—4 HeleNnu Mocje Hayalla JeueHusl.
[TockonbKy COITMATBPHOE TPEBOKHOE PACCTPOMCTBO SBISETCS 3a00JE€BAaHUEM C XPOHHUYECKUM
TE€YeHHEM, MUHHUMaJbHas PEKOMEHIyeMas IIUTEeNbHOCTh TeParneBTUYECKOr0 Kypca COCTaBIsET
3 Mecsma. Iy mpeAoTBpaIIeHUs PEIUAMBOB 3a00JICBaHUS TIperapar MOXET Ha3HA4YaThCs B
TE€YeHHE 6 MECAIIEeB UM JIOJIbIIE B 3aBUCUMOCTH OT WHJIUBUAYATbHON PEAKIINH MMallieHTa.
PexoMeHyeTcst perysipHO IPOBOJMTH OIICHKY ITPOBOMMOTO JICUCHHS.

I'enepanuzoeannoe mpesodicrHoe paccmpoucmeo

OO6b1yHO Ha3zHavaroT 10 Mr ouH pa3 B CyTKH. B 3aBHCHUMOCTH OT MHAMBHIyaJIbHOM peakuuu
NalMeHTa J103a MOKeT OBbITh YBEIMUYEHA JI0 MaKCUMalIbHON — 20 M B CyTKH.

MuHrManeHass peKOMEHAYeMasl JUIMTEIBHOCTh TEPANlEBTUYECKOTO0 Kypca COCTAaBISET 3 MecALa.
Jis  mpemoTBpalleHuss pelUAMBOB 3a00JIeBaHHs JIOMYCKAaeTCs JUIMTENbHOE IPHUMEHEHHE
npemnaparta (6 Mecs1eB U JoJblie). PekoMenayercs: peryisipHO MPOBOAUTH OLEHKY POBOJIUMOTO
JICYCHMUS.

ObceccusHo-KOMNYIbCUBHOE PACCIPOUCMBO

OOpryHO Ha3zHavaroT 10 Mr ouH pa3 B CYyTKH. B 3aBUCMMOCTH OT WHAMBHUAYAJIbHON peakiuu
MalMeHTa J103a MOXKET OBITh YBEJIWUYEHA 0 MaKCUMaIbHOU — 20 MT' B CyTKH.

[TockonbKy 00CECCHBHO-KOMITYJIbCHBHOE PACCTPOMCTBO SBISIECTCS 3a00I€BAaHHEM C XPOHHUUECKUM
TEYCHHEM, KypC JICUCHUS JOJDKEH OBITh JIOCTATOYHO JUTUTCIIBHBIM JIJISI 00CCIICUSHUS TOTHOTO
n30aBJIeHUS] OT CUMIITOMOB U JUJIMTHCA, 10 MEHbIIEH Mepe, 6 Mecsues. [ nmpenoTBpamieHus
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PEIUINBOB PEKOMEHIyETC s JIedeHUE He MeHee | roma.

OcoOble rpynnel NalMeHTOB

Tayuenmsi ¢ HapyweHuem QyHKyuy novex

IIpy mo4yedyHON HEIOCTATOYHOCTH JIETKOM M CPEINHEW CTENEHU TSKECTU KOPPEKLMM /03 HE
Tpedyercs.

[lpy modYeuHOW HENOCTATOYHOCTH TsbKenoW crenenu (kiupeHc kpearuHuHa — (KK)
menee 30 mi/mMuH) ipenapat Dnures Ky-tabd cieayer Ha3HA4aTh ¢ OCTOPOKHOCTHIO.

Tayuenmoi ¢ HapywieHuem QYHKYuU neveHu

[Ipy medyeHOYHOM HEJOCTAaTOYHOCTH JIETKOW M CpelHel cTeneHu TspkecT (kimacc A wim B mo
knaccupukanun Yaing-I1e10) pekoMenayemas HayanbHas 1032 B TEUCHHE MEPBBIX JBYX HEIEINb
JICYEHUS COCTABIISIET 5 MI' B CyTKHU. B 3aBUCMMOCTH OT MHAMBUIyalIbHOM pEaKLMM MMallMEeHTa 1032
MoeT ObITh yBenuueHa 70 10 mr B cytku. [Ipu TspKenoit cTenenn ne4eHouHol HeJOCTaTOYHOCTH
(xmacc C mo xmaccupuxamuu Yaitng-Ileto) npenapar Onunes Ky-tab Ha3zHadaercs moOJ
IPUCTAJIbHBIM KOHTPOJIEM Bpaya.

Tayuenmor nosicunoeo eo3pacma (cmapue 65 nem)
Pexkomenryercss mpUMEHSTH TMOJOBUHY OOBIYHO PEKOMEHAYEeMOH H03bI (5 MI B CYyTKH) U Oojee
HHU3KYI0 MakCUMalibHY0 103y (10 Mr B CyTKH).

Tayuenmoi co crhudicennot akmusnocmwio uzogpepmenma CYP2C19

Jlis manueHToB €O CHIDKEHHOM akTuBHOCTHIO u3odepmenta CYP2C19 pexkomengyemas
HavajgbHAs /032 B TEUYCHHWE IEPBBIX IBYX HEACHb JICUCHUS COCTaBIseT S5 Mr B CyTku. B
3aBUCUMOCTH OT WHIMBHIyaJbHON PEaKIMH IMAlMEHTa J103a MOKET ObITh yBenuueHa g0 10 mMr B
CYTKH.

eTu

[Ipenapar Onunes Ky-tab He cieayer mpUMEHSTh y JETel M MOAPOCTKOB muamiie 18 jer
(cM. pazmen 4.4.), T. K. HET JAOCTATOYHOrO O0BbEMa NAHHBIX JOJITOCPOYHBIX HCCIEAOBAHUN IO
0€30MacHOCTH NPUMEHEHHUs JScLUUTajlonpaMa y JAeTedl M IOJPOCTKOB, KacaloIUXCs pOCTa,
CO3pEBaHUs, KOTHUTUBHOT'O U MOBEJIEHYECKOTO Pa3BUTHSI.

IIpexpaillieHne neyeHus
[Tpu npekpaiienuu jgedeHus npenaparom Iauiies Ky-tab 1o3y cieayeT yMeHbIIaTh MOCTENEHHO
B TCUCHUC 1—2 HEaCIb BO I/136G)KaHI/I€ BO3HUKHOBCHUA CI/IH}IPOMa «OTMCHBD».

Croco0 nmpuMeHEHUs

BuyTps. Tabnerky KiagyT Ha S3bIK, [TOCNIE OBICTPOrO PaCTBOPEHMSI POTJIATHIBAIOT, 3allUBasl WK
He 3anuBas Bojoi. He cienyer cMemmBarh TablIeTKy BO PTY C MHIIEH.

TabneTku, TUCTIEPTUPYEMBIE B TIOJIOCTH PTa, XPYNKHE, IIO3TOMY ¢ HUMHU CJIEIyeT 00paIiaThCs ¢
OCTOPOYKHOCTBIO.

N3Bnedp TabneTKy CleayonmM 00pa3oMm:

1. CornyTs O65mcTep 1O JTUHUU pa3phiBa.
2. BekpbITh O1cTEp, OCTOPOKHO MOTSHYB 32 Kpaid (OJIBIHU.
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3. OCTOPOKHO U3BJICYb TAOJIETKY.
4. 3areM Ta0NeTKy cCleyeT HEMEUICHHO MOJIOKHTh Ha SI3bIK M JepXKaTh BO PTY B TEUYCHUE
HECKOJIbKUX CEKYH]I /IO MOJIHOTO PaCTBOPEHHUSI.

4.3. lIlpoTuBONOKAa3aHNUS

e [UNepuyyBCTBUTEIBLHOCTh K OSCUHUTAIONPAMy WJIA K JIOOOMY M3 BCHOMOTaTEIbHBIX
BEIIIECTB, MIEPEUNCIICHHBIX B pa3zene 6.1.

e  OpaHOBpEMEHHBIH puemM HECEJICKTUBHBIX HEOoOpaTHMBIX WHTUOUTOPOB
MoHoamuHOKcHaa3bl (MAO).

e OJIHOBpEMEHHBIN MPUEM MUMO3HA.

e Jletn u moapoctku miuaxame 18 et (3pdexTuBHOCTE U OE30MaCHOCTh NMPUMEHEHHS HE
U3YYEHBI).

e [JammeHTaMm ¢ pelKO BCTpEUAOUIEHCS HACIEACTBEHHOM HENEPEHOCUMOCTBIO T'aJIAKTO3bI,
nedUIUTOM JIAaKTa3bl WM TTII0K030-TaJaKTO3HOM MalibabcopOLnelt He caenyeT NPUHUMATh
3TOT Tpernapar.

4.4. OcoOble yka3aHHus U Mepbl NIPeI0CTOPOKHOCTH IIPH NPUMEHECHUH

Cnenyer coOmoAaTb OCTOPOXKHOCTh IIPU  CIEAYIOIUX COCTOSHUSAX: TsbKenas I04edHas
HenocratoyHocTh (KK  menee 30 mii/mMuMH), MaHMs W TUNOMaHus, (apMakoJOTHYECKU
HEKOHTPOJIUpYEMasl SIUJIENCHSI, BBIPAXKEHHOE CYHMLUIAIbHOE IIOBEJIEHUE, CaxapHbId Iuaber,
LUPPO3 MEYCHH, CKIIOHHOCTh K KPOBOTEUEHUSIM, 3aKPBITOYTOJIbHAs IJlayKoMa WM IJayKoMma B
aHaMHe3e; OJTHOBPEMEHHBIN mpueM ¢ HHruouTopoMm MAO A (MOKIOOEMUIOM) U UHTHOUTOPOM
MAO B (cenerunmHom), cepoTOHUHEPIMUECKUMH JIEKapCTBEHHBIMHU IIpernapaTaMu, penapaTamu,
CHIKAIOIIMMHU TIOPOT CYAOPOXHOW TOTOBHOCTH, JHMTHEM, TPUNTO(PAHOM, JIE€KAPCTBEHHBIMU
npenapaTamu, coAepkKaluMu 3BepoOoil MPOABIPABICHHBIH, epOpaIbHBIMU aHTUKOATYJITHTaAMU
U JIEKQpCTBEHHBIMU IIperapaTamMy, BIUSIOUIMMH Ha CBEPTHIBAEMOCTb KpOBH, IMpenaparamu,
CHOCOOHBIMHU BBI3bIBATh TMIIOHATPUEMHIO, IpenapaTaMy, MEeTabOJM3UPYIOLIMMHUCSA C y4acTHEM
uzodpepmenta CYP2C19, stanonom; mpu npuMeHeHUH deKTpocyaopoxnoi Tepanun (OCT), mpu
OPUMEHEHUH Yy MAIMeHTOB IOXKMWJIOTO BO3pacTa, NMpU OEepeMEeHHOCTH U B MEpUOJ] TPYIHOIO
BCKapMJIMBaHMSL.

IIpy  npuMEHEHHHU MPENAparoB, IPUHAMIEKANMX K TPYNIE CEIEKTUBHBIX HMHTHOUTOPOB
oOparroro 3axsara ceporoHnHa (CHMO3C), BkIoYas JCUUTAIONPAM, CIEAYET YYUTHLIBATH
CACAYIONIEe

Iapaooxcanvhas mpegoza

Y HEKOTOPBIX MAIMEHTOB C TAHHYECKUM PACCTPOMCTBOM B Hayalle JICUeHUs] aHTHICTIPECCAHTAMU
MOJKET HaOJIOIaThCs yCHiieHUe TpeBoTH. [10100Has mapajokcanbHas peakius 0ObIYHO HCUe3aeT
B TEUEHHUE TMEPBBIX JBYX HeAenb JedeHus. [[ns CHUKEHHS BEpPOATHOCTH BO3HUKHOBEHUS
AHKCHUOI'CHHOT'O E)Cb(fbeKTa peKOMeHHyeTCSI HpI/IMeHSITB HU3KHUC HAYAJIIbHBIC TO3BI.

Cyoopoeu

CremyeT OTMEHHUTD ACIUTAIONPAM B CIydae IEPBUYHOTO PA3BUTHS CYTOPOKHBIX MPUCTYIOB HIIH
B Cllydyae YCWJIEHUS HUX 4YacTOThl (y MAalHUEHTOB C paHee IUArHOCTUPOBAHHOM SMIUIIETICHEN).
CHUO3C =He crnenyeT NPUMEHSATH Y TAIMEHTOB C HECTAOWJIBHOW OIMIICTICUEH; TIpH
KOHTPOJIMPYEMBIX MPUCTyIaX HE0OX0IUMO TIIATENFHOE HAOII0ICHHUE.

Manus/zunomanus
DcuuTanonpaM J0KEH ¢ OCTOPOKHOCTHIO MPUMEHSTHCS Y MAIMEHTOB C MaHUEH/TUITIOMaHUEH B
anamHese. [Ipu pa3BUTHN MaHUAKAIBHOTO COCTOSIHUS ACITUTAIONPAM JOJDKEH OBITh OTMEHEH.

Caxapnviii ouabem



VY nanueHToB ¢ caxapHbIM 11a0eTOM JICUEHUE SCLUTATIONPAMOM MOXKET U3MEHUTh KOHLIEHTPALHIO
TJIIOKO3bl B KpoBH. [l03TOMY MOXET MOTpeOOBAaThCS KOPPEKUUS 103 HHCYyIMHA ¥ (HMiH)
[epOpaIbHbIX TUIOTIMKEMUUECKUX IIPENapaToB.

Cyuyuo/cyuyuoanvhvie MblCaU UYL KIUHUYECKOE YXYOuleHue

Jenpeccus cBsi3aHa C HOBBIILIEHHBIM PUCKOM BO3HUKHOBEHUS CYMLIUJATbHBIX MBICIIEH, HAHECEHUS
ceOe TeIEeCHBIX OBPEXKACHUN U CYUIAA (CyUIMIAIbHbBIE SABJICHUS). DTOT PUCK COXPAHAETCS 10
HACTYIUICHUS] CTOMKOW pemuccuu. IlockonbKy yiydilieHUss MOKET He HaONII0JaThCs B TEUCHUE
NIEPBBIX HECKOJIBKUX HEJENb TEpalluy WIN Aa)ke OOJIbILIEro MPOMEXKYyTKa BPEMEHH, HAllUEHThI
JOJKHBl HAaXOJUTBHCS IO/ TOCTOSIHHBIM HAOJIIOJIGHUEM [0 HACTYIUIGHHUS YJIYYIICHUS HX
COCTOSIHMSL.

OO61mas KIMHUYecKasl MPaKTHUKa MOKa3bIBAaET, YTO Ha PAHHUX CTAUSAX BBI3IOPOBICHUS BOZMOKHO
YBEIIMYECHUE PUCKA CYHLIUJA.

Jpyrue ncuxuyeckue COCTOSHUS, 1JIs1 JICUEHUSI KOTOPBIX HA3HAYAIOT 3CLUTAIIONPAM, MOTYT TaK¥Ke
OBITH CBSI3aHbI C MOBBIIIEHHBIM PUCKOM BO3HMKHOBEHMSI CyMIIMJIAIbHBIX COOBITHM U SIBICHUU.
Kpome TOoro, 3Tu COCTOSIHUSI MOTYT SIBJIAITBCSI CONYTCTBYIOUIEH MAaTOJOTMEN MO OTHOIICHHUIO K
JleIIpeCCUBHOMY 3nu3oAy. [Ipy nedeHny nanueHToB ¢ APyruMu ICUXUYECKUMU PacCTPOMCTBAMU
cienyer coOIoaTh T€ e caMble MEphl MPEIOCTOPOKHOCTH, YTO U MPH JICYCHUH MAIUEHTOB C
JIEIIPECCUBHBIM 3MU300M.

[TanueHTsl, UMEIONIME B aHAMHE3€ CYUUUJAIbHOE MOBEACHHUE, WU MALMEHThl CO 3HAYMMBIM
YPOBHEM Da3MBILUICHHUS Ha CyHUIMJajdbHble TE€Mbl 0 Hayaja Jie4eHUs B OOJIbLLIEH CTENeHU
MO/ABEPIKEHBI PUCKY CYMLIUIATIbHBIX MBICJIEH WJIU MOMBITOK CYUIIMIA, TO3TOMY BO BpPEMsI JIEUEHUS
3a HUMH JIOJDKHO BECTHCH THIATENIbHOE HAaOII0IEHHUE.

Meta-ananu3 11ane00-KOHTPOIUPYEMbIX KIMHUYECKUX HCCIEIOBAHUM aHTUACTPECCAHTOB C
Y4aCTHEM B3pOCIBIX ITAIMEHTOB C INCUXMYECKMMHU HAPYLICHUSMH ITOKa3aJl, 4TO IIPU IHpUEMe
AQHTHUICTIPECCAHTOB y NALIUEHTOB MOJIOXKE 25 JIET CYIIECTBYET IOBBIIEHHBIN PUCK CYUIIMIATBHOTO
MOBE/ICHNUS 110 CPAaBHEHUIO € MPUEMOM Iutane0o0. MeaukaMeHTO3HOE JIeUeHUE ITUX MAIlMeHTOB U,
B YAaCTHOCTH, MAI[MEHTOB C BBICOKOW CTENEHBIO PUCKA CYMLIUA, JOJDKHO COIPOBOXIATHCS
THIATEIbHBIM HA0JI0/IeHuEM, 0COOEHHO Ha PaHHEW CTa/JIUU JI€UEHUS U MPU U3MEHEHUSX J103bl.
[TaruenTsl (M 1WA, YXaKUBAIOIIME 3a MAlMEHTaMH) JOJDKHBI OBITh TPEIyNpEeXIEHBI O
HEOOXOJUMOCTH  KOHTPOJMPOBaTh  JIIOObIE  MPOSIBICHUS  KIMHUYECKOTO  YXYAILIEHUS,
CYHLUAAJIBHOTO MOBEJIEHHs] WJIM MBbICIEH, a Takke HEOOBIYHBIX M3MEHEHUN B MOBEACHUHU, U
HEMEIJIEHHO 00paIaTbes 3a MEJUIIMHCKON KOHCYJIbTalluel MPU MOSBIEHUHU 3TUX CUMIITOMOB.

Axamu3zus/ncuxomomopnoe 60306ydHcoenue

[Mpumenenne CUO3C/CUO3CH (ceneKkTUBHBIX HHTHOUTOPOB OOPAaTHOTO 3aXBaTa CEPOTOHUHA U
HOpaJIpeHaJMHa) acCCOLMUPYETCS C pPa3BUTUEM aKaTU3UH, XapaKTepu3yrolleics pa3BUTHEM
CyOBEKTUBHO HENPUSTHOTO WM YTHETAIOIIero OeClOKOMCcTBa M MOTPEOHOCTH B MOCTOSIHHOM
JIBIDKEHUH, YaCTO B COUETAHUU C HECTIOCOOHOCTHIO CIOKOMHO CUAETH WM CTOSITh. DTO Yallle BCEro
MPOSIBISIETCS B TEUYEHHUE MEPBbIX HECKOJbKHX HENEeNb JeUeHUs. Y TMalMeHTOB C TaKUMHU
CUMIITOMaMH MOBBILIEHHUE JJO3bI MOKET IIPUBECTU K YXYALIECHUIO.

T'unonampuemus

I'unoHnarpueMusi, BO3MOKHO CBA3aHHAs ¢ HAPYLIEHUEM CEKPELIMHA aHTUINYPETUUYECKOTO TOPMOHA
(AID), na poue nmpuema CUO3C BO3HHKAET PENKO U OOBIYHO MCUE3ACT MPU OTMEHE TEPAITUH.
Crenyer cobmoaTh OCTOPOKHOCTH MPH IMTpUMeHeHUH dcuuTanonpama u apyrux CUO3C nunam,
BXOJSIIMM B TPYNIy pPHUCKAa pPa3BUTHS THUIIOHATPUEMHUU: IMALMEHTAM IIOXKUJIOrO BO3pPacTa,
HalMeHTaM ¢ LUPpO30M IeUYeHH M MPUHHUMAIOIIMM IIpernaparbl, CHOCOOHBIE BbI3BIBATH
TUITOHATPUEMHUIO.

Kposomeuenue
[Tpu mpueme CMO3C ObTH OTMEYEHBI CIydand Pa3BUTHS KOKHBIX KPOBOM3IHSIHUHN (IKXUMO3 U
nyprypa). HeobxomuMo ¢ OCTOPOXKHOCTBIO TPHUMEHSATH JCIHUTANONpaM Y MAaIUEHTOB,



MPUHUMAIOIINX aHTUKOATYJISHTHI 1711 TPUeMa BHYTPb U JIEKQpCTBEHHBIE MPEnapaThl, BIUSIOIINE
Ha CBEPTHIBAEMOCTh KPOBH, a TAKXKE Y MALIUEHTOB CO CKJIOHHOCTHIO K KPOBOTCUCHUSIM.

ITpuem nekapctBenHbix npenaparos rpynin CUO3C, CUO3CH MokeT MOoBBIIIATh PUCK PA3BUTHS
MOCJIEPOIOBOTO KpoBOTEUeHus (cM. paszensi 4.6., 4.8.).

ICT
[Tockonpky knuHUYecKkuil onblT ogHOBpeMeHHOro npumenenns CHO3C u 3CT orpanuueH, To
IIpY OTHOBPEMEHHOM IIpuMeHeHHuH scuuTanonpama u ICT cineayer co0nroaaTh OCTOPOKHOCTD.

Obpamumvie cerekmuenvle uneudbumopsvt MAO A
He pexomeHnyercst oqHOBpeMEHHOE MPUMEHEHHE dCIUTaIoNnpamMa 1 HHruoutopoB MAO A u3z-3a
pHUCKa pa3BUTHUSI CEPOTOHUHOBOTO CUHIPOMA.

Cepomonunoswiii CUHOpoM

Heo6xo1mMo ¢ 0CTOPOKHOCTHIO MPUMEHSATH 3CHUTAIONPAM OJHOBPEMEHHO C JIEKAPCTBEHHBIMU
npenapaTamMu, 00JaJal0IMMU CEPOTOHUHEPTUYECKUM JIEHCTBUEM, HAIPUMEP, CyMaTPUIITAHOM
WIH JPYTUMHU TPUIITAaHAMH, TpaMagojoM, OynpeHoppuHOM M TpuUnTopaHoM. Y TAIUCHTOB,
npuHUMaIUX scuutanonpaMm u apyrue CHMO3C oaHOBpEeMEHHO € CEPOTOHUHEPTUYECKUMU
mpermapaTamM, B PEAKUX CIIydasX pa3BUBAJICSI CEPOTOHWHOBBI CHHIPOM, MOTCHIMAILHO
JKU3HEYTpOKarolee cocTosiHue. Ha ero pas3BuTHe MOXKET yKa3blBaTh KOMOWHAIMS TaKHX
CUMITOMOB, KaK @XHUTalWs, TPEMOp, MHOKIOHYC, THIICPTEPMHUS, KEITYJOYHO-KUIIICIHBIC
CUMITOMBI, U3MEHEHHUs IICUXUYECKOr0 CTaTyca, BereraTMBHas HecTaOWIbHOCTh. Ecnu 310
MPOU30IILI0, CJIEAyeT HEMEMIJIEHHO TMpeKpatuth oaHoBpeMenHoe Jeuenue CHUO3C wu
CEpPOTOHUHEPTUYECKUMU MperapaTaMy U HauaTh CUMITOMATHYECKOE JICUCHUE.

Ecnmu opHOBpeMeHHOE Jie4eHHWE KIMHUYECKA OINpaBJaHO, PEKOMEHIYETCS TIaTeIbHOe
HaOII0/IeHUE 32 MAIlMeHTOM, OCOOEHHO BO BpeMs Hayalla Tepanuu U B EPUOJT yBEIUYCHHS 103bI.

3akpvimoyeonvras enaykoma

CHO3C, Bxioyas 3CLUTANIONpaM, MOTYT OKa3blBaTh BIMSHUE Ha pa3Mep 3payuka, BbI3bIBas
Mujpuras (paciivpeHue 3padka). 3a cueT JaHHOTro 3(@exTa MOKeT yMEHbIAThCS yroy 0030pa, a
B JJaJIbHEHIIIEM MOKET MOBBIIATHCS BHYTPUIIIA3HOE JIaBJICHUE U Pa3BUBATHCS 3aKPBITOYTOJIbHAS
rJIayKOMa; OCOOEHHO 3TO XapaKTepHO JUIS IMAIMEHTOB C MPEAPACHOIO0KEHHOCTHIO K TaKOMY
cocTosHuI0. [103TOMy y MallMEHTOB € 3aKPHITOYTOJIBHOM IMTayKOMOMW UJIH C TJIayKOMOM B aHaMHe3e
HE0OXO0AMMO COOIIOAATh OCTOPOKHOCTD P MIPUMEHEHHH ICIUTATIONpama.

Ankoeonw

DcuuTaionpaM He BCTYIAET C ATaHOJIOM B (apMaKOIMHAMUYECKOe WIH (PapMaKOKHHETUYECKOE
B3auMojeiictBue. ONHAKO, KaK M B CIy4dae C JIPYTMMU ICHUXOTPOMHBIMU JI€KAPCTBEHHBIMU
npenaparamu, OJJHOBPEMEHHOE MPUMEHEHHE ICIUTATIONPaMa U dTaHOJIa HE PEKOMEHTyeTCsl.

Cunopom «ommenvi» nocie npekpaujenus mepanuu

[Ipu mpekpaleHuu JeYeHHs] 9acTO BCTPEUAETCS CHHAPOM «OTMEHBD», OCOOCHHO TPH PE3KOM
MpEKpalleHUu JieueHUus. B KIMHUYECKHMX MCCIEIOBAHUSIX HEXeaTellbHble pEeakluu Ipu
MpPEKpaIeHUN JICYeHUs HaOMIOAAINCh MPUONMH3UTENRHO Y 25 % mManueHToB, MOJyYaBIINX
JiedeHure dcuuTagonpamMom, u 'y 15 % narueHToB, NoayJyaBIIuX miamnedo.

Puck pasButHs cHHIpPOMa «OTMEHBD» MOXKET 3aBHUCETh OT HECKOJIBKHUX (DAKTOPOB, BKIOYAS
JUTMTETFHOCTH TEPANKH | 03y IpernapaTa, a TaK)Ke CKOPOCTh CHIDKEeHHUs 103bl. Hanbonee gacto
COOOIAIOCh O TaKUX PEaKIHUSIX KaK TOJIOBOKPY)KCHHE, CEHCOPHBIC HApyIICHHUs (BKJIIOYas
MapecTe3nI0 U OLIYyIIEHUE yaapa dIEKTPUUECKUM TOKOM), HapyIIeHHsI CHa (BKIItoUasi 0ECCOHHHILY
W WHTCHCUBHBIC CHOBHUJCHHS), @XUTAIlUSA WM TPEBOra, TOIIHOTa W (WJIM) PBOTA, TPEMOP,
CIIyTaHHOCTh CO3HaHMsI, TIOBBIIICHHOE MOTOOT/EICHHEe, TOJIOBHAas OOb, Auapes, OIIyIICHUE
cepaneOneHus, YMOIMOHANIbHAS HECTAOMIBHOCTD, Pa3IpaXUTEIHPHOCTh M HAPYIICHHS 3PEHUS.
OOBIYHO ITH CHUMIITOMBI MMEIOT JIETKYIO WM CPEIHIOI0 CTEIECHb BBIPAXXECHHOCTH, OIHAKO Y
HEKOTOPBIX MAllMEHTOB OHU MOTYT OBITH TSKEIbIMH.



OOBIYHO CHUMINTOMBI BO3HHKAIOT B TCUCHHE MEPBHIX HECKOJBKHX JHEH IMOCIe MpeKpaIieHus
JICYCHUs, HO KpaillHEe PEAKO COOOIAIOCh O BOSHHUKHOBCHHH TAKMX CHMIITOMOB Y TAI[UCHTOB,
CJIy4aifHO IPOIYCTHBIIUX IPUEM Ipernapara.

Kak mpaBuiio, 3T¥ CUMIITOMBI IIPOXOJISAT CAMOCTOSITEIBHO OOBIYHO B TEUCHHE JIBYX HEIEIb, XOTS
Yy HEKOTOPBHIX MAallMEHTOB OHHM MOTYT OBITh IPOJOJDKUTEIbHBIMU (2—3 Mecsma wid Oosee).
[ToaToMy TpH MpeKpalieHud JICUYEHUS PEKOMEHIYeTCS IOCTENEHHOE CHWKCHHE J03bl Ha
NPOTSDKEHUH HECKOJIBKUX HEIEIh MM MECSIIICB B COOTBETCTBUU C COCTOSIHMEM TAICHTA.

Hwemuueckas 6onesnv cepoya (UbC)
B cBs131 ¢ orpaHNueHHBIM ONIBITOM NPUMeHeHus y nanueHToB ¢ UBC pexomenayeTcs codmronaTh
OCTOPOKHOCTH TPH IPUMEHEHUH ITperapara.

Yonunenue unmepsana QT

BbL10 ycTaHOBJIEHO, UTO 3CHUTAIONPaM BbI3BIBAET J0303aBUCUMOE yanuHeHue nurepsasia QT. B
HOCTPErMCTPALIMOHHOM IE€PUOJIE CcOoOOLIaoch O Ciaydasx yauuHeHus uHTepBana QT u
JKEIYJIOYKOBOM  apUTMMM, BKJIOYas JIBYHAIIPABICHHYIO  JKEIYJOYKOBYK)  TaXUKAPIUIO
(TMna «IMpy3T»), MPEUMYLIECTBEHHO Yy TAlMEHTOB JKEHCKOro I0Ja, Yy MAIUeHTOB C
TUIIOKAJIMEMUEN, WIM YK€ CYyIIECTBYIOUIMM yaiauHeHueMm wuHTepBana QT, wmm apyrumu
3a00JIeBaHUsAMU CEpALA.

Tpebyercs coOmonaTh OCTOPOKHOCTD MPH MPUMEHEHHUH MIperiapara y HalueHTOB ¢ BRIPAKEHHON
Opaaukapauel WK y NAlMEeHTOB C HEJaBHO MEPEHECEHHBIM OCTPhIM MH()APKTOM MUOKap/a WU
JIEKOMIICHCUPOBAaHHOM CEPIEeYHON HEAOCTATOYHOCTHIO.

Hapyienust 31eKTpoauTHOro 0anaHca, Takue Kak TMIOKaJIMEeMHMsl U THIIOMAarHUEeMHUs, TOBBILIAIOT
PUCK pa3BUTHUS 3J0KAUYECTBEHHBIX ApUTMHUH, HEOOXOJIMMO CKOPPEKTHPOBATh 3TU HapyIlIEHUs
nepe] Ha4yajaoM JIEUYEHUS ICLUTAIONPAMOM.

V¥ nauuenToB co cradbunpHbiM TeueHueM MBC mepen HavaaoM JieyeHUS HEOOXOIUMO CHENATh
OKT'.

IIpy BO3HMKHOBEHMM NPU3HAKOB apUTMHUHU CEpALA BO BpEMs JICYEHHUS OSCLUTAIONPAMOM
HE00X0IMMO MPeKpaTUTh Tepanuio u caenats JKI'.

Cexcyanvuas oucghynkyus

CHUO3C/CO3CH MoryT BbI3bIBaTb CHUMIITOMBI CeKcyallbHOW aucyHkumu. Coobuianochk o
JUINTETIbHOW  CEeKCyaJdbHOW JHUCOYHKIMH, CUMOTOMBI KOTOPOM COXPAaHSJIUCh U  IOCIE
npekpaienus npuema CUO3C/CUO3CH.

CTHU
AHTHETpeccaHThl He cleAyeT Ha3HadaTh AETSIM U MOJPOCTKaM Mianme 18 et B CBs3M ¢
ITOBBIIIICHHBIM pI/ICKOM CYI/IIII/II[aJ'II)HOl"O IIOBCACHUA (HOHBITOK CYI/IHI/I)Ia nu CYI/IIII/I)IHJ'IBHBIX
MBICTIEH), BpaxkaeOHOCTH (C TpeoblagaHueM arpecCUBHOTO TMOBEIEHUS, CKIOHHOCTH K
KOH(poHTAIMU W pasapaxkenus). B ciiydae mpuHSATHS HAa OCHOBAHWM KIMHUYECKON OIICHKH
pelleHus 0 Hayalle Tepaniy aHTHACTIPECCAHTAMU MAIMEHT JOHKeH HAXOAUTHCS O] TIIATeThHBIM
HaOJIFOJEHUEM.

BcnoMorarenbHble BelecTBa

Jlakmo3sel mono2uopam

JlexapcTBEHHBIN Mmpenapar He cleAyeT NPUHUMAaTh MalMEHTaM C PEAKO BCTpEdaroIencs
HACJIEICTBEHHON HENEPEHOCUMOCTBIO TaJIaKTO3bl, JJAKTA3HOW HEJOCTATOYHOCTHIO WIIM TJIFOKO030-
rajJjakTo3Hoi MaiababcopOuueit.

Hampuu

JlaHHBI TeKapCTBEHHBIH Mpenapar colepKUT MeHee 1 Mmonb Hatpus (23 mr) Ha 1 TabneTky, To
€CTb, [10 CYTH, «HE COJCPKUT HATPHUS»

4.5. B3amMmopeiicTBHMe ¢ JPYTHMH JICKAPCTBEHHBIMHM MNpenapaTtaMH H JApyrue BHIbI
B3aUMO/eHCTBHI



PapMaKOIMHAMMYECKOE B3aUMOJICHCTBHE

Hecenexmusnule neoopamumsie uneubumopvr MAO

CooOmranioch 0 BO3HUKHOBEHUHU CEPHbE3HBIX HEXKENATENbHBIX PEaKIMid NMpU OJHOBPEMEHHOM
npueme CHUO3C u HeceneKTHBHBIX HEOOpaTHUMBIX MHTHOMTOpoB MAOQO, a Takxke mpu Hayaie
npuema HHruouTopoB MAO nanuenTaMu, He3a10JIro 10 3Toro npekparummmu npuem CHUO3C.
B HexkoTOpBIX cilydasix y MallueHTOB pa3BUBAJICS CEPOTOHUHOBBIN CUHIPOM.

[TpuMeHsTh 3cUUTANIONPaM OJAHOBPEMEHHO C HECEJIEKTHUBHBIMU HEOOpaTUMbIMU MHTHMOUTOpaAMU
MAO mnporuBomnoka3ano. Ilpuem scrmranzonpamMa MoXeT ObITh HauaT uepe3 14 mHeil mocie
OTMEHBI MIpHeMa HEeCeNIEKTUBHBIX HeoOpatuMbix MHruoutopoB MAO. Ilepen HauanoMm mnpuema
HECEJICKTUBHBIX HEOOpaTUMBIX MHTHOUTOPOB MAQO NOMKHO NMPOWUTH HE MeHee 7 JHEH mocie
OKOHYAHUS MpreMa dCIUTaIoNpama.

Obpamumbsiii cenexmusnwiil uneubumop MAO A (moxnodbemud)

H3-3a pucka pa3BUTHS CEPOTOHUHOBOT'O CHHIPOMA HE PEKOMEH TyeTCsI HPUMEHSITh ACIUTAIONpaM
OTHOBpEeMEHHO ¢ wuHrHOMTOpoM MAO A wMoximobemumom. B cimywae, ecim mpueM Takou
KOMOMHAIIMM TpenapaToB NPU3HAH KIMHUYECKH HEOOXOAWMBIM, PEKOMEHIYeTCS HadaTh C
MUHHMAaJIbHO BO3MOXKHBIX /103, @ TaKXXE€ MPOBOJIUTH MOCTOSHHBIA KIMHUYECKUH MOHHUTOPHHT
cocTosiHMA nanuenTa. [IpueM scruransonpama MOXKHO HadaTh, KaK MUHHMYM, Yepe3 OHH JICHb
nocjie oTMeHbl oopaTumoro naruouropa MAO A moknoOemuza.

Obpamumwiii HecenexmugHulil uneubumop MAQO (nunesonuo)

AHTUOMOTUK JIMHE30JM] SBJISETCS OOpaTUMbIM HeECENeKTUBHbIM HHruouropom MAO u He
JIOJDKEH MPUMEHATHCS Yy MalMEeHTOB, MOJIyYalouX TEepanuio 3cuuTanonpamMom. B ciyuae, eciu
IpUeM TaKOW KOMOWHAIMU TPETapaTtoB MPH3HAH KIMHUYECKH HEOOXOIMMBIM, PEKOMEHYeTCs
HayaTh C MHUHUMAJIbHO BO3MOXKHBIX /103, a TaKKe€ HPOBOJUTH IMOCTOSHHBIA KIMHUYECKUN
MOHHUTOPHHT COCTOSTHHSI MAI[CHTA.

Heobpamumutii cenexkmugnwiii uneuoumop MAO B (cenecunun)
HN3-3a pucka pa3BUTHS CEPOTOHNHOBOTO CHHIPOMA HEOOXOIMMO COOJII0AAaTh OCTOPOKHOCTD MPH
preMe 3CIUTAIONPaMa OJJHOBPEMEHHO ¢ HeoOpaTuMbeIM HHTHOMTOpoM MAO B cenermimHoM.

Jlexapcmeennvle cpeocmea, yorunsrowue unmepsan QT

dapmakoKMHETHYECKHE U (papMaKOJMHAMUYECKHUE UCCIIEJOBAHUS IPUMEHEHHs SCIUTalIoNnpama B
KOMOMHAIlUM C JAPYTMMH JIEKQpCTBEHHBIMM IpernapaTamu, yanuHsoomumu uHtepBan QT, He
npoBoawiInCh. Henp3s MCKIIOYUTHL  aJAMTUBHBIA 3¢ ¢dekT scuurajzonpaMa U JaHHBIX
JIEKapCTBEHHBIX NpenaparoB. CienoBaTelbHO, TPOTUBONOKA3aHO OJHOBPEMEHHOE IPUMEHEHNE
ACHUTAJIONpaMa M JIEKApCTBEHHBIX IIPENapaTroB, yanuHsommx wuHTepBan QT, Takux Kak
aHTHapuTMu4eckue mnpenapatel kiaccoB A u Ill, HeliponenTuku (Hampumep, TPOU3BOJIHBIE
¢deHoTHa3MHA,  NUMO3UJ,  TaJONEpPHIO0),  TPULMKIMYECKHE M  TETPALUKINYECKUe
AHTHUJICTIPECCAHTHI (aMUTPUNITUIINH, UMUIIPAaMHUH, ManpoTwiuH u 1p.), CUO3C u nogoOHble uM
aHTUJENpeccanTsl  (Hampumep,  (IyOKCeTWH, BeHJapakCMH W Jp.), HEKOTOpble
POTUBOMHUKPOOHBIE TMpenapaThl (MakpoJUAHbIE AHTHOMOTHKM M WX aHAJIOTH, HaIlpHMep,
SPUTPOMUIINH, KIAPUTPOMHIIMH, MPOU3BOAHBIE XWHOJIOHA U (TOpXHHOJOHA (crapdiokcaruH,
MOKCH(IIOKCAIUH), IEHTaAMHIIUH, TPOTHBOTPUOKOBBIE CPECTBA a30J0BOT0O psija (KETOKOHA30I,
(i1yKOHA3011), JOMIIEPUIOH, OHIAHCETPOH, Ipernaparbl A JICYEHUS MaIpUH, B YAaCTHOCTH,
rajiopaHTpUH, HEKOTOPbIE AHTUTUCTAMHUHHBIE TTpenapathl (ACTEMHU30J1, MU30JIACTHH).

Cepomonunepeuieckue 1exapcmeennbvie npenapambl

OnHOBpeMEHHOE TMPUMEHEHHE C CEPOTOHMHEPrHYeCKHMMM JIEKApCTBEHHBIMH TpernaparaMu
(mampumep, Tpamanoi, OynpeHOp(UH, CyMaTpUNTaH U JPYTrHe TPHUIITAHBI) MOKET MPUBECTH K
Pa3BUTHIO CEPOTOHUHOBOI'O CHHAPOMA.

Jlexapcmeennvie npenapamul, CHUMcaowjue nopoe CyOOPOIHCHOU 20MOBHOCTU
CHO3C MoryT CHIXXATh IMOPOT CYyAOPOKHON TOTOBHOCTH. Tpedyercs coOmoaaTh OCTOPOKHOCTh
IpY OJHOBPEMEHHOM IIPUMEHEHHUU C DCLUTAIIONPAMOM APYIHX JIEKAPCTBEHHBIX IIPEIaparos,
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CHIDKAIOIIUX TIOPOT CYIOPOXKHOM ToTOBHOCTH (Tpunmkiandeckue antuaenpeccantsl, CHO3C,
Me(IOXUH, OyNpONHMOH, TpPaMaaoj, AHTUIICUXOTHYCCKUE Tpernaparbl (HEUPOJIENTHKH) —
MpOMU3BOIHBIC (PeHOTHA3MHA, THOKCAHTEHA, OyTUPOPEHOHA).

Jlumuii, mpunmodgan

[TockonbKy OBUIM 3aperMCTPUPOBAHbI ClIydaud YCWJICHHMsI ACUCTBUS IPHU OJHOBPEMEHHOM
npumeHeand CUO3C u nutus unn tpuntodana, pekoMeHAyeTcs COOII01aTh OCTOPOKHOCTD MPH
OJIHOBPEMEHHOM ITPUMEHEHHUH CIUTANONpamMa ¢ STUMHU IpenapaTaMu.

36epoboii npoodvipsienentblil
OnnoBpemennoe  npumenenne CHUO3C wu  mpemapartoB,  coaepKammx  3BepoOoi
MIPOJIBIPSIBJICHHBIN, MOKET MPUBECTH K YBEIMUYCHHUIO YHCIIA HEXKEIATEIIbHBIX PEaKIUH.

Aunmuxoazynanmel u cpeocmeda, eIuAOWUe HA CEEPMbIBAEMOCHb KPOSU

Hapymenne cBepThIBAEMOCTH KPOBH MOXKET BO3HUKHYTh IPU OJHOBPEMEHHOM MPUMEHECHUH
3CUUTAJIONpPAMa C AHTHKOATyJISHTaMHU JUJIsl IIpUeMa BHYTPb U JIEKapCTBEHHBIMHU IpenapaTami,
BIMSIIOIIMMH Ha CBEPTHIBACMOCTh KPOBU (HApUMeEp, AaTUIUYHBIMH HEHPOJICITHKAMH |
MPOU3BOIHBIMU  (PEHOTHA3WHA,  OONBIIMHCTBOM  TPULMKIUYECKHX  aHTUACTPECCAHTOB,
AUETWICAUIMIUIOBON KHCIOTOM M HECTEPOUJIHBIMH IMPOTUBOBOCHAIUTEIBHBIMU IpENapaTaMu
(HITBIT), TUKJIOMUAXHOM U AUITUPUAAMOJIOM). B m0100HBIX CiTydasix B Havase WK 0 OKOHYaHUH
Tepanuu SCHUTAIONPAMOM HEOOXOIMM TIIATENIbHBIA KOHTPOJIb MOKa3aTeIe CBEPTHIBAEMOCTH
kpoBu. OpHoBpemeHHbI npuem ¢ HIIBII moxeT nmpuBecTM K YyBEIMYEHHUIO 4HUCIa CIIy4aeB
pa3BUTHUS KPOBOTEYECHMI.

Smanon

DcnuranonpaM HE BCTYIAET C 3TaHOJIOM B (hapMaKOJAMHAMHYECKOE WM (papMaKOKHMHETHIECKOE
B3auMojeiictBue. OIHAKO, KaK M B CIy4yae C JIPYTMMU ICHUXOTPONHBIMU JIEKAPCTBEHHBIMU
npenaparamu, OJJHOBPEMEHHOE MPUMEHEHHE ICIUTATIONPaMa U dTaHOJIa HE PEKOMEHTyeTCsl.

Jlexapcmeennvie cpedcmea, avizvlearouyue 2UNOKAIUEMUIO/SUNOMASHUEMUTO

Tpebyercs coOnroAaTh OCTOPOXKHOCTH IMPH OAHOBPEMEHHOM NPUMEHEHUHU JIEKapCTBEHHBIX
CPEZCTB, BBI3BIBAIOIIMX DPA3BUTHE TUMNOKAIMEMUH/TUIIOMArHUEMUH, TOCKOJIBKY IPH JaHHBIX
COCTOSIHUSIX MOBBIIIAETCS PUCK PA3BUTHUS 3JI0KAYE€CTBEHHBIX apUTMHUH.

dapMaKOKMHETUYECKOE B3aMMOICHCTBHE

Bnusanue opyaux nexapcmeenHvlx npenapamos Ha QapmakoKuHemuKy 3Cyumanonpama
Mertaboiau3m scuMTanonpamMa B OCHOBHOM OCYIIECTBIISIETCS TPH ydYacTHMH H30(epMeHTa
CYP2C19. B wmenbmieil crenmeHn B MeTaboIM3Me MOTYT NPHUHUMATh Y4acTHE H30(EepMEHTHI
CYP3A4 u CYP2D6. Merabonau3sM OCHOBHOI'O MeTaboluTa — JIEMETUIMPOBAHHOTO
AcHUTANIONpaMa, BUAUMO, YaCTUUHO KaTanuupyercsa nuzopepmentrom CYP2D6.

OnHOBpeMEHHOE TPUMEHEHHE HJCLUTAIoNpamMa M oOMerpas3oja (MHTUOMTOp HU30(pepMeHTa
CYP2C19) mnpuBomaut K ymepeHHoMmy (mpumepHO 50 %) TIOBBIIICHUIO KOHICHTPAIIUH
JcUUTANIONpaMa B IIa3Me KPOBH.

OmHOBpEMEHHBIN TIPHEM dCIUTANONpaMa 1 uMeTHanHa (MHrHouTopa m3opepmento CYP2D6,
CYP3A4u CYP1A2) npuBoauT K noslteHuto (mpumepHo 70 %) KOHIIEHTpAIlUH ScIUTaTIoNpama
B IJIa3M€ KPOBH.

Takum 00pa3oM, MPUMEHATh MAaKCUMAILHO BO3MOXKHBIE J03bI ICIUTATIONpaMa OJTHOBPEMEHHO C
uaruoutopamu  m3odepmenta CYP2C19  (manpumep, omemnpaszonoMm, (HIyKOHA30JI0M,
(iryokceTHHOM, (hITyBOKCAMUHOM, JIJAHCOIPA30JIOM, TUKJIONUMHOM) M IIUMETHANHOM CIIEIyeT C
0CTOPOXKHOCTHIO. [IpH 0JTHOBpeMEHHOM MpueMe 3cuuTaIonpama 1 BellIeyKa3aHHBIX IIPernapaToB
Ha OCHOBE KJIMHUYECKOI OI[EHKH MOXKET MOTPeOOBaThCSl yMEHBIICHUE 1035l ACIUTANIONpama.

Bnusnue scyumanonpama na apmaxoKuHemuxy opyaux 1eKkapCcmeeHHbIX npenapamos
Ocruranorpam sBisiercs nHruouropom nzopepmenta CYP2D6.

Heobxoxanmo co0mogaTe 0CTOPOKHOCTh NPU OJHOBPEMEHHOM MPHUMEHEHHH 3CIHTANIONpaMa M
JICKapCTBEHHBIX MPENaparoB, META0ONM3UPYIONIMXCS C TOMOIIBI0 3TOro H30(pepMeHTa H
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UMEIOIIMX MaJjblii TepamneBTUYECKMH HWHAEKC, Hampumep, ¢uekanHuaa, nponageHoHa W
Merorposoyia (B ciaydasx NPUMEHEHHS IPU CEpACYHON HEIOCTATOYHOCTH) WIIM MEIHIIMHCKHX
IpenapaTroB, B OCHOBHOM MeTaboiu3upyrommxcs mnocpeactBoM uszopepmenta CYP2D6 u
JEHCTBYIOIMX Ha LEHTpaibHylo HepBHyto cucremy (LUHC), nHanpumep, aHTuIenpeccaHTOB
(mesunpaMuH, KJIOMHUIIPAMHUH, HOPTPUITHIMH) WJIM  aHTHICHXOTHYECKHX  IPENapaToB
(pucniepuIOH, THOPUIA3UH, TaJoNepuaoi). B 3THX ciydasx MOXeT moTpeOOBaThCS KOPPEKIIHs
JI03bI.

OnHOBpEeMEHHOE MPUMEHEHHUE € 3CLUTAIONPAMOM JIE3UNPaMUHA UM METOIPOJI0JIa IPUBOAUT K
JBYKPAaTHOMY YBEJIMYEHUIO UX IJIA3MEHHON KOHLEHTPALHH.

OciyuTanonpaM MOXET He3HauuTeNbHO uHrHOMpoBath uzodpepment CYP2C19. Ilostomy
peKOMeHyeTcs CO0JII0IaTh OCTOPOKHOCTh IPU OAHOBPEMEHHOM NPUMEHEHUH 3CLUTAIONPaMa U
JIEKapCTBEHHBIX IpenapaToB, MeTadonu3upyomuxcs nzopepmernrom CYP2C109.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD
HNMeroTcst orpaHUYeHHBIC JAaHHBIE O IPUMEHEHUHU ACITUTATIONpaMa BO BpeMsi OEpEeMEHHOCTH.

HccnenoBanust »cuurajonpamMa Ha IHKUBOTHBIX IPOJEMOHCTPUPOBAIM  PENPOILYKTUBHYIO
TOKCUYHOCTD.

OcuranonpaM BO BpeMsi OEpeMEHHOCTH CIIEAyeT NPUHUMATh TOJBKO B CIIydasx KpaiHen
HEOOXOJMMOCTH U MOCJE THIATENFHON OIEHKH COOTHOILICHHS «I0JIb3a — PUCKY.

Ecnu nmpuem scriuranonpama MpoJojKalcs Ha MO3JHUX CPOKax OEpeMEHHOCTH, OCOOEHHO B
TPETbeM TPUMECTPE, TO 32 HOBOPOKICHHBIM CIIEyeT YCTAaHOBHUTHh HaOmwoaeHue. Ecnu mpuem
AcHUTAIONpaMa MPOJOHKAJICS BILIOTH 10 POJIOB WM ObUI MPEKpallleH He3a0Jr0 0 POIOB, TO Y
HOBOPOKJICHHOT'O BO3MOXKHO Pa3BUTHE CUMIITOMOB CHHAPOMA «OTMEHBI.

B cinyuae mpuema wmareppto CHUO3C/CMO3CH Ha mno3gHuX cpokax OEpeMEeHHOCTH Yy
HOBOPOJKJEHHOI'O MOTYT Pa3BUTHCSI CIEAYIOIIUE HEKEIATEIbHbIE PEAKLIMU: YTHETCHHUE JIbIXaHuS,
[IMAaHO3, aIlHO?, CYJOPO’KHBIE pACCTPOICTBA, CKAUKHM TEMIeEpaTypbl Tejla, TPYAHOCTH C
KOPMJIEHUEM, pBOTAa, THUIOIIMKEMHS, MBIIIEYHAs] TMIEPTOHMS, MBIIIEYHAs] TUIIOTOHUS,
runeppedIexcus, TpemMop, ITOBBILIEHHAS HEpBHO-peQIIEKTOpHAs B0O30YyJIUMOCTb,
pa3apaXUTEIbHOCTb, JIETAPIHsl, ITOCTOSHHBIM IIIa4, COHJMBOCTb M IIJIOXOW CcoH. /[laHHBIE
CUMIOTOMBI ~ MOTYT  BO3HHMKAaThb  BCJIEJICTBUE  DPAa3BUTUS  CHHAPOMA  «OTMEHBD»  WJIH
CEepOTOHMHEPTUYECKOTro JIeHCcTBUs. B O0NbIIMHCTBE CllyyaeB MOAOOHbBIE OCIIOKHEHUS! BO3HUKAIOT
B TeUeHUE 24 4acoB MOCIE POKICHUSI.

JlaHHBIE AIUAEMHOIOIMYECKUX HCCIEIOBAHUN IO3BOJISIOT IPEIION0KUTh, YTO MPUMEHEHHE
CHO3C Bo Bpemsi GepeMEHHOCTH, OCOOEHHO Ha MO3JAHHUX CPOKaxX, MOXET YBEIHMYUTh PHCK
pa3BUTHUS EPCUCTHPYIOIIEH IErOYHOM runepreH3un y HoBopoxaeHHbIX ([1JII'H). Habmonaembiii
puck cocraBui 5 ciydaeB Ha 1000 6epemennocteit. B o0mieit momymsiiun HaGmrogaeTcss 1—
2 ciryuas [IJITH na 1000 6epemenHocTel.

JlanHble HaOMIOIEHNH YKa3bIBAIOT Ha TIOBBIIEHHBIN (MEHEe YeM B 2 pa3a) PUCK MOCIEPOIOBOTO
KpoBoTeueHHs mocie npumenenus: npenaparoB rpynn CHMO3C/CHO3CH B TedeHue oJHOTO
MecsIa J10 poJioB.

JlakTanus
OXugaeTcsi, 4TO CHUTAIONPaM OYIET BBIIETATHCA C TPYAHBIM MOJOKOM, IOATOMY BO BpeMs

JICYSHHsI ICIUTAJIONPAMOM KOPMJICHHE TpyJbI0 MPOTHBOIOKa3aHO. B ciiydyae HEOOXOIUMOCTH
IIPUMEHEHHs IIpernapara rpy/IHoe BCKapMJIMBaHUE CIIEYET IPEKPATHUT.

PepTUIILHOCTD

JlanHbBIE MccneaoBaHUM Ha KMBOTHBIX MOKa3anu, 4yTo Hekoropble CHMO3C MoryT BiMATH Ha
KaueCTBEHHbIE [TOKA3aTeIM CIEepMbl. /J[aHHBIX MCCIIEIOBaHUM 3TOrO aCIEKTa HA KUBOTHBIX IS
sciutanonpama Het. Coobmienns o npuMeneHnn HekoTopbix CHO3C y yenoBeka mokasaiu, 94To
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BJIMSIHAE STHX JIEKApCTBEHHBIX MPENapaToB Ha KayeCTBO CIEPMBI sABIsETCA 00paTUMbIM. Jlo cux
HOp BIMSAHUS SCHUTAIONpamMa Ha (PepTUIIBHOCTD y YETIOBEKa He HaOI0AaI0Ch.

4.7. BausiHue Ha CNOCOOHOCTH YNPABJATHL TPAHCIOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHu3MaMu

Hecmotps Ha To, yto mpenapat Dnunes Ky-tab He BiuseT Ha MHTEIUICKTyajdbHble PYHKIUU U
MICUXOMOTOPHYIO aKTUBHOCTbD, B IEPUO]] JICUCHUSI HE PEKOMEH/IYETCsl yIPABJISITH TPAHCIIOPTHBIMU
CpelICcTBaMU M paboTaTh C MEXaHU3MaMHU.

4.8. HexenarejbHbIe peaKuuu

Pesrome mpoduasa 0€30IacHOCTH

HexenarenpHble peakiinu HanOoJee 9acTo Pa3BUBAIOTCS HA IIEPBOU WIIM BTOPOU HEIEIIE TEPAITHH,
3aTeM OOBIYHO CTAHOBSTCS MEHEEC HHTCHCHBHBIMH M BO3HHMKAIOT PEXE IMPHU IMPOJIODKCHUU
TEpaIHH.

PesroMe HexenaTeNbHbIX Peakiun

Hwxe mnepeuyuciieHbl HEXKeNaTelbHbIC PEaKIMK, BO3HHUKAIONIMEC TP IPHEME IIPernaparos,
npuHaexanmx K kaccy CUO3C, u oTMeueHHbIe IpU pUeMe dciuTanonpama. Mapopmanus
MPEJICTaBICHA HA OCHOBAHWHY JAHHBIX I1AIc00-KOHTPOIUPYEMBIX KIIMHHUYECKUX UCCIICIOBAHUH 1
CIIOHTAHHBIX COOOIICHUH.

YacTtoTa BCTpEYaeMOCTH OTpEJCIiCHA CICIyIOMHMM o0pa3oM: odeHb dacto (> 1/10), gacro
(> 1/100, Ho < 1/10), mewacro (> 1/1000, o < 1/100), peako (> 1/10000, mo < 1/1000), oueHn
penko (< 1/10000), uacrora HeusBecTHa (HAa OCHOBAHMM WMEIONIMXCS JAHHBIX OIICHUTH
HEBO3MOXHO). HexenaTenbHbIe peakiMy CrPYIIHPOBAHBl B COOTBETCTBHM C TMOPSAAKOM Ha
OCHOBaHUU CUCTEMHO-OpraHHbix kiaccoB (COK).

Hapywenus co cmopoHbl Kposu u tum@amuieckoi cucmembl:

4acTOTa HEU3BECTHA — TPOMOOIIUTOIIEHUSI.

Hapywenus co cmopoHsl UMMYHHOU CUCTIEMbL:

penKo — aHaPUITAKTUYECKUE PEAKIIHH;

4acTOTa HEU3BECTHA — AHTHOHEBPOTHYECKH OTEK.

DHOOKpUHHbBLE HAPYULeHUSL!

4acTOTa HEU3BECTHA — HelocTaTouHas cexperus AJIL.

Hapywenus memabonuzma u numaHus.

4acTO — CHIDKEHUE alleTHTa, TOBBIIIICHHE alllleTUTa, YBEIMUECHUE MAaCcChl TeTa;

HEYacTo — CHIDKEHHE MacCChl TeJa;

4acTOTa HEU3BECTHA — TUTIOHATPUEMHUS], AHOPEKCHSL.

Icuxuueckue Hapyuienus:

4acTo — TpeBora, OECMOKOWCTBO, HEOOBIYHBIC CHOBHJICHHUS, CHU)XCHHE JTHOWIO0, aHOpPTrazMus
(Y )KEeHIIUH);

HEYacTO — OPYKCU3M, QXKUTaIMs, HEPBO3HOCTh, MAHUYECKUE aTaKH, CTyTAHHOCTh CO3HAHUS;
pEIKO — arpeccusi, JeTepCoHaN3aIs, TAJUTFOIIMHAIIIH,

4acTOTa HEM3BECTHA — MAHMSI, CyHIIHIaTbHBIE MBICIH, CYHIIHIaThHOE TTOBEICHUE.

Crnydan TOSBICHHS CYHMIMJAIBHBIX MBICICH W TOBEJCHHS OBLIM OTMEUYCHBI TNPU TIpHUEeMe
ACIUTANIONpamMa M cpa3y Mmocjie OTMEHBI Tepanuu.

Hapywenus co cmopoHbl HepHOU cucmembl:

9acTo — OECCOHHUIIA, COHIIMBOCTH, TOJIOBOKPYKEHHE, TAPECTE3Us, TPEMOD;

HEYacTo — HapyIIeHHe BKYCOBBIX ONIYIICHUH, HapylIeHHe CHa, 0OMOPOK;

PENKO — CEpOTOHMHOBBIN CHHIPOM;

4acToTa HEW3BECTHA — IMCKUHE3Ws, J[BUTATENBHBIC HAPYIICHUsS, CyIOPOKHBIE PacCTpPOMCTBA,
IICUXOMOTOPHOE BO30YK/ICHUE/aKaTU3HSL.

Hapywenus co cmoponvl opeana 3penus:
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HEYaCTO — MUApHa3 (pacuIiupeHue 3pavka), HApyIICHHE 3PEHUSI.

Hapywenus co cmoponul opeana ciyxa u aabupunma:

HEYACTO — TAHHUTYC (IITyM B yIIax).

Hapywenus co cmoponul cepoya:

HEYacTO — TaXUKap.Ius;

peako — Opaaukapaus;

yacToTa HeW3BecTHa — yamHeHwe wuHTepBana QT Ha asmektpokapauorpamme (OKI),
KEITY0UKOBAS APUTMUS, BKITIOYAs! )KEITYJOUYKOBYIO TAXUKAPIUIO THITA «ITHPYIT».

Hapywenus co cmopoHbl cocy0os:

Y4aCTOTa HEU3BECTHA — OPTOCTATUYECKASI THITOTECH3HA.

Hapywenus co cmopoHbl 0biXxamenibHOU CUCEMbL, OP2AHO8 2PYOHOU KILeMKU U CPEOOCIEHUs.:
4acTO — CHHYCHT, 3€BOTa;

HEYacTo — HOCOBOE KPOBOTCUCHHE.

Hapywenus co cmopoHbl #ceny00uHo-KUueyHo20 mpakma.

OUYCHb YACTO — TOIIHOTA;

4acTo — uapesi, 3a1mop, pBoTa, CyXOCTh CIM3UCTOH 000JI0UKH MOJIOCTH PTa;

HEYaCTO — KEJIYJO0YHO-KUIIICYHOE KPOBOTEUCHHUE (BKITFOYAs KPOBOTCUCHHE U3 TIPSIMOM KHIIIKH ).
Hapywenus co cmopoHbl neueHu u sHcenuesbleo0aujux nymet.

YacTOTa HEHM3BECTHA — TEMATUT, IOBBIIICHUE CHIBOPOTOYHOW AKTUBHOCTH «IIEYCHOYHBIX)
(bepMEeHTOB.

Hapywenus co cmopoHbl Kodicu u NOOKONCHBIX MKAHE:

4acTo — MOBBIIICHHOE MOTOOTACIICHHE;

HEYacTO — KPAIMUBHUIIA, ATTONCIHS, KOKHAS ChINb, KOXKHBIHA 3YI;

94acTOTa HEM3BECTHA — DKXUMO3.

Hapywenus co cmopoHbl MbliieuHotl, KOCMHOU U COeOUHUMETbHOU MKAHU!

4acTO — apTPaTHs, MUAIITHSI.

Hapywenus co cmopoHbl nouex u Mouesbleo0suux nymeli:

4acToTa HEM3BECTHA — 3aJIep)KKa MOYH.

Hapywenusi co cmopoHbl penpooyKmugHO Cucmembvl U MOJTOYHBIX JHCENE3.

4acTO — UMITOTCHIIHS, HAPYIIICHHUE ISKYIISIIHH,

HEYacTO — MEHOPparus, METpopparus;

4acToTa HEW3BECTHA — TaJaKTOpes, MpHamu3M, TII0CIEepPOAOBOE KpPOBOTEUYECHHUE (IaHHAS
HEe)KeNaTellbHas peaklus 3aperucTpUpOBaHa Kak Kiacc-dQdekT [Uisi TpernapatoB TPYIII
CHUO3C/CHUO3CH (cMm. paznen 4.6.)).

Obwue HapyweHus U peakyuu 8 Mecme 68e0eHUsL:

4yacTo — c1a00CTh, TUIIEPTEPMUSI;

HEYacTo — OTEKH.

Onucanue OTAEIbHBIX HEKEIaTeIbHBIX PeaKIINii

Yonunenue unmepsana QT

B moctpeructparmonHoM mepuoae ObUTH OTMEYEHBI CiiydaW ymiuHeHus: mHTepBama QT, B
OCHOBHOM Yy MAIlMEHTOB C paHee CYLIECTBYIOIIUM 3a0oJieBaHMEM ceplua. B JTBOMHBIX CienbIx
1ane0o-KoHTpoaupyemblx ucciaeaoBanuax OKI' y 310poBBIX JOOPOBOJIBLIEB M3MEHEHHE OT
6azoBoro 3HaueHuss QTC (koppekuus no popmyine Openepuka) cocraBuio 4,3 Mcek Ipu 103e
10 mr B cytkm u 10,7 mcek — ipu 30 MT B CYTKH.

Knacc-aghgpexm

ONUIEeMUOIOTHYECKUE HMCCIEA0BAHUS C y4acTHEM MalueHToB B Bo3pacte 50 jer u crapiue
MOKa3aJi CyIIECTBOBAHUE MOBBIIICHHOTO PUCKA TepesioMa KOCTeH y MalueHTOB, MPUHUMAIOLIIX
CHUO3C u TpUUMKIMYECKHE aHTHUAENpPEeCcCaHThl. MexaHW3M BO3HHUKHOBEHHSI ATOrO0 pPHUCKa HE
YCTAHOBJIEH.

Cumnmombvl CUHOPOMA «OMMEHbBLY NPU NPEKPAUEeHUU Mepanuu
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Otmena mpenaparoB rtpynmbl CHMO3C/CHMO3CH (ocoOeHHO pe3Kas) 4YacTO NPUBOJIUT K
BO3HUKHOBEHHUIO CHHJpPOMAa «OTMEHBbI». Hambonee YacTo BO3HHKAIOT TOJOBOKPYKCHHE,
paccTpoiicTBa YyBCTBUTEIBHOCTU (B TOM YHCIIE MApecTe3us U OLIYIIEHUE MPOXOXKIECHUS TOKa),
paccTpoicTBa cHa (B TOM uMclie OECCOHHMIIA U MHTCHCUBHBIE CHOBMJICHUS), aXKUTALMS WU
TpeBora, TOLTHOTA U (WJIK) PBOTA, TPEMOP, CIIYTAHHOCTh CO3HAHMSI, TOBBIIIICHHOE TOTOOTIEJICHUE,
rojoBHas 00Jb, Tuapes, cepAneOrneHrne, IMOIMOHAbHAS HECTAOMIBHOCTD, Pa3ApaXXKUTEIbHOCTD,
pacctpoiictBa 3peHusi. Kak npasuio, 3Ti 3 exThl BIpakKeHbl cl1ad0 WM YMEPEHHO U OBICTPO
IPOXOJAT, OJIHAKO Y HEKOTOPHIX MAIlMEHTOB OHU MOTYT IMPOSBIATHCA B Oosiee ocTpo ¢opme u
(unmu) Gonee MIMUTENbHO. PekoMeHayeTCsl MPOBOIUTH MOCTEIIEHHYI0 OTMEHY Iperapara MmyTeM
CHW)KCHHSI €T0 JIO3BI.

Coo0111eH1e 0 110/103PEBAEMBIX HEXEIATEIbHbIX PEAKIHAX

BaxHo coo0maTb O I0A03PEBAEMBIX HEKEJIATEIbHBIX pPEAKLUSAX II0CIE€ PErucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ Lellbl0 00ecreyeHns HeNpPepbIBHOIO MOHUTOPUHIA COOTHOILICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Ipenapara. MeauIMHCKUM pabOTHUKAaM pPEKOMEHAYETCs
cooluaTe O JIIOOBIX MOJ03PEBACMbIX HEXKENIATENbHBIX PEaKIMIX JICKapCTBEHHOI'O Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbl COOOLIEHHS O HEXENIATENIbHbIX PEAKIUAX FOCYyAapCTB — YICHOB
EBpa3suiickoro 3KOHOMHYECKOI'0 COI03a.

Poccniickas @enepanus

®denepanbHas cityx0a 110 Haa30py B cdepe 3ApaBOOXpaHEHHUs

109012, r. Mocksa, CraBsiHCKasl miiomaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

Anpec 3neKTpoHHOM mouThl: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIEKOMMYHUKAIIUOHHON ceTu «HTepHeT:
https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

I[aHHI)IC 0 MEPCAO3UPOBKE dCHUTATIONIPAMOM OTpaHUYCHBI, BO MHOTUX TaKHUX CIIy4dasaX UMCJIACh U
nepea03upoBKa JPYTUMHU NpenaparaMu. B OonbIIMHCTBE ciiyyaeB CHMOTOMBI IEPEI03UPOBKH HE
MPOSIBIISIOTCS WM MPOSIBIIAIOTCS ¢1a0o0.

Cnyyan mnepeno3MpoBKH scuuTanonpamoMm (0e3 mpueMa Apyrux MpernapaTtoB) ¢ JETaIbHBIM
HCXOAOM C€IWHUYHBI, B OOIBIINHCTBE CJIydacB MMECT MECTO TAKXKC IMECPCAO3UPOBKA U APYTUMU
npernaparamm.

CuMIITOMBI

[Tpu nepe103upOBKE ICHUTATIONPAMOM B OCHOBHOM BO3HHUKAIOT CUMITOMBI co cToponbl LIHC (ot
TOJIOBOKPY)KCHHSI, TPEMOpa W aXHUTAMH 0 PEAKUX CIy4acB Pa3BUTHSI CEPOTOHUHOBOTO
CUHPOMA, CYAOPOXKHBIX PACCTPOUMCTB M KOMBI), CO CTOPOHBI JKEITYJOYHO-KUIIEYHOTO TPaKTa
(TomTHOTA/pBOTA), CEPACYHO-COCYAMCTON CHUCTEMBI (apTepHalbHAs TUIIOTEH3US, TaXWUKapus,
yanuHeHue uaTepBana QT u apuTMust) U HapyIICHUS JICKTPOIUTHOTO OanaHca (THMOKAIUEMUS,
TUTIOHATPUEMHUS).

Jleuenue

Crnemuduueckoro aHTHAO0TA He cymecTByeT. Crneayer obecrneuynTh HOPpMaIbHYIO TTPOXOIUMOCTh
JIIXaTEIbHBIX MyTEH, OKCUTCHAIMI0O U BEHTWISALMIO Jerkux. Cremyer mpoBECTH MPOMBIBAaHUE
>1<eJ1y)11<a U HAa3HAYUTH aKTI/IBI/IPOBaHHI)II\/II erJ’IB. HpOMBIBaHI/Ie >Keny111<a cne)lyeT HpOBeCTI/I KakK
MO>KHO OBICTpee mocJe mpueMa npemnapara. PekoMeHyeTcss KOHTpOIUPOBATh MOKa3aTenu paboThl
cep)ma nu leyrl/IX JKN3HCHHO BaXHBIX OpFaHOB nu HpOBOJII/ITB CI/IMHTOMaTI/IIIeCKYIO nu
MOJJEPKUBAIOLLYIO TEPAIIHIO.

5. ®APMAKOJIOTHYECKHE CBOMCTBA
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5.1. ®apmakoauHaAaMHUYeCKHE CBOMCTBA

dapMakoTepaneBTUYECKas TPyMMa: ICUXOAHAICNITUKH; AaHTHUICTIPECCAHTHI, CEICKTHBHBIC
UHTHOUTOPBI 0OPATHOTO 3aXBaTa CEPOTOHUHA
Kon ATX: NO6AB10

MexaHu3M J1eHCTBUS

OcuyuTanonpaM — aHTHJIEIPECCAHT, CEJIEKTUBHBI MHTHOUTOP 0OpaTHOro 3axBaTa CEpOTOHHMHA
(CHO3C) ¢ BbicokoOl ahPUHHOCTHIO K TIEPBUYHOMY MECTY CBS3BIBAHHS. DCIUTATIONPAM TaKKe
CBSI3BIBACTCS C aJUIOCTEPUUYECKHMM MECTOM CBSI3bIBaHUs Oelika-TpaHcmoprepa, ¢ apPpuHHOCTBIO,
MEHBIIEH B ThICA4y pa3. AJUiocTepuueckas MOIYyJALUS Oelka-TpaHClopTepa yCHIMBAET
CBSI3BIBAHME SCIIUTAJIONPaMa B MIEPBUYHOM MECTE CBS3BIBAHMS, YTO NMPUBOJUT K 00Jiee MOTHOMY
MHTHOMPOBAHUIO 0OPATHOTO 3aXBaTa CEPOTOHUHA.

DcuuTanonpaM He UMEET COBCEM WJIM UMEET OYeHb cl1abyro CIOCOOHOCTH CBSZBIBATHCS C PSAAOM
penenTopoB, BKiIroYas ceporoHuHOBbie 5-HTia, 5-HT2 penentopsl, modamuHoBeie D1 u D2
penentopsl, o1-, O2-, P-ampeHopenentopbl, Hi-THCTaMHHOBBIE, M-XOJUHOPELEITOPHI,
0OEH30/1Ma3eMUHOBbIE U OMHMOUIHBIE PELIETITOPHI.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopOuus
BcacbiBanue mmodTH IMONMHOE W HE 3aBHCHT OT BpeMeHW mnpuema nunmm. CpemHee BpeMs

JOCTHKEHHUS MaKCUMaJlbHOMH KOHOCHTpAalUKU B IJIa3ME€ KPOBHU (TCmax) cocTaBisgeT 4 Jaca mocie
MHOTI'OKPAaTHOT'O ITPUMCHCHUS. AOGcomoTHas 6I/IOILOCTy1'[HOCTI) ocauTaaomnpamMa CoOCTaBJIsICT OKOJIO
80 %.

Pacnpenenenue

Kaxymuiics 00bem pacrpenenetnus (Vqp/F) mocie npruema BHYTph coctaBisieT oT 12 1o 26 si/kr.
CBsi3pIBaHUE OCIHUTAJIONpaMa M €ro OCHOBHBIX METa0OJIHTOB C OelKaMu IUIa3Mbl KPOBU
ke 80 %. Kuneruka scruranonpama nuHeliHa. PaBHoBecHas koHeHTpanus (CSS) focTuraercs
npuMmepHo yepe3 1 Hexenro, cpeansis CSS — 50 amons/n (ot 20 g0 125 HMONB/IT) TOCTUTASTCS TIPH
CcyTO4HOM 103e 10 mr.

buotpanchopmanusg

OcuyuTanonpaM MeTaboIM3UPYyeTCcsl B IEUSHH 0 JeMETHINPOBAHHOTO U AUIEMETUIMPOBAHHOTO
MeTtabonutoB. Ob6a MerabonuTa SBISAIOTCS (HAPMAKOJOTUYECKH AKTUBHBIMH. A30T MOXET
okHuchAThcsl 10 Merabonuta N-okcuga. OCHOBHOE BEIIECTBO M €ro MeTa0OIMThl YaCTHMYHO
BBIBOZSITCS B BUJIE TNIFOKYPOHUIOB. [lociie MHOrOKpaTHOTO MPUMEHEHUS CPETHNE KOHIIEHTPAIHH
JIEMETUJIMPOBAHHOTO U IUAEMETHINPOBAHHOIO METa00IUTOB cOCTaBIAIOT 28—31 % u meHee 5 %
COOTBETCTBEHHO OT KOHIIEHTpAIMH JCIHTANoNpama. bruorpancdopmarusi scuuranonpama B
JIEMETUJIMPOBAHHBIA METabOJIUT MPOUCXOIUT TJAaBHBIM 00pa3oM ¢ MOMOIIbI0 H30(epMeHTa
CYP2C19, Bo3zmoxxHOo HekoTopoe yuactue uzopepmerntoB CYP3A4 u CYP2D6.

DJIMMHUHALNS
[Tepuon nonyBeiBeaenus (TY2) mociae MHOTOKpaTHOTO MPUMEHEHUS COCTaBIIsIeT 0koJio 30 yacos.

Kmupenc npu npueme BHYTpb (Clora)) coctaBmser 0,6 1/MHH. Y OCHOBHBIX MeTaOOJHMTOB
sciuTaionpama TY% Oosiee MPOMODKUTENICH. DCIUTAIONPAM U €ro OCHOBHBIE METaOOIUTHI
BBIBOJATCS TMEUYCHbIO (METa0OIMUYECKUI MyTh) U MOYKaMHM, OOJbINAsi YacTh BBIBOJAUTCS B BUJIE
MeTabOoIUTOB OYKAMHU.

OcoOble rpynmnbl NaMeHTOB

Jluya noswcunozo o3pacma

V nanueHToB MoKWIOro Bo3pacta (cTapiiue 65 JeT) 3CUUTaIoNpaM BbIBOJUTCS MEJICHHEE, YEM Y
Oonee MoyioAbIX ManUeHTOB. KoinMyecTBO »scuuTanonpama, HaxOJSIIETocs B CHUCTEMHOM
KPOBOTOKE, PaCCUMTAHHOE C TOMOIIbIO (hapMAKOKMHETHUYECKOTO IOKa3aTensl IUIOMalb MOJ
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KpHBO#l «koHIeHTparus-Bpems» (AUC) y mui moxkumoro Bo3pacta Ha 50 % Oosblie, yeM y
MOJIOJIBIX 3/I0POBBIX TOOPOBOJIBIIEB.

Ileyenounas neoocmamounocmo

VY mauueHToB ¢ JIETKOM WK CpeIHEN CTENEHBIO TSHKECTU IEYEHOYHON HEIOCTAaTOYHOCTH (Kacc A
u B no knaccuduxanumn Yana-I1eto) T scuuranonpama npumepHo B aBa pa3za jiuHHee, a AUC
Ha 60 % Oouibllie, YeM y MAIUEHTOB C HOPMAIBHON (PYHKIIHEH MTEYCHH.

Toueunas nedocmamoynocmo

[Tpr mpuMEeHEHUH PANEMHUYECKOTO ITUTAIONPAaMa y MAIMEHTOB C MOYCUYHOW HEOCTATOYHOCTHIO
(KK 10-53 mn/mun) otmeuaercs yuinnenue TY2 u Hebonbinoe ysenuuenne AUC. Konnentpanumu
MeTabOJIMTOB B TUIa3ME KPOBU HE M3yUYaIHCh, HO OHU MOTYT OBITh ITOBBIIICHBI.

Honumopguszm (y auy ¢ nuskoti akmuenocmowio usopepmenmos CYP2C19 unu CYP2D6)

VY nmanueHToB ¢ HU3KOH akTUBHOCTHIO M30depmenta CYP2C19 koHIeHTparus scuTanonpama B
1a3Me KPOBH MOXKET OBITh B 2 pa3a BBIIIE, YeM Y MAIMEHTOB C BBICOKON aKTUBHOCTHIO ATOTO
n3o(pepMeHTa. 3HaUYUTENbHBIX U3MEHEHUIN KOHILIEHTPALMK 3CUUTAIONpaMa B IUIa3Me KpOBU IpU
HU3KoW akTuBHOCTH u3odepmenta CYP2D6 oOHapyxkeHO He ObLIO.

6. ®PAPMAIHEBTUYECKHUE CBOWCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[TonakpuiinH Kanus
JIaKTO3bI MOHOTHJIPAT
[enmrono3a Mukpokpuctanueckas (tun 102)
Kpockapmemnosa HaTpus
Anecynbham Kanus
HeorecnepuamH-1uruipoxXankoH
Apomaruzatop MAThI IEPEUHOM:
- MaJIbTOJIEKCTPUH (KYKYpYy3HBIN)
- Kkpaxmain moaupunuposansbiii E1450 (kykypy3Hblil)
- MSATBHI I0JIEBOU JTUCTHEB MACIIO
- IYyJIETOH
Marnus creapar

6.2. HecoBMecTUMOCTH
Henpumenumo.
6.3. Cpok rogHoCcTH (CPOK XpaHEHHs )

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU

XpaHUTh B OpUTUHAIHHON ymakoBKe (OIucTepe) IS 3alIUTHI OT CBETa U Biard. JIekapcTBEHHBIN
npemnapar He TpeOyeT ClieualbHbIX TEMIIEPATYPHBIX YCIOBUI XpaHEHHUS.

6.5. Xapakrep u coaepkaHue YNaKOBKHU

ITo 7 Tabnerok B 6mucrepe n3 komouHaupoanHoro Marepuaina OITA/An/TIBX u T2 T/amomuaneBoit
¢onbru (peel off foil).
ITo 4, 8, 12 6rmucTepoB BMECTE C JIMCTKOM-BKJI/IBIIIIEM ITOMEIIAIOT B NTAYKy KapTOHHYTO.
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He Bce pa3meps! ynmakoBOK JTOCTYITHBI JIJIsl peai3ali.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPDCTBEHHOr0  Tpenapara WJIH OTXOA0B, MOJYYeHHBIX TOCJe MNPUMEHEHHUs
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHUNyJsiiU ¢ penapaTomM

Het ocoObix TpeOoBaHMil K YTUIH3ALUH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

CrnoBeHus

AO «KPKA, 1.1., HoBo MecTo»
[IImaprenika mecta 6, 8501 HoBo mecto
Temedon: +386 7 331 21 11

daxkc: +386 7 332 15 37

Anpec snekrponHoi nmoutsl: info@krka.biz

7.1. IlpeacTaBUTENb A€PsKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[IpeTeH3uM TOTPSOUTENICH HAIPaBIIATh 110 aJIpECy:
Poccuiickas ®@enepanus

000 «KPKA-PYC»

143500, MockoBckast 0611., r. Mctpa, yin. MockoBckas, 1. 50
Tenedon: +7 (495) 994 70 70

®dakc: +7 (495) 994 70 78

Anpec snekrponHoi mouthl: Krka-rus@krka.biz

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YJOCTOBEPEHMUAA

JITI-Ne(001713)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlekapcTBEHHBIN penapaT OTHOCUTCS K KATETOPUU OTITYCKa «I10 PELENTY.

OO0m1ast XapaKTeprUCTHKA JIEKapCTBEHHOTO npemnapaTa Dnuies Ky-tad qocTynHa B €IMHOM peecTpe
3apErHCTPUPOBAHHBIX  JICKAPCTBEHHBIX CPEJACTB EBpa3sMiiCKOrO0 SKOHOMHUYECKOTO  COH3a
https://eec.eaeunion.ory u Ha OQHUUIMATBLHOM CalTe YIMOJHOMOYEHHOTrO OpraHa (dKCIEepPTHOU
opranuzarun) https: https://Ik.regmed.ru/Register/EAEU_SmPC.
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