MUHUCTEPCTBO 3/IPABOOXPAHEHU ST POCCUMCKOM ®EJIEPALIUA

MHCTPYKLIMA
1O MEJIMLIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O
[IPEITAPATA
mues” — —
Elicea® | MHH3IPAB POCCHH
\i 260922
Perucrpanuonnsrii Homep: lt COTJACOBAHO

Toprosoe HaumMeHoBaHue: Diuies”
Mex1yHapoiHoe HeNaTeHTOBAHHOE HJIH IPYIIIHPOBOYHOE HAUMEHOBAHHE: JCIUTAIONPAM

JlekapcrBenHnasi popma: TabiieTKU, TOKPHITHIE TUIEHOYHOH 000JI0YKOM

Cocras

Ha 1 radjaerky 5 mr/10 mr/20 mr

Anpo:

Jleucmeylowee  sewecmeso: scuutaionpamMa  okcaiar 6,390 mr/12,780 mr/25,560 mr,
9KBUBaAJIEHTHO scuuTayonpamy 5,00 mr/10,00 mr/20,00 mr

Bcnomozcamenvnvie 6ewgecmea: 1akTo3bl MOHOTHJIPAT, KPOCIIOBU/IOH, TOBH10H-K30, 1eiro03a
MUKpokpucTaiueckas (tun 200), kpaxmal npexeraTHHU3UPOBAHHbBIN, MarHUs cTeapar

Obonouka nienoynasi:

Omnanpait Genbrit 33G28707: runpomeriosa 6¢P, turana quokeus (E171), makto3sl MOHOTHIpAT,

MakKporoJi, TpuancTuH

Onucanue

Tabnemku 5 me

Kpyrible, IBOSKOBBINYKIIbIE TaOJETKH, MOKPBITHIE ILUIEHOYHON 000J0YKOi 0enoro IBera, ¢
dackoii. Bun Ha uznome: mepoxosaras Macca Georo 1Bera ¢ IUIEHOYHOH 000JI04KO0i Oe1oro
I[BETA.

Tabnemxu 10 me u 20 m2

OBasibHbBIE, JBOSKOBBITYKIIbIE TAaOJIETKH, MOKPBITHIE IJIEHOYHOH 000JIOUKON OeIoro IBera, ¢
PHCKON Ha 0JHOM cropoHe. Buj Ha m3nome: mepoxoBaras Macca O€oro mBera ¢ IJIEHOYHOU

000J104KO0M O€esIoro 1BETA.



(DapMaKOTepaneBTuqecKaﬂ rpymnmna: anTuJCIpeCCanT

Kox ATX: NO6AB10

®apmakKo/I0rH4ecKne CBOMCTBA

Dapmarkoounamuka

DCUHMTAIONpAaM — aHTH/ETPECCAHT, CEJICKTUBHBI MHIHOMTOP OOpAaTHOrO 3axBara CEPOTOHMHA
(CHO3C) ¢ Bricokoit ahGUHHOCTHIO K IEPBUYHOMY MECTY CBSI3bIBAHMS. JCIUTAIONPAM TaKKe
CBSI3BIBAETCS C a/UIOCTEPUUYECKMM MECTOM CBsi3bIBaHUsi Oeska-TpaHcnoprepa ¢ apGpUHHOCTHIO,
MCHBILICH B ThICAYY pa3. AJjulocTepuueckas MOJyJsiusi Oelka-TpaHcIopTepa yCHJIMBAET
CBSI3bIBAHKME JCIMTAJIONPAMa B IEPBUYHOM MECTE CBSI3BIBAHUS, YTO IPUBOIUT K 0OJI€E MOJTHOMY
MHIMOMPOBAaHHIO 0OPATHOTO 3aXBaTa CEPOTOHMHA.

DCLUTAIONPAaM HE UMEET COBCEM MJIM UMEET OYeHb CIa0yI0 CIIOCOOHOCTH CBSA3BIBATHCS C PSAJIOM
penentopos, Bkiouas ceporoHuHoBble 5-HTia, 5-HT2 penentopsi, nopamunossie Dy u Ds
peuenropsl,  anbdai-,  ambdaz-,  Oera-aapeHopenentopsl,  Hi-rucraMHHOBBIE, M-
XOJIMHOPENENTOPbI, OEH301Ma3eIMHOBBIC U ONMOU/THBIC PEIETITOPHI.

WMurubuposanue obparHoro 3axsara 5-HT siBisiercsi e ITMHCTBEHHBIM BO3MOKHBIM MEXaHHU3MOM
JIEACTBHSI, KOTOPBIN OOBSICHSAET (hapMaKoJOrHyecKue 1 KIMHUYECKUE 3G eKThI dCIUTAIONpama.

B 1BoMiHBIX cilenbIX I1a1e00-KOHTPOIMPYEMBIX HUCCIIEIOBAHUSIX Y 3/I0POBBIX JI0OPOBOJIBIEB HA
asexktpokapauorpamme (DKI') usmenenue ot 6azoBoro 3nauenust QTc (koppekuus mo gpopmyie
@penepuka) cocrasmiio 4,3 mcek (90 % noeputenbublii untepBan (JIU): 2,2-6,4) npu mose
10 mr B cytku u 10,7 mcex (90 % JIW: 8,6-12.8) nipu j103e 30 MI' B CYTKH.

Knunuueckas schchexmusnocmo

Jlenpeccuenvle s3nu30061 msdicenon cmenenu

beuia oOHapyxeHa 3QdeKTUBHOCTD dCHHUTANIONpAMa TIPH HEOTI0KHOM JICYEHHH JICTIPECCUBHBIX
SMMU30/I0B THKEJION CTENEHU B TPEX M3 YETBIPEX JABOWHBIX CIICIBIX II1AE00-KOHTPOJIUPYEMbIX
KpaTKOCPOUYHBIX (8-HEIENbHBIX) MCCIeI0BaHUAX. BO BpeMs JI0JrOCpOYHOro HCCIECIOBAHMS 110
IPEJIOTBPALICHUAIO CPBIBOB 274 manueHTa, MpoIle/IIMX NepBOHAYAIBHYIO 8-HelenbHyo (asy
OTKPBITOTO HCCIICJIOBAHUS M IPUHUMABIIUX dcuuTasionpaMm B jo3e 10 mr uiam 20 Mr B CyTKH,
ObLIM paHJIOMU3MPOBAHBI U B JIAJIbHEHIIIEM [IPHHUMAIIH ICIUTAIONPAM B TOM XK€ JO3UPOBKE MU
wianebo Ha MPOTSDKEHHHM MakcuMyM 36 Helesb. Ha mpoTsikeHHHM [IaHHOrO HMCCIIEI0BAHUS
NalMEHThI, KOTOPhIE POJI0JKAIM IIPUHUMATh CIUTAIONPAM, HE UCTIBITHIBAJIA CPhIBA B TCUCHHE
OoJiee JIMTEIBHOTO MEPUO/Ia BPEMEHH B TOCIE/IYIOIIKE 36 HeJeb 110 CPABHEHHUIO C TEMH, KTO
[IpUHUMa 1u1anedo.

Obceccusno-koMnyibCusHoe paccmpoucmeo



B panjomMu3sMpoBaHHOM  JIBOWHOM  CIICIOM  KJIMHHYECKOM  HMCCIEIOBAHMU  JICHCTBHE
scuuTaonpama B o3¢ 20 MI' B JIeHb CPaBHMBAJIOCH C IUIANE00 HA OCHOBAHMHU I10/ICUYETOB I10
00CecCHBHO-KOMITY ILCHBHON  mikane Mens-bpayna ‘:ICpC3 12 nenens. UYepesz 24 Henenu
scuuranonpam B 03¢ 10 Mr u 20 mMr B JieHb MoKa3ai 0oJjiee BHICOKHE Pe3YJIbTAaThl 110 CPABHEHHIO
¢ 11aie0o.

IIpodunakTuka penuauBoB ObUIa MPOJAEMOHCTPUPOBAHA INPH MPHEME JCLHUTAIONpPAMa B JI03€
10 Mr 1 20 Mr B JieHb y IAIMEHTOB, JICYEHHE KOTOPHIX ICIHUTATIONPAMOM [10KA3aI0 yCIEIIHbIE
pe3yJIbTaThl HA MPOTSHKEHUHU 16-HEeIbHOIO OTKPBITOrO HCCIIE0BaHUSI, © KOTOPbIE Y4aCTBOBAIIH
B 24-HEJEABHOM  PaHJIOMHM3UPOBAHHOM  JIBOMHOM  CJICTIOM  ILJ1Alle00-KOHTPOIMPYEMOM
UCCJIe/IOBAHUH.

Dapmakokunemuka

Bcacwvisanue

BcacpiBanue 1ouyTH MOJHOE M HE 3aBUCHT OT BpeMmeHH mpueMa mumu. CpejHee BpeMs
JIOCTHIKEHUSI MAaKCUMaJIbHOM KoHIEeHTpauu B riazMe KpoBu (TCmax) cocTaBisieT 4 yaca mocie
MHOT'OKPAaTHOI'O IIPUMEHEHHUSI. AOCOIIOTHASE OMOIOCTYITHOCTD ACIUTAIONPAMa COCTABIISET OKOJIO
80 %, KaKk ¥ paleMU4YecKoro UTajgonpama.

Pacnpeoenenue

Kaxymmuiicst o6bem pactipenenenus (Vqp/F) nociie npuema BHYTph coctaniisieT oT 12 10 26 JiI/Kr.
Cas3pIBaHME OCLHUTAIONPaMa M €ro OCHOBHBIX MeTabOJMTOB ¢ OeJIKaMH IJ1a3Mbl KPOBH,
nuxe 80 %. Kunermka ocuuranonpama JiMHelHa. PaBHoBecHass kouieHtpaims  (Css)
JocTuraeTcs npuMepHo depes 1 Henemo, cpeausisi Css — 50 umonn/in (ot 20 no 125 HMOIIB/1)
JIOCTUIaeTCs MpU CyTOYHO#H J103¢ 10 mr.

Memabonuzm

ODcuuranonpam MetaboIM3UpyeTcs B MEYEHH JI0 IEMETHIIMPOBAHHOIO M JIHICMETHIIMPOBAHHOTO
merabonmToB. O0a Merabonura SBISIOTCS (HAPMAKOJIOTHYECKH AKTHBHBIMH. A30T MOXKET
OKHMCIATECS 10 Metaboinuta N-okcuaa. OCHOBHOE BEIIECTBO M €0 METa0OJIMTBhI YaCTHYHO
BBIBOJISTCS B BUJIE IJIIOKYPOHHUI0B. [lociie MHOrOKpaTHOTrO NpUMEHEHUSs Cpe/IHUE KOHIIEHTPAI[HH
JIEMETHJIMPOBAHHOI'O U JIMJIEMETUIIMPOBAHHOTO MeTab0JIMTOB cocTaBlsitoT 28-31 % u menee 5 %
COOTBETCTBEHHO OT KOHIIEHTpAlMU JSclUUTalonpama. buorpancdopmaius sciranonpaMa B
JIEMETHUIIMPOBAHHBIA METAa0O0IMT MPOMCXOAUT IJIABHBIM 00pa3oM C IOMOIIBIO HM30(epMeHTa
CYP2C19, BozmoxHo HekoTopoe yuactue uzopepmentos CYP3A4 u CYP2D6.

Buiseoenue

Ilepuon nomyssiBenenus (T'2) nociie MHOroKpaTHOTroO MPUMEHEHUS COCTABIISET 0KOJIO 30 4acoB.

Kimpenc npu npueme BHYTph (Clora) cocraBisier 0,6 1/MuH. YV OCHOBHBIX MeTabOJIMTOB

scuutaionpama 1’2 Oojee npomosnkuTesieH. DCUUTAIONPAM H €r0 OCHOBHBIE META0OIUTHI



BBIBOJIATCS II€YEHBIO (METaDOIMUECKHI MyTh) U MMOYKaMM, OOJIbINas YacTh BHIBOJIMTCS B BHJIE
MeTabO0JIMTOB MTOYKAMH.

Ocobbie cpynnsl nayuenmos

[layuenmur nosicunoeo 6o3pacma (cmapuie 65 nem)

VY nanMeHToB MOXMIIOro Bo3pacrta (crapiie 65 JeT) SCIUTAIONPaM BbIBOAMTCS MEIJIEHHEE, YeM
y Oosiee MooabIX mnanueHToB. KoiamyecTBO sciuTazonpama, HaxoAslIErocs B CHCTEMHOM
KPOBOTOKE, PACCUMTAHHOE C IIOMOLIbIO (apMaKOKHHETHYECKOIO IOKa3aTells ILIOmaab 110/
KpUBOH «KOHIEHTpanus-BpeMs» (AUC) y nanuenToB noxusioro Bospacra Ha 50 % 6osblie, yeM
Y MOJIOJIBIX 3/I0POBBIX JI0OPOBOJIBIIEB.

Hapywenue ¢hynkyuu nevenu

Y NanMeHToB ¢ JErKON MM CpeJIHEH CTENEHBIO TSHKECTH IMeYEHOYHOM HE0CTATOYHOCTH (KJace
A u B no xnaccudukamun Yaitna-I1s0) T% scuuranonpama npuMepHo B jiBa pasa JUIMHHEE, a
AUC na 60 % GoJbliie, 4eM y MarieHTOB ¢ HOPMaIbHON (QYHKIIUEH [IEUCHH.

Hapywenue ¢hynxyuu novex

IIpy npumMeHeHnH paleMHyuecKoro UTaIoNpaMa y MalrdeHToB ¢ MOYEYHON HEJ0CTATOYHOCTHIO
(ximmpenc  kpearununa (KK) 10-53 mu/mun) ormeuaercst yumnenne T% u  HeGosblioe
ysesmuenue AUC. Konnenrpanuu MeTabosIMTOB B IU1a3Me KPOBU HE M3YYalUCh, HO OHH MOTYT
OBITH MOBBIIIECHBI.

Honumopghuszm (y nuy ¢ nuzkou akmusrnocmoio uzogpepmenmos CYP2C19 unu CYP2D6)

Y NanueHToB ¢ HU3KOM akTUBHOCTHIO H30dhepmenTa CYP2C19 koHIeHTpalus scuuTaionpama B
IU1a3Me KPOBH MOXET OBbITh B JIBa pa3a BbIIIE, YEM Y MAIIMEHTOB C BBICOKOW aKTHBHOCTBHIO ITOIO
u30epMenTa. 3HaYUTEIBHBIX HU3MCHEHHH KOHIICHTPAIIMH ICIUTAIONPAaMA B IUIa3Me KPOBH IPH

HU3KOM akTHBHOCTH n3opepmenta CYP2D6 obHapyxeHo He ObLIO.

Iloxazanusi K NpUMeHEHHIO
e JlenmpeccHBHBIE AU30/1bI JIIOOON CTENIEHHU TSKECTH.
e [lannueckue paccrpoiicta c/6e3 aropapoduu.
e ConunaabHOoe TPEBOXKHOE PacCTPOUCTBO (coruaibHas poous).
e [‘eHepan30BaHHOE TPEBOXKHOE PACCTPOMCTBRO.

e OOcecCUBHO-KOMITYJIBCHBHOE PACCTPOMCTBRO.

IIporuBonokazanus
e [WMIEepUyBCTBHTEIBHOCTD K CIUTAIONPAMY U PYTHM KOMIIOHEHTAM IIpernapara.
e OnHOBpeMEeHHBIN pueM HECEJIEKTUBHBIX HeoOpaTUMBIX MHTUOUTOPOB

MoHOoamMHHOKcH1a3bl (MAO).



e  (OJIHOBpEMEHHBIH MTPHEM TUMO3HU/IA.

e Jlerckuii M 1noapocTKoBbI Bo3pact 10 18 et (3ddexTuBHOCTE M 0E30MACHOCTD
IPUMEHEHHS] HE IIO/ITBEPIK/ICHBI).

e Peaxo Berpedaromascsi HacleJICTBEHHAs HENEPEHOCHMOCTh TalakTo3bl, JIeGHUIUT
JIAKTa3bl WM TJIOKO30-TAIaKTO3HAs ManbabcopOuus (mpenapar Jiuies® COAepKUT

JIAKTO3Y).

C 0cTOpPOKHOCTHIO

[Toyeunass Henocratoynocts Tskenoi crernenn (KK menee 30 mi/mMuH), MaHMsS/TUIIOMaHHMS,
(apMaKoJOru4ecky HEKOHTPOJIMpYeMas JIHJICIICHS, BBIPAKECHHOE CYHIMIAIBHOE IOBEIEHHUE,
caxapHbli MadeT, IMppo3 MEYEHHU, CKIIOHHOCTh K KPOBOTEYEHUSIM, 3aKPBITOYTOJIbHAS TIayKoMa
WM TJIayKOMa B aHAMHE3€; OJJHOBPEMEHHBINA npueM ¢ UHruouropom MAO-A (MOKII00EMHUIOM)
v uHruoburopom MAO-B  (ceneruamHoOM), CEpOTOHHHEPrHYECKMMH  JIEKAPCTBEHHBIMH
npenapaTaMmy, IIpernaparami, CHIJKAIOUIMMU IOPOT  CYJOPOXXHOM TOTOBHOCTH, JIMTHEM,
TPUNTO(GAHOM, JIEKAPCTBEHHBIMHU IIperapaTaMu, COJCpXKalluMu 3BEpOOOi IMPOIABIPABICHHBIMH,
AHTUKOAryJISHTAMM JUls IIpUEMa BHYTPb M JICKAPCTBEHHBIMH IIperiapaTaMu, BIIHUSIONIMMH Ha
CBEPTHIBAEMOCTH KPOBH, IIpeNapaTaMu, CliOCOOHBIMH BBI3bIBATh TMIIOHATPUEMHIO, TIpEIapaTaMu,
metabosmsupyomumucst ¢ ydactuem uzopepmenta CYP2C19, sranosiom; mnpu npuMeHEHHH
asiekTpocyopoxHoi Tepanuu (DCT), y nanmeHToB 1oxuaoro Bo3pacra, npu 0epeMeHHOCTH, B

IIEPUO/JI TPYAHOTO BCKApMJIMBAHHUSI.

Ilpumenenne npu 6epeMEeHHOCTH ¥ B IEPHO/] IPY/IHOI0 BCKAPMJIMBAHUS

bepemennocme

Mmerorest orpaHuyeHHbIE JaHHbIE O IPUMEHEHHH ICIUTATIONpaMa BO BpeMsi 0EpEMEHHOCTH.
WccrnenoBanus  scuMTanonpaMa  Ha  KMBOTHBIX — HPOJIEMOHCTPUPOBAIM  PENPOAYKTHBHYIO
TOKCHUYHOCTb.

OcuuTanonpam BO BpeMsi OEpeMEHHOCTH Cie/lyeT IPUHUMATh TOJIBKO B CIydyasX KpaiHeit
HEOOXOIMMOCTH H I10CJIE TIIATEIbHOM OIIEHKH COOTHOIIEHHUS M10J1b3a/PUCK.

Eciu npuem scuuTanonpaMa mpoJoinKaics Ha MO3JHUX CPOKax OEpeMEHHOCTH, OCOOEHHO B
TPEThEM TPUMECTPE, TO 3a HOBOPOXKICHHBIM CIIEYEeT YCTAHOBUTH HaOoieHue. B ciyuae, eciu
MPUEM OSCIUTAIONPAaMa IPOJIOIKAJICS BIUIOTH JIO POJOB WIIM ObUI MPEKpAIIeH HEe3a10JIro J0
POJIOB, y HOBOPOIXK/IEHHOI'O BO3MOXHO Pa3BUTHE CUMIITOMOB CHHJIPOMA «OTMEHBI».

B ciyqae npuema marepero CUO3C/CMO3CH (ceneKTUBHBIX MHTHOMTOPOB 0OPATHOTO 3aXBaTa
CEPOTOHMHA W HOPAJIPEHAIMHA) HA MO3HUX CPOKAX OEPEMEHHOCTH Yy HOBOPOXIEHHOIO MOI'YT

pasBUTHCS Clie/ytomue mo6ouHble d3QHEKThI: yTHETCHUE bIXaHUsI, [IHAHO3, AlTHOD, CY0POKHBIE



paccTporCcTBa, CKAYKM TEMIIEPATYphl Tela, TPYJIHOCTH C KOPMJIEHHEM, PBOTA, FMIIOIIMKEMHMS,
MBILIEYHAs] TUIEPTOHMS, MBILIEUHAs TUIOTOHUS, rUneppedIeKcusi, TpeMop, MOBBIIICHHAS
HEepBHO-pedIeKTOpHAast BO30Y/MMOCTb, pa3/paXUTEIBLHOCTb, JIETAPIUs, IMOCTOSHHBIA IUIaY,
COHJIMBOCTb M IUIOXOW COH. JlaHHBIE CHMITOMBI MOTYT BO3HHMKATh BCJICJICTBHE pa3BUTHS
CHHJIpOMAa «OTMEHBI» WM CEPOTOHHMHEPruyeckoro JeicrBus. B OoiblIMHCTBE ci1yvaeB
110/100HbIE OCJIOHEHHS BO3HUKAIOT B TeYEHUE 24 4aCcOB MOCJIE POXK/ICHUSI.

JlaHHBIE SIUAEMHUOJIOTHYECKUX HCCIIEC0BAHUM TO3BOJISIIOT IPEINOI0KHTh, YTO TPUMEHEHHUE
CHO3C Bo Bpemsi OepeMEHHOCTH, OCOOCHHO Ha IO3JHUX CPOKAX, MOXET YBEJIUYHUTH PHCK
Pa3sBUTHUS YCTOMYMBOM JIErOYHOM runepren3uu y HoBopoxieHHbIX (PPHN). HaGmonaemsiii puck
coctaBua 5 ciyyaeB Ha 1000 6Gepemennocreit. B oOmeit momyssiuun Habmronaercst 1-2 ciryyast
PPHN na 1000 6epemeHHOCTEH.

Jlannble HaOMIOEHMH yKa3bIBAIOT HA MOBBIIICHHBIN (MEHEe YeM B 2 pa3a) PUCK MOCIIEPOI0BOIO
KpoBoTeyeHUs nocie npumenenus npenaparoB rpynn CHMO3C/CUO3CH B Tedenue oaHOrO
MecsiIa Jio po/ioB.

Ilepuoo epyonozo eckapmiusanus

Osxuyiaercsi, 4To dcHUTAIONPaM OyAET BBLICISATHCS C IPYAHBIM MOJIOKOM, MO3TOMY BO BpeMsi
JICYEHHUsl ICUUTAIONPAMOM KOPMJIEHHE T'PY/IbIO IMPOTHBOIIOKA3aHO. B cirydae HE0OX0JUMOCTH
IpUMEHeHHs npenapata Diunes”™ rpyaHoe BCKapMIMBAaHHE CIIeIyeT IPEKPaTHTh.
Depmunvnocms

JlaHHbIe MCCI€IOBAaHUN Ha KUBOTHBIX TOKazaiu, 4yto Hekortopele CMO3C Moryt BIusiTH Ha
Ka4eCTBEHHbIE T0Ka3aTeau crepMbl. JIaHHBIX MCCIIeI0BAaHUM ITOrO acreKkTa Ha )KUBOTHBIX JUIs
scuutainonpama Het. Coobuienust o npumeneHnn Hekotopbix CUO3C y yennoBeka mokasajim, 4To
BJIMSIHUE JTHX JIEKAPCTBEHHBIX IIPENapaToB HA KAYECTBEHHbBIE IMOKA3aTEIH CIIEPMbI SIBJISETCS
obpatuMpIM. J[0 CHX NOp BIMSHHS OCHMUTAIONpaMa Ha (EpPTHIBHOCTL Yy 4YEJIOBEKa HE

HaO0JIIO1AJIOCh.

Crnioco0 npuMeHeHHs M J103bI

BHyTpb, 0JIMH pa3 B CyTKH, HE3aBUCUMO OT BPEMEHH IpUEMa THUIIIH.

Jlenpeccuenuie snu3zo00ut

O6bruno HaszHayatroT 10 Mr oauH pa3 B CyTKH. B 3aBHCHMOCTH OT MHIMBHIYaJIbLHON pEaKIUH
alMENHTAa /1032 MOXKET OBITh YBEJIMUEHA 10 MAKCUMAIIbHOM — 20 MT' B CYTKH.
AnTHenpeccuBHblil 3 ekt pasBuBaercs uepe3 2-4 Hejenu mociie Hayaina jedenus. Ilocie
HCYE3HOBEHHs CUMIITOMOB JICIIPECCHH, KAaK MUHUMYM, €IIe B T€YCHHUE 6 MeCsIeB HEOOXOIUMO
IIPOJI0JIKATh TEPAIIMIO JJIs 3aKPETICHHUs TT0JTy4eHHOTo dddekra.

Ianuyeckue paccmpoiicmea c/6e3 acopagpobuu



B reuenue neppoii HeeM peKOMeH IyemMast 7103a — 5 MI' B CyTKH, KOTOpast 3aT€M YBEIMUMBAECTCS
10 10 Mr B cyTku. B 3aBUCHMOCTH OT WH/MBH/yaJ bHON peaKIMU MAIMEHTa /10332 MOXKET ObITh
YBEJIMYEHA JI0 MAKCUMAJIBHON — 20 MI' B CYTKH.

Maxkcumanpublii TepaneBTHUECKHH d(hdeKT JocTHraeTcs MPUMEPHO dYepe3 3 Mecsla mocie
Hauasia JiedeHus. Tepanus JUIMTCsl HECKOJIBKO MECSIIEB.

Obceccusno-koMnyIbCcusHoe paccmpoucmeo

O6bruno HaszHayatoT 10 Mr oiMH pa3 B CyTKH. B 3aBHCHMOCTH OT WHJMBHJIyaIbHOH PEaKIUU
TalKMeNTa /1032 MOXKET OBbITh YBEJIMUEHA 10 MAaKCUMATIbHOM — 20 MI' B CYTKH.

[Tockonbky — 0OCECCHBHO-KOMITYJILCMBHOE — PACCTPOMCTBO  sIBISETCS  3a00JIEBAHUEM €
XPOHHYECKMM TEUCHHEM, KypC JICYEHMsI JIOJDKEH OBITh JIOCTATOYHO JUTHTEIBHBIM JUIst
obecrieyeHust 1MOJHOrO M30aBICHUSI OT CUMIITOMOB M JUIMTBLCS, 110 MEHBIIEH Mepe, 6 MecsIe.
JUis ipeoTBpalleHus peluIMBOB PEKOMEH,IyeTCs JiedeHue He MeHee | roja.

Coyuanvnoe mpegooicnoe paccmpoucmeo (coyuanvras (hooust)

O6pryno HasHayaoT 10 Mr oJuH pa3 B CyTKH. B 3aBHCHMOCTH OT MHIMBH/IyaIbHOM peaKIMu
NalMEeHTa /1032 MOKET OBbITh YBEIMUYEHA 10 MaKCUMaIbHOU — 20 MTI' B CYTKH.

Ocnabenre cMMIITOMOB OOBIYHO pa3BUBAETCS Yepe3 2-4 HeJleu MMOC/Ie Havalla JICUCHHUSI.
ITockoabKky conMaabHOE TPEBOXKHOE PACCTPOUCTBO SBIIsETCs 3a00JIEBAHUEM C XPOHHUYECKHUM
TE€YEHUEM, MUHUMAJIbHAST PEKOMEH/lyeMasi JUIMTEIbHOCTh TEPANEBTHYECKOr0 Kypca COCTaBJISIET
3 mecsna. Jlns mpejoTBpallleHUs] pelMIMBOB 3a0o0JieBaHMs Hpenapar MOXET Ha3Ha4yaTbCs B
TeuyeHUe 6 MECALEB MU JI0JIbLIE B 3aBUCUMOCTH OT MH/IMBH/IyaIbHON peakiiy MalieHTa.
PexomenyeTcst peryisipHO IPOBOAMTE OLIEHKY ITPOBOJIMMOTO JICUCHHS.

['enepanuzoeannoe mpeeodicrnoe paccmpoicmeo

O6pruno HasznauaoT 10 Mr oMH pa3 B CyTKH. B 3aBHCHMOCTH OT MHAMBH/IyaIbHOM pEaKiliu
NAlMEHTa J103a MOKET OBbITh YBEIMUYEHA JI0 MAaKCUMAIbHOU — 20 MI' B CYTKH.

MunumaibHas peKoMeHayeMast JUIMTEIbHOCTh TEPANleBTHYECKOr0 Kypea COCTaBIIseT 3 MecsIa.
Jlns  npenoTBpalneHusi pPelUIMBOB  3a00JIeBaHHsl JIONMYCKAETCS JUIMTEILHOE [PUMEHEHHE
npenapara (6 MecsueB U J107bl1e). PekoMeniyeTcs perysipHo MpoBOAUTH OLEHKY TPOBOIMMOIO
JICUCHHUSI.

Ilayuenmor nosicunoeo 6o3pacma (cmapuie 65 rem)

PekomeniyeTcs NpUMEHSTh MOJIOBUHY OOBIYHO PEKOMEHIYyEeMOM /1036l (5 MI' B CYTKH) M Oolee
HHU3KYI0 MaKCUMaJibHYIO 103y (10 Mr B cyTKH).

Jlemu u noopocmku maaowe 18 nem

Ipernapar Dinues® He crieyeT NPUMEHSTH y JeTel U OPOCTKOB Miaie 18 et (cm. pazjen

«OcoOble }’Ka33HI/ISI))). Kpome TOro, HET A0CTATOYHOI'O obobeMa JAaHHBIX J1OJI'OCPOYHBIX



MCCJIC/IOBAHMH 110 OE30IACHOCTH NPUMEHEHMs OCUUTANONpamMa y JeTedl M MOAPOCTKOB,
KacarolMxcst pocta, CO3peBaHusl, KOTHUTHBHOTO U TIOBEJICHYECKOTIO Pa3BUTHS.

Hapywenue ¢pynkyuu nouex

[Ipu moyeunoi HemoCcTaTOUHOCTH JIErKOW U cpeneit crenenn Tsxectn (KK Gomee 30 MJT/MHH)
KOPPEKIIMHU 103 He TpedyeTcs.

[Ipu noyeunoit nenocrarounocru rspkenoi crenenn (KK menee 30 mu/mun) npenapar dimunes®
CJIEJlyE€T Ha3HA4aTh C OCTOPOIKHOCTHIO.

Hapywenue ¢hynxyuu nevenu

[Ipu neveHouHol HEJOCTATOYHOCTH JIETKOM M CpeJHEH CTeneHu TskecTH (kiace A wim B o
kinaccupukannn Yaitnn-I1pi0) pekoMeHayemas HadabHas 103a B TEYEHHE HEPBBIX JBYX HEICIb
JICYCHUsI COCTABISIET 5 MI' B CYyTKHM. B 3aBHCHMMOCTH OT MHIMBH/yaJbHOM peaklnuM NalMeHTa
703a MOXeT ObiThb yBenuuyeHa Jo 10Mr B cytku. Ilpu TsDKeno# CTENEHM NEYeHOYHOM
HejocratroyHocty (knace C no iaccupukamun Yait-I1s10) npenapar Dinnes® Ha3zHadaercs
110/1 IIPUCTATIBHBIM KOHTPOJIEM Bpaya.

Cruoicennas axmuenocmo usogepmenma CYP2C19

Jlisi manuenToB co cHukeHHOM akTHBHOCTBIO H30ohepmenta CYP2C19 pekomenmyemas
HayajlbHasl J/i03a B TCUYCHHE MEPBLIX JIBYX HEJAEIb JICYEHHUS COCTAaBISET S MI B CyTKH. B
3aBUCUMOCTH OT WH/IMBHU/1yaJIbHON pEAKIMM MallMeHTa 1032 MOXET ObITh yBesndeHa 10 10 mMr B
CYTKH.

[Ipexpawenue nevenus

IIpu npexpaimenun Jedenus npenaparom Diuies” 03y ciegyeT YMEHbIIATh IOCTENCHHO B

Teuenue 1-2 Heznenb Bo H30eKaHUEe BOSHUKHOBEHHUS CHHPOMA «OTMEHBIY.

IloGounoe eiicTBHE

[loGounbie >bdexTrr Haubosee YacTo pa3BUBAIOTCS HA MEPBOI WM BTOPOW HeJlele TepamuH,
3aTeM OOBIYHO CTAHOBATCS MEHEE HHTEHCHBHBIMH M BO3HHKAIOT pEXe IPH IPOAOIKEHHH
TepaIuHu.

Hwke mnepeuncienst noGounble 5(GeKTbl, BO3HUKAIOIME IIPU  IIPUEME  IIPENapaTos,
npunaiexamux K kiaccy CMO3C, u ormeuennsle npu npueme scuutanonpama. Mudopmanus
Ipe/ICTaBjIeHa HA OCHOBAHMHU JAHHBIX IUIANE00-KOHTPOJIUPYEMBIX KIMHHYECKUX MCCIIEIOBAHHUM
Y CIIOHTAHHBIX COOOIIEHUH.

Yacrora ykaszana kak: oueHb 4acto (> 1/10), vacro (ot > 1/100 no < 1/10), newacro (ot > 1/1000
1o < 1/100), peaxo (ot > 1/10000 go < 1/1000), ouenn peaxo (< 1/10000), yactora Hew3BecTHA
(4acTOTY BOSHUKHOBEHHMSI HEJIb3sl OLICHUTH HA OCHOBAHHMH CYHIECTBYIONMIUX JaHHbIX).

Hapywenusi co cmoponvl kposu u iumgpamuueckoti cucmempl:



4acTOTa HEU3BECTHA — TPOMOOIIUTOIICHUSI.

Hapywenus co cmoponvl ummynnoii cucmemol:

peaKo — aHaUIIAKTUIECKHE PEAKIHH.

Hapywenus co cmoponsl 5HOOKpUHHOU cucmembi:

4acTOTa HEM3BECTHA — HEJIOCTATOYHAs CEKPELMs aHTUAMypeTHdecKkoro ropmona (AJII).
Hapywenus co cmoponel obmena eewjecme u numanusi:

YacTO — CHH)KEHHUE alllIeTUTA, IIOBBILICHHUE AlIEeTUTa, YBEJIMUYCHHE MACChHI TEIA;

HEYacTo — CHUIKEHUE MaCChl TEJIa;

4acTOTa HEU3BECTHA — MMIIOHATPUEMHUS, AHOPEKCHS .

Hapywenus ncuxuku:

4acTo — TPeBOra, OECHOKOHCTBO, HEOOBIYHBIC CHOBHICHHS, CHWKEHHE JIMOMI0, aHOPra3Mus
(y »eHUIMH);

HEYacTo — OPYKCH3M, aXKUTAIlUsl, HEPBO3HOCTD, IAHUYECKHUE aTaKM, CIIYTAHHOCTh CO3HAHMUS;
PEJIKO — arpeccusi, JAenepcoHann3alus, ra/uiOIMHAIIMHT;

4acTOTA HEU3BECTHA — MAHMS, CYHMIMIAIBHBIE MBICIIH, CYUIIUIaIbHOE TI0BEICHUE?.,
Hapywenus co cmoponvl nepenoii cucmemol:

O0YEHBb YaCTO — roJIOBHAs 00JIb;

4acTo — OECCOHHUIA, COHJIMBOCTD, F'OJIOBOKPYKEHHE, 1apeCTEe3 s, TPEMOD;

HEYaCcTO — HApYIIEHUE BKYCOBBIX OLLYIIEHUH, HapyllIeHUe CHA, 0OMOPOK;

PEJIKO — CEPOTOHUHOBBIN CHHIIPOM;

4acToTa HEU3BECTHA — JMCKMHE3Ms, JIBUTATEIIbHbIE HAPYIIEHHS, CYJOPOXHBIE PacCTPONCTBA,
IICUXOMOTOPHOE BO30YK/IeHHE/aKaTH3Hs .

Hapywenus co cmoponwl opeana 3penus:

HEYacToO — MHUJIpHa3 (paclIMpeHue 3padka), HapyIeHHE 3PECHUSI.

Hapywenus co cmoponwvl opeana ciyxa u 1abupunmmuvie napyuienus.:

HEYacTo — THHHUTYC (1IyM B yIIax).

Hapywenusi co cmoponel cepoya u cocyoos:

HEYacTo — TaXUKap/IHs;

pesko — Opaukapus;

4acToTa Heu3BecTHA — yanuHenue uHtepBana QT na DKI', kenynoukoBas apuTMus, BKIOUYas
XKEITYIOUYKOBYIO TAXUKAP/IMIO THIIA KITUPYIT», OPTOCTATHYECKAS TUIIOTEH3HUSI.

Hapywenus co cmoponbl OvixamenoHoil cucmembi, 0peanos 2pyoHotl KIemxku u cpe0oCmeHus.:
4acTO — CHHYCHT, 3€BOTa;

HEYacTO — HOCOBOE KPOBOTECUCHHE.

Hapywenus co cmoponul dcenyoouno-kuuweuno2o mpakma:



OYE€Hb YacTO — TOLIHOTA;
4acTo — Juapesi, 3arop, pBoTa, CyXOCTh CIIM3UCTON 000JI0UKH 110JIOCTH PTa;

HEYaCTO — JKEJIY/I0YHO-KUIIIEYHOE KPOBOTEUEHHE (BKIIIOYAs KPOBOTEUEHHE U3 MPSIMOM KHUIIKH).
Hapywenusi co cmoponel neyenu u sHcenue6bl600auux nymeu.

4acToTa HEM3BECTHA — TENAaTUT, I[OBLIIIEHUE CHIBOPOTOYHOW AKTHMBHOCTH «II€UEHOYHBIX)
(hepMeHTOB.

Hapywenusi co cmoponsl Ko#cU U NOOKOICHLIX MKAHEU.!

4acTO — MOBBIIIEHHOE MTOTOOT/IEJICHUE;

HEYacTo — KpaluBHUIIA, aJTOTEIUsl, KOXKHasl ChIlb, KOXHBIN 3y/1;

4acTOTa HEU3BECTHA — IKXMMO3, aHTMOHEBPOTUYECKUHN OTEK.

Hapywenus co cmoponsi ckeiemno-mbluleyHou U coeOUHUMeNbHOU MKAHU.

4acTo — apTpaJIrusi, MUAJITHUSI.

Hapywenus co cmoponsl nouex u Moueebi800saujux nymeu.

4acTOTa HEU3BECTHA — 3a/IEPIKKA MOYH.

Hapywenus co cmoponsl nonoevix opeanos u MoJI04YHOU Jicele3bl.

4acTO — UMIIOTEHIIUS, HAPYIICHUE ISIKYJISIIUH;

HEYacTo — MEHOpparus, METpopparus;

4acToTa HEM3BECTHA — TaJlakTopes, IpPUANU3M, I[IOCJIePOJIOBOE KPOBOTEUEHHE (J1aHHast
HEXeJlaTesIbHas peakllMs 3aperucTpupoBaHa Kak Kiacc-dpgexT Ui npenapaToB IpyIIn
CHUO3C/CUO3CH (cm. pasgen «lIpumenenue npu OEepeMEHHOCTH W B IEPUOJ TPYIHOrO
BCKapMJIMBAHUS»)).

Obwue paccmpoticmea u HapyuleHus 8 Mecme 66e0eHUs.

4acTo — ¢J1adOCTh, TUIIEPTEPMHUSI;

HEYacCTO — OTEKH.

! HexenarenbHble SBJEHMS, 3aperMCTPHPOBAHHBIE NpPH NPUMEHEHMH IPENApaToB Kiacca
CHO3C.

2 Ciyvad NOSIBJIECHHS CYMIMIQTIGHBIX MBIC/ICH M IIOBEJCHHS ObUIM OTMEYEHBI NPH IPHEME
SCIMTAJIONpama U cpa3y 110cjie OTMEHbI Tepanuu.

Yonunenue unmepsanra QT

B mocrperucTpaniMoHHOM nepuojie ObLIM OTMEYEHBI Cliydad yiuuHeHus uHTepBaia QT wu
KEJTyIOYKOBOM apUTMHUH, BKJIIOYAs XKEJTyIOUKOBYIO TAXUKAPJIUMIO THUIIA KITUPYIT», B OCHOBHOM Y
NAlMEHTOB JXKEHCKOrO I10j1a, ¢ TUIIOKAJIMEMMEH WM Yy NallMeHTOB C paHee CYIIECTBYIOIIMM
yumiHenueM unrtepsana QT uam gpyrumu 3a0osieBaHUSIME cep/Iiia.

Knacc-s¢pgpexm
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DNuIEMHOJIOTHYECKHUE HCCIIE/IOBAHUSl C y4acTHEM IalMeHTOB B Bospacte S50 yier M crapiie
MOKa3aJIi CyIECTBOBAHUE ITOBBILIEHHOI'O PUCKA MIEPEIOMa KOCTEH Y MAaIMeHTOB, IPUHUMAFOIIUX
CHUO3C u TpUIMKIMYECKHE AHTHIENpPECCAaHThl. MeXaHW3M BO3HHKHOBEHHSI ITOIO PHCKA HE
YCTQHOBJIEH.

Cunopom «ommenul» npu npexpaweHuu mepanuu

Ormena mnpenaparos rpynnsl CMO3C/CUO3CH (ocobenHO pe3kas) 4acto IPHBOJUT K
Pa3sBUTHIO CHHAPOMA «OTMEHb. Hanbosee yacTo BO3HMKAIOT rOJIOBOKPYKEHHUE, pacCTPOMCTBA
YyBCTBUTEJIBHOCTH (B TOM UHMCJIE TIAPECTE3UsI U OLIYLICHUE IPOXOXKICHUS TOKA), pacCcTpoicTBa
cHa (B TOM uuciie OECCOHHUIIA U MHTCHCUBHbBIC CHOBH/ICHHUS ), @XKMTAIMsI MM TPEBOra, TOIIHOTA
W/MIM PBOTA, TPEMOP, CIIyTAaHHOCTH CO3HAHUS, MMOBBIIIEHHOE MOTOOT/IC/IEHUE, TOJIOBHAS 0OIb,
JMapesi, cepauedueHue, MOLUOHAIbHAS HECTAOMIIBHOCTD, Pa3IpaXKUTEIbHOCTh, PacCTpoicTBa
3penust. Kak npaBuio, 3ti 3¢ ¢dexTshl BbIpaOXEHbI €1ad0 MM YMEPEHHO W OBICTPO IMPOXOJIST,
0JIHAKO y HEKOTOPBIX IAIMEHTOB OHU MOI'YT HPOSIBISTHCS B OoJiee ocTpoit Gopme u/uiu OoJiee
JUIMTEJIbHO. PexoMenyeTcst IpoBOAUTE MMOCTENIEHHYIO OTMEHY Iperapara MyTeM CHH)KEHHS €ro

J1O3BI.

IlepenosupoBka

Toxcuunocmo

Jlanuble 0 nepe103uPOBKE ICHUTAIONPAMOM OIPAHUYEHBI, BO MHOTHX TaKMX CIydYasiX HMelach U
IEPEI03UPOBKA JPYTMMH IIpernaparaMu. B O0JIbIIMHCTBE CllyyaeB CUMIITOMBI I1€PE/I03MPOBKH HE
IIPOSIBIISIIOTCS. UJIH MTPOSIBIISIIOTCS ¢J1a00.

Ciyyan nepeno3upoBkH scruraionpamoM (0e3 mpuema Jpyrux MpernaparoB) C JIETAIbHBIM
UCXO0JIOM €JIMHUYHBI, B OOJIBIIMHCTBE C/Iy4yaeB UMEET MECTO TAaKXKe Mepe03UPOBKA M JAPYIHMMH
npenaparamu. [Ipu npueme scuuranonpama B auanasone 03 400-800 Mr B MOHOTEpanuu
KJIMHUYECKH 3HAYUMBIX CUMIITOMOB IIEPEI03UPOBKH HE BO3HUKAJIO.

Cumnmombi

[Ipy mepero3upoBKE OSCHUTAIONPAMOM B OCHOBHOM BO3HHKAIOT CHMIITOMBI CO CTOPOHBI
neHTpaibHor HepBHOM cucteMsl (I[THC) (0T rosoBokpyxeHus, TpeMopa 1 aXUTAIUK JI0 PEIAKAX
CJly4aeB pa3BUTHUSI CEPOTOHMHOBOI'O CHHJIPOMA, CYIOPOKHBIX PACCTPOMCTB M KOMBI), CO CTOPOHBI
KETYJIOYHO-KHUIIEYHOI0  Tpakra  (TOUIHOTA/pBOTA),  CEPACYHO-COCYTUCTOM  CHCTEMBI
(apTepuaiibHas TMIIOTEH3UsI, TaXUKap/us, yuinHeHue untepsaia QT 1 apuTMus) ¥ HapyLIECHUs
SJIEKTPOJMTHOTO OanaHca (TUIIOKAIMEMHUs], THIIOHATPUEMHS ).

Jleuenue

Cnenuduueckoro antuaora He cymectsyer. CieryeT 06ecnednTh HOPMAIbHYIO IIPOXOIMMOCTh

JAbIXAaTCIIbHBIX HYTeﬁ, OKCUT'CHAIIUIO M BCHTHIIAIMIO JICTKUX. CneayeT IIPOBECTH NPOMBIBAHUEC
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KeJlyJIKa M Ha3HAYUTh aKTMBUPOBAHHBIA yroiib. [IpoMbiBaHME Xkeiyjka CiIeayeT MPOBECTH Kak
MOXHO ObICTpee Iocie Ipuema Ipenapara. PeKOMEHJyeTcss KOHTPOJIMPOBAThH IOKA3aTENN
paboThl cepla M JIPYrUX XHU3HEHHO BAXHBIX OPraHOB M IIPOBOJMTH CUMIITOMATHYECKYIO M

T0/YIEP’KUBAIOIIYIO TEPAITHIO.

B3aumopeiicTBue ¢ ApyrumMH JieKapcTBEHHBIMH CPeJICTBAMHU

Dapmaxkoounamuveckoe e3aumooelicmeue

Hecenexmuenwvie neoopamumole uneubumopor MAO

Coobmanoch 0 BO3HMKHOBEHHH CEPbE3HBIX HEXEIATCIbHBIX PEaKIMil IIPH OJHOBPEMEHHOM
npueme CHMO3C u HeceneKTUBHBIX HeOOpaTUMbIX MHIHOMTOpoB MAO, a Takke NpH Hayaje
npuema MHrubuTopoB MAQO nanmeHTamMu, HE3aJ0JIro J0 9TOr0 IPEKPaTHBIIMMH IPHEM
CHO3C. B HEKOTOPBIX Clly4asiX y MAHMEHTOB Pa3BUBAJICS CEPOTOHUHOBBIN CHHJPOM.
[IpumensaTh scuMTanonpaM OJHOBPEMEHHO ¢ HECEJIEKTUBHBIMU HEOOPATHUMBIMH WHTHOUTOpAMH
MAO mnporuBonokasano. [Ipuem scuurtanionpama MoxeT ObIThb HauyaT vepe3 14 jqHel mocie
OTMEHBI IIpUEMa HECEJIEKTHBHBIX HeoOpaTuMbix MHruouTopoB MAO. Ilepen HavaioMm mnpuema
HECEJIEKTUBHBIX HEOOpaTUMBIX MHIHOUTOPOB MAO [0/DKHO NIPOHTH HE MeHee 7 JiHeH Iociie
OKOHYAHUS IIpUEMa dCIUTAIONpama.

Obpamumvii cenexmugnwiii uneuoumop MAO-A (moxnobemuo)

M3-3a  pucka pa3BUTHST CEPOTOHMHOBOIO CHHJPOMA HE PEKOMEHJIyeTCS IPHUMEHSTH
SCHMTAIONPaM OJIHOBpEMEHHO ¢ MHruouTopoM MAO-A moxiiobemuiom. B ciyuae, eciu npuem
TaKoH KOMOMHAIIMK ITperapaToB MPU3HAH KIIMHAYECKH HEOOXOUMBIM, PEKOMEH/IYETCS HayaTh ¢
MHUHUMAJIbHO BO3MOXHBIX /103, @ TAaK)K€ NPOBOJAMUTH MOCTOSHHBIM KIMHUYECKMH MOHHTOPUHT
cocTosinus nanuenta. [Ipuem scuuranonpama MOXXHO Ha4aTh, KAK MHHUMYM, 4€pe3 OJIMH JIEHb
110¢JI€ OTMEHBI 0Opatumoro uHruouropa MAO-A MokiI00eMuIa.

Obpamumoiii necenrexkmuenwiii uneubumop MAQ (nunezonuo)

AHTHOMOTHMK JIMHE30JIMJ SIBJISCTCS OOpAaTUMbBIM HECEJIEKTHBHBIM HHrHOuTOpoM MAO M He
JIOJDKEH NMPUMEHSTHCS Y MAlMEHTOB, IIOJIyYalonMX Tepanuio scuutaionpamoM. B ciydae, eciu
[PUEM TAKOH KOMOMHALMM IIPENnapaTtoB MPU3HAH KIMHUYECKH HEOOXOMMBIM, PEKOMEH/IYETCs
HayaTh ¢ MHMHHUMAQJIbHO BO3MOXHBIX /103, @ TaKXe IPOBOJIUTh MOCTOSHHBIA KIMHUYECKHM
MOHHMTOPHHI COCTOSIHUS MAIlMEHTA.

Heobpamumwiii cenexmuenwiii uneubumop MAO-B (cenezunun)

W3-3a pucka pa3BUTHs CEPOTOHMHOBOTO CHHAPOMA HEOOXOAMMO COOJIIOaTh OCTOPOKHOCTD MIPH
IpUEME ICIUTATIONPaMa O JHOBPEMEHHO ¢ HeoOpaTUMbIM HHIHOUTOpOM MAO-B cenermimuom.

Jlekapcmeennwvle cpedcmesa, yonrunsiowue unmepeanr QT
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DapMakOKMHETHYECKHE U (apMaKOIMHAMHYECKHE MCCIICI0BAHUS IPUMEHEHHS dCLMTAIONPAMa
B KOMOMHALMK € JIPyIMMH JIGKAPCTBEHHBIMH Iperiaparamu, yutdHsiomuMu unrepsan QT, He
NpOBOAMIMCh.  Henb3s  uMckmounTh  aUMTUBHBIA  dddexT scuurasonpamMa M JaHHBIX
JIEKapCTBEHHBIX TpenaparoB. CiesoBaTeabHO, IPOTHBOINOKA3aHO OJJHOBPEMEHHOE IPUMEHEHHE
ScUMTANIONpamMa M JICKApCTBEHHBIX IIpenaparoB, y uiMHsommx uHTepBan QT, Takux Kak
aHTHapuUTMUYecKue mpenaparbl KiaccoB IA wu III, neiliponenTtuku (Hanmpumep, MPOU3BOJIHBIE
(enornasuHa,  NMMO3MZA,  TAIONEPUAON),  TPUIMKIMYECKHE M TETPAlMKIMYECKHE
AHTHJICTIPECCAHTHI (AMUTPUIITUIINH, UMHIIpaMHH, ManpoTwiud u ap.), CUO3C u nogobuble UM
aHTU/ENpeccanTel  (Hampumep,  (uayokceTMH,  BeHJIahakCHH W JIp.),  HEKOTOpbIE
IPOTUBOMUKPOOHBIE Ipenaparbl (MakpoOJIWAHbIE AHTHOMOTHKA W WX AHAJIOIH, HalpuMep,
OPUTPOMHUIIMH, KJIAPUTPOMHIIMH, IPOU3BOJIHBIE XHHOJIOHA M (DTOPXHUHOJIOHA: criap(IoKcaluH,
MOKCH(IIOKCAIMH, TIEHTAMUJINH), TPOTHBOIPUOKOBBIE CPEJICTBA a30J0BOr0O psiaa (KeTOKOHA30JI,
(rykonasour), 10OMIEPUIOH, OHJAHCETPOH, Ipernaparbl JUIs JICYEHHs MaJsSpUH, B YaCTHOCTH,
rajo(paHnTpyUH, HEKOTOPbIE AHTUIMCTAMUHHBIE [IPenaparsl (aCTEMHU30J1, MU30JIaCTHH).
Cepomonunepeuieckue ekapcmeenHvle npenapaml

OHOBpPEMEHHOE IIPUMEHEHHE C CEPOTOHMHEPrHYECKMMH JIEKApCTBEHHBIMH IIperapaTamu
(Hampumep, Tpamajoi, OynpeHo(ppHuH, CyMaTpUIITaH U JIPyrHe TPHUIITAHBI) MOXET IPUBECTH K
Pa3BUTHUIO CEPOTOHMHOBOIO CHHJIPOMA.

Jlexapcmeennvie npenapamel, cnudicaioujue nOpo2 CyOOPOAICHOU 20MOBHOCMU

CHO3C MoryT cHMKATh IIOPOT CYJJOPOKHOM rOTOBHOCTH. Tpedyercst cobI01aTh OCTOPOKHOCTE
IpH OJTHOBPEMCHHOM INPUMEHEHHMH C ICIMTAIONPAMOM JIPYTHX JICKAPCTBEHHBIX IPENapaTos,
CHMIKAIOIIKX IOPOI' CYJIOPOXKHOM TOTOBHOCTH (Tpuuukindeckue aHtujaenpeccantsl, CUO3C,
mMe(IoXuH, OYNpOINMOH M TPaMaJioj, AHTUIICHXOTHYECKUE Ipenaparbl (HEHpOJIENTHKH) —
IPOU3BO/IHbIE (PEHOTHA3UHA, THOKCAHTEH U Oy THPODEHOH).

Jlumuii, mpunmoghan

ITockonbKy ObUIM 3aperuCTpPUpPOBAHBI CIydad YCHJICHHs JIEHCTBUS IIPU  OJHOBPEMEHHOM
npuMenenun CHMO3C u autus mim Tpunrtodana, peKOMEHIyeTcs COOJI0IaTh OCTOPOKHOCTD
IIPY OJTHOBPEMEHHOM IIPUMEHEHHUH ICIUTATIONPaMa ¢ STUMHU IIperapaTamH.

36epoboii npoovipsisientbiil

Onnospemennoe  npumenenne CHUO3C  u  npemapartoB, — cojepxammx  3Bepoboit
IPO/IBIPSIBIICHHBIN, MOXKET IIPUBECTU K YBEJIMUCHHIO YHCIIa TOOOYHBIX 2(EKTOB.
Anmukoazyisnmer u cpeocmea, eausOwUe HA CEEPMBIBACMOCTb KPOBU

Hapyiienue cBepTHIBAEMOCTH KPOBH MOXET BO3HHKHYTH [PH OJHOBPEMEHHOM HPHUMEHEHUM
SCHUTAIONpamMa ¢ aHTHKOAryJsHTaMH JUls IpUeMa BHYTPb M JIEKAPCTBEHHBIMH IIperaparamu,

BJIIMAIOINIMMH Ha CBEPTHIBAEMOCTH KPOBH (HanpnMep, ATHUIIMYHBIC HCﬁpOJ’[eHTHKH U ITPOU3BOIHBIC
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¢Genornazuna, OONBIIMHCTBO TPUIUKIMYECKMX AaHTHUAEHPECCAHTOB,  alETUIICAIMIMIOBAs
KHCJIOTA M HECTEPOMAHBIE IpoTHBOBOCHANMTENIbHBIE mpenaparsl (HIIBII), Tukmonumun wu
JMIUpKaaMon). B mogo0HbIX ciiydasx B Hayajle MM 10 OKOHYAHUM TEPAIMU CIUTAIONPAMOM
HEOOXO/IMM TIHIATEJILHBIA KOHTPOJIb IOKa3aTeseil CBepThIBAEMOCTH KpoBH. OHOBpPEMEHHbIH
npuem ¢ HIIBIT moxer npuBecTH K yBEJIMYEHHUIO YKCIIa CIyYaeB Pa3BUTHS KPOBOTCUCHHIA.
Omanon

DCUUTAIONPaM HE BCTYIAET C ITAHOJIOM B (hapMaKoJMHAMHUYECKOE MK (hapMaKOKHHETHYECKOE
B3aumojieiicTeue. OJHaKO, Kak M B ClIydae C JPYIMMH TCHXOTPOIHBIMH JIEKAPCTBEHHBIMH
npernaparamMu, 0JTHOBPEMEHHOE IIPUMEHEHHE ICIUTAIONpaMa U ITaHOJIa HE PEKOMEH IyeTCs.
Jlekapcmeennvle cpedcmea, 6bi3bl6aloujue 2UNOKANUEMUIO/2UNOMAZHUCMUIO

Tpebyercst cobmonaTh OCTOPOXXHOCTH IPU OJHOBPEMEHHOM IPUMEHEHHMH JIEKAPCTBEHHBIX
CPE/CTB, BBI3BIBAIOIIMX DPA3BUTHE TMIIOKAIMEMUU/TUIIOMArHUEMHUH, IOCKOJIBKY IPH JaHHBIX
COCTOSIHMSIX ITOBBILIACTCS PUCK PA3BUTHUS 3JI0KAYECTBEHHBIX aPUTMHUIA.

DapmaKoKunemuueckoe 3aumooelicmeue

Brusinue opyaux nrexapcmeennvix npenapamos na papmakokunemuxy dcyumaionpama
Merabonusm scumTanonpaMa B OCHOBHOM OCYIIECTBIISICTCS [PU  Y4acTHH HU30(pepMeHTa
CYP2C19. B menbmieif crenenu B MetaboiM3Me MOTYT IPUHHMATH y4acTHE H30()EPMEHTHI
CYP3A4 u CYP2D6. MeraGonu3m OCHOBHOTO MeTaboIMTa — JIEMETHIMPOBAHHOIO
SCIMTAIONpama, BUJIMMO, YaCTUUHO KaTaiuzupyercs uzopepmentrom CYP2D6.

OnHoBpeMEHHOE NPMMEHEHHE OJCLHUTAJIONpaMa M oOMenpasosna (MHrHOMTOp u30depmMeHTa
CYP2C19) B nmose 30 Mr oguH pa3 B CyTKH INPHBOJMT K ymepeHHOMY (mpumepno 50 %)
MOBBIIICHUIO KOHIIEHTPAIIMK SCIUTAIONpama B Iia3Me KPOBH.

OznHoBpeMEHHBIH IpHeM ScHUTATONpaMa U UMETHIMHA HHrubuTopa usopepmentos CYP2D6,
CYP3A4 u CYP1A2) B no3e 400 Mr sBa pa3a B CYTKH HPUBOJUT K TOBBHILEHUIO (IPUMEPHO
70 %) KOHIIEHTPAIIMHU ICLUTAIONPAMA B [JIa3M€ KPOBH.

Taxkum 00pa3om, IpUMEHSTH MAKCUMAIILHO BO3MOJKHBIE JI03bI OCIUTAIONPAMA OJHOBPEMEHHO C
unruouropamu uszodpepmenta CYP2C19 (manpumep, omenpasosn, ¢iykoHaszon, (IyoKCEeTHH,
(ryBOKCAMMH, JaHCONPA30J, TUKJIONHIANH) M IMMETHIMHOM CIELYET C OCTOPOXKHOCTHIO. [IpH
O/THOBPEMEHHOM  [IPHEME OCUUTAJIONpamMa M  BbIIIEYKAa3aHHBIX IpEapaToB Ha OCHOBE
KJIMHUYECKOHN OIIEHKH MOXET IOTPeOOBAThCSl YMEHBIIECHHUE JI03bI ICIUTAIIONPAMA.

Buusinue scyumanonpama na papmakokunemuxy Opy2ux 1ekapcmeentvlx npenapamos
ODcuuTanonpam spisercs HHruoutopom uzodpepmenra CYP2D6.

Heobxoaumo cobuosath 0CTOPOKHOCTH MPU OJHOBPEMEHHOM NPUMEHEHHH SCLMTAIONpaMa
JIEKapCTBEHHBIX IPENaparoB, METabOIU3UPYIOIUXCS € IIOMOLIBIO 3TOr0 HM30(pEepMEHTa MU

MMECIOIINX MaJIblii TEPAlleBTHYECKUH HMHJEKC, Harnpumep, (iekauHuaa, nponapeHoHa u
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METONpoJIoJia (B CIIydasx NMPUMEHEHUS MPH CEPJICYHOM HEJT0CTATOUYHOCTH) WM MEIUIIMHCKUX
npenapaToB, B OCHOBHOM MeTabosmM3upyomuxcs nocpeactsoM uzopepmenta CYP2D6 u
neictByromux Ha [{HC, nanpumep, anTuaenpeccaHToB (JA€3UIPaMHUH, KJIOMHIIPAMUH,
HOPTPUIITWIMH)  WJIM  AHTUIICUXOTHMYECKMX  IpenaparoB  (pUCHEPUIOH, THOPHJIA3MH,
rajonepu0:i1). B aTux ciaydasix MoxkeT noTpeboBaThCs KOPPEKIIUs 03B

OHOBpEMEHHOE TPUMEHEHHUE ¢ ACIIUTATIONPAMOM JIe3UIIPAMUHA HJIK METOIPOJIOIA IIPUBOIAUT K
JIBYKPaTHOMY YBEJIMUYEHHUIO UX IJIA3MEHHOUN KOHIIEHTPAIIHH.

OcuyTayionpaM MOXeT He3HauuTellbHO uHruouposark uszopepment CYP2C19. Ilosromy
pekoMeHjiyercst coOJI01aTh OCTOPOIKHOCTD MPHU OJIHOBPEMEHHOM IPUMEHEHHMHU dCIUTAIONpama

1 JIEKapCTBEHHBIX I1penaparoB, Metabom3upytoumxcs uzopepmentom CYP2C19.

Oco0b1e ykazanus

Ilpu npumenenuu npenapamos, npunaonexcauwjux k mepanesemuyveckou zpynne CHO3C,
6KJII0YAA ICYUMAIONPAM, C/le0yem Y4uUmsléams ciedyiouiee

IIpumenenue y oemeti u noopocmkog miaoute 18 nem

AHTHJICIPECCAHTBI HE CJe/lyeT Ha3HauyaTh JETSIM W TMOApOCcTKaM muiaamie 18 jer B cBs3M ¢
TIOBBIIIEHHBIM PUCKOM CYMIIMJIAJILHOTO TIOBE/ICHUS (TOMBITOK CyHIIMJAa M CYHIUJATBHBIX
MBbICIEH), BpaxjaeOHocTH (¢ mpeolJiaJaHUeM arpecCHMBHOIO TOBEJICHHS, CKJIOHHOCTH K
KOH(QPOHTAIMM M pa3jipaxeHusi). B ciydae nmpuHSATHS Ha OCHOBAaHMM KJIMHHYECKOH OIICHKH
pelICHUsT O Hayaje Tepalnuu aHTU/ICIPECCAHTAMH MAIMeHT JOJ/DKEH HaXOJMUThCS II0J1
TIIATEJIbHBIM  HaOmoaeHueM. Kpome TOro, HeJIOCTaTOYHO JIAaHHBIX O  JIOJITOCPOYHOM
0e30MacHOCTH y JieTell M IMOJPOCTKOB B OTHOIICHHH POCTA, CO3PEBAHUS, KOTHUTHBHOIO H
IIOBE/ICHUECKOTO Pa3BUTHSL.

Ilapaookcanvnas mpesoza

Y HEKOTOPBIX NAIIMEHTOB C TAHUYECKUM PACCTPONUCTBOM B HAyalle JICUCHHUsI aHTHJICIIPECCAHTAMHE
MOXET HaOJII0aThCs ycuieHne TpeBoru. [1o1o0Has napajiokcaibHas peakius 0OLIYHO HCUE3aeT
B TEYEHHUE IIEPBLIX JBYX HEJENb JeueHHs. UToObl CHHU3UTH BEPOSTHOCTH BO3HUKHOBEHMS
AHKCHOT€HHOTr0 3G deKTa, peKOMEH/IyeTCsl IPUMEHSATh HU3KUE HAYallbHbIE 1035l

Cyoopoeu

Crieryer OTMEHUTH SCHMTAIONpAM B CiIydae IEPBHYHOTO Pa3sBUTHS CYIOPOXHBIX IPHUIIAIKOB
WM B CJIy4ae yCUJIEHHs MX 4acTOThI (y MALMEHTOB C paHee JIMarHOCTHPOBAHHOM JIUIIEIICHEN).
CUO3C wue ciemyer MNPUMEHSTh Yy MNAIMEHTOB C HECTAOWJILHOW OIWIIENICHEH, NpH
KOHTPOJIMPYEMBIX IIPHUIIAIKaX HEOOXOIMMO TIIATEIbHOE HAOIIOICHHE.

Manus



Dcuuranonpam JI0JKEH ¢ OCTOPOKHOCTHIO IIPUMEHSITHCS Y TAIMEHTOB ¢ MaHUEH/TUIIOMaHHEH B
aHamuese. [Ipy pa3BUTHH MaHMAKAILHOTO COCTOSIHUSI ICIUTAIIONPAM JI0JKEH OBITh OTMEHEH.
Caxapnuiii ouabem

VY DanMeHToB € CaxapHbIM JIMa0eTOM JICYEHHE OCHUTAIONPAMOM MOMKET H3MEHUTb
KOHIIEHTPAIIMIO TJIFOKO3bI B KpOoBH. [10oTOMY MOXKET nmoTpeboBaThesi KOPPEKIUs /103 MHCYJIMHA
¥/MJIM TMIIOTJIMKEMHUYECKHX [IPEerapaToB JUis IpUeMa BHYTpb.

Cyuyuo/cyuyuoanvnvle MblCiu UlU KIUHUYECKOE YXYOULeHUe

Jlenpeccus cBsi3aHa C  NOBBILIEHHBIM PHUCKOM BO3HHUKHOBEHHS CYHIIMIIBHBIX MBICTIEH,
HaHECEHMsI ceOe TENEeCHBIX MOBPEXJICHUH M cyuuuaa (CyMIMJIaIbHbBIC SIBJI€HHs). DTOT PHCK
COXpPaHSCTCsS JI0 HACTYIUJICHHUS BBIPAKEHHOHM peMuccuu. [IOCKOJIBbKY yIIydllIeHHS MOXET He
HabMoJaTbCsl B TEUCHUE I[EPBBIX HECKOJBKHX HEJENb TEpalud WM JaXe OOJIbIIEro
IIPOMEXKYTKAa BPEMEHH, INALMEHTbl JIOJDKHBI HAXOJMTHCS M0JI MOCTOSHHBIM HAOJIOJACHHUEM JI0
HACTYIIJICHUS YJIyUYIIEHUS] KX COCTOSIHUSI.

O6mas KiIMHMYeCKass MNpaKTHKa II0Ka3bIBaeT, YTO HA PAHHUX CTAJUsSX BBI3JOPOBJICHHS
BO3MOXHO YBEJIMUEHHE PHCKA caMOyOHICTBa.

Jlpyrue ncuxudeckue COCTOSIHHSL, JUIS JICYEHHS KOTOPBIX HA3HAYAIOT AICIUTAIONpPAM, MOTYT
TaKKe OBITh CBSI3aHBI C IOBBIINICHHBIM PUCKOM BO3HMKHOBEHHUS CYMIIMIAIBHBIX COOBITHH U
sBiieHuiH. Kpome TOro, 3Tu COCTOSHMSI MOTYT SIBJISTBCS COIYTCTBYIOIIEH MATOJOIHEH 110
OTHOLIEHMIO K JIEIPECCUBHOMY 3MH30/y. [Ipu JieueHUU nmanueHToB C JAPYTHMHU MICUXUYECKHUMHU
paccTpOMCTBAMH CJIE/IyeT COOJIIOAATh TE€ K€ CaMble MEpbl NPEJOCTOPOKHOCTH, YTO M IPU
JICYEHUH TIAIIUEHTOB C JIETIPECCUBHBIM JITU30/I0M.

[TanmenTel, uMerolMe B aHAMHE3€ CYUIUIAIBHOE IMOBEJACHUE, WJIM MAlMEHTHl CO 3HAYUMBIM
YPOBHEM Da3sMbIILUICHHS HAa CYUIUJAIbHBIE TEMbI JI0 Hayaja JIeYeHUS B OOJIbIIEH CTEIEHH
MOJIBEPXKCHBI PUCKY CYMIMJIAILHBIX MBICJIEH MM IONBITOK CYHMIMZA, IOITOMY BO BpeMS
JICUEHHS 32 HUMHU JIOJKHO BECTUCH TIHIATEIbHOE HAOIIOICHHE.

Mera-ananu3 naane6o-KOHTPOIMPYEMBIX KIMHUYECKUX HMCCIICJ0BAHMN aHTUIEIIPECCAHTOB C
y4acTUEM B3POCIIBIX MAIMEHTOB C INCUXMYECKMMH HAapYyUICHUSIMH IOKa3all, YTO IMPH IpPUEME
aHTU/ICIPECCAHTOB Yy  MAIMEHTOB MOJIOKE 25 JIeT  CyHIECTBYET IMOBBIIICHHBIA  PUCK
CYMIIMJIAJIBHOTO IIOBEJICHUS 110 CPAaBHEHHUIO C MPUEMOM Iutanedo. MeaMKaMeHTO3Hoe JIeYEHHE
OTUX MAIMEHTOB W, B YaCTHOCTH, IAIIMEHTOB C BBICOKOW CTENEHBIO PUCKA CYMIIMJA JOJDKHO
CONPOBOX/IATHCS TIIATEIbHLIM HAOJIIOJICHUEM, OCOOEHHO Ha paHHEW CTajJWH JICUCHUS WU IIPH
U3MEHEHHUSIX JIO3bI.

[lauenTsl (M JMI@, yXaXHBAIOMME 3a IAIMEHTAMM) JIOJDKHBI OBITh IMPEAYHPEXIEHBI O

HCO6XOIII/IMOCTH KOHTPOJIMPOBATH JIIO0bIE ITPOSIBJICHU A KIIMHHYCCKOI'O YXYAUICHUA,
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CYHIHUIAJIbHOIO TIOBEJIEHUSI MM MBICJIEH, a TaK)Ke HEOOBIYHBIX M3MEHEHHH B IOBEJCHHH, H
HEMEJIJIEHHO 00paIaThes 3a MEMIIMHCKON KOHCYJIbTAIIMEH ITPH MOSBJIEHUH dTHX CUMIITOMOB.
Axamusus/ncuxomomoproe 6030yacoenue

[Ipumenenne CMO3C/CUO3CH acconuupyercst ¢ pa3BUTHEM aKaTH3WH, XapaKTePU3YIOIIEHcs
pa3BUTHEM CYOBEKTMBHO HENPUSTHOIO HMJIM YIHETAIOLIEro OECHOKOWCTBA M IMOTPEOHOCTH B
IIOCTOSIHHOM JIBUJKEHUH, 4aCTO B COYETAHUM C HECIIOCOOHOCTBIO CHIOKOWHO CHJICTh HUJIM CTOSITh.
ODTO yYalie BCEro MposiBISETCS B TEUCHUE MEPBBIX HECKOJIBKMX HEJEIb JICUCHUs. Y NAlUEHTOB C
TaKMMH CUMIITOMAMH ITOBBILIEHHUE JI03bI MOXKET ITPUBECTH K YXY/IIICHHUIO COCTOSIHHUS.
TI'unonampuemusi

['unonaTpuemusi, BO3MOXKHO CBsi3aHHass ¢ HapyuieHueM cekpeuun AJII, Ha ¢oHe npuema
CHUO3C Bo3HuKaeT peIko M OOBIYHO Hcye3aeT npu otMmeHe Tepanuu. Cieayer coOuroaarh
OCTOPOXHOCTH NPHU IpUMEHeHuu scuutaionpama u japyrux CHUO3C numam, BXOJSMIIMM B
IpYIIy PHUCKA Pa3BUTHS T'MIIOHATPUEMMM: HAIMEHTaM IIOXKHKJIOrO BO3pacTa, MAlMeHTaM C
LUPPO30M II€YEHU ¥ IPUHUMAIOLIMM IIPEnapaThl, ClIOCOOHbBIE BBI3BIBATH THIIOHATPHEMHIO.
Kposomeuenue

IIpu npueme CUO3C ObutM OTMEUEHBI CIy4ad pa3BUTHs KOKHBIX KPOBOM3IMSHUN (DKXUMO3 U
nyprnypa). HeoOXoaumMo ¢ OCTOPOXXHOCTBIO HPUMEHSTH ICHUTAIONPAM Yy MAlHEHTOB,
IPUHUMAIOIIMX aHTUKOArYJISIHTBI JIJISl IIpUeMa BHYTpPb U JICKApCTBEHHbIE TperapaThl, BIUSIOIINE
Ha CBEPTHIBAEMOCTH KPOBH, a TAKXKE Y MAIlUEHTOB CO CKJIOHHOCTBIO K KPOBOTCUCHHUSIM.

IIpuem nekapcreennsix npenaparos rpynn CUO3C/CUO3CH moxeT noBbIaTh pUCK pa3BUTHS
MOCJIEPOJIOBOrO KpoBOTeUeHUs1 (cM. pasjensl «llpumenenune npu OGepeMEHHOCTH U B HEPHOJ
IpYAHOrO BCKapMiuBaHus», «Ilo6o4HOE eiicTBHEY).

2CT

[Tockonbky knmuudeckuit onslT oHoBpemMerHoro npumereruss CUO3C u DCT orpanuyen, To
IPU OJIHOBPEMEHHOM NpuMeHeHuH cuutanonpama u DCT cieayer codoaaTh 0OCTOPOIKHOCTb.
Cepomonunoswiii cunopom

OnnoBpeMeHHOE PUMEHEHHE ICUUTAIONpamMa U HHrHOUTOpoB MAO-A He peKOMeHyeTcs H3-
332 PUCKA Pa3BUTHS CEPOTOHMHOBOIO cHMHApoma. HeoOX0IMMO € OCTOPOKHOCTBIO NMPUMEHSTH
ICIHMTAIONPAaM  OJHOBPEMEHHO  C  JIGKApPCTBEHHBIMHM  IIpernapartamu,  00JadaroluMH
CCPOTOHMHEPIUYECKUM JICHCTBMEM, HAIPUMEDP, CYMATPHIITAHOM WM JPYTUMH TPUIITaHAMH,
Tpama/10JioM, OynpeHoGpuHOM U TpUnTohaHoM. Y MAlMEHTOB, IPUHUMAIOLIAX SCIUTAIONPAM
apyrue CHUO3C 01HOBPEMEHHO € CEPOTOHMHEPrHYECKMMH IperaparaMi, B PEJKUX ClIydasx
pa3BUBAJICSI CEPOTOHUHOBBIA CUHAPOM. Ha ero pa3zButue MOXeT yKa3biBaTh KOMOMHAIUSI TAKKX

CHUMIITOMOB, KakK aXuTalus, TpEMOpP, MHOKJIOHYC H TANCPTEPMUs. Eciu srto I[IPOU301ILIO,



ClIe/lyeT HEME/UICHHO NpeKpaTtuTh oHoBpeMenHoe JeueHne CHMO3C u cepoTOHHHEPrUHYeCKUMU
npenapaTaMy ¥ HauaTb CHMITOMATHYECKOE JICUCHHE.

Eciu  onHOBpeMeHHOE JleueHHE KIMHMYECKH OIPaBJaHO, PEKOMEH/YETCS THIaTelIbHOEe
Ha0JII0/IEHHE 3a MAIlMEHTOM, OCOOCHHO BO BpeMsi Hayajla TEpariy ¥ B IEPHO/] YBEIMUEHHS J103bL.
Cunopom «ommenwl» nocie npekpawjenus. mepanuu

IIpy mpekpaiieHuM JIeUeHHs 4acTO BCTPEYACTCS CHHIPOM «OTMEHBI», OCOOEHHO IIPU PE3KOM
MPEKpAIlCeHUH JICUEHUS. B KIMHMYECKHX HCCIEIOBAHUSX HEXKelaTe/bHbIC SIBJICHHS IPU
NPEKPalICHUH JICYCHHs] HaOMIOAAIMCh MPUOIU3UTENbHO Yy 25 % NalMeHTOB, IOJyYaBIIMX
JICUYEHHUE dCHUTATIONpPAMOM, U Y 15 % nainueHToB, nojyyaBiiux iamnedo.

PuUCK BO3HMKHOBEHHMSI CHHIPOMAa «OTMEHBI» MOXET 3aBHCETh OT HECKOJBKUX (DAKTOPOB,
BKJIFOYasl JUIMTEIBLHOCTh TEPAllMM M JI03y IHperapara, a TakKe CKOPOCTh CHMIKEHMS 03Bl
HaubGosnee yacto coobmanoch 0 TakuxX peakiusix, Kak roJI0OBOKPYKEHHE, CEHCOPHBIE HAPYIIEHUs
(BKJIIOYAs 11apecTe3nIO M OILYIIEHHE y/apa JIEKTPUYECKUM TOKOM), HAPYIICHUS CHA (BKJIIOYas
O€CCOHHUIlY M MHTEHCHBHBIC CHOBHJICHHS), aXUTAIMs WM TPEBOra, TOLIHOTA W/WIM PBOTA,
TPEMOp, CIIYTAHHOCTb CO3HAHMS, IIOBBILIEHHOE I10TOOT/EJIEHHE, TOJIOBHAs 00Jb, juapes,
OUIyLIEHHE  CepALEOMEHHs, HOMOLMOHAIbHAS  HECTaOWIBLHOCTb,  Pa3JPaXKUTEILHOCTL |
HapymeHuss 3peHus. OOBIYHO 3TH CHUMIITOMBI HMEIOT JIETKYIO MM CPEJHIOK CTENEHb
BBIPAXKEHHOCTH, OJIHAKO Y HEKOTOPBIX MAIIMEHTOB OHK MOTYT OBITh TSXKEJIbIMHU.

OObIMHO CHMIITOMBI BO3HMKAIOT B TEYEHHE IEPBBIX HECKOJIBKHX JHEH MOCIE MpeKpaleHus
JICYCHHUS, HO KpaiHe PEIKO Co0OINaloch O BO3HMKHOBEHMH TAKUX CHMIITOMOB Y MMAI[HEHTOB,
CJly4aiiHO IPOIYCTHBIIUX IIPUEM IIperapara.

Kak npaBuiio, 5T CUMIITOMBI IIPOXO/IST CAMOCTOSITEIILHO OOBIYHO B TEYEHHE JIBYX HEJIEIIb, XOTS
Yy HEKOTOPBIX MAalMEHTOB OHM MOIYT OBITh IPOJOJDKUTENbHBIMU (2-3 Mecsiia wiu Oosiee).
[TooToMy npu mpekpalieHUu JIeYeHHs PEKOMEH/YETCs IIOCTEINIEHHOE CHHMXKEHHE JI03bl Ha
NPOTSDKCHUHM HECKOJIKUX HEJIEIIb UM MECSIIEB B COOTBETCTBUHU C COCTOSIHMEM TAIlMEHTa.
Hwemuueckas 6one3ns cepoya (MbC)

B CBA3M ¢ oOrpaHMYEHHBIM OIBITOM IpUMeHeHHs y mnamueHtoB ¢ MBC pexomenmyercs
co0JII0/1aTh OCTOPOXKHOCTD P IPUMEHEHHUH TIperapara.

Yonunenue unmepsanra QT

BbL10 ycTaHOB/IEHO, YTO CHUTAIONPAM BBI3BIBACT J10303aBUCHMOE Y utnHeHKe uaTeppana QT. B
IOCTPEruCTPAIMOHHOM  [IEPHOJE CcOOOIaIOCh O ciy4asix y/uiMHeHust uHTepBaga QT w
KEJIy/IOUYKOBOM apuTMHUM, BKJIKOYAsl JIBYHAIIPABJICHHYIO MKEJIYJIOYKOBYIO TaxXWKapauio (THIa
«IMPYIT»), NPEUMYIIECTBEHHO Y IALMEHTOB )XEHCKOrO 110J1a, y MalUeHTOB ¢ FMIOKaIHEMUEH

HJIK YKC CYHICCTBYIOIIUM YIUIMHCHUEM UHTEpBaja QT, HJIK ApYIr'iMHu 3a00JIeBaHUSIMH cepana.



Tpebyercst cobumo1aTh 0CTOPOKHOCTD IIPH MPUMEHEHUH TTperiapaTa y NallueHTOB ¢ BIPAXKEHHON
Opaukapauei Win y NalueHTOB ¢ HeJIaBHO MEPEHECEHHBIM OCTPBIM MH(ApPKTOM MHOKap/ia Wi
JIEKOMIIEHCUPOBAHHOM CepJIeYHOM HEJ0CTATOYHOCTHIO.

Hapymenus 21ekTpoauTHOro 0asanca, Takue Kak T’MIIOKaJIMEMHs U THIIOMAarHMEMHUs, TOBBIIIAIOT
PHUCK pa3BUTHs 3JIOKAUECTBEHHBIX ApPUTMHHA, HEOOXOJMMO CKOPPEKTUPOBATh 3TH HapyLICHUS
1epel Ha4ajaoM JICYEHHUS ICIIUTATIONPAMOM.

Y nauueHToB co crabuibHbIM TeyeHueM MBC mepesn HavyaioMm JjiedeHuss HEOOXOMMO CIearh
OKT'.

IIlpy BO3HMKHOBEHHMM NPU3HAKOB APUTMHM CEp/lla BO BpEMS JIEYEHMS OSCIHUTAIONPAMOM
HE0OX0IMMO IIpeKpaTUTh Tepanuio u caenars JKI'.

3akpwimoyzonvras enaykoma

CHO3C, Briroyas cUUTATIONpPAaM, MOT'YT OKa3blBaTh BIHMSIHUE HA pa3Mep 3payka, HpUBOJIS K
mMuIpuasy. J1oT 3 dexT pacimupenus 3pauka 001a1aeT NOTSHIIUAIOM CY)KEHHs YIJa IepeaHei
Kamepbl IJla3a, YTO IPUBOJUT K IOBBIIICHUIO BHYTPHUIJIA3HOIO JIABJICHUS M Pa3BUTHIO
3aKpBITOYIOJIBHOM IJ1ayKOMBI, OCOOCHHO Yy IalMEHTOB C IPEIPacOIOKEHHOCTHIO K JaHHOMY
3aboneBanuio. [109TOMYy y ManMeHTOB ¢ 3aKpBITOYTOJIBHOM TJIAyKOMOW HJIM C TJIAYyKOMOM B
aHaMHe3€e HEOOX0IMMO cOo0JII0IaTh OCTOPOXKHOCTD ITPU IIPUMEHEHUH ICIUTAIIONpaMa.
Cekcyanvnas oucghynxyusi

CHUO3C/CUO3CH MoryT BbI3bIBaTH CHMIITOMBI CeKCyalbHOH uchyHkimu. Coobmanocs o
JUIMTEJIbHOM ~ CEKCYaJIbHOM  JMCHYHKIHMM, CHMOTOMBI KOTOPOH COXPaHSUIMCh W IOCIE
npekpauienus npuema CMO3C/CUO3CH.

Cneyuanvnas ungopmayus 0 6CnOMo2amenbHbIX Belecmeax

Ilpenapar Diuues® coAepKUT J1AKTO3y, TOITOMY HPOTHBONOKA3aH PH  CIIEAYFOIIHX
COCTOSIHUSIX: PEJIKO BCTPEYAIOLIasiCsl HACJICJCTBEHHAs HEINEPEHOCMMOCTh TIaJlaKTO3bl, JEHHUIHT

JIaKTa3bl WK TIIFOKO30-TaaKTO3Hast MaJibabCcopOIHs.

Biiusinue Ha ¢noco0HOCTH yNIPaBJISITH TPAHCHOPTHBIMH CPEICTBAMH, MEXAHU3MAMH
Hecmorpst Ha To, uro npemapar Dimues® He BIMSET HAa WMHTEUICKTyaJlbHble (GYHKIHH H
IICUXOMOTOPHYIO ~ @KTHBHOCTH, B  IIEPUOJ[ JICUYECHHMS HE PEKOMEHJIyeTCsl  YIpaBJISATh

TPaHCIIOPTHBIMHU CPEJACTBAMH U MCXaHU3MaMHU.

®opma BbIIycKa
Tabnerku, NOKpLITHIE MJICHOYHOM 00051049K0it, 5 Mr, 10 mr, 20 Mmr.
ITo 7 Tabnerox B OGunucrepe u3 komOuuHupoBanuoro marepuasiia OITA/An/IIBX u ¢onsru

AJIFOMHUHHUEBOM.



4 uu 8 6MCTEPOB BMECTE ¢ MHCTPYKIHUEH 110 IIPUMEHEHHUIO TIOMEIIAIOT B T1aYKy KAPTOHHYIO.

YeoBusi XxpaHeHus
IIpu Temneparype He Bblme 25 °C, B OpUrHHAIBHOM OJIHCTEpE.

XPpaHHUTb B HEJOCTYITHOM JUUISL JIETEH MecTe.

Cpoxk roanoctu
3 roxa.

He npumensiTh penapat 1o UCTEYEHHH CPOKa F'OHOCTH.

YeaoBus ornycka

OTnyckaloT 1o peuernry.

HaumeHoBaHue HOPWIMYECKOr0 JIMIA, HA HMS KOTOPOr0 BBIIAHO PErHCTPANMOHHOE
y10CTOBEpEHHE, a/Ipec

AO «KPKA, n.1., HoBo mectoy, IlImapbemika necra 6, 8501 HoBo mecro, CrioBeHust

IIpousBoaurenn

Tabremxu 5 me

AO «KPKA, n.1., HoBo mectoy, IlImapbemnka ecra 6, 8501 Hoo mecro, CiioBenus
Tabnemxu 10 me, 20 me

AO «KPKA, n1.1., HoBo mecto», HoBomerka niecta 22, 8310 Illentbepreit, CiioBeHus

®acopmuk ([lepBuunas ynakoBka)

AO «KPKA, n.1., HoBo mecto», HoBomerka mecra 22, 8310 Illentsepreit, CioBenus

Ynakopmuk (Bropuunas (morpedure/ibckas) ynakoBka)

AO «KPKA, n1.1., HoBo mecto», HoBomemka niecra 22, 8310 Illentsepueit, CroBeHus

Beinyckawomuii KOHTPOJIb KayecTBa

AO «KPKA, n.1., HoBo mecroy, IlImapsemika iecra 6, 8501 Hoso mecro, CiioBenus

HaumenoBanme u azpec opranu3anuu, NPHHAMAKOLIEH PETEH3HH NOTpeduTe el
000 «KPKA-PYC», 125212, r. Mocksa, ["oi0BuHCKOE Lugce’e;—“mmj{ kopnyc 1
Ten.: (495) 981-10-95, daxc: (495) 981-10-91 A LN
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PyxoBoautens Otena perucrpanuu Tamkosuu T. B.
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