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ot 13.04 2026 N= 7578

(MOCNEOCBATENEHOCTE 0004)

OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O ITPEITAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Omuues Ky-tab, 5 mr, TabieTku, 1ucneprupyeMble B MOJIOCTH PTa
Omunes Ky-tad, 10 mr, TabsieTKu, TUCIIEprupyeMbIe B TIOJOCTH PTa
Omuues Ky-tabd, 20 mr, TabneTku, Jucneprupyemsle B IOJIOCTH pTa

2. KAYECTBEHHbBIN Y KOJIMYECTBEHHBIN COCTAB

[elicTByroliee BEMIECTBO: AICUUTAIIONPAM.

Ounuiiest Ky-1ab, 5 Mr, TabeTKu, IUCIEPTUPYEMbIE B TIOJIOCTH PTa

Kaxnmass Ttabmerka coxmepxkutr 6,39 Mr »scrurtanonpama oOKcalata, »SKBHBAJICHTHO 5 MT
AcIUTaNoNpama.

BcnomorarensHbie BElIEeCTBA, HAIMYHE KOTOPHIX HA/JO0 YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO
mperapara: JJakTo3sl MOHOTHApAT (cM. pasaensl 4.3., 4.4.), Hatpuii (cM. pazzaen 4.4.).

Omunes Ky-ta6, 10 mr, Ta0lIeTKH, THCOSPIUPYEMBIC B ITOJOCTU PTA

Kaxnas Tabnetka comepkutr 12,78 Mr schnurajonpamMa oOkKcajaTa, SKBUBaJeHTHO 10 mr
ACIUTATIONpama.

BcnomorarensHble BelecTBa, HAIMYNE KOTOPHIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
nperapara: JJakTo3bl MOHOTHApAT (cM. pasnensl 4.3., 4.4.), Hatpuii (cM. pa3zaen 4.4.).

Omuies Ky-ta6, 20 mMr, Ta0JIeTKH, JUCIEPTUPYEMBIE B ITOJOCTH PTa

Kaxnas Tabnetka coumepkut 25,55 Mr scuourajonpamMa oOKcajaTa, SKBUBaJCHTHO 20 mr
acIUTANONpama.

BcnomMorarenbHbIe BellecTBa, HAIMYUE KOTOPBIX HAJ0 YYHMTHIBATH B COCTaBE JICKAPCTBEHHOTO
nperapara: JIakTo3bl MOHOTUApaT (cM. pasnens! 4.3., 4.4.), Hatpuii (cM. pazaen 4.4.).

[TonHblit nepeyeHs BCIIOMOTraTeNIbHBIX BEIIECTB MPUBEACH B paznene 6.1.

3. JJEKAPCTBEHHAS ®OPMA

TabneTku, qucneprupyemMsbie B MOJIOCTH PTa.

Onuies Ky-tab, 5 Mr, TabJIeTKH, IUCOEPTUPYEMBIC B ITOJIOCTH PTa
Kpyrasie, mmockonummHIpudeckie TaOJIeTKH OEIoro WM MOYTH Oesoro 1mBera, ¢ (ackod u
TPaBUPOBKOU «5» Ha OJHON CTOPOHE.

Onunest Ky-1a6, 10 mr, TablIeTKH, AUCIIEPTUPYEMBIE B IIOJIOCTH PTa
Kpyrible, mockonuanHIpUYecKue TaOIETKH OENoro WM IMOYTH Oelloro IBeTa, ¢ (ackod u
rpaBUpOBKON «10» Ha OTHON CTOPOHE.

Omnnest Ky-1a6, 20 mr, Ta0IeTKH, AUCIIEPTUPYEMBIE B IIOJIOCTH PTa
Kpyrasie, mIocKOMMIMHIPUYECKHE TaOJIETKH OCJIOr0 MJIM IMOYTH Oelloro IBera, ¢ (ackod u
rpaBUpPOBKOM «20» Ha OJIHOM CTOpOHE.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zanusi K NPUMeEHEHUIO

[Ipenapar nmokazaH K MpUMEHEHHUIO Y B3pOCIBIX B Bo3pacTe oT 18 Jer.
e JlenmpecCHBHBIC AITU30bI JTFOOOW CTEIICHH TSXKECTH.
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[Tannueckue paccTpoiicTBa c/0e3 aropadoouu.

I'eHepain3zoBaHHOE TPEBOKHOE PAcCTPOICTBO.
O06cecCUBHO-KOMITYJIbCHBHOE PACCTPOHCTBO.

4.2. Pe:kxuM 103MPOBAHNSA U CIIOCO0 NMPUMEHEHUS

Pexxum go3upoBaHus
[Ipenapar Dnunes Ky-tad npuaumaetcs 1 pa3 B CyTKH.

ConuanpHOe TPEBOKHOE PacCTPOUCTBO (conmaibHas hooust).

[Ipenapar Dnmues Ky-tad, Tabmerku, aucneprupyeMble B TOJOCTH PTa, OMOIKBUBAICHTECH
ACIMTAJIONPAMy B Ta0JIETKAX, MOKPHITHIX IJICHOYHOH 000JI0YKOM, UMEET aHAIOTUYHYIO CKOPOCTh

" CTCIICHb BCAaChIBAHU . Z[OSI)I 1 PpCKUM JO3UPOBAHHUA T

AK)K€ COOTBCTCTBYIOT.

TabneTku, nucneprupyeMbie B MOJOCTH pPTa, MOXKHO IMPHMEHATh B KadeCTBE AIbTEPHATHUBEHI

Ta6J'IeTKaM, MOKPBITbIM MJICHOYHOI OGOHOHKOﬁ, Yy manu

CHTOB, KOTOPBIC UCTIBITBIBAOT TPYAHOCTH

MIPH MPOTIIATHIBAHUH TAOJIETKU WIIA TIPH OTCYTCTBUU KUJAKOCTH ISl 3aTTUBAHUS.
TabneTku, TUCieprupyemMbie B TIOJIOCTH PTa, HE IEISTCA.

lenpeccugnvie 5nu300b1
OO6pryHO HazHavaT 10 Mr oguH pa3 B cyTku. B 3aB

HNCHUMOCTH OT HHHHBHHY&HBHOﬁ peaKkuun

MaIMeHTa 1032 MOKET ObITh YBEIMUYEHA 10 MAKCUMAIbHOU — 20 MTI' B CYTKH.

AnTHaeTIpeccuBHBIN 3 ¢eKT pa3BuBaeTca uepes 2—4

HeAeau Mocjie Hadana jeueHus. Ilocie

HCYC3HOBCHUA CUMIITOMOB ACHPECCHUU, KAK MUHUMYM, CUIC B TCUCHUC 6 MCECAILICB HCO6XO}II/IMO

MIPOJIOJIKATh TEPAHIO [ 3aKPEIUICHHS] TOTYyYEHHOTO

Ilanuueckue paccmpoiicmea c/be3 acopagobuu
B Teuyenue nepBoii Henenu pekoMeHIyemMas 103a — 5 M

addekra.

I' B CYTKH, KOTOpas 3aTEM yBEJINYMBAETCS

a0 10 Mr B CYTKH. B 3aBucumoctu ot I/IHI[I/IBI/II[yaJ'IBHOI‘/’I pPCaKuu MmanucHTa O03a MOXCET OBITE

yBEJIMYEHA 0 MaKCUMaJIbHOU — 20 MI' B CYTKH.

MakcuManbHbIN TepaneBTHYEeCKi AP GEKT TOCTUTaeTCsi MPUMEPHO uepe3 3 MecsIia mocie Hadaaa

JICUCHMUS. Tepanm[ JJIMTCSI HECKOJIBKO MCCAIICB.

Coyuanvnoe mpegodichoe paccmpoiucmeo (coyuanvras
OO0pryHO HazHavaT 10 Mr oguH pa3 B cyTkd. B 3aB

¢obus)

WCUMOCTA OT WHIWBHUAYAIHHOW peakiuu

MAIMEeHTa 032 MOKET ObITh YBEIMYEHA 10 MAKCUMAIbHOU — 20 MTI' B CYTKHU.

OcnabieHnue CMMITOMOB OOBIYHO Pa3BUBAETCS Yepe3 2—4 HeIemH Mocie Havala JICUeHHs..
[TockonbKy cONMANBHOE TPEBOXKHOE PACCTPOMCTBO SIBISIETCS 3a00JEBAaHWEM C XPOHUYECKUM
TEYCHHEM, MUHUMaJIbHAasl PEKOMEHAyeMas JUTUTEIbHOCTh TEPaNeBTUIECKOTO Kypca COCTaBISET

3 mecsina. J{ist mpenoTBpalleHusl peruauBOB 3a0orie

BaHUSA HOperapar MOXKET HA3HAYATbCA B

TeueHue 6 MCECALICB WK JOJbIIC B 3aBUCUMOCTH OT I/IH,Z[HBI/I,[[yaHBHOﬁ PpCaKnuu manrueHTa.

Pexomennyercs peryiasipHO IPOBOJUTH OLIEHKY IPOBOJ

I'enepanuzosannoe mpegodicrhoe paccmpoucmeo
OOpryHO Ha3HavaT 10 Mr oguH pa3 B cyTku. B 3aB

HMOI'O JICUCHHUA.

WCUMOCTH OT WHIUBUAYAIHHOW peakiuu

namueHTa J03a MOXET OBITh YBEJIMYCHA 10 MaKCHMaJIbHOH — 20 MT B CYTKH.

MunumansHas PCKOMCHAYCMAA NJIUTCIIBHOCTL TCpaAIiC

BTHYCCKOI'O KypCa COCTaBJIACT 3 MecAala.

JUis  mpenoTBpallleHus] PEUUAMBOB 3a00J€BaHUS JONMYCKAETCS JIUTEIbHOE MpPHUMEHEHHE
npemnapata (6 MecsieB U 0JIblie). PEeKOMEeHIyeTCst peryisipHO MPOBOAMUTD OIIEHKY ITPOBOIUMOTO

JICUCHUA.

ObceccusHo-KOMNYIbCUBHOE PACCMPOUCTBO
OO6bruH0 HazHayaroT 10 Mr onuH pa3 B cytku. B 3aB

HUCUMOCTH OT HHHHBHHyaHBHOﬁ pC€akunun

MAaIMEeHTa 1032 MOKET ObITh YBEJIMUYEHA 10 MAKCUMAJIbHOU — 20 MI' B CYTKH.
ITockonbky 00CECCHBHO-KOMITYJILCUBHOE PACCTPONCTBO SIBIISIETCS 3a00JIEBAHUEM C XPOHUUECKUM

TEYCHUEM, KYpC JICUCHUA NOJDKCH OBITh JOCTAaTOYHO
n30aBJIEHUS OT CHMIITOMOB M JJIHUTBCA, I10O MEHBIICH
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peLMIMBOB PEKOMEHIyeTCs JIeUeHHe He MeHee | rona.

OcoOble Tpyniibl NalKeHTOB

Ilayuenmul ¢ napywenuem hyHkyuu novex

IIpy mo4YedyHOW HETOCTATOYHOCTH JIETKOW M CPEIHEN CTENEHH TKECTH KOPPEKIUU JI03 HE
Tpebyercs.

[Ipyu moyedyHOW HEMOCTATOYHOCTH TsDKenoW cremenu (kiaupeHc kpearnHuHa  (KK)
menee 30 mi/mMuH) npenapat Jnuuest Ky-tab cienyer Ha3HA4aTh C OCTOPOKHOCTBIO.

Iayuenmul ¢ napywenuem hynkyuu nevenu

[Ipu medeHOYHON HEMOCTATOYHOCTH JIETKOM W cpemHel crermeHd TshkecTH (kimacc A wimm B mo
knaccuuranuu Yaitna-I1et0) pexoMeHryemast HayaibHas 71032 B TEUCHUE MEPBBIX JBYX HENENb
JICYEHUSI COCTABJISIET S5 MT B CYTKH. B 3aBUCMMOCTH OT MHIMBHUIYaJIbHOM peaKIIMK MalueHTa 103a
MOJKeT ObITh yBenmudeHa 10 10 mr B cyTku. [Ipu TspKemoi cTeneHu MeYeHOYHON HeTOCTATOYHOCTH
(xmacc C mo kmaccudukammu Yainn-Ilero) npemapar Onunes Ky-tad HaszHauaeTcst moa
MPUCTAILHBIM KOHTPOJIEM Bpaya.

Iayuenmol nodxcunozo eospacma (cmapuie 65 nem)
Pexkomenayercs npuMEHsATHh NOJOBUHY OOBIYHO PEKOMEHIYeMOM 1103bl (5 MI' B CyTKM) U Oojee
HU3KYIO MaKCUMaIbHYIO 103y (10 MT B CyTKH).

Tayuenmul co cnudicennot akmugnocmoio uzopepmenma CYP2C19

Jnisi manWeHToB €O CHMDKEHHOM akTMBHOCTHIO wm3odepmenta CYP2C19 pexomenmyemas
HayvajJbHAs 032 B TEUYCHHE NEPBHIX IBYX HENENb JICUECHHUS COCTAaBIAeT 5 MI' B CyTKH. B
3aBHCHMOCTH OT MHIUBUAYAJbHOW PEAKIMU MAlMEHTa 7032 MOXET ObITh yBenudeHa 1o 10 mr B
CYTKH.

eTH
[Ipenapar Onunes Ky-tab He cieayer NMpuUMEHATh Yy AETe M MOAPOCTKOB muaiiie 18 mer
(cm. pazzmen 4.4.), T. K. HET JIOCTaTOYHOTO O0bEeMa JAHHBIX JOJITOCPOYHBIX HCCIICIOBAHUN IO
0e30MacHOCTH NPUMEHEHMSI JSCUUTAToONpaMa y JAeTed U MOJAPOCTKOB, KacaloUuIMxcs pocTa,
CO3pEeBaHusl, KOTHUTUBHOTO U MTOBEIEHYECKOTO PA3BUTHS.

[Ipexpanienve ae4eHus
[Ipu npexpaienuu aedenus npenapatom Dmuiiest Ky-tab 103y cienyetr yMeHbIIaTh OCTENIEHHO
B TeueHHe 1-2 Hezenb BO U30eKaHNe BOZHUKHOBEHHS CUHIPOMA «OTMEHBD».

Cnocob npuMeHeHNs

Buytps. TabneTKy Ki1aayT Ha sA3bIK, TOCIE OBICTPOrO PACTBOPECHHUS MTPOTJIATHIBAIOT, 3aITMBAst WK
He 3anuBas BoJoW. He cienyer cmemmBate TablIeTKy BO PTY C MUIICH.

TabneTku, AUCTIEPrUPYyEeMbIE B TIOJIOCTH PTa, XPYNKHE, IIOATOMY C HUMH CJIEIyeT 00paIiaTbes C
OCTOPOXKHOCTBIO.

W3Bieup TabneTky cienyonmm oopa3om:

A

B
/

- NS

1. CorHyTb OHICTEp TIO TUHUU Pa3phIBa.
2. BckpoITh OitcTep, OCTOPOKHO TOTSIHYB 32 Kpaid (hobry.
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3. OCTOpOKHO W3BJICUb TAOJIETKY.
4. 3areM TaONeTKy cleayeT HEMEIUICHHO IOJIOKUTh
HECKOJIBKUX CEKYH/I 10 TIOJIHOTO PacTBOPEHMUSI.

4.3. [IpoTuBonoka3zanus

I'unepyyBCTBUTENBHOCTh K 3CLUTAJIONpaAMy
BEIIECTB, NIEPEUNCIICHHBIX B paszene 6.1.

OnHOBpEMEHHBIH npuemM
MoHoamMHuHOKcuAa3sl (MAO).
OnHOBpEMEHHBIN IPHEM MMMO3HA.

W3YYEHBI).

HECCIICKTUBHBIX

Ha S3bIK U JepXkaTb BO PTy B TEUEHHUE

WK K J'IIO60My U3 BCIIOMOTI'aTCIbHBIX

HEOOpPaTUMBIX MHTUOUTOPOB

Hetu u noapoctku mianme 18 ner (3pdekTuBHOCTh U 0GE30MAaCHOCTh MPUMEHEHHS HE

[TarueHTaM ¢ peKo BCTPEUAIONICHCS HACICICTBEHHONW HENEPEHOCHMOCTBIO TajaKTO3bl,

He(bHHHTOM JIaKTa3bl UM TIIF0K030-TaIaKTO3HOM MaJILa6COp6I_[PICI>'I HEC CJICAYCT IIPUHUMATD

3TOT Mpemnapar.

4.4. Oco0ble yka3zaHusl M Mepbl IPEIOCTOPOKHOCTH NPH NPUMEHEHNH

CJ'ICHYCT CO6J'II-0IL3TB OCTOPOXHOCTL TIIpU CIACAYIOMIUX COCTOAHUAX:
MaHusg1 MW THUIIOMaHM,

Hegocrarounocth (KK wmenee 30 mi/mumn),

TSDKENas ToYeyHast
(hapmakoornuecku

HEKOHTPOJIMpPYEeMasl SIWICTICUS, BBIPAKEHHOE CYWIUAAIbHOE IMOBEJIEHUE, CaxapHbId aualer,
UPPO3 TMEYCHHU, CKIIOHHOCTh K KPOBOTCUCHHSIM, 3aKPBITOYTOJIbHAS TJayKoMa WM TJayKoMa B
aHaMHe3€; OJHOBPEMEHHbIN npueM ¢ uHruouropoM MAO A (MOkII06eMHIOM) U UHTHOUTOPOM
MAO B (ceneruinnaom), CEpOTOHMHEPTUYECKIUMH JIEKaPCTBEHHBIMU IIPETapaTaMu, MpernapaTamMu,
CHIDKAIOIUMH TIOPOT CYIOPO’KHON TOTOBHOCTH, JIUTHEM, TPUNTO(AHOM, JIEKapCTBEHHBIMH
npenaparaMu, coJep KaluMi 3Bepo00ii MPOABIPSBICHHBIN, TEPOPATLHBIMA aHTUKOATYJISTHTAMH

M JICKApCTBCHHBIMH IIp€riaparaMy, BJIMAIOINIMMH Ha

CBEPTHIBAEMOCTh KpOBH, IpenapaTamu,

CIIOCOOHBIMH BBI3BIBATh TUIIOHATPUEMHUIO, TpenapaTaMu, METa0OIU3UPYIOINIMMHUCS C Y9aCTHEM
nzopepmenta CYP2C19, sranonom; pu NpuMEHEHUH dJIeKTpocynopoxkHoi tepanuu (ICT), npu
NPUMEHEHUH Y TAalHUEHTOB IOXXHUJIOTO BO3pacTa, NMpuU OCPEeMEHHOCTH U B TEPHOA TPYIHOTO

BCKapMJIMBAHUA.

IIpy  npuMeHEHHMHM MpenapaToB, MNPUHAIICKAITUX

K Tpynne CEICKTUBHBIX I/IHFI/I6I/ITODOB

obOpatHoro 3axsara ceporoHuHa (CHUO3C). Briroyag HCLUUTAIONPAM, CIEAYET VYUTHIBATH

cienyrouiee
Iapaookcanvuas mpegoza

Yy HCKOTOPLBIX MMAIMUCHTOB C TIAHUYCCKUM paCCTPOﬁCTBO

M B Ha4aJIC JICUCHUS aHTUACIIPCCCAaHTaAaMH

MOJXKET Ha0JII0AaThesl ycuiieHrue TpeBoru. [lomobHas mapagokcanbHas peakius OObIYHO UCUe3aeT
B TEYCHHE IIEPBBIX JBYX HeENeNb JedeHHs. [l CHIDKCHHS BEPOSTHOCTH BO3HUKHOBEHHS
AQHKCUOTEHHOTO (P PeKTa pEKOMEH/IyeTCsl IPUMEHSITh HU3KUE HaYalIbHBIC J103bI.

Cyoopoeu

CnenyeT OTMCHHUTD SCHUTAJIONPAaM B CJIydac IICPBUIHOI'O Pa3BUTUA CYJOPOKHBIX ITPUCTYIIOB HUJIN

B ClIy4a€ YCWJICHUSA HUX YaCTOTHL (y ManueHTOB C P
CUO3C He crneayer NTPUMEHSTh Y TAIMEHTOB

aHee JUarHOCTUPOBAHHOW SMMIIEIICHEN).
C HecTaOWJIBHOM JMWIICTICHeH; TIpH

KOHTPOJUPYCMBIX IIPUCTYIIAX H€O6XOI[I/IMO TIIATCIBHOC Ha6J'IIOILCHI/I€.

Manusa/zunomanus
OcruTanonpaM JOJKEH C OCTOPOXKHOCTBIO TPUMEHSTh
anamuese. [Ipu pa3BUTHM MaHHAKAIBHOTO COCTOSIHUS 3

Caxapnviil ouabem

Csl y TIAlIMCHTOB C MaHUEH/TUTIIOMaHUECH B
CIIUTAJIONPaM JI0JKEH OBbITh OTMEHEH.
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VY manmeHToB ¢ caxapHbIM AUA0ETOM JIEYEHHE SCHUTATIONPAMOM MOXKET U3MEHUTh KOHIICHTPAIIHIO
TIIIOKO36l B KpoBH. [losTomMy MokeT mOTpeOOBaTbCs KOPPEKIHs 103 WHCYIWHA H (WIN)
MEePOPaAIbHBIX TUIIOTJIMKEMUYECKUX MPEernapaToB.

Cyuyuo/cyuyuoanbHvle MbLCIU UYL KIUHUYECKOe VXY ouleHue

Jlenpeccust CBsi3aHa C MOBBIIICHHBIM PUCKOM BO3HUKHOBEHUS CYUIIMIAILHBIX MBICTICH, HAHECESHUS
ce0e TeJeCHBIX TOBPEXACHUH U CyHIuaa (CyHIUAaIbHbIE SBICHUS). DTOT PUCK COXPAHSETCS /10
HACTYIUICHUS! CTOMKON pemuccud. [IoCKONbKY yiaydIIeHUs: MOXKET He HaONIONaThCsl B TEUCHHE
MEPBBIX HECKOJBKUX HEJENb Tepaluu WIH Jae OOJBIIEro MPOMEXKYTKa BPEMEHH, MAIlMEHTHI
JOJDKHBL HAXOIMUTHCS IO TIOCTOSHHBIM HAONIOACHHUEM [0 HACTYIUICHUS VYAYYIIECHHS WX
COCTOSTHUSI.

OO0mas KIMHUYECKas MPaKTUKa TOKa3bIBAET, YTO HA PAHHHUX CTAUSIX BBI3IOPOBICHHUS BO3MOXKHO
yBEIMYEHHE PUCKA CYHIIUIA.

Jlpyrue ICuXu4ecKue COCTOSHHUS, [UTS JICYSHHSI KOTOPBIX Ha3HAYAIOT ICIUTATIONPAM, MOTYT TaKKe
OBITh CBSI3aHBI C TIOBBIIICHHBIM PHCKOM BO3HMKHOBEHUS CYMIIMJAIBHBIX COOBITHI U SIBICHUH.
Kpome Toro, 3Tu COCTOSIHUSI MOTYT SIBJISITHCSI COMYTCTBYIOLICH MATOJOTHEH MO OTHOIIECHHIO K
JeTpecCUBHOMY H30Ay. [IpH iedeHnn NanueHToB ¢ IPYTUMHE IICUXUIECKUMH paccTpoiicTBaMu
cliefyeT coOMoaaTh Te K€ CaMble Mephl MPEIOCTOPOKHOCTH, YTO M MPH JICYCHUH MAIIUEHTOB C
JICTIPECCUBHBIM ITH30]I0M.

[TarmenTHI, UMEIONIHE B aHaMHE3e¢ CYUIMIATbHOE TOBEJCHUE, MM IMAIMEHTHl CO 3HAYUMBIM
YPOBHEM pa3MBIILICHUS Ha CYWIUAAIbHBIE TEMbl JO Hadaja JIeYeHUs B OOJbIIEH CTEreHU
MOJIBEP’KEHBI PUCKY CYHIIMIAIBHBIX MBICIICH WIJIH TOMBITOK CYWIUIa, TIO9TOMY BO BpEMs JICUCHHS
3a HIMH JIOJKHO BECTHCH TIIATEIHbHOE HAOIIOICHHE.

Merta-ananu3 maane0o-KOHTPOJIUPYEMbIX KIUHHUYECKUX HCCIICOBAHUN AHTHJIETPECCAHTOB C
y4acTHEM B3POCIBIX IMAlMEHTOB C MCUXWYCCKUMH HAPYIICHHSIMH IOKa3al, 4TO MPHU HpUeMe
AHTUICTIPECCAHTOB y MAIIMEHTOB MOJIOXKE 25 JIET CYIIeCTBYET MOBBIIICHHBIN PHCK CYHIIAAATHHOTO
MOBEJICHUS 110 CPABHEHUIO C MMPUEMOM Tu1ane60. MeInKaMeHTO3HOe JICUEHHE STUX MAI[MCHTOB U,
B YaCTHOCTH, TAIIMEHTOB C BBICOKOH CTEIEHBIO PUCKA CYHMIMIA, JOJDKHO COIMPOBOXKIATHCS
TIIATENHFHBIM HAOIOIEHUEM, OCOOCHHO Ha PaHHEH CTa/INU JICUSHHS U IIPH U3MEHEHUSX 03B
[MammenTsl (M JWIEA, YXKUBAIOUIME 3a TMAlUEHTaMH) JOJDKHBI OBITh TMPEAYNPEXKICHBI O
HEOOXOJMMOCTH  KOHTPOJHMPOBATh  JIFOOBIC  MPOSBICHHUS  KIMHHYECKOTO  YXY/IICHUS,
CYUIIMJAILHOTO IMOBEICHHUS WIIM MBICIICH, a TakKe HEOOBIYHBIX U3MCHCHUI B IMOBEICHUHU, U
HEMEJIJICHHO 00paliaThCs 32 MEULMHCKOW KOHCYIbTallMe! TPU MOSBICHUH dTHX CHMIITTOMOB.

Axamusus/ncuxomomopnoe 6030yicoeHue

[Mpumenenne CUO3C/CUO3CH (cenekTUBHBIX HHTUOUTOPOB OOPATHOTO 3aXBaTa CEPOTOHUHA H
HOpAJPEHAIMHA) aCCOLMUPYETCS C Ppa3BUTHEM aKaTU3UU, XapaKTEPU3YIOUICHCS pa3BUTHEM
CyOBEKTHBHO HEIMPHUATHOTO WJIM YTHETAroIero OecrnoKoWCTBa M MOTPEOHOCTH B MOCTOSHHOM
JBUYKCHUU, 9aCTO B COUETAHUH C HECTIOCOOHOCTHIO CIIOKOWHO CHJIETh MITH CTOATh. JTO Yalle BCETO
MPOSABIIIETCS B TEUYEHHE NEPBBIX HECKOJbKUX HENIedb JIedeHHs. Y TAalMeHTOB C TaKUMH
CHUMIITOMaMH MOBBIIICHHUE J03bI MOXKET MPUBECTH K YXY/IICHHIO.

Tunonampuemus

['umonarpueMus, BO3MOXKHO CBSI3aHHAs C HAPYLICHUEM CEKPELUU aHTUIUYPETHYECKOr0 TOPMOHA
(AID), na ¢one npuema CHO3C Bo3HHKAET pelKO U OOBIYHO MCUE3aeT NMPU OTMEHE TEepaIuH.
Crnenyer co0nroaaTh OCTOPOKHOCT IIPU MTpUMEHEHUH dcuuTtasionpama u apyrux CUO3C nuiawm,
BXOJMIIMM B TPYIIy pUCKAa Pa3BUTHS THUIIOHATPUEMHH: MAI[EHTaM IOXHJIOr0 BO3pPAacCTa,
nayeHTaM ¢ IUPPO30M TMEYeHW W MPUHUMAIONIMM TpenapaThl, CHOCOOHBIC BBI3HIBATH
THUIIOHATPUEMHUIO.

Kposomeuenue
[Tpu npueme CHUO3C Oplmu OTMEUEHBI CIy4ad Pa3BUTUS KOXKHBIX KPOBOM3IMSIHUNA (3KXUMO3 U
nypnypa). HeoOxoauMo ¢ OCTOPOXKHOCTBIO MNPHMEHSATh ACLUTAIONPaM y MalUEeHTOB,
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NPUHUMAIOIINX AHTUKOATYJISIHTBI JUIsl IPUEMa BHYTPb U JIEKAPCTBEHHbBIE IIPEIapaThl, BIMSIOLIIE
Ha CBEPTBIBAEMOCTb KPOBH, a TAK)KE y NAILIMEHTOB CO CKIIOHHOCTBIO K KDOBOTECUYEHUSM.

[Ipuem nexapcrBenHsix npenapatos rpynn CHO3C, CHO3CH moxeT noBbIIIATh PUCK Pa3BUTHS
MOCJIEPOIOBOTO KPOBOTEUEHUS (CM. pa3zeinsl 4.6., 4.8.).

ICT
ITockonbky knuHUYecKui onbIT ojiHOBpeMeHHoro npumenenuss CMO3C u 3CT orpanuveH, To
IpU OJTHOBPEMEHHOM IpuMeHeHnH scuuTtaionpama u ICT crnemyer coOa0aaTh OCTOPOKHOCTD.

Obpamumvie cenekmugHule uneudoumopvr MAO A
He pexomenayercst oTHOBpeMEHHOE MPUMEHEHHE dcIUTaNONpaMa 1 uHruoutopos MAO A u3-3a
pHUCKa pa3BUTHS CEPOTOHMHOBOTO CHUHIPOMA.

CepomoHuHo8blil CUHOPOM

Heo0x0amuMo ¢ 0CTOPOXKHOCTHIO IPUMEHSTH SCIUTAIIONPAM OJHOBPEMEHHO C JICKAPCTBEHHBIMHU
npemnapaTtaMu, 00JaaloUMU CEPOTOHUHEPTUYECKUM JCHCTBHEM, HAIPUMEDP, CyMaTPUIITAHOM
WIA JIPYyTMMH TPUIITAaHAMH, TpPamajaojioM, OynpeHOGpHHOM U TpunTohaHoM. Y MaIHEHTOB,
npuHuMaronux scuutanonpam u apyrue CHUO3C oaHOBPEMEHHO € CEPOTOHHMHEPrHYECKHUMH
npernapataMu, B pEAKUX CIydasX pa3BUBAJICS CEPOTOHUHOBBIA CHUHAPOM, MOTEHIIMAIBHO
KU3HEYrpokarolee coctosiHue. Ha ero pasBuTHE MOXET yKa3blBaTb KOMOWHAIUS TaKHUX
CUMIITOMOB, KaK aXuTalus, TPEMOp, MHOKIOHYC, TUIEPTEPMUs, KEITYJOUYHO-KUIIECUHbIE
CUMIITOMBI, M3MEHEHUSl TCHUXWYECKOTO CTaryca, BereTaTHMBHAash HecTaOWiIbHOCTh. Ecimu 310
MPOU30IIIO, CJEAYET HEMEUIEHHO MpekpatuTh ojHoBpeMeHHoe Jeuenne CHUO3C wu
CEpPOTOHMHEPTrUUECKUMU MpernapaTaMi U HayaTh CUMITOMAaTUYECKOE JICUEHHE.

Ecnu  onHOBpeMeHHOe JeueHHe KIMHUYECKH ONpaBIaHO, PEKOMEHAYETCS TINATEJIbHOE
HaOJI0IeHNE 3a TAIIMEHTOM, OCOOEHHO BO BpeMs Hadaja TeParuu U B IEPUOJ YBEIUICHUS JO3bI.

3akpvimoyzonvhas 2naykoma

CHUO3C, Bkiouas scuudTaIonpam, MOTYT OKa3blBaTh BIUSHHME Ha pa3Mep 3pauka, BbI3bIBas
Muipua3 (pacmmpeHne 3padka). 3a c4eT JaHHOoro ¢ ¢eKTa MOKET YMEHbIIAThCs Yroi 003opa, a
B JaJIbHEHIIIEM MOKET MOBBIIATHCS BHYTPUIIIA3HOE JABJICHUE U Pa3BUBATHCS 3aKPHITOYrOJIbHAS
IJIayKOMa; OCOOCHHO 3TO XapaKTEpHO Ui MAI[MEHTOB C IPEIPaCIOIOKEHHOCTBIO K TaKOMY
COCTOSIHUIO. [ 103TOMY y MallMeHTOB € 3aKPBITOYTOJIBHOM INIAYKOMOM WM C TTIAYyKOMOU B aHAMHE3€
HE00X0AUMO COOJII0JaTh OCTOPOKHOCTD IIPH IPUMEHEHUH 3CLUTAIONpama.

Anxozonw

DcnuTanonpam He BCTYMAeT C ATAHOJIOM B (papMakoJIMHAMHUYECKOE MM (PapMaKOKHHETHUECKOE
B3aumojieiictBue. OnHaKo, Kak W B ClOydae C JAPYTUMH TICUXOTPOIHBIMHU JIEKapCTBEHHBIMHU
npenaparaMmu, OJHOBPEMEHHOE TPUMEHEHNE dCIUTAIIONPaMa U ATAHOJIA HE PEKOMEHYETCS.

Cunopom «ommeHbvl» nOCe NpeKpaujetus mepanuu

[Ipu mpekpaiieHun JIeYeHUsT YacTO BCTPEUAETCS CHHAPOM «OTMEHBD», OCOOCHHO MPHU PE3KOM
NpEeKpallleHUd JIeYeHUsa. B KIMHUYECKHMX MCCIEAOBAHUIX HEXKeNaTelbHble peakuuu MpHu
MPEeKpaIlleHny JieueHus: HaOMIoManuch MNPUONU3UTENHbHO Y 25 % TalMeHToB, MOJIy4aBIIUX
JIeUYeHHUe SCIUTATIONPaMoM, B y 15 % maruenTos, morydaBmx mianeoo.

Puck pa3BuTHS CHHApPOMa «OTMEHBD» MOXET 3aBHCETh OT HECKOJIBKUX (PAKTOPOB, BKItOYAs
JUINTENIBHOCTh Tepaluy M 103y NpenapaTa, a Takke CKOPOCTh CHIKeHUs 103bl. Hanbonee gacto
COOOIIANIOCh O TAaKMX PEAKIHMIX KaK TOJIOBOKPY)KEHHE, CCHCOPHBIC HapylIeHHs (BKIIOYAs
MapecTe3UI0 U OIYIICHHUE yIapa MIEKTPHYECKUM TOKOM), HAPYIICHHUS CHA (BKJIF0OYasi OECCOHHUILY
W MHTCHCHBHBIC CHOBUJCHHMS), QXHUTAlUSI WM TPEBOTa, TOIIHOTA W (WJIM) pBOTAa, TPEMOP,
CIyTaHHOCTh CO3HAHMS, TOBBIIICHHOE IOTOOTIENICHUE, TOJIOBHAs OO0Jb, Iuapes, OLIyLICHHE
cepaieOnueHus, SMOIMOHANbHAS HECTAaOUIBHOCTh, Pa3IpPAKUTEIBHOCTh U HAPYIICHUS 3PEHHUS.
OOBIYHO ATU CHUMIITOMBI UMEIOT JIETKYIO WJIH CPEIHIOI0 CTENEHb BBIPAXKEHHOCTH, OJHAKO Y
HEKOTOPBIX MAI[IEHTOB OHU MOTYT OBITH TSKEITBIMU.
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OOBIYHO CHMIITOMBI BO3HMKAIOT B TEUYEHUE IEPBBIX HECKOJBKUX JHEW IOCJe MPEeKpalieHHs
Je4eHus, HO KpaiiHe peaKo cOooOIIaJoch O BOSHMKHOBEHHWH TaKUX CHMIITOMOB Yy MAIMEHTOB,
CIIy4aiiHO MPOMYCTUBIIMX MIPUEM MpernapaTa.

Kak npaBuiio, 3T CUMIITOMBI IPOXOJAT CAMOCTOSITENIbHO OOBIYHO B TEUEHHUE JBYX HEJENb, XOTH
y HEKOTOPHIX MAIlMEHTOB OHHM MOTYT OBITh NPOJOJDKUTENBHBIMU (2-3 Mecsla wiu OoJee).
[TosToMy mnpu mnpekpamieHUuH J€YeHHs PEKOMEHIYETCs IOCTENeHHOE CHIKEHUE J03bl Ha
IPOTSYKEHUN HECKOJIBKUX HEJENb UIIM MECSILIEB B COOTBETCTBUH C COCTOSIHUEM ITAIlMEHTA.

Hwemuueckas dbonesnv cepoya (UBC)
B cBs13u ¢ orpaHrueHHBIM OMBITOM IIpUMeHeHHs y narueHToB ¢ UBC pekoMeHayercs cobmonaTh
OCTOPOKHOCTB MPH MIPUMEHEHHUH TIperapara.

Yonunenue unmepsana QT

bruto ycTaHOBIIEHO, UTO ACIUTATIONPAaM BBI3BIBAET 10303aBUCUMOE yyinHeHne natepaia QT. B
MOCTPETUCTPAIIMIOHHOM TEPHOAE COOOIIAIOCh O Ciaydasx yuiuHeHuss uHTepBana QT wu
JKEIYJOYKOBOM  apUTMMM, BKJIIOYas JIBYHAIIPaBJICHHYIO  JKEIYJOYKOBYIO  TaxUKapAHIO
(THIa «MpYAIT»), NPEUMYLIECTBEHHO Y MAIMEHTOB JKEHCKOTO II0Jia, Yy MAIeHTOB C
TUNOKAIMEMHEH, WIM YyXe CYIIECTBYIOIIUM yaduHeHueM uHtepBaia QT, umm apyrumu
3a00JIEBaHUSIMU CEeP/IIIa.

TpebyeTcst cobm0aaTh OCTOPOKHOCTH MPU MPUMEHEHHH TIperapaTa y NalueHTOB ¢ BRIPaXKEHHOM
OpaauMKapuell Wiv y MalueHTOB ¢ HeIaBHO MEPEHECEHHBIM OCTPHIM HH()PAPKTOM MHOKapa WIH
JIEKOMIIEHCUPOBAHHOM CepJIeYHON HEAOCTaTOUHOCTBIO.

Hapymenus snexkTponutTHOro 0ananca, Takue Kak TUIOKATUEMUs U THIIOMarHUeMUsl, MOBBIIIAIOT
PHCK pa3BHUTHUs 3JIOKAUYECTBEHHBIX ApUTMHUH, HEOOXOAMMO CKOPPEKTHPOBATH ITH HApPYIICHHS
nepel HayaJioM JICUEHUS ICIIUTAIONPAMOM.

VYV manuenToB co crabmibHbIM TedyeHueM MBC mepen HaganoM JiedeHUs HEOOXOIUMO CAENATh
OKT.

IIpn BO3HMKHOBEHUM IIPU3HAKOB ApPUTMHUU CEpALA BO BpeMs JICYCHMs ACLUTAIONPAMOM
HE0OXO0IMMO TIPEKPATUTH Tepanuio u caenarh DKI'.

CexcyanvHas oucynxyus

CHO3C/CUO3CH wmoryr BBI3BIBaTH CHMITOMBI CeKcyasbHOW muchyHkmmuu. CooOlIanoch o
JUINTEIBHON  CEKCyalbHOM JTUC(PYHKIUH, CHUMITOMBI KOTOPOW COXPaHsUIUCh U  MOCIe
npekpamienus npuema CMO3C/CUO3CH.

eTH
AHTHIIEIPECCaHThl HE CIEAYyeT Ha3Ha4aTh JCTSAM W TOAPOCTKaM MJianamie 18 et B CBs3U C
NOBBIIICHHBIM PHCKOM CYHIIUAATBHOTO TIOBEJCHUsS (TOMBITOK CYHIWAA W CYUIHIAIBHBIX
MBICTICH), BpaxaeOHOCTH (C mpeoONagaHMEeM arpecCHMBHOTO TOBEACHHS, CKIOHHOCTH K
KOH(QPOHTAIIMK W pa3[paxKeHus). B cilyuae MPUHITHS HA OCHOBAHUU KIMHHYECKOW OIICHKH
peleHHs O Havaye Teparuy aHTUACTIPECCAHTAMU MAIMEHT JOJDKSH HaXOAUTHCS MO TIIATEIbHBIM
HaOJI0ICHUEM.

BcrnoMoraTenbHbIe BeliecTBa

Jlakmoswl monoz2uopam

JlekapcTBEeHHBI Tpenapar He CcileayeT NPUHUMATh MAaIleHTaM C PEIKO BCTpEYaromIeHCs
HACJIEICTBEHHOW HETIEPEHOCUMOCTBIO TaIaKTO3bl, JAKTa3HOW HEIOCTATOYHOCTBIO MM TIFOK030-
TaJIaKTO3HOM MajTbaOCOPOIIHEH.

Hampuii

JlaHHBII TeKapCTBEHHBIN MpenapaT coepXKUT MeHee 1 Mmmoib Hatpus (23 mr) Ha 1 TabneTky, TO
€CTb, 110 CYTH, «HE COJCPIKHUT HATPHSD»

4.5. B3aumopeiicTBHMe ¢ JPYrMMH JIEKAPCTBEHHBLIMH MpenapaTaMd M Jpyrue BH/bI
B3auMoOeHCTBUH
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PapMaKoIMHAMUYECKOE B3aMMOJIEHCTBUE
Hecenexmuenvie neoopamumvie uneubumopor MAO

Coo01anoch 0 BO3HMKHOBEHUHU CEpPbE3HBIX HEXKENATeNbHBIX PEakUuid Mpu OJHOBPEMEHHOM
npueme CHO3C u HeceneKTUBHBIX HEOOpaTMMbIX MHTHOMTOpoB MAOQO, a Takke Npu Hadaje

npueMa HHruouTopoB MAO nanuenTamu, He3a705r0 [

o0 aroro npekparusmmmMu npuem CHUO3C.

B HexoTOpBIX cilydasx y NalMeHTOB pPa3BUBAJICS CEPOTOHUHOBBINA CUHAPOM.

[TpuMeHATH ScUMTANIONpPaM OJTHOBPEMEHHO C HECENEKTUBHBIMU HEOOPAaTHUMBIMM MHTHMOUTOpaMH
MAO npotuBonokaszano. Ilpuem scuuranonpama MoxeT ObITh HauaT uepe3 14 qHell mocie
OTMEHBI NpUE€Ma HECEJIEKTUBHBIX HeoOpaTuMbix MHrHOuTOpoB MAO. Ilepen nHavamom npuema
HECEJICKTUBHBIX HEOOpaTUMbIX MHTHOMTOPOoB MAQO NOKHO MpOWTH HE MEHee 7 AHEH mocie

OKOHYAaHUA IIpHUEMaA dCHUTAJIONIpaMa.

Obpamumuwiii cenexkmusnwiti uneuoumop MAO A (moxnobemuo)
W3-3a pucka pa3BUTHS CEPOTOHMHOBOTO CHHIPOMA HE PEKOMEHIYETCs IPUMEHATh ACLUTAIIONpaM
ogHOBpeMeHHO ¢ wuHruouropom MAO A moxnobemunom. B ciyuae, ecniu mpueMm Takoi

KOMOMHAIIMM MPEnapaTroB IpHU3HAH KIMHUYECKH HE
MHHHUMAJIBHO BO3MOJKHBIX /103, @ TaKKe MPOBOJUTH

cocTosiHMs nanuenTa. [Ipuem scuuTanonpama MOXHO
nocje oTMeHbl oopaTumoro uaruouropa MAO A Mok

Obpamumbiii necenekmusHwlil uneuobumop MAQO (nunezonuo)

00XOAMMBIM, PEKOMEHJIyeTCsl HadaTb C
MOCTOSIHHBIN KJIMHHYECKUH MOHHTOPUHT
Ha4aTh, KAK MUHUMYM, 4Yepe3 OJIUH JCHb
obemua.

AHTHOUOTHK JIMHE30JMJ SBISIETCS OOpaTHUMBIM HECENEKTUBHBIM MHTuouropom MAO u He
JIOJKEH MIPUMEHSTHCS Y NAlMEeHTOB, MOIy4aroluX Tepanuio 3cuuTajgonpamoM. B ciyuae, eciu
IpueM Takoi KOMOWHAIWHU IMpenapaToB NMPHU3HAH KIMHUYECKH HEOOXOAMMBIM, PEKOMEHIYEeTCs

Ha4YaTb € MHHHMAJIBHO BO3MOXKHBIX 103, a TaKXE
MOHUTOPUHI COCTOSAHUA MMALIUCHTA.

MPOBOJIUTH TOCTOSIHHBIN KIMHUYECKUN

Heobpamumsiii cenexmuenwiii uneubumop MAO B (cenecunun)
HM3-3a prcka pa3BUTHSI CEPOTOHHHOBOTO CHHAPOMA HEOOXOIMMO COOIIFOAATH OCTOPOKHOCTD TPH

IMpueMe scuuTaionnpaMa OJHOBPCMCHHO C H606paTI/IMBI

M uarnouTopoMm MAO B cenerunmaom.

Jlexapcmeenmnvie cpeocmea, yorunsiowue unmepsai QT
dapmakoKuHETHYECKHE U (hapMaKOAMHAMUYECKHUE UCCIIETOBAHMS IPUMEHEHHS ICIIUTAIONPaMa B
KOMOMHAIMU C JAPYTUMHU JIEKapCTBEHHBIMU IpernaparaMu, yJUIMHsSommMu uHTepBan QT, He

npoBOAWINChE. Henp3s HMCKIIOUMTH  aJIUTUBHBIN
JIEKapCTBEHHBIX MpenaparoB. ClieoBaTeNbHO, IPOTUB

addexT ocruTanonpama €W JaHHBIX
OTIOKa3aHO OJHOBPEMEHHOE MPUMEHEHHE

ocOoyTallopaMa W JICKAPCTBCHHBLIX MPENAapaToB, YAJIUMHAIONIUX HMWHTCPBAJ QT, TaKUX KakK

aHTHUapuTMHUeckue mpenapatbl kinaccoB [A u III, H
dbeHoTHa3WHa,  MHAMO3HI,  TAJOMEPHJION),

TPULUKINYCCKUEC

eiiposilenTUKN (HampuUMep, MPOU3BOJHBIC
U TEeTPaUUKINYECKUe

aHTHUJIENIPECCAHTh! (AMUTPUNITWIMH, UMUIIPAMUH, ManpoTwiuH U 1p.), CUO3C u nogobHsle UM

aHTUAenpeccanTsl  (Hampumep,  (IYyOKCETHH,

BeHJIahaKCHH

U Jp.), HEKOTOpbIe

NPOTUBOMUKPOOHBIE TMperaparsl (MaKpOJUIHbIE AHTUOMOTHKHM M WX AaHAaJOTH, HalpuMep,
SPUTPOMUIIUH, KJIAPUTPOMUIIMH, MPOU3BOJIHBIE XUHOJIOHA U (HTOPXHHOJIOHA (cnapdiIoKcaluH,

MOKCU(]IIOKCAIIMH), TIEHTAMHJIMH, TPOTUBOTPUOKOBBIC

Cp€acTBa a30JIOBOTO psaaa (KCTOKOHa3OJI,

¢irykoHa301), JOMOEPUIOH, OHIAHCETPOH, MpenapaTthl I JICYCHUS MAIIPHH, B YaCTHOCTH,
raiopaHTpUH, HEKOTOPHIE AHTUTHCTAMUHHBIE TPENapaThl (aCTEMU30JI, MH30JIACTHH).

CepomOHuHepeuquKue JleKapCcmeeHHble npenapanibl
OI[HOBpeMeHHOC IMPUMCHCHUE C CCPOTOHUHEPIHUYC

CKUMU JICKAPCTBCHHBIMU IIpCIIapaTaMU

(Hanpumep, Tpamaznoi, OynpeHOp(HH, CyMaTpUNTaH W APYTUe TPHUITAHBI) MOXKET MPUBECTH K

Pa3BUTHIO CEPOTOHWHOBOTO CHHJIPOMA.

Jlexapcmeennvle npenapamul, CHUMCArOWue nopo2 CyOOPOICHOU 20MOBHOCMU
CHO3C mMoryT CHIXKATh TTOPOT CYJAOPOKHON TOTOBHOCTH. TpedyeTcst COOMI0aaTh OCTOPOKHOCTh
Ipy OAHOBPEMEHHOM IMPUMEHEHUU C SCUUTAIONPAMOM APYTUX JIEKapCTBEHHBIX MPENapaTos,

8
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CHIKAIONTUX TIOPOT CYIOPOXKHOW TOTOBHOCTH (Tpuimkiaumdeckue antuaenpeccantsl, CHUO3C,

MedIIOXUH, OYIMpPONHOH, Tpamasoll,
NPOU3BOAHBIE PEHOTHA3MHA, THOKCAHTCHA, Oy TUPOQEH

Jlumuii, mpunmogan

AHTHUIICUXOTUYCCKHUE IIpe€riapaThbl

(HEHPOJIETITUKN)
OHa).

[Tockonmbky OBUIM 3apeTMCTPUPOBAHBI CIIy4aud YCWICHUS JEHCTBHS TPU OJHOBPEMEHHOM
npumeHeHnr CO3C u nutus unu TpuntodaHa, peKOMEHAYeTCsl COOTI0aTh OCTOPOKHOCTD MTPH
OJIHOBPEMEHHOM IPUMEHEHUH ACLUTAIONPAaMa ¢ ITUMH MpenapaTamH.

36epoboti npoovipssienHbll
OpnoBpemennoe  npumenenne CHO3C wu 1
NPOABIPSIBIICHHBIN, MOXKET MIPUBECTU K YBEITHUCHUIO YU

perapaToB,  coJepkamux  3BepoOoi

CJIa HCXKCIIATCIbHBIX peaKHHfI.

AHmuKO(ZZle}lHWIbl u cpedcm@a, GUAIOwuUe Ha ceepmuleaemocnib Kpoeu
HapymeHI/Ie CBCPTBIBACMOCTU KPOBU MOKET BO3HUKHYTH IIPHU OJHOBPCMCHHOM IMPHMCHCHUU
ocaoyTalionpaMa ¢ aHTHKOAryjidHTaMu I IIpUueMa BHYTPb W JICKAPCTBCHHBIMH IIpC€IIiapaTaMu,

BIMSIOIIMMH Ha CBEPTHIBAEMOCTh KpOBH (Hampumep,

IMPOU3BOJAHBIMHU (beHOTI/Ia?;I/IHa, OOJIBILIMHCTBOM

ATUIINYHBIMHA Heﬁp OJICITUKaAMU H
TPUIOUKINYICCKUX AHTUACTIPCCCAHTOB,

AUETWICATULUIOBON KUCIOTOM M HECTEPOUIHBIMU MPOTUBOBOCIAIUTENBHBIMU IIpenapaTaMu

(HIIBIT), TuxIomMaInHOM B quniupuaMmosiom). B mogo6

TCpaluu 3CHUTAIIONPaAMOM H606XOI[I/IM TH.IaTeJ'IBHBIfI K

HBIX CITy4dadX B Ha4YaJIC UJIX 110 OKOHYaHUH
OHTPOJIb nokasaTejaeh CBCPTBIBACMOCTH

kpoBu. OnHoBpeMmeHHbl npueM ¢ HIIBII moxer mpuBecTHM K YBEIMUYEHHMIO YHCIA CIydaeB

pa3BUTHSI KPOBOTCUCHHUIA.

Omanon

OcuuTanonpam He BCTYMAET C ATAHOJIOM B (papMakoJIMHAMHUYECKOe MM (papMaKOKHHETHYECKOE

B3aumojeicTeue. OnHAaKo, Kak M B ciay4yae ¢ JApPYru

MH IICUXOTPOIHBIMHU JICKAPCTBCHHBIMU

npernaparamu, OJHOBPEMECHHOC IMIPUMCHCHHUEC S3CIUTAJIONPAaMa U 3TaAHOJIa HC PEKOMCHAYCTCS.

ﬂekapcmeeHHble cpe()cmea, ébl3blearouiue cunoKkaiuemu

TpeOyercs cobi0naTh OCTOPOKHOCTH TPH  OJHOBP

10/2UNOMAHUEMUTIO
CMCHHOM IMPUMCHCHUHU JICKAPCTBCHHBIX

Cp€ACTB, BLIZBIBAIOIINX PA3BUTHEC FI/IHOKaHI/IeMI/II/I/I‘I/IHOMaFHI/ICMI/II/I, IMOCKOJIBKY HpHU JaHHBIX
COCTOSAHMAX IMOBBIIIACTCA PUCK PA3BUTHA 3IOKAYCCTBECHHBIX apPITMPIfI.

dapmMakoKHHETHYECKOE B3aUMOJIECHCTBUE

Bnusnue opyaux nexapcmeenHvix npenapamos Ha apmMaKoKuHemuKy ICYyumaionpama
Mera0oau3M 3cHMTaIONpaMa B OCHOBHOM OCYLIECTBIIETCS IPU Y4acTUM HU30(EepMEHTa
CYP2C19. B menblueil creneHd B MeTabosiM3Me€ MOTYT NPUHUMAaTh ydacTue H30(EpPMEHTHI

CYP3A4 u CYP2D6. Meraboau3sM OCHOBHOTO

MeTaboInTa ACMETHUIINPOBAHHOTI'O

3CLUTATIONPaMa, BUAUMO, YaCTHYHO KaTanusupyercs nzopepmentom CYP2D6.
OpHOBpeMEHHOE MPUMEHEHHE AJCUMTAIoONpaMa M oOMerpas3oja (MHrHOUTOp u30(QepMeHTa
CYP2C19) mnpuBomur k ymepeHHomy (mpumepHOo 50 %) TOBBIIEHUIO KOHIEHTPAIHH

3CHUTAJIOIIpamMa B IIa3ME KPpOBHU.

OnHOBpEMEHHBIH MpueM scuuTanonpaMa U nuMeTHIuHa (MHruoutopa nzopepmentos CYP2D6,
CYP3A4 u CYP1A2) npuBoauT K moBsImeHHIO (mpumepHo 70 %) KOHIEHTpaIHH 3CIuTaIonpamMa

B ILIa3M€ KpOBH.

Takum o6pa30M, MNPUMCHATL MAKCUMAJIbHO BO3MOJKHBIC O3Bl dCHUTAIoNpaMa OJHOBPEMEHHO C

uaruburopamu  m3odpepmenra CYP2C19

(mammpumep,

oMemnpaszosioM,  (GIYKOHA30JI0M,

q)HYOKCCTI/IHOM, Q)HYBOKCZlMI/IHOM, JIAHCOIIPAa30JI0M, TI/IKJ'IOHI/II[I/IHOM) U NUMCTUIAUHOM CJICAYECT C
OCTOPOIKHOCTBIO. HpI/I OAHOBPEMCHHOM INPUEMEC 3CHUTATIONPaMa U BbIIICYKAa3aHHBIX IMPEIIapaToB
Ha OCHOBE KIIMHWUYECKOU OLCHKHU MOXCT HOTpe6OBaTBC$I YMECHBIICHHUE J03bI OCHUTAIOIIPaMa.

Brusnue scyumanonpama Ha apmaxkoKuHemuxy opyaux 1ekapcmeeHHblx npenapamos
Dcnuranomnpam siBisercss uHruonTopom uzodepmenta CYP2D6.

Heo0Oxoammo cobmogaTh OCTOPOKHOCTh MPU OJHOBPEMEHHOM TMPUMEHEHHUU JCHUTANIONpamMa 1
JIEKapCTBEHHBIX IPENapaToB, META0OIM3UPYIOIIUXCS C MOMOIIBI0 3TOr0 H30pepMeHTa |
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MMEIOIIUX MAaJIbIi TepaneBTUYECKUM WHJIEKC,

Harp

uMep, ¢rekanHuga, nponadeHoHa U

METOIpOoIoaa (B ClydasX NPUMEHEHHs MPH CEePACYHON HEJOCTATOYHOCTH) WIIM MEIUIIUHCKUX
npernaparoB, B OCHOBHOM METa0OMU3UpPYIOIKXCS mocpeactBoM wu3odepmenta CYP2D6 wu

JNENCTBYIOIIMX HA LEHTPAJIbHYI0 HEPBHYIO CHCTEMY
(me3umpamuiH, KIOMHUNPAMUH, HOPTPUITHIINH)

0058

(IIHC), nanpumep, aHTHACTIPECCAHTOB
AQHTHUIICUXOTHYECKUX  TPernapaTroB

(pI/ICHepI/IILOH, TUOpUAA3nH, ranonepnaon). B stux ClIydasx MOKET HOTpe60BaTBC$I KOppEeKIUA

JTO3BI.

OnHOBpPEMEHHOE IPUMEHEHHUE € ICLUTAIONPAMOM JIE3UIIPAMHUHA MIM METOIPOJIOa IPUBOIUT K
JBYKPAaTHOMY YBEIMUYEHHIO UX IJIA3MEHHOM KOHIEHTpAIUH.

DcuuranonpaMm MOXKeT He3HaunTenbHo uHruoupoBath wuzodepment CYP2CI19. Iloatomy
pPEKOMEHIyeTCsl COOIII0aTh OCTOPOKHOCTD IPH OJTHOBPEMEHHOM NIPUMEHEHUH CLUTaNIoNpamMa u
JIeKapCTBEHHBIX MIpenapaToB, MeTabonusupyrommxcs nzopepmenrom CYP2C19.

4.6. ®epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIMS

bepeMeHHOCTD

Nwmerorcs OTpaHUYCHHBIC JaHHBIC O IPUMCHCHUUN 3CLUTAJIOIIPpaMa BO BpEMA 6epeMeHHOCTI/I.

HcciaenoBanusa
TOKCHYHOCTb.

ACUUTAJIONPAMA HA JHKUBOTHBIX IPOJEMOHCTPUPOBAIN  PEINPOLYKTUBHYIO

OcnuranonpamM BO BpeMsi OSpEeMEHHOCTH ClieAyeT NPHHHMATh TOJNBKO B CIOydasx KpalHei
HEOOXOIMMOCTH U TIOCIIE TIIATEIBHON OIIEHKH COOTHOIICHHS «II0JIb3a — PUCK.

Ecnu npuem scryranonpama MpoJOJDKaJICS Ha MO3JHUX CPOKax OCpeMEHHOCTH, OCOOCHHO B
TpPEeTheM TPUMECTPE, TO 32 HOBOPOXKICHHBIM CIEAyeT YCTaHOBUTH HabOmoaenue. Ecimu mpuem
3CHUTATIONPAMa IPOJOIDKAIICS BIUIOTH 10 POAOB MM OBLI MPEKpaIeH He3aJ0NIr0 10 POIOB, TO Y
HOBOPO’KIEHHOT'O BO3MOKHO Pa3BUTHE CUMIITOMOB CHHAPOMA «OTMEHBD».

B cmyuae mpuema wmareppto CHO3C/CMO3CH Ha mno3gHHX Cpokax OepeMEeHHOCTH Y
HOBOPOXKJICHHOTO MOTYT Pa3BUThCS CIIEAYIOIINE HEXENaTeIbHbIC PEaKIU1: YTHETCHNE bIXaHHS,

[IMAaHO3, aIllHOd, CYJIOPOKHBIE pACCTPOICTBa, CKad
KOPMJICHHEM, pBOTa, THUIOTJIUKEMHUs], MBbIIIEUHAs
runeppedaexcus, TpEMOop, MOBBIILICHHAS H
pa3apaKUTEIbHOCTb, JIETAprUsl, MOCTOSHHBIA IL1ad,
CUMIITOMBI ~ MOTYT  BO3HHMKaTh  BCJEICTBHE pa

KM TeMIepaTrypbl Teja, TPYAHOCTH C
TUNIEPTOHUS, MBIIIEYHAS] THUIOTOHMUS,
epBHO-pedIIeKTOpHAS BO30YJTUMOCTb,
COHJIUBOCTh M IUIOXOM COH. JlaHHEIE
3BUTUS  CHHIPOMA  «OTMEHBD»  HIIU

CEpPOTOHMHEPTHUECKOTO IeHCTBUS. B OoNbIIMHCTBE CilyyaeB MOJ00HBIE OCIOKHEHHUS BOZHUKAIOT

B TeUeHHE 24 4acOB MOCIIC POXKICHHUS.

I[aHHLIC SIMUACMHUOJIOTHYCCKUX I/ICCJ'IeIIOBaHI/Iﬁ IMO3BOJIAKOT HNPCANOJIOXKUTb, YTO IHNPHUMCHCHHC

CHO3C Bo Bpemsi OepeMEHHOCTH, OCOOEHHO Ha TIO

3IHUX CPOKaX, MOXET YBEIMYHUTb PHUCK

Pa3BUTHS MEPCUCTUPYIOLIEH JerouyHoN TunepTeH3un y HoBopoxaeHHbIX ([TJII'H). HaGmomaemprit

puck coctaBuia 5 ciaydaeB Ha 1000 6epemeHHOCTE.
2 ciryyas [1JITH wa 1000 6epemeHHOCTEH.

B oOmieit momymsiuuu Habmomaercst 1—

JlanHbIe HAOJIIOICHNH YKA3bIBAIOT HA MOBBIMICHHBIN (MEHEE YeM B 2 pa3a) PHUCK IOCIEPOIOBOTO
KpoBoTeueHus: nocie npumeneHus npemnaparo rpynn CHO3C/CUO3CH B TeueHHe OIHOTO

Mecdna 10 poaoB.

JlakTanus
Oxumaercs, 4TO ACHUTAIONPaM OYIEeT BBIACISATHCS C

IPYAHBIM MOJIOKOM, IO3TOMY BO BpeMs

JICUEHUS ACUUTAIONPAMOM KOPMIIEHHE TPYAbIO0 NMPOTHBOIOKa3aHO. B cimydae HeoOXommmocTu

IMPUMCHCHMUA IIpCIiapaTa rpyAHOC BCKAapMJIMBAHUC CJIC[

DepTUIILHOCTD

yeT IIPEKPaTUTh.

JlanHble MCClleqOBaHUI Ha >KMBOTHBIX MOKa3anu, 4ro HekoTopble CHMO3C Moryr BiuATH Ha
Ka4CCTBCHHBIC MOKA3aTCJIN CIICPMBI. ,Z[aHHI)IX I/ICCJICI[OBaHI/Iﬁ 3TOI'0 acCli€KTa Ha XHUBOTHBIX I
aciutanomnpama HeT. Coobmenus o mpuMmeHeHnr HeKoTopsix CMO3C y yenoBeka mokasaiu, 9To
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BJIMSIHME 3TUX JIEKAPCTBEHHBIX IMPENapaToB Ha Ka4eCTBO CHEPMBI sBisieTcs oOpatuMbiM. Jlo cux
MOp BJIMSIHUS dCHUTANONpPaMa Ha (ePTHILHOCTH Y YeIoBeKa He HaOII01aI0Ch.

4.7. BausiHue Ha CHOCOOHOCTH YNPABIATH TPAHCHOPTHBIMH CpeICTBAMH M PadoTaTh C
MeXaHH3MaM#

Hecmotps Ha 10, uTo mpenapat Dnwuies Ky-tad He BimsieT Ha MHTEIUICKTyalbHbIE (DYHKIUH U
MICUXOMOTOPHYIO aKTUBHOCTb, B IIEPHO/T JICUEHUS] HE PEKOMEHIYEeTCsI YIIPABIISITh TPAHCIIOPTHBIMHU
CPeICTBaMHM U padoTaTh C MEXaHU3MaMHU.

4.8. HexxenareJbHbIE peakunu

Pestome nipoduiis 6ezonacHocTH

HexemarenpHble peakiimy HanOoJiee 9acTo pa3BUBAIOTCS HA TIEPBOW WIIM BTOPOH HEJENe TEPAITH,
3aTeM OOBIYHO CTAHOBSTCS MEHEE HHTEHCHUBHBIMH M BO3HUKAIOT pPEXe IMPH MPOIOIKEHUU
TEpAuH.

Pesrome HexenaTeNbHBIX peakui

Hwuxe mnepedncieHbl HEXeIaTedbHbIE pPEaKIMK, BO3HUKAIONIME TIPU MpHEME IMpernaparos,
npuHaanexamux K kmaccy CUO3C, u oTMedeHHbIe npu npuemMe sciutanonpama. Madopmarmst
Npe/CTaBlICHa HA OCHOBAHUU JIaHHBIX IJ1AIe00-KOHTPOIMPYEMBIX KIMHHYECKUX UCCIICIOBAHUN U
CIIOHTaHHBIX COOOIICHUH.

YactoTra BCTPEYaeMOCTH OMpeEJeNieHa CIEAYIMMM o0pa3oM: odeHb dacto (> 1/10), gacto
(>1/100, 1O < 1/10), Hewacto (> 1/1000, HO < 1/100), peaxo (= 1/10000, wo < 1/1000), o4eHb
penko (< 1/10000), yacrora HeHW3BeCTHa (HA OCHOBAaHHHM WMECIONIMXCS JaHHBIX OIEHUTH
HEBO3MOXXHO). HexenmaTenpHbIE peaKIWH CrPYNIUPOBAHBI B COOTBETCTBHU C TOPSIKOM Ha
OCHOBAaHHMH CHCTEMHO-OpTaHHbIX Ki1accoB (COK).

Hapywenus co cmoponvl kposu u iumgpamuyeckou cucmemvi:

4aCTOTa HEM3BECTHA — TPOMOOIIUTOTICHHUS.

Hapywenus co cmoponvl ummyHHoU cucmembvi:

penko — aHaWIAKTUYSCKUE PEaKITUH,

4acTOTa HEM3BECTHA — aHTHOHEBPOTUYECKUN OTEK.

DHOOKpUHHbIE HAPYWEHUSL:

4acTOTa HEU3BECTHA — HeJlocTaTouHast cekperust A1

Hapywenus memabonuzma u numanus.

4acTo — CHIDKEHUE aIlleTUTA, TIOBBIIICHUE alMeTUTa, YBETHUECHNE MACChI TEJa;

HEYaCTO — CHUKCHHUE MaCChI TeJIa;

4aCTOTa HEM3BECTHA — THIIOHATPUEMHSI, aHOPEKCHSI.

Tcuxuueckue Hapywenus:

4acTo — TpeBOTra, OECIOKOWCTBO, HEOOBIYHBIC CHOBUICHHS, CHW)KCHUE JIMOHWIIO0, aHOPTa3MHS
(y KeHIIHH);

HEYacTO — OPYKCU3M, &KUTAIHsI, HEPBO3HOCTh, TAHMYECKUE aTaKH, CIIYTAHHOCTh CO3HAHMUS;
PEIKO — arpeccusi, JenepCoOHATM3AIINS, TaJUTFOLUHAIIH;

4acTOTa HEM3BECTHA — MaHUs, CYUITUAAIBHBIE MBICIIH, CYHITUIAIBHOE TTIOBEICHHE.

Cnyyan TOSBICHUS CYyMIUIANBHBIX MBICTICH W TOBENEHUS OBUIM OTMEYEHBI MpHU TMpHEME
ACIUTAJIONPaMa U Cpasy Mociie OTMEHBI TEPaITUH.

Hapywenus co cmoponul nepsHou cucmembl:

4acTo — OECCOHHMIIA, COHJIMBOCTb, TOJOBOKPYKEHHUE, TAPECTE3Us, TPEMOP;

HEYacTO — HapyIICHHUE BKYCOBBIX OIIYIICHUI, HAPYIIICHHE CHA, 0OMOPOK;

PEIKO — CEpOTOHUHOBBINA CHHIPOM;

4acTOTa HEW3BECTHA — AMCKUHE3Ws, JBHraTelbHbIC HAPYIICHHS, CYIOPOXHBIE PacCCTPOUCTBA,
MICUXOMOTOPHOE BO30Y)K/ICHUE/aKaTH3USI.

Hapywenus co cmoponwl opeana 3penus:
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HEYacTO — MHUIpHa3 (paclIiupeHne 3padka), HapyIIeHHe 3pECHUS.

Hapywenus co cmoponul opeana ciyxa u 1abupunma:

HEYacTO — THHHUTYC (1IyM B yHIax).

Hapywenus co cmoponul cepoya:

HEYaCTO — TaXHKapIus;

peako — OpaauKapaus;

yacToTa Hew3BecTHa — yanuHeHwe wuHTepBana QT Ha snekrpokapauorpamme (OKT),
KEITYIOUKOBasi apUTMUS, BKITIOUAS KEITyJOUKOBYIO TAXHUKAPIUIO THIIA «ITHPYITY.

Hapywenus co cmoponwl cocyoos:

4acTOTa HEU3BECTHA — OPTOCTATUYECKAs TUIIOTEH3HUS.

Hapywenus co cmopoHul OvixamenvHoll cucmemsl, 0opeanos pyoHOl KIemKu U CPeOOCMeHUsL:
4acTO — CUHYCHUT, 3€BOTA;

HEYacTO — HOCOBOE KPOBOTEUCHHE.

Hapywenus co cmoponul srceny0ouno-kuuieuno2o mpakma:

OUYE€Hb YaCTO — TOIIHOTA;

4acTo — Auapesi, 3a1op, pBoTa, CyXOCTh CIU3UCTON 000JIOUKH MTOJIOCTH PTa;

HEYaCTO — JKEITYI0YHO-KUIIEYHOE KPOBOTEUCHHE (BKIIFOYAsi KPOBOTEUCHHUE U3 MPSMON KUIIKH).
Hapywenus co cmoponvl neuenu u dcenuesvigo0auux nymei.

4acToTa HEW3BECTHA — TeNaTUT, IOBBIIIEHHUE CHIBOPOTOYHON aKTUBHOCTH «II€YEHOUHBIX)
bepMeHTOB.

Hapywenus co cmoponul Kodtcu u NOOKOICHbIX MKAHEU:

4acTO — MOBBIIIEHHOE [TOTOOT/IEIICHUE;

HEYacCTO — KPAIMBHUIIA, AJTONEIHs, KOXKHAsS ChITTb, KOKHBIN 3YI;

4acTOTa HEU3BECTHA — IKXUMO3.

Hapywenus co cmoponwl mblueyrot, KOCMHOU U COeOUHUMENbHOU MKAHU.!

4acTo — apTPaJITHsl, MUAIITHSL.

Hapywenus co cmoponvl nouex u Mouegulgo0Auux nymeti:

4acTOTa HEU3BECTHA — 33JIePHKKA MOYH.

Hapywenusi co cmoponvl penpodykmugHoi cucmembvl U MOJIOUHBIX JiCele3:

4acTO — UMIOTEHIIHSI, HAPYIICHHUE ISKYIISIUY;

HEYacTo — MEHOpparus, MeTpopparus;

4acTOTa HEW3BECTHA — TaJakTopes, TpHanmu3M, TOCIEePOJOBOE KpPOBOTeUEHHE (IaHHas
He)KeslaTeNbHas peakuus 3aperdcTpUpoBaHa Kak kiacc-3pdekT i mpemapaToB TPy
CHUO3C/CUO3CH (cMm. pazgen 4.6.)).

Obwue napywienus u peakyuu 6 mecme 66€0eHuUs:

4acTo — C1ab0CTh, THIIEPTEPMHUS;

HEYacTo — OTEKHU.

Onucanue OTIACbHBIX HEKENATEIbHBIX PeaKIUn

Yonunenue unmepsana QT

B mocrperucrpanuonHoM nepuoje ObLIM OTMEYEHbI ciydau yanuHeHus uHTepBana QT, B
OCHOBHOM Y MAIlMEHTOB C paHee CYyIIECTBYIOIIUM 3abosieBaHHEM cep/ia. B ABOMHBIX ciienbIx
1ane60-KkoHTpoaupyeMbix uccinenoBanusax OKI' y 310poBbIX H0OpOBOJBIEB MU3MEHEHHE OT
6azoBoro 3HaueHus QTc (koppekmmst o dopmyrne Ppeneprka) cocTaBuino 4,3 MCEK TP J03€
10 mr B cytku u 10,7 mcex — ripu 30 MI' B CyTKH.

Knacc-aghghexm

ONUAEMUOJIOTHYECKUE HCCIEAOBAaHUSA C ydacTHEM NalnueHToB B Bo3pacte S50 et u crapiie
MOKa3aJIi CyIIECTBOBAHUE TOBHIIIEHHOTO PUCKA TepeioMa KOCTEe! y MallMeHTOB, MPHHUMAOIIUX
CHUO3C u TpULMKINYECKHE AHTUAENPECCAHThl. MexaHu3M BO3HMKHOBEHHUS 3TOTO pUCKA He
YCTaHOBJICH.

Cumnmomul cuHOpOMAa «OMMeHbLY NPU NPEKPAWeHUU mepanuu
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Otmena mnpemnapatoB Tpynmel CHMO3C/CHMO3CH (ocobeHHO pe3kas) 4YacTo NPHBOIUT K

BO3HMKHOBCHHUIO CHHAPOMA «OTMCHBI». Hawnbonee

paCCTPOﬁCTBa YYBCTBUTCJIIbBHOCTH (B TOM YHUCJIC IApeCT

YaCTO BO3HHUKAIOT T'OJIOBOKPYXXCHHUC,
€31 U OLIYHICHUC TTPOXOKACHUA TOKa),

pacctpoiicTBa cHa (B TOM 4Ymcie OECCOHHMIIA U MHTEHCHBHBIC CHOBHJICHHS), QKUTALUS WIH
TPEBOTa, TOIIHOTA U (WJIK) PBOTA, TPEMOP, CITyTAHHOCTh CO3HAHMUSI, TOBBIIIIEHHOE TIOTOOT/IEICHNE,
rosioBHasi 60Jb, Auapesi, cepAaLeOreHne, YMOIMOHAIbHAs HECTAOMIBHOCTb, Pa3ApaKUTEIbHOCTD,
paccrpotictBa 3penus. Kak npaBuio, 3Ti 3QQpeKThl BbIpaKeHbI CIa00 WM YMEPEHHO U OBICTPO
POXOMST, OJJHAKO y HEKOTOPHIX MAIMEHTOB OHU MOTYT IMPOSBISTHCS B Oosiee ocTpoit hopme u

(unm) Oonee AnmUTENBbHO. PexoMeHyeTcss mpOBOJIUTH
CHI)KEHHS €TO J03BlI.

NOCTCIICHHYKO OTMCHY IIp€liapaTa IIyTeM

Coo011eH1Ee 0 MOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIAAX

Baxno

COO6HIaTI: 0 TIOAO03PEBACMBIX HECKCIIATCIIbHBIX PCAKIUAX II0CIC PpEeTrrucTpauvu

JIEKapCTBEHHOTO TIperapara C Leibio 00ecnedeHus: HepepbIBHOIO MOHUTOPHUHTA COOTHOIIICHUS

«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpCIiapaTta. Men

coo0maTh 0 JIFOOBIX TOI03PEBAEMBIX HEXKENATEITbHBIX

NITMHCKHUM pa6OTHI/IKaM PECKOMCHAYCTCA
pCaKkuuax JICKapCTBECHHOT'O IHpcrapara

YCpe3 HaMOHAJIBHBIC CUCTEMBbI COO6H.I€HI/I}I 0 HEXKCJIATCIIbHBIX PCAKIUAX IrOCyaAapCTB — YJICHOB

EBpa3uiickoro 3kKOHOMHUYECKOTO COI03A.

Poccuiickas deneparust

DenepanpHas cayx0a 1o HaA30py B cdepe 3ApaBOOXPaHCHUS

109012, r. MockBa, CnaBsiHCKas IJI01Iaab, 1. 4, cTp. 1
Tenepon: +7 800 550 99 03

Anpec anmekTpoHHON mouThl: pharm@roszdravnadzor.gov.ru

Caiit B
https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

HaHHHe 0 NCPEAO3UPOBKE SCHUTAIONPAMOM OIpaHUYCH

UH(POPMALIMOHHO-TEJIEKOMMYHUKALMOHHOM

ceTu «HTepHeT:

bl, BO MHOT'MX TaKHUX ClIydadXx UMEJIacb U

nepeo3upoBKa APYrUMH MpernapaTamMu. B GOMbIIMHCTBE CITydaeB CUMIITOMBI IEPEIO3UPOBKHU HE

MMPOABJIAKOTCA WU IIPOABIIAAKOTCA cnabo.

Cnyyan nepefo3UpoBKH 3cuuTanonpamoMm (06e3 mpueMa Ipyrux IMpenaparoB) C JIETaJIbHBIM

HCXOJIOM €MHUYHBI, B OOJBIIMHCTBE CIy4yaeB UMEET
npenapaTraMu.

CUMIITOMBI

MECTO TaKXe NEePeI0O3UPOBKA U JPYTHUMH

[Ipu nepeno3upoBKe 3CUUTATIONPAMOM B OCHOBHOM BO3HHMKaIOT cUMIITOMBI co ctopoHbl LIHC (ot
TOJIOBOKPY)KEHHSI, TpEMOpa M @XKUTAIMU JO PEIKUX CJIy4aeB pa3BUTHUS CEPOTOHHHOBOTO
CHHJIPOMA, CYyJIOPOKHBIX PACCTPOHCTB M KOMBI), CO CTOPOHBI >KEIyJOYHO-KHUIIEYHOTO TPaKTa
(TOmIHOTa/pBOTA), CEPACYHO-COCYAUCTON CHCTEMBI (apTepuanbHas TUIIOTCH3HS, TaXUKapIus,

yanuHenue untepBana QT u apuTMus) U HapyLIeHus 3
TUTIOHATPUEMHUS ).

Jleuenue
Crnenndudaeckoro aHTUA0Ta HE cymecTByer. Ciemyer

JIEKTPOJIUTHOTO OanaHca (TUIOKATueMHUs,

00ecreuynTh HOPMAIBHYIO MPOXOIMMOCTh

JIBIXaTeIbHBIX MyTeH, OKCHTEHAIIMIO U BEHTHWILUIO JieTkuX. Clemyer MpoBeCTH NMPOMBIBAHUE
KENyJlKa ¥ Ha3HAYUTh aKTHBUPOBAHHBIM yroyib. [IpoMbIBaHHE KeNylKa CIEIyeT MPOBECTH KaK
MOHO OBICTpEe ToCIie TpreMa npenapara. PekoMeH1yeTcsi KOHTPOJIMPOBATh TOKAa3aTeny paboThI

cepana MW ApYrux JKHU3HCHHO BaXXHBIX OpPraHoB
MOAACPIKUBAIOIIYIO TCPAIIHIO.

5. ®APMAKOJIOTMYECKUE CBOMCTBA
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5.1. ®apmakoaMHAMHUYeCKHE CBOICTBA

dapmakoTeparneBTUUecKasi IpyIma:
MHTHOUTOPBI OOPAaTHOTO 3aXBaTa CEPOTOHMHA
Kon ATX: NO6AB10

MexaHn3M IelcTBUA

IICUXOAHAJICIITUKH,

AHTHACTIPECCAHTBI; CCJICKTUBHBLIC

DcruTanonpamMm — aHTHIENIPECCAHT, CENIEKTUBHBIM WHTHOUTOP OOpaTHOTO 3axBaTa CEpOTOHWHA
(CHUO3C) ¢ Bbicokoi apPUHHOCTHIO K NMEPBUYHOMY MECTY CBS3BIBAaHUS. DCIUTAIONPAM TaKKe
CBSI3BIBACTCS C AIDIOCTEPUYECKUM MECTOM CBSI3bIBaHUS OeiKa-TpaHcroprepa, ¢ aphUHHOCTHIO,
MEHBIIEH B THICSAUY pa3. AJUIOCTepUYecKas MOIYJSIUS OelKa-TPaHCIOpTEpa YCHUIIMBAET
CBSI3BIBAHUE ACIMTAIONPAaMa B ICPBUYHOM MECTE CBSA3BIBAHHS, YTO MPUBOIMT K 0OJice TIOJTHOMY

I/IHFI/I6I/Ip0BaHI/IIO O6paTHOFO 3axBaTa CEPOTOHHHA.

Dcnuranonpam He HUMEeT COBCEM HMJIM MMEET OYeHb CIadyl0 CIIOCOOHOCTH CBSI3BIBATHCS C PSAAOM
perienTopoB, BKIo4as ceporoHuHOBBIE 5-HTi1a, 5-HT> penenrtopsr, modamuuoBsie D1 u Do

penenrtopel, oi-, O2-, P-aapeHopeuentopsl, Hi

OEH30/1Ma3eIIMHOBbIE U ONUOM/IHBIE PELIETITOPHI.

5.2. dapmakoKkuHeTHYECKHE CBOICTBA

AOcopOuus

-T’UICTaMHHOBBIC, M-XOJIMHOPCUCIITOPHI,

BcacbslBaHMe 1nouYTM MOJIHOE M HE 3aBUCHUT OT BpeMeHM npuema nuuu. Cpennee Bpems

JOCTHKCHUA MaKCHUMaJIbHOM KOHLCHTpalKWH B IJIa3ME

kpoBU (TCmax) cocTaBusier 4 yaca mocie

MHOT'OKPAaTHOTO IPUMCHCHHUA. AOcoioTHas GI/IOILOCTYHHOCTL ocauTaaonpama CoOCTaBJIACT OKOJIO

80 %.

Pacnopenenenue

Kaxymmuiicst o0bem pactipenenenus (Vqp/F) mocie npuema BHyTpb cocTaBisieT oT 12 mo 26 n/Kr.

CBs3bIBaHHC ocouTajdonpamMa M €ro OCHOBHBIX MCET

abonmuTOB C OenkaMM IUIa3Mbl KPOBHU

Hwxke 80 %. Kuneruka sciuranonpama jgrHeiiHa. PaBHoBecHast koHieHTpauus (Css) n1ocTUraercs

npumepHo 4epes 1 vepemto, cpemnsist Css — S0 HMOIB/T
cyrouHo# jo3e 10 mr.

Buorpaucdhopmarins

(ot 20 1o 125 HMOIB/TT) TOCTUTACTCS TIPH

Ocnuranonpam MeTaboNIu3UpyeTCcsl B MEUEHH A0 JEMETHIMPOBAHHOTO U ITUAEMETUIMPOBAHHOTO
MeTabonuToB. Ob6a MerabonuTa SBISAIOTCAS (HApMAKOJOTMYECKH AKTHUBHBIMHU. A30T MOXKET
OKHCIIATBCS 10 Merabonuta N-okcuga. OCHOBHOE BEIIECTBO M €r0 META0OJUTHI YaCTHYHO

BBIBOJATCA B BUAC I''TIOKYPOHHU/I0B. ITocne MHOTI'OKpAaTH
ACMETUIIMPOBAHHOTO U JUJAEMCTUIIMPOBAHHOI'O MeTabo
COOTBETCTBCHHO OT KOHHOCHTpaUOHWH OSCHUTAJIOoIIpamMa.
,I[CMGTI/IJ'II/IpOBaHHIJﬁ METa0OJINT OpOUCXOAUT TIJIaBHb

Oro MPUMEHEHHS CPEeIHUE KOHIIEHTPAIIUU
JINTOB COCTaBIAOT 2831 % u meHee 5 %

Buorpanchopmanus scruranonpamMa B
IM 00pa3oM ¢ MOMOIIbI0 H30(epMeHTa

CYP2C19, Bo3moxHO HekoTopoe yuactre uzopepmentoB CYP3A4 u CYP2D6.

OauMHUHANUA

[lepuon nonyssiBenenus (T'2) nociie MHOrOKpaTHOrO MPUMEHEHUS COCTaBIsAET 0K0JI0 30 yacos.

Kmupenc npu npueme BHYTPH (Cloral) cocTaBisieT

0,6 n/MuH. Y OCHOBHBIX METa0OJIUTOB

sciuTanionpama T% Oosiee MPOTOIDKUTEICH. DCIUTANIONPAM M €0 OCHOBHBIC METaOOIUTHI
BBIBOJISITCS MEYEHBIO (METAa0OIMYECKUN MyTh) M MOYKaMH, OOJbIlas 4acTh BBHIBOJAMUTCS B BUIE

META00JIUTOB ITOYKAMH.

Oco0bI¢ TpyIIbl MAIMEHTOB
Jluya noosicunozo eospacma
Y manueHToB MOXKMIIOTO Bo3pacTa (crapiie 65 jeT) aciy

HTAJIOIIpaM BbIBOAUTCA MEAJICHHEC, YEM Y

ooiee MOJIOABIX IIAIIMCHTOB. KonuuecTBo oCHUTaJI0IpaMa, HaxoasAmerocsas B CHCTCMHOM
KpPOBOTOKE, paCCYHUTAHHOC C IIOMOIIBIO q)apMaKOKI/IHeTI/I‘-IGCKOFO IIoKas3arciid Iiomaab II0
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COOTEBETCTBYET ZKCNEPTHOMY OTUYETY

KpuBOH «koHIEHTpauusa-BpeMs» (AUC) y nun nmoxwuioro Bo3pacta Ha 50 % Oonbiue, yeM y
MOJIOJIBIX 37I0POBBIX JOOPOBOJIBIIEB.

Ileuenounas neoocmamounocmeo

YV narueHToB ¢ JISTKOW WM CPEAHEH CTENCHBIO TSHKECTH TICUSHOYHON HEIOCTATOYHOCTH (Kitace A
u B no xnaccudukanun Yaina-I1st0) TY2 scuuranonpama npuMepHo B JiBa pasza juymHHee, a AUC
Ha 60 % OombIle, 4eM y NAIMEHTOB C HOPMAJIbHOHN (QyHKLIHEH TeYeHHU.

Iloyeynas nedocmamounocms

[Ipy MpUMEHEHUHU PALIEMUYECKOTO IMTAJIONpaMa y TAlMEHTOB ¢ MOYCYHOW HEJIOCTaTOYHOCTHIO
(KK 10-53 mur/mun) otmedaetcs yanuaenue T2 u nebonbinoe yennuenne AUC. KoruenTparmm
MeTa0O0JIMTOB B IJIa3Me KPOBU HE U3YUAIHCh, HO OHH MOTYT OBITh ITOBBIIICHBI.

Honumopghusm (y auy ¢ nuskou akmusnocmowito uzogpepmernmos CYP2C19 unu CYP2D6)

VY nanueHToB ¢ HU3Ko# akTuBHOCTHIO n3opepmenta CYP2C19 koHmeHTpanus dciuTanonpamMa B
m1a3Me KpOBU MOXET OBITh B 2 pa3a BbIIIE, YeM y MAIIMEHTOB C BBHICOKOW aKTUBHOCTBIO ITOTO
n3odpepMenTa. 3HAYUTENbHBIX U3MEHEHNH KOHILIEHTPAILIMU 3CHUTAIONpamMa B IIa3Me KpOBH IPH
HU3KOH akTuBHOCTH H30(epmernta CYP2D6 oOHapykeHO HE ObLIO.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenn BcnoMoraTeJibHbIX BelIeCTB

IlonakpuivH Kanus
JlakTO3BI MOHOTHIPAT
Lenmrono3a Mukpokpuctamnyeckas (tum 102)
Kpockapmennosa Hatpust
Auecynbdam Kanus
HeorecnepuauH-1uruipoxankos
ApomaTtu3zaTop MSThI IEPECUHOM:
- MaJIbTOACKCTPHH (KYKYPY3HBIN)
- kpaxman moaudunupoannbiii E1450 (KyKypy3HBIii)
- MSATHI IOJIEBOM JINCTHEB MACIIO
- IyJIeroH
Marnus creapat

6.2. HecoBMecTHMOCTDH
Henpumenumo.
6.3. Cpok rognocTu (CpoK XpaHeHHUs )

3 roma.

6.4. OcoOble Mepbl PEAOCTOPOKHOCTH IPU XPAHEHUH

XpaHHUTh B OpUTHHAIBHON yHakoBKe (OimcTepe) AJis 3allUThl OT CBETA U Biaru. JIekapcTBeHHBIH
npernapar He TpeOyeT CleUalbHbIX TEMIIEPATYPHBIX YCIOBUI XpaHEHUSI.

6.5. Xapaxrep H coaepxkaHHe YIIAKOBKH

[To 7 Tabnerok B Onuctepe n3 komOuHUpoBanHoro Marepuana OITA/An/TIBX u [19T/amomunueBoit
domeru (peel off foil).
o 4, 8, 12 6mmcTepOB BMECTE C JIMCTKOM-BKJIA/IBIIIEM IOMEIIAIOT B TAYKy KAPTOHHYIO.
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He Bce pazmepsl yliakoBOK JOCTYITHBI JUISl PEAJIU3ALIMH.

6.6. OcoOble Mepbl TMPEIOCTOPOKHOCTH TPH  YHHYTOKEHHH HCHOJb30BAHHOIO
JIEKAPCTBEHHOT0  Npenapata WIM  OTX0J0B, MOJYYEHHBIX MoOcjJe TpPHMeHEeHHs
JIEKAPCTBEHHOI0 Mpenapara, u Ipyrue MAHUIYJISIIUH C PenapaToM

Hert oco0bix TpeOOBaHMil K yTHIU3AIUH.

7. JEPXKATEJIb PETUCTPAIHMOHHOTI'O YAOCTOBEPEHUSA

CrnoBenus

AO «KPKA, a.1., HoBo mecTo»
[maprenika necra 6, 8501 HoBo mecto
Tenedon: +386 7 331 21 11

®axc: +386 7332 15 37

Anpec snextponHoi mouTsl: info@krka.biz

7.1. IlpeacraBuTelib AepKATENA PEriCTPALMOHHOIO YI0CTOBEPEHUs!

[IpeTen3uun noTpedbuTeNeli HaIPaBIATh MO AJIPECY:
Poccuiickas @enepaums

000 «KPKA-PYC»

143500, MockoBckas 00u1., . MicTpa, yia. MockoBckas, a. 50
Tenedon: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec anextponnoi outsl: krka-rus@krka.biz

8. HOMEP (HOMEPA) PETUCTPAIIUOHHOI'O YAOCTOBEPEHUS

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

9. KATEI'OPHUSA OTITY CKA JIEKAPCTBEHHOI'O ITPEITAPATA

HeKapCTBeHHBIﬁ mpernapar OTHOCUTCA K KaTCropruu OTITYCKa «I10 PCUCIITY».

OO01as xapakTeprucTHKa JIeKapCTBEHHOTO npenapara Dnuiest Ky-tab 7ocTymHa B € JHHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPEACTB EBpa3wiickOro 93KOHOMHYECKOTO COH03a
https://eec.eaeunion.org 1 Ha OQUIIMATHLHOM CalWTE YMOJHOMOYEHHOTO OpraHa (IKCHEPTHON
opranm3anun) https: https://lk.regmed.ru/Register/EAEU _SmPC.
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