INPECCUAAHT

I/IHCprKHﬂﬂ 10 MEeIUIIHHCKOMY NIPUMEHEHHUI0
JIEKAPCTBEHHOI'0 CpeaACTBa

Toprosoe Hazpanme: [Ipeccunanr.

Me:ik1yHapoIHOe HENATEHTOBAHHOE HA3BaHMe: DCIUTAIONpAM.

JlexapcTBeHnHast ¢popma: TabneTky U1 mpueMa BHYTPb.

CocraB: Kaowcoas mabnemka cooepocum:

aKmueHo20 eelyjecmea — ICUUTANONpaMa okcanaTta 12,845 Mr (3KkBHBaeHTHO cuuTanonpamy 10 MI COOTBETCTBEHHO);
ecnomozamenvivle geyecmaa: TEIII0I03a MUKPOKPUCTAIUINYECKas!, HATPHSI KPOCKapMeIlIo3a, THAPOKCUIIPONHIILEILIION03a,
TaJlbK, MarHHs CTeapar;

cocmag nieHouHol 060104KY: THAPOKCUIIPONIMETHIILEILTION03a, [IEJUTI0N03a MUKPOKpHCTAIINYecKast, moiarokcu (40)
cTeapar, THTaHa JHOKCHUI.

®dapmako-TepaneBTHYecKast rpynna: AnrtunenpeccanTsl. CeJIeKTUBHBIM HHTHOUTOP 00paTHOTO 3aXBaTa CEPOTOHHMHA.

Kox ATX: N0O6AB10.

DapMaKo/J10ru4ecKue CBocTBa:

Dapmakoounamuxa:

[IpeccunaHT sBISETCS aHTHACTIPECCAHTOM, CEIEKTUBHBIM HHTHOUTOPOM 00paTHOTO 3axBata ceporonnHa (CUO3C).
Hurubuposanune oOpaTHOTO 3aXBaTa CEPOTOHMHA MPUBOANT K MOBBINICHUIO KOHIICHTPAIMH 3TOTO HeHpoMeIraTopa B
CHHAITHYECKOH IIENH, yCHUIINBACT M IPOJIOHTHPYET €ro ACHCTBYE HA MOCTCHHANTHYECKUE PEIENTOPHEIE YIaCTKH.
Ocnuranonpam He IMEeT COBCEM I MMEET OYeHb CITa0yI0 CIIOCOOHOCTH CBSI3BIBATHCS C PSIOM PELETITOPOB, BKITIOYAsT:
cepotonnHoBsie 5S-HT1A, 5-HT2 penentopst, nopamunossie D1 u D2 penentopsr, ol , a2 , f agpeHepruyeckue penenTopsl,
ructamMuHOBBIE H1, MyckapHHOBBIE XOJIMHEPrUIecKre, OeH301Ma3eNMHOBBIE 1 ONMATHBIE PEEITOPHI.

Dapmaxoxunemuxa:

BcaceiBaHye He 3aBUCHUT OT IpHUeMa NUIH. BHoAOCTyMHOCTE ScuTanonpama cocrasiusier okoso 80%. CpeaHee Bpems
JTOCTIKEHUS] MAKCHMAIBHOH KOHIEHTPAINH B m1a3Me kpoBH (Tmax) coctasisier 4 gaca mociie MHOTOKPaTHOTO IPUMEHEHHSL.
CBs3pIBaHUE 3CIUTAIONPAMa U €r0 OCHOBHBIX METa0OINTOB ¢ OenKkamu miasMsl KpoBu Hibke 80%. Dcuuranonpam
MeTaboIHu3upyeTcs: B HEYEHH 0 AEMETHINPOBAHHBIX U JHASMCTIIINPOBAaHHBIX MeTabomuToB. OHM 002 SIBISIOTCS
(hapMaKoIOTHUECKH aKTHBHBIMA.

OCHOBHOE BEIECTBO M €r0 METa0OIUThl YaCTHYHO BBIIEISIOTCS B (JOpME TIIIOKYPOHHIOB.

IMocne MHOTOKpaTHOrO MPAMEHEHUSI CPEHSST KOHIEHTPAINS JEMETIII- ¥ IUEMETHII- MeTaboJIMTOB 00bIYHO cocTaBisieT 28-31%
u MeHee 5%, COOTBETCTBEHHO, OT KOHIICHTPAIHHU 3CIUTANONpaMa.

buorpancdopmarus scuuranonpaMa B IEMETHINPOBAHHBINA METa0OIUT IPOUCXOAUT IIABHBIM 00Pa30M C MOMOILBIO IUTOXPOMa
P4502C19. Bo3mosxHo HekoTopoe yuyactue nzopepmentos P4503A4 u P4502D6. Y nur co cnaboit aktuBHOCTHIO P4502C19
KOHIIEHTPALSI SCIUTAIONpaMa B IBa pasa BhIIIIE, YEM B CIIyJasX C BBICOKOH aKTHBHOCTBIO 9TOTO H30()EepPMEHTA.

3HaUUTENIFHBIX N3MEHEHUH KOHIIEHTPAIUH IIPerapaTa B CIIydasx co cl1adoi akTHBHOCTEIO m3odepmenta P4502D6 obnapyxeHO
He OBLTO.

IMepuon nonyssiBenenus (T'42) mocie MHOrokpaTHOTO IPUMEHEHHUS cocTaBisieT okoiio 30 yacos. KimupeHc npu nepopaibHOM
MPUMEHEHHN cocTaBisieT 0koio 0,6 JI/MHUH. Y OCHOBHBEIX METa0OINTOB SCIUTANIONPAMa ITEPHO/ TTOYBBIBEICHUS Ooliee
MIPOIOJDKUTENICH. DCUUTATIONPAM U €r0 OCHOBHBIC META0OIUTHI BBIBOAATCS MEUCHBIO (META00INYECKU Ty Th) U MTOYKAMH.
Bonpbiias yacTs BEIBOAMTCS B BHIE META0OJIMTOB C MOYOMA.

Kunernka sciuranonpamMa nuHeiiHa. PaBHoBecHas koHneHTpanus (Css) mocturaercs nmpuMepHo uepes 1 Henemo. CpenHsst

Css 50 amonw/nt (o1 20 10 125 HMOIB/I) JOCTHUTAETCS IPU CyTOUHOH 1103€ 10 Mr.

VY noxwmisix (cTapiie 65 JIeT) SCHUTANONpaM BEIBOJAUTCS MEIIeHHee, YeM y Oojtee Moo IbIX nanuenToB. KommdaecTBo BemecTsa,
HaXOMSIIETOCS B CHCTEMHOM KPOBOTOKE, PACCINTAHHOE C TOMOIIBIO (hapMaKOKMHETHIEKOTO ITOKA3aTeNsl «IUIOMAIb IO
kpuBoii» (AUC) y noxuisix Ha 50% OoJbliie, 4eM y MOJIOJBIX 3/I0POBBIX JOOPOBOJIBIIEB.

IMoka3anus K NPUMeHEHHIO:

— JIETIPECCUBHBIE MH30/1bI JIFOOO CTENCHU TSKECTH;

— IaHUYecKue paccTpoiicta c/6e3 aropadobuu;

— COIMAJIBHOE TPEBOXKHOE PACCTPOHCTBO (commanbHast hooust);

— IeHepaI30BaHHOE TPEBOXKHOE PaCcCTPOIHCTBO.

Cnocod npumeneHus u 10361 [IpeccuanT Ha3HAYAIOT IEPOPATBEHO OJUH Pa3 B CyTKH BHE 3aBUCHMOCTH OT IIPHEMa UL,
Henpeccusnvie snu30061: OObIYHO Ha3HAUaroOT 10 M oWH pa3 B CyTKH. B 3aBHCHMOCTH OT MHANBHIYaIbHON PEaKIHN MAINeHTa
1032 MOXET OBITh YBEJIMUCHA JI0 MAKCUMAJIbHOM — 20 MI/CyT.

AnTHnenpeccuBHEIN 3G GeKT 00BIYHO pa3BUBaeTCs Yepe3 2-4 HelemH Imocie Havaia jJedeHus. [loce ncue3HOBeHNsI CHMIITOMOB
JIEPECCUH, KaK MUHHMYM, €IIE B TeYCHUE 6 MECALEB HEOOX0IMMO MPOIOIDKATh TEPAIHIO JUIS 3aKPEIUICHHS 10Ty4EHHOTO
sddexTa.

Tanuueckue paccmpoiicmea c/be3 azopaghobuu: B TedeHre IepBoi HEAEH JICICHISI PEKOMECHAYETCS 103a 5 MI/CYT., KOTopast
3aTeM yBennuuBaeTcs 10 10 mr/cyT. B 3aBECHMOCTH OT HHAWBUTyaNbHOM PeaKIUH MAIIeHTa 1032 MOXKET ObITh yBEIHIEHA 10
MaKcUManbHOH — 20 Mr/cyT.

MakcHMaITbHEIH TepareBTHIeCKHi 3 (EKT JoCTUraeTCs IPAMEPHO Yepe3 3 MecsIa Iocie Havaua JedeHus. Tepamis JmTcs
HECKOJIBKO MECSILIEB.

Coyuanvroe mpegooicnoe paccmpoiicmeo (coyuanvras ¢poous): O6braHO Ha3zHavaroT 10 Mr oauH pa3 B cyTku. OcnabieHne
CHMITOMOB OOBIYHO Pa3BUBAETCA Uepes 2-4 HeAeNH Mocie Havyama JeueHus. B 3aBHCUMOCTH OT HHIUBHAYATbHON peaKiuu
HalKeHTa 032 BIOCIESICTBUA MOXKET ObITh YMEHBIIIEHA /IO 5 MI/CYT. WM YBEHUYCHA 0 MakcuManbHoit — 20 mr/cyT. [lockoibky
COIMAIbHOE TPEBOKHOE PACCTPOHCTBO SBISIETCS 3a00JICBAHUEM C XPOHHUECKUM TEUEHHEM, MUHUMAIbHAs PEKOMEHIyeMast
JUTITENIFHOCTh TEPANIeBTUUECKOT0 Kypca cocTaBisieT 12 Henenb. [ npenoTBpaiienns peunBoB 3a001eBaHus [IpemapaT



MOYKET Ha3HAuaThCsl B TEUSHUE 6 MECSILIEB WM JIOJIbIIE B 3aBUCUMOCTH OT MHAWBUIYAIbHOH peakiyy nanuenra. Heooxoxnmo
PETYISPHO MPOBEPATH TEPANEBTUUECKYIO O3y JICUECHHS.

I'enepanuzosannoe mpegodicnoe paccmpoiicmeo. PexkoMeHayemMas HauanbHas o3a — 10 MT ouH pa3 B CyTKH. B 3aBucuMocTH OT
WHIVBHYaNbHOH peaknuy MaIieHTa 1032 MOXKEeT ObITh yBEIMIEHa 10 MAKCUMAIBHOH — 20 Mr/cyT. JlomyckaeTcst JUINTEIbHOE
Ha3HadeHue npemnapata (6 Mecsues U qonpiie) B 103e 20 MI/cyT.

Toocunvie nayuenmor (cmapuie 65 nem): PexoMeHIyeTCsl HCIIOJIB30BATh ITOJIOBHHY OOBIYHO PEKOMEHIYEeMOH 03I (T.€. BCEro 5
Mr/cyT.) 1 OoJiee HU3KYI0 MaKCUMalbHY0 103y (10 Mr/cyT).

Chudicennas gynkyus nouex. IIpu nerkoil 1 yMepeHHOH MOYSYHOH HEIOCTaTOYHOCTH KOPPEKTHPOBKH 1103 HE TpeOyeTcs.
[MarnenTam ¢ BeipakeHHOU moueuHol HenocTatouHocThio (CLCR Himke 30 Mi/MuH) cienyeT HazHavyath [Ipeccumant ¢
OCTOPOXKHOCTBIO.

Cruorcennasn hynkyus nevenu: IIpy 1erkoid 1 yMEpeHHOMH NEYEHOYHON HEJIOCTATOYHOCTH PEKOMEH [yeMasi HayajlbHas 71032 B
TEUeHUE NEePBHIX JBYX HEENb JICUCHHS COCTaBIIeT 5 MI/cyT. B 3aBHCHMOCTH OT MHAMBUAYaNbHOH peaKkIuy MalleHTa J03a
MOeT ObITh yBenuueHa 70 10 mr/cyT. [Ipu BeIpaXeHHON MTEYEHOYHOM HETOCTATOYHOCTH HEOOXOAUMO COOIIOIATh
OCTOPOXXKHOCTH IIPH THTPOBAHHHU.

Chudicennasn akmugrnocms yumoxpoma P4502C19: JIns manueHToB co cnaboit akTuBHOCTHIO n3opepmenta P4502C19
PEKOMEHAYEMas HavdaJlbHasd 103a B TCUCHUEC NIEPBLIX ABYX HEACJIb JICUCHUSA COCTABIIACT 5 MF/CyT. B 3aBucumocTu ot
WHJMBHIYaITbHOM peakuuy NalieHTa J103a MOXeT ObITh yBeaudeHa 10 10 Mr/cyT.

IIpexpamenne neyennsi: [Ipu npexpamennu nedenns [Ipeccunantom 103a JOKHA OCTEIEHHO CHIXKATLCS B TeueHue 1-2
HEJIENb A7 TOTO, YTOOBI N306€XkKaTh BOSHUKHOBEHHSI CHHPOMA OTMEHBI.

IToGounble neiicTBuN:

[No6ounbie 3¢ dexTsr HanboIIee YacTo BOSHUKAIOT HA MIEPBOI WIIM BTOPOU HeEJeTie JIEUCHHUS U 3aTeM OOBIYHO CTAaHOBATCS MEHEE
WHTCHCHBHBIMH M BOHUKAIOT PEXKe IPH IPOJODKEHUH TEPAIIHHL.

Ouenw yacmo (=1/10):

— TOLIHOTA, PBOTA;

Yacro (>1/100, <1/10):

— CHIKEHHUE JTHONI0, aHopra3Musi (y )KeHILUH);

— OECCOHHUIIA MM COHIMBOCTD, FOJIOBOKPY KEHHE, TPEMOP, AXKUTALUs, TPEBOr'a, TapECTE3N;

— CHUHYCHTEL, 3¢BOTA;

— JMapesi, 3a1opsl, pBOTa, CyXOCTh BO PTY;

— MOBBIIIEHHAS MTOTJIMBOCTH;

— MMITOTEHIUS, HapyIICHHE dSKYIISIHN;

— CHIDKCHHUE alllIeTUTa, aHOPEKCHS;

— apTparus, MHAITHS;

— cnaboCTh, THIIEPTEPMHUSL.

Heuacmo (=1/1000, <1/100):

— HapyIIEHHs BKYCOBBIX OIYIICHNH U HapyIICHNE CHA;

— CHIDKEHHE MacCHI TeJa,

— 00MOpOKH;

— CIIyTaHHOCTb CO3HAHUS, ITAHWMYECKHE aTaKH, TOBBIIICHHAS Pa3ApaXKUTEIbHOCTD;

— paccTpoiicTBa 3peHus, MUApHUa3, 3BOH B yIlIax;

— TaxXUKapIus;

— KOXKHas ChIIlb, 3/, aIONEIHs;

— MeTpopparus, MeHopparus ( y >KeHILHH);

— OTeK.

Peoxo (=1/10 000, <1/1000):

— TaJUTIONMHALINH, JIeTepCOHANIN3AIHS, arPECCHS;

— Opanukapaus;

— CEePOTOHHHOBBIN CHHIPOM (COCTOSIHHE, NMEIOLIee YTPOXKAIOIINH )KU3HN XapaKTep, NPOSBISIONIEECs KOMILUICKCOM
JIBUT'aTeIIbHBIX, BET€TATHBHBIX M IICHXUUECKUX PACCTPOICTB: MHOKIIOHHEH, THapeeii, CllyTaHHOCTBIO, THITIOMaHUEH, a)KUTaLUeH,
HapyIICHUEM KOOPAMHALUH, IMXOPaJKOH, H3MEHEHHEM apTePHAILHOTO IaBICHUS, TPDEMOPOM, TOIIHOTOH U PBOTON);

— aHa(UIAKTUYECKHE PEaKIINH.

Yacmoma neusgecmua:

— TUIIOHATPUEMUST,;

— HEJIOCTAaTOYHasl CEKpeLHs aHTHANypeTHdeckoro ropmona (AJ1I);

— MaHHus, OpyKCU3M;

— CyJOpOJKHBIE IPUMIAIKH, BUraTeIbHbIC HAPYIICHHUS, ICMXOMOTOPHOE BO30YKICHHE;

— OpPTOCTaTUYECKasi THIIOTEH3US;

— M3MEHEeHne J1abopaTOPHBIX MOoKa3aTenel (yHKIUN IeUYeHH, TeHaTHT;

— TPOMOOIIUTOIICHHUS;

— CyHIMJANbHOE MOBEJICHUE, CyNLHAATbHBIC MBICIIH;

— ynmuaenne uaTepBana QT ma OKT (apuTMus, Biitodas torsade de pointes);

— 3aJiep)KKa MO4H;

— 9KXHMMO3, aHTHOHEBPOTHIECKHH OTEK, HOCOBOE KPOBOTCUCHHE;

— rajakTopesi, IpUar3M y My>KUuH.

Kpowme Toro, nocie AIMTeIBHOr0 NPUMEHEHHs pe3Koe MpeKpanienye repanuu [Ipeccugantom

Y HEKOTOPBIX OOTBHBIX MOYKET NPHUBECTH K BOSHUKHOBEHHUIO PeaKIMU OTMEHBI. [Ipu pe3koM mpekpaiieHnu npuema
3CHUTANIONpaMa MOTYT BOSHUKATh TaKKHE HEXKEIATeIbHbIE PEaKIIMH, KaK FOJIOBOKPYKEHHE, TOJOBHbIE 00NN, OLIyIEHHE
JNMEKTPUIECKOTO yaapa, MapecTe3nsi, HapymeHUs CHA, Pa3ApakUTEeIbHOCTh, TPEBOTA, TPEMOP, IMOIMOHANIbHASl HECTAOMIBHOCTB,
paccTpoicTBa 3peHusl, OTINBOCTb, TOMIHOTA, PBOTA, JUAPEs, BRIPAKCHHOCTh KOTOPBIX HE3HAYUTEIbHA, & IPOAOIDKUTEIFHOCTD



orpaHu4cHa. YT0o0B! N30€KaTh BOSHUKHOBEHHS peaKL{I/Iﬁ OTMEHBI PEKOMCHIYETCS IMOCTCIICHHAsA OTMCHA IIperiapata B TCUCHUE 1-2
HEACIIb UJIN MECALICB B 3aBUCUMOCTH OT COCTOSITHHA ITAllMCHTA.

IIpoTuBonokazanus:

— TOBBIIIEHHAS YyBCTBUTENIFHOCTD K 3CIUTATIONPAMY HIIH IPyTHM KOMIIOHEHTaM IIPEnapara;

— OJTHOBPEMEHHBIN ITpUeM ¢ HHrHOUTOpaMu MoHoaMHuHooKcHaa3sl (MAO);

— MAIMEHTH ¢ M3BECTHBIMHU SIH30/1aMU Y utnHeHHs nHTepBasa QT wim ¢ BpOXKIACHHBIM  CHHIPOMOM YUIMHEHHS] HHTEPBAJIOB;
— IaLKeHTaM, IPUHUMAIOIIUM [Ipenaparsl, yaauHaomuil uartepsan QT;

— ManyeHTaM, NPUHUMAIOIIIM THMO3H;

— OEpeMEeHHOCTb M TIEPHO]] TAKTALHH;

— JeTCKHii Bo3pact 10 18 net.

JlekapcTBeHHble B3aUMO/eiCTBUSA:

IIpomugonoxasannvie KOMOUHAUUU NPENAPAMOE:

Hneubumopvr MAO

B03M0HO BOBHIKHOBEHHE CEPLE3HBIX HEXKENATENbHBIX PEakIUi IpU OHOBpeMEHHOM npuemMe [Ipeccuianta 1 HHTHOUTOPOB
MAO, a Taxxe npu Havase nmpuema HHruouTopoB MAQO 00JIbHBIMH, HE33I0JITO 10 ATOTO MPEKPaTUBIIUMHU TpreM [IpeccumanTa.
B no100HBIX Cllydasx MOXKET pa3BUThCSl CEPOTOHHHOBBII CHHAPOM.

Heobpamumwiii necenexmuguwiil unzubumop MAO

DcryranonpaM IpOTUBOIIOKA3aH B COYETAHUU C HECEIEKTUBHBIM HeoOpaTuMbIM nHruoutopom MAQO. DcuuraizonpamMm MOXKHO
Ha3HA4YMUTh Yepe3 14 qHel mocne mpekpanieHus aedenus ¢ HeoopatumbeiM MAO. JlokHO poiiTe He MeHee 7 THel mociie
MPEKpAaIICHNUS JICUCHHUS ICIHUTAIONPAMOM, 10 Hadalla MPUMEHEHHUS HECEJIEKTUBHOTO HeoOpaTuMoro uHrudutopa MAO.
OO6paTuMbli cenekTHBHBIN HHrHONTOp MAO (MOKITOGEMI )

W3-3a prcka pa3BHTHSI CEPOTOHHHOBOTO CHHIPOMA, COYETaHUE ACIUTAaTIONpaMa ¢ HHruontopoM MAO, TakiM Kak MOKJIOOEMH
NpPOTUBOIOKa3aHo. Eciin koMOuHanus KpaiiHe Heo0X0auMa, JICUeHHE HAYMHAIOT B MUHUMAIIbHOM PEKOMEHIOBAaHHOM 03¢ ¢
00s13aTeNbHBIM TIIATENBHBIM KIMHHYECKUM MOHUTOPHUHIOM.

Obpamumblii HecenekmusHwitl unzubumop MAO (nuneszonud)

AHTHOMOTHK JTMHE30IU] 00paTUMBIH HeceleKTHBHbIM HHrHONTOp MAO He peKoMeHIyeTcs Ha3HaYaTh MalleHTaM,

MOy 4aoMuM JIeueHne senutanonpamoM. Ecian komOnHanus kpaliHe HeoOXoAnUMa, Je4eHHe HAaYMHAIOT B MUHUMAJIbHOH
PEKOMEH/IOBAaHHOH J103€ C 00s3aTeIbHBIM TIIATEIbHBIM KIMHIIECKHIM MOHHTOPHHIOM.

Heobpamumbiii cenexmuenwiti uneubumop MAO-B (cenecunun)

W3-3a pricka cepOTOHHHOBOTO CHHAPOMA HEOOXOANMA OCTOPOKHOCTH IIPH OAHOBPEMEHHOM IIPUMEHEHUH CIUTAJIONpaMa ¢
cenernnHoM (HeoOpatuMmblii nHruouTop MAO-B). [l1st 01HOBPEMEHHOTO MPUMEHEHHSI C PALIEMHYSCKHM LUTAIONPaMOM
0e30MacHBIMH SIBISIFOTCSI 03I cellerHHUHA 10 10 Mr/cyT.

Yonunenue unmepeana QT

dapmakoKHHETHYECKHE U (papMaKOANHAMUYIECKHE UCCIAEA0BAHHS SCIUTAIONPpaMa B KOMOMHAIIMY C JPYTHMH JIEKapCTBEHHBIMU
CpeACTBaMH, KOTOpble yanuHsIoT nHTepBan QT, He mpoBoanmuck. Hemp3s uckimogars o6muii 3¢hGexT scruTanonpama 1 3Tux
JIeKapCTBEHHBIX cpelcTB. He pekoMeHayeTcst OAHOBPEMEHHOE ITPAMEHEHNE SCHUTAIONpaMa ¢ IpenapaTaMy, YAIHHIIOMIAMA
nnrepBan QT, TakuMy kak aHTHAPUTMHUYECKHE NpenapaThl kinacca IA u III, antuncnxoTnyeckue npenapatsl (IIPOM3BOIHEIE
(eHoTHA3MHA, TIMO3U, FAJIONEPUAO0I), TPUIHUKINIECKAE aHTHACTIPECCAHTHI, HEKOTOPBIE POTHBOMUKPOOHEIE ITPEnapaThl
(capdokcanus, MOKCU(IOKcayH, sputpoMunyt IV, neHTaMuIuH, ranoGpaHTprH), ONpeAeIeHHbIC aHTUTHCTAMUHHBIE
npenapatsl (aCTeMH30J1, ME30JIaCTHH).

Komoéunayuu npenapamos, mpeoyoujue 0CmopoyicHocmu:

Jlexapcmeennvle npenapamul, Gbl3bl6aAIOWUE 2UNOKATUCMUIO / 2UNOMACHUEMUIO:!

OnHOBpEeMEHHOE IPUMEHCHHUE C NpenapaTaMHy, BEI3BIBAIOIIIMY I'HIIOKATHEMHIO / THIIOMArHUEMHIO JOJDKHO OBITH OIPaBIaHo,
MIOCKOJIBKY 3TH yCJIOBHS TTOBBIMIAIOT PUCK BOSHUKHOBEHHS 3I0KAYE€CTBCHHBIX APUTMUIL.

Cepomonunepauieckue MeouyuHCKUe NPenapambl.

CoBMecTHOE IPIMEHEHHE C CepOTOHHHEPTMUECKUMI MEUIIMHCKUMH TIpenapaTaMy (HallpuMep, TpaMa10IoM, CyMaTPUIITAaHOM H
JIPYTUMU TPUNTAHAMHU) MOXKET NPUBECTH K PA3BUTHIO CEPOTOHUHOBOI'O CHHAPOMA.

Meouyunckue npenapamoi, CHUMYCAIOWUE NOPO2 CYOOPOICHOU OMOBHOCTIU.

ITpeccumanT MOXKET CHMXKATh TTOPOT CYA0POXKHOM TOTOBHOCTU. TpebyeTcst MpOosBIATE OCTOPOKHOCTD IIPH OZHOBPEMEHHOM C
IIpeccuanToM Ha3HAUSHUH APYTUX METULUHCKUX MIPENapaToB, CHIKAIOLIUX TOPOT CYA0POKHOIN FOTOBHOCTH (TPHULUKINYECKUX
anTuaenpeccantoB, CUO3C, aHTUTICHXOTHKOB — )eHOTHA3HMHOB, THOKCAHTCHOB U OyTUPOPECHOHOB, — ME(IIOXIHA 1
TpaMaona).

Jlumuii, mpunmodhan:

IMockonbKy 3aperHCTPUPOBAHBI CIydaH YCHICHHS ASHCTBHS TP COBMECTHOM HazHadeHHH [IpeccuianTa U IUTHS WK
TpunrodaHa, peKOMEHyeTCs HPOSIBIISITH OCTOPOXKHOCTB IIPH OJTHOBPEMEHHOM Ha3HAYCHHHU STHX HPErapaToB.

3eepoboii:

OpnHoBpemMeHHOe HazHaueHue [Ipeccunanra u npenaparos, coaepxanmx 3Bepodoit (Hypericum perforatum), MokeT IpuBeCTH K
YBEJINYCHHUIO YHCIIA TOOOYHBIX P PEKTOB.

Anmuxoazynanmul u cpedcmaa, aUAIOWUe Ha CGEPMbIBAEMOCHb KPOBU:

Hapymenne cBepTsIBAEMOCTH KPOBH MOXKET BOSHUKHYTH ITPU OJHOBPEMEHHOM HA3HAYEHHUHU SCHUTANONPAaMa C HEPOPaTbHBIMH
AQHTUKOAryJISTHTaMH | JIEKapCTBaMH, BIVSIIOIIMMH Ha CBEPTHIBAEMOCTh KPOBH (HalpuMep, aTUITUYHBIMI aHTUIICUXOTHKAMH
(eHoTHa3NHAMH, OOJIBITUHCTBOM TPHUIIUKIMIECKIX aHTHJICTIPECCAHTOB, aIleTHIICATUIMIIOBON KICIOTON M HECTEPOUTHBIMU
IPOTUBOBOCHAIUTEIbHBIMU CPEACTBAMU, TUKIIOIIUIUHOM U ):ll/ll'llflpl/ljlaMOJ'[OM). B HOI[OGHBIX cliy4dadax Ipu HadaJi€ uin
OKOHYaHWH TEPAIyH ICHUTAIONPAMOM HEOOXOANM TIIATEIbHBI MOHUTOPHUHT CBEPTHIBAEMOCTH KPOBH.

Anxoeons:

DciyranonpaM He BCTYIaeT ¢ aJIKorojeM B (papMakoIMHAMUUECKOe WK (phapMaKOKHHETH4YecKoe B3auMoeiicteue. OHaKo, Kak
U B CIIy4ae ¢ JPYTMMH IICUXOTPOITHBIMH JIEKapCTBEHHBIMH CPECTBAMH, OJJHOBPEMEHHOE IPHMEHEHHE ICIUTANIONPAMa 1
AJIKOTOJISI HE PEKOMEH/IYETCSL.



Brusnue Opyaux nekapcmeeHHbIX npenapamos Ha apmaKoKuHemuKy sCyumaionpama:

OnHOBpEeMEHHOE MPUMEHEHHUE ICHUTATIONpamMa i oMerpasoia B 103¢ 30 Mr ofuH pa3 B CyTKH (MHTHOUTOP UTOXpOMa
P4502C19) npuBoauT k ymepeHHOMy (ipuMepHO 50%) MOBBIIEHNIO KOHIIEHTPALUH 3CIUTATIONpaMa B IIa3Me KPOBH.
OmHOBpEMEHHBIH MpUeM dCUUTaIONpamMa U nuMeTuanHa B 103e 400 Mr 1Ba pasa B cyTkd (MHTHOMTOpa muToXpoMoB P4502D6,
P4503A4 n P4501A2) npuBoAUT K MOBHIIIeHHIO (puMepHO 70%) KOHIEHTPAIMH SCIUTAIONpaMa B IIa3Me KPOBH.

Taxum o0pa3oMm, cieayeT Ha3Ha4aTh C OCTOPOXKHOCTHIO ICIUTATIONPaM OJHOBPEMEHHO C HHrHOHTOpamu nuroxpoma P4502C19
(HampuMep, OMETPa30IOM, I30MENPO30JI0M, (TyBOKCAMHUHOM, JIAHCOIPA30JIOM, THKJIOIMANHOM) M uMeTHauHOM. [Ipn
OAHOBPEMEHHOM IPUEME dCHUTAIONPpaMa U BbINICYKa3aHHbIX NPEIapaToB HAa OCHOBE MOHUTOPUHI'A BOSBHUKHOBCHUSA HOGO‘[H])IX
3 PEKTOB MOKET MOTPEOOBATHCS YMEHBIIICHHE 03Bl CIUTAIONPAMA.

Bausanue scyumanonpama na gpapmaxoxunemuxy opy2ux 1eKapcmeennbix npenapamos:

Dcuyranonpam sABisgeTcs HHruouTopoM msopepmenta P4502D6. Heo6xoaumo mposiBiasSTs OCTOPOKHOCTE IPU OJJHOBPEMEHHOM
Ha3HAYCHUH HCIHUTAIONPaMa U MEAUIMHCKUX MIPENapaToB, METabONMN3UPYIOIUXCS C HOMOIIBIO 3TOT0 H30()epMEHTA M HMEIOIIHX
MaJblif TepaneBTHIECKIH HHAEKC, HapuMep, (ireKanHua, MponageHoHa 1 METONPoJIoa (B ClIyJasx MPUMEHEHUS [IPU
Cep/IevHOI HEAOCTAaTOYHOCTH) WIIM MEIMIUHCKUX IIPEIapaToB, B OCHOBHOM MeTabonm3upyromuxcs nocpeactsom P4502D6 u
nericryromux Ha [THC, HanpuMep, aHTHIETIPECCaHTOB A3UNIPaMHHA, KIIOMHUIIPAMHUHA, HOPTPUITHIINHA, YIIH aHTHIICUXOTHKOB
pucHepuaIoHa, THOPHAA3HHA, rajonepuioia. B aTux ciyyasx MoXeT HOTpeOoBaThCS KOPPEKTHPOBKA T03bI.

OpHOBpEeMEHHOE Ha3HaYEeHHE SCUUTAIONpaMa U AC3UIPAMHIHA WIIX METOIIPOJIOJIA IPUBOAUT K JIBYKPATHOMY YBEJIMUCHUIO
KOHIIEHTPALIUH ABYX MOCIEIHHUX IPENapaTos.

DcryranonpaM MOXXeT He3HauUUTeIbHO HHruouposats u3opepment P4502C19. [TosTomy pekoMeHIyeTcs MpOsIBIAT
OCTOPOXKHOCTH IIPH OJJHOBPEMEHHOM HCIIOIB30BaHUHU ICHUTAIONPAMa H MEAUIIMHCKHX IPENapaToB, METa0OIM3UPYyIOIINXCS
P4502C19.

Oco0ble ykazaHus:

Axamuzus/ncuxomomopnoe 8030ysncoenue

[Tpumenenne CUO3C cBsi3aHO ¢ pa3BUTHEM aKaTH3UU, COCTOSHUS, XapaKTEePU3YIOLIErocss HENPUSATHBIM U3HYPUTEIbHBIM
owlyIeHneM OeCOKOHCTBA M HEOOXOIMMOCTH JIBUTAThCSI, YACTO COIPOBOIKAAIONIETOCS HECIIOCOOHOCTBIO CHAETh MIIH CTOSATh Ha
oxHOM MecTe. Takoe nooxeHne Hanboee BEPOSITHO MOXKET BO3HUKATh B TEUEHHUE NEPBBIX HECKONBKUX HEENb JICUCHHS.
INoBbIeHNE 103BI MOXKET MOBPEAUTD MAI[UEHTaM, Y KOTOPBIX Pa3BUINCh TAKUE CHMIITOMBI.

Hwemuueckas 6onesus cepoya

W3-3a orpaHI4eHHOr0 KIMHUYECKOTO OMBITa, MAIlEHTaM C HIIEMUIECKOH 00Ie3HbI0 cepaiia Heo0X0uMO cOOTI0AaTh
OCTOPOJKHOCTb.

Vnunenue uateppana QT

YCcTaHOBIIGHO, YTO 3CLMTAIONPAM BhI3bIBACT /10303aBUCHMOe yuinHeHre nHTepBana QT. B TeyeHune moctMapkeTHHIOBOTO
neproJia coodIIaNock 0 ciryyasx ynHeHus narepaia QT u jkelly0uKoBOW apuTMUH, BKIIIOYast HUPYIT, IPEUMYILECTBEHHO y
MALMEHTOB XKEHCKOTO 110J1a C THIOKAIMEMHEH MITH y)Ke UMEIOLIerocs yAIuHeHus naTepsana QT umm ApyruMu cepiedaHbIMU
3a00J1EBaHUSAMH.

PexomeHmyeTCsl ¢ OCTOPOKHOCTBIO MIPUMEHSTH Y MAIUEHTOB CO 3HAYNUTENBHOI OpaguKapauel Wi ¢ HeJaBHO IIePEeHEeCCHHBIM
OCTPBIM HH(APKTOM MHOKap/1a WIH HEKOMICHCHPOBAHHOM CepeYHON HEAOCTATOTHOCTEIO.

DJIEKTPOINTHBIC HAPYIICHNS, TAKWE KAK THIIOKAINEMUs] M THIIOMAarHUEMHUSI, IOBBINIAIOT PUCK BOSHUKHOBEHHS 3JI0KA4EeCTBEHHBIX
apUTMUM, U UX ClIeJyeT KOPPEKTHPOBATh JI0 Hadasla JICYCHUS ICHUTAIONPAMOM.

I1pu neyeHny NAMEHTOB CO CTaOMIIBHBIM CEpJICYHBIM 3a00JCBaHUEM A0 Hauala JiedeHus ciienyer nepecmotpers OKI .

Eciu Bo BpeMst Jie4eHHs ICHUTAIONPaMOM BO3HUKAIOT IPU3HAKHU Cep/IcYHOI apUTMHH, ClIe[yeT IIPEKPaTHTh JICUCHHE U CIeIaTh
OKT.

3akpwvimoyeonvhas enaykoma

CHO3C, B TOM 4HcIIe SCIUTAIONPAM, MOTYT OKa3bIBaTh BIHSHIE HA pa3Mep 3padka Iiasa, YT0 MOXKET IIPUBOJUTH K
pacmmpeHuto 3padka. DPQeKkT Muaprasa 00yCaaBIrBaeT CYyKEHUE YT 3pEHUSL, UTO SBIACTCS PE3yIbTATOM IOBBIICHUS
BHYTPHIJIA3HOTO JIaBJICHUSI ¥ Pa3BUTHUS 3aKPHITOYTOJIBHOM II1ayKOMBI, 0COOSHHO Y MallMeHTOB NMEIOIINX MTPEAPACIIONOKEHHOCTD
K JaHHOMY 3a00J1eBaHuUI0. B CBSI3W € 9THM dcIUTaIONpaM JODKEH MPUMEHSTECS C OCTOPOXKHOCTBIO Y ITAIIUEHTOB C
3aKpBITOYTOJIbHON ITIayKOMOMW MJIM 3aKPBITOYIOJIbHOM IJIayKOMOM B aHAMHE3e€.

[Mpu npuMeHeHny NpenapaToB, NpUHAISKAMMX K TepaneBTrdeckoi rpynmne CHO3C (cenekTUBHBIN HHTHOUTOP 00paTHOTO
3axBaTa CEpPOTOHHMHA) BKIIFOYAsI SCHHUTANIONPAM, CIEAYET yUUTHIBATH CIIEAYIOMIEE:

Tlapaooxcanvnoe becnoxoiicmeo

YV HEKOTOPBIX MAIMEHTOB C MTAHMYECKUM paccTpoiictBoM B Havaie gedeHnss C1O3C mMoxeT HabMOAaThCS yCUIICHUE TPEBOTH.
IMomo6Has mapaokcambHas peaknus 00BIYHO MCUE3aeT B TEUCHNE MEPBBIX JIBYX HEIENb JIeUeHHUsL. UTOOBI CHU3UTH BEPOSTHOCTh
BO3HUKHOBEHHS aHKCHOTCHHOT'0 3(p(heKTa peKOMEH/IyeTCsl HCII0Ib30BaTh HU3KHE HAYaJIbHEIE JI03bL.

Cyoopoaicnvie npunaoku

CrnemyeT OTMEHHTD MPENapaT B Cliyyae Pa3sBUTHI CYJOPOKHBIX MPUIaIKkoB. He pekoMeHayeTcsi MpUMEHEHHE y OObHBIX C
HeCcTaOMIIBHOM SNUIICTICHEH; IPU KOHTPOJINPYEMBIX NPUIaIKaX HeoOX0qUMO TIaTenbHoe Habmonenue. [Ipy yBennaenun
4acTOTHI CyA0pOXHBIX npunaakoB CUO3C, Bkirouas SCHUTAIONPaM, JOKHBI OBITh OTMEHEHBI.

Manusa

OcuyuTanonpam JOHKEH C OCTOPOKHOCTBIO IIPUMEHSTHCS y OOJBHBIX C MaHUEH/TUIIOMaHuel B aHamHese. [1pu pa3sutun
MaHHAKaIbHOTO COCTOSHHS 3CIUTATIONPAM JOJKEH ObITh OTMEHEH.

CaxapHvlii duabem

VY manueHToB ¢ caxapHBIM THa0eTOM JISUeHHE ICIUTAIONPAMOM MOKET H3MCHUTD YPOBEHb IJTIOKO3HI B KpoBH. [ToaToMy MoskeT
OTPeOOBATHCS KOPPEKTUPOBKA /103 MHCYJIUHA H/HJIH IEPOPATbHBIX THIIOTIIMKEMHUCSCKHX MPErapaToB.

Cyuyuoanshvie Mulcau

Puck coBepuienus camoyOuiicTBa CBOICTBEHEH JETIPECCHU U MOXKET COXPAHSTHCS A0 CYIIECTBEHHOTO yTydIICHNS! COCTOSIHUS,
HACTYMMBILETO CIIOHTAaHHO WITH BCIIEJICTBHE MPOBOANMOIf Tepanuu. Heo6xoaumo TiaTensHoe HaOIIOIEHUE 3a TALIUEHTaMH,
HaXOASAIINMUCS Ha JICUCHUH aHTH/CTIPECCAaHTaMH, OCOOCHHO B HayaJe JICUCHHUS N3-3a BO3MOXKHOCTH KIIMHUYECKOTO YXYIIICHHS
W/WITY TIOSIBIICHUS CYHLIUAAIBHBIX MIPOSBICHAN (MBICIEH U TIOBEICHHS). DTa MPEJOCTOPOKHOCTD JOJDKHA COOTIONATHCS U IPU
JICYCHHUH JIPYTHX NCUXUYECKUX PACCTPOIMCTB U3-3a BOSMOXKHOCTH OJHOBPEMEHHOT0O 3a00JICBAHMS IETIPECCHBHBIM ITH30I0M.



Tunonampuemus

l'unmonaTpueMusi, BO3MOXKHO CBSI3aHHAS ¢ HAPYIICHHEM CEKpelnH aHTHAnypeTndeckoro ropmona (A/IlN), Ha ¢hone nmpuema
JCIUTANIONPaMa BO3HUKAET PEJKO M OOBIYHO HcYe3aeT NpH OTMeHe Tepanui. OCTOPOKHOCTE JIOJDKHA MPOSIBIATHCS TIPH
Ha3HaueHnu dcruranonpama u gpyrux CHUO3C numam, BXOSIIMM B TPYIITY PHCKA Pa3BUTHS THIIOHATPUEMHUH: TIOKIIIBIM,
6OJ'lel)lM C HUPPO30OM IIE€YEHU U IPUHHUMAIOUIUM IIperiapaThl, CHOCOGH])IG BbI3bIBATh TMIIOHATPUEMHIO.

Kposousnuanue

IMpu mpueme scuuTanonpaMa BO3MOXKHO Pa3BUTUE KOKHBIX KPOBOM3IHAHIN (3KXMMO3 U Imypirypa). Heo6xoaumo ¢
OCTOPOXHOCTBIO TIPUMEHSATh 3CIUTATIONPAM Y OOJIBHBIX CO CKIIOHHOCTBIO K KDOBOTEUEHHSAM, a TAKXKE TPHHUMAIONIUX
NepopasIbHbIE AaHTHKOATYJISIHTHI U JIEKApCTBA, BIMSIONINE HA CBEPTHIBAEMOCTH KPOBH.

Dnexmpocyoopoocnas mepanus (OCT)

[MockonbKy KIMHHYECKHH OIBIT OJTHOBPEMEHHOTO ITpUMeHeH s dciuTaionpama U DCT orpaHudeH, TO B MOJOOHBIX CIydasx
JIOJDKHA COOJIIOIATECS. OCTOPOIKHOCTb.

Couerats dcuutanonpam U tHruouTopsl MAO THna A He peKOMEHIYeTCs U3-3a PUCKA Pa3BUTHUS CEPOTOHUHOBOIO CHHPOMA.
CepomonuHo8ulil CUHOPOM

Y GonbHBIX, MpUHUMAIOMKX dcuuTanonpam u apyrue CMO3C oqHOBPEMEHHO € CEpOTOHMHEPIUIECKUMHE MpenapaTaMy, B
PEIKHX CITydasXx MOXKET pa3BHBAThCsl CEPOTOHMHOBBIM cHAPOM. Heo0X01MMO ¢ 0CTOPOKHOCTBIO IPHUMEHATD 3CIUTAIONPaM
OJHOBPEMEHHO C JIEKAPCTBEHHBIMHU CPEACTBAMH, 00Ia1AaI0IIMH CEPOTOHNHEPITHIESCKIM JICHCTBUEM.

KoMOunHaIms Takux CUMIITOMOB KaK a)XHTAIHs, TPEMOP, MHOKIIOHYC, THIIEPTEPMHUSI, MOXKET YKa3bIBaTh Ha PA3BUTHE
CepOTOHUHOBOrO cuHApoMa. Eciu 310 npousonuio, ciaegyeT HeMeJICHHO IPeKpaTuTh ogHoBpeMenHoe JieueHue CUO3C u
CePOTOHMHEPIHIECKIMH IIperapaTaMy 1 Ha4aTh CHMITOMATHIECKOE JICUCHUE.

Oco0eHHOCTH BJIUSIHUS J1eKAPCTBEHHOI'0 CPeCTBa HA CIIOCOOHOCTh YIPABJSAThH TPAHCIIOPTHBIM CPeCTBOM MJIM
NMOTEHIHATILHO ONACHBIMH MeXaHH3MaMU:
VYuutbiBast no60uHbIe 3G EKTHI Mpenapara B NEPUOJ JICUECHUS He PEKOMEH/LYeTCs YIIPABJIATh aBTOMOOMIIEM WM MEXaHH3MaMH.

Ilepeno3upoBka

Cumnmomul. TOIOBOKPY>KEHHE, TPEMOP, aXKUTALIUS, COHIIUBOCTb, IOMPAayeHUE CO3HAHMUS, CyLOPOXKHBIC IIPUMATKH, TAXUKAPAU,
nm3menenust OKI (u3menenne STT, pacmmpenne kommekca QRS, yamunenue QT nHTepBana), apuTMun, yrHeTeHHE
JIBIXaTENIbHOM SSITEIbHOCTH, PBOTA, PabIOMUOIIH3, METAOOINYCCKHUI alli/03, TUHITIOKATHCMUSI.

Jleuenue: cumnroMaTudeckoe (IOAJECPIKUBAOLIIE MEPBL, IPOMBIBAHUE JKEITyIKa, aJleKBaTHAsl OKCUTreHalus). MOHUTOpUpOBaHUE
(YHKIUH CEepAEYHO-COCYUCTON U ABIXAaTEIbHOU CHCTEM.

®opMa BBINYCKAa H YIAKOBKA

TabeTku, MOKPBITHE TWICHOYHOH 060moukoi, 10 mr Ne 28.

[To 14 tabnerok B 6muctep. [1o 2 GmucTepa BMeCTe ¢ HHCTPYKIUEH 10 TPUMEHEHHUIO B KAPTOHHYIO MauKy.

YcaoBus XxpaHeHus

XpaHuThb pu Temueparype He Boie 25°C.

XpaHUTh B HEAOCTYIIHOM /IS IeTei MecTe.

Cpox xpaHeHust

2 rona.

He ncronb30BaTh 0 UCTEUEHNH CPOKA TOAHOCTH.

Yci0BuS OTIYCKA U3 aNITEK

[To peuenty Bpaua.

Ipousseneno nos:
MAXX-PHARM LTD.
Jlonnon, Beaukodpuranust



