COOTBETCTBYET SKCNEFTHOMY OTHETY

oT 27.03.2024 N= 597

Ma £ U

MUHUCTEPCTBO 3IPABOOXPAHEHNW PO(E@MH@]@WWEHEBZ’HHMH

UHCTPYKLHSA
110 MeAMIHHCKOMY TIPUMEHEHHIO JIEKaPCTBEHHOro npenapara

MITPAMMNII

Perncrpauvonnbiii Homep: [1 N014835/01
Toprosoe nassaune: LIUIIPAMUJI
Me:ikIyHapoHOe HENMATEHTOBAHHOE Ha3BaHHe: [INTA/I0NpaM

JlekapcrBennas gopma: TaGIeTKH IOKPBITHIC IIEHOUHOU 0007104KOMH

Cocras

Jleticmeyrowee  6eujecmso.  LATalONpaMa rugpoopomua 24,98  wmr, 41O
HKBUBAJICHTHO LTasionpama 20 Mr.

Benomozamenvible  6eujecmed;  Kpaxmai KyKypysHbld 46,1  MI, JaKTO3bl
mMoHoruapat 23,1 MI, KOMOBUJOH 6,25 mr, rauneposa 85 % 2.5 wmr, nesonosa
MHUKpOKpUcTa/Tiieckas 18,8 Mr, KpockapMei103a HaTpust 2.5 Mr, Martsus creapar
0,87 mr.

Obonouxa: ranpomeniosa 5 2,04 Mr, Makporou 400 0,408 Mr, TuTaHa JIMOKCH]L

(E171) 0,679 mr.

Onucanue
OBaJibHbIE, 61010 1BeTa TAaOJIETKH, MOKPLIThIE MJICHOUHOM 000JI0YKOH, ¢ PUCKOM,

mapkupoBaHHsle “C™ 1 “N” CUMMETPHYHO BOKPYT PHCKH.

<I)apM3 KOoTepaneBTHYECCKAH rpynmna: aHtyu/JenpecCanT.

Koa ATX: NO6ABO4.
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COOTBETC TEi'::" ET 3KCNEPTHOMY OTYETY

oT 27.03.2024 M2 5972
dapMaKo/10ruuecKe CBOMCTBA (Bxogmwmi M3 N=4279017)

HI/ITaIIOHpaM ABJISICTCA AHTUACTIPECCCAHTOM, CEJICKTUBHBIM I/IHFI/I6I/ITOp0M

o0paTHOro 3axBara CEpOTOHHHA (CHO3C).

dDapmakoouHamuxa

Mexanus3M JeUCTBUS

BHOXMMMUYECKME W TOBEICHUECKHE HMCCIE0BaHus MOKa3aid, 4TO LMTAloNpaM
SBJISICTCSA MOIIHBIM MHIHOMTOPOM 00paTHOro 3aXBaTa CEpOTOHNHA (5 HT).

[Ipy ATMTENBHOM TPUMEHEHMH LATAONpaMa TOJNCPAHTHOCTH K IO JaBJICHHUIO
00paTHOrO 3aXBaTa CEPOTOHUHA HE BO3HUKACT.

[{utanonpaM SBASETCS CBEPXCEICKTUBHBIM MHIMMOUTOPOM 00paTHOro 3axBara
cepotonnna (CYO3C) Ge3 BausHUS WM C MUHUMAIBHBIM BIHSAHUCM Ha 3axBar
HOpaJlpeHalnHa, JohaMuHa 1 raMMa-aMHHOMACSIHON KUCIIOTHIL.

[[utanonpaM HE HMMEET COBCEM WM MMECT O4YCHb cnabyo  crocobHOCTh
CBSI3LIBATRCA C psijioM peuentopos, Bkmouas 5-HTia-, 5-HTp- ceporonunossie,
D, u Dj-modamunosble, al-, 62- 1 p-agpeHepruyecKkue  PeLCnTopsbl,
H,-rUcTaMMHOBBIE, MYCKApPUHOBbIE XOJIHHOPEUENTOPbI, OCH30MA3ETIMHOBbIC H
ONMUOMIHBIE PELEINTOPDI.

Bee OCHOBHbIC MeTabomuThl utanonpama otHocaTess K CUO3C, X0Ts OTHOLICHUSA
MX aKTUBHOCTH M CENEKTMBHOCTU HMWXKeE, 4eM Yy LuTajonmpama. TeM He McHee,
OTHOILECHUS CEJIEKTUBHOCTH JaHHBIX METadDOJUTOB BBILIC, YEM Y MHOI'HMX CUO3C
HOBOFO TOKONeHHS. MeTaboauThl He YuacTBYKOT B (OPMHpOBaHHH 00IIero

aHTUJENpeccuBHOrO dddeKTa.

PapMaKOIUHAMUYCCKUC 3d)d)€KTI>I

TlopaBnenne craguu  Opictporo  cHa (REM)  cunTaercs  npepuKTOpOM
AHTU/ETIPECCUBHOTO jieiicTBHs. Kak M TPHLIMK/IMYECKUE aHTH/ICIIPECCAHTRL, APYTHE
CUO3C u wunruGuropsi MAO, uuTaiompaM MoAaBiaseT ObICTpbi COH MU

yBEJIMUMBAET Ty OOKHi MEIEHHOBOJIHOBOM COH.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

e i s i

ot 27.03.2024 N= 5372
XOTs LATAJIONPAM HE CBA3bIBACTCA € OMIOMIHBIMH peteIFropamis ORITOTCHUNPYCT

AHTUHOIMICITUBHBI  d(deKT  CTAaHAApTHO  HCHOJIb3YEMBIX  OIMOM/HBIX
aHAJIbIE€TUKOB.

V 4yenoBeKa LUTANONpaM He HapyliaeT KOHHTHBHBIC (MHTEJICKTYalIbHBIE) U
NCUXOMOTOPHbIE (Y HKIIMH M IPAKTHYECKH He 00/1a/1aT CEaTHBHBIMHU CBOMCTBaMU,
KaK caM 1o cebe, Tak U B COUETAHUH C aJIKOTOJIEM.

B uccle0BaHUM ¢ Pa30BOH J1030M, MPOBEACHHOM Ha 3/10pPOBBIX 100pOBOJIBIIAX,
LMTAIONPAaM He yMEHbLIAN CIIOHOOT/CCHUS U HU B OJHOM HCCICI0BAHMH Ha
370POBBIX J0OPOBOBLAX HE OKa3biBal CYLIECTBEHHOTO BIUAHMA HA CEPACHHO-
COCYMCTBIC MOKa3aTesu. [luTajonpam He OKa3bIBACT BAMAHUS Ha COLCPIKAHMC B
CBIBOPOTKE KpOBHM ropmoHa pocta. [luTajonpam, Kak u Apyrue CHUO3C, moxeT
MOBBILATL COJEPKAHUE TPOJAaKTHHA B IJ1a3Me, YTO ABJIACTCA BTOPUYHBIM
3bdHEKTOM NPONAKTHH-CTUMYIMPYIOLICH POJIv CEPOTOHHHA (cm. paszzien «ITobounoe
JACHCTBUER).

B ABOItHOM CiielioM riane6o-KoHTpompyeMoM uccieaoannu DKI' Ha 310pOBBIX
noGposonblax usmenenne QTc (koppekuus 10 popmyne Opyiepuuma) 10
CPABHEHUIO ¢ HCXO/IHBIMH JIaHHBIMM COCTaBHIO 7.5 MC (90 % nmoBepUTEIbHbIIH
untepsan 5,9-9,1) s go3el 20 mr/cytku u 16,7 mc (90 % noBepUTEIIbHLINA

uHTepsan 15,0-18.4) juist 10361 60 Mr/cyTKH.

dapmakokunemuKa
Abcopoyua

AGcopbuys Tperiapara MPAaKTMYECKU MMOJIHAS M HE 3aBUCUT OT NpHeMa MHIIH
(cpeaHee BpeMs [OCTIKEHHS MaKCHMMaJIbHOH KOHLEHTpAlMU B IUIa3ME KpOBH
(Tmax) OKOJIO 3 4acoB). BHOAOCTYTHOCTS MIPH PUEME BHY TPb COCTABIALCT NPUMCPHO

80 %.

Pacnpeoenenue
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COOTBETC TEi'::" ET 3KCNEPTHOMY OTYETY

o1 27.03.2024 Nz 5972

Kakyluniics oobem pacnpenenctns (Vo cocratfsensmpiyiephiod 12x177)1/Kr.

Cpa3plBaHUAE UMTAjlOoNpaMa U €ro OCHOBHBIX MeTa00JUTOB C OenkaMu TL1a3Mbl

coctasisieT meHee 80 %o.
Buompancgopmayus

[luTanonpam MeTaboIU3UPYETCS 110 AKTUBHBIX MeTabOJIUTOB:
JAeMeTWILMTANoNpaMa,  AMAEMETHINUTAIoNpaMa, uMrajonpaMa-N-okcuia H
HEAKTMBHOTO [POM3BOJHOTO JI€3aMUHHPOBAHHOM MPOMHOHOBOI KucioTel. Bee
aKTUBHBIE META0O0IUTHI TAKXKE SABJIAIOTCI CHO3C, x0Ts uX JeicTBUE clabee, ueM
HCXOJHOTO coeauHeHus. [IpeobnajaioimmM  KOMIIOHCHTOM B ILTasME  KpoBU
qBnseTcs Heu3MeHeHHbl nuTaionpaM. KoHueHTpaunu AEMETHILHUTAIoNpamMa 1
TAIEMETHIILIATANONPAMa COCTaBIIAOT 00BIMHO 30-50 % u 5-10 % OT KOHIIEHTpauuu
HMTajonpaMa,  COOTBETCTBEHHO. BuortpaHcopmauust ~ LMTagonpamMa - B
JEMETHIMTAIONPAM Ofocpe/IyeTcs n30hbepMeHTaMu CYP2C19 (1ipubau3nuTe;ILHO

38 %), CYP3A4 (npubimsutensho 31 %) u CYP2D6 (npubimzntensHo 31 %).
Buiseoenue

Mepuon mnosysbienenns (T)2) cocTaBifeT NPUMEPHO 1,5 cytok. CHUCTEMHBbIi
kaupenc 1wiasMel (Cly) mMranonpama COCTaBISIET NPUMEPHO 0,3-0,4 n/mun, a
KJIMPEHC PY NEPOPATbHOM TPUMEHEHHH (Clora) ipuMepHoO 0,4 51/MUH.

[{@Taj0npaM BBIBOJUTCS TNIaBHBIM 00pa3oM 4epes NeveHb (85 %) u uepe3 MOYKU
(15 %); 12-23 % cyTOYHOW [103bl BHIBOAUTCS € MOYOHW B BHUJI€ HEM3MEHEHHOI'O
nutaionpama. lleyeHOUuHBIH  (OCTaTOUHbIN) KIMPEHC COCTABIACT IPUMEPHO

0,3 JI/MHH, a MIOYeUHbIH KIMPEHC — IPUMEPHO 0,05-0,08 11/MuH.
Jlunetinocme

Kunernka nuranonpama nuHeliHag. PaBHoBecHas KOHIICHTpalus B IUIA3ME
aocTuraerca B TCUCHHC 1-2 Heaensb. CpeﬂHﬂ}I paBHOBECHasA KOHUCHTpaUui

cocTapisieT okoIo 300 HMoub/a (165-405 HMo/11) Ha GoHE CYTOUHOM JI03bI 40 Mr.

TToxcunvie nayuernmoi (> 65 1em)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 27.03.2024 N= 5372
[loKa3aHO, 4TO Y TMOXHWIIBIX NALUCHTOB [B CHITY CHURERAFLOKO PO THIMETA0 O i3 Ma

Habmonaercs Ooiee  JUIMTEbHBI  TIEpHOJ  TIOJYBBIBEACHMS  [IpElapata
(1,5-3,75 cyTOK) U MEHBIINE NTOKA3aTENN KIHpEHCa (0,08-0,3 n/mMun). PaBHOBeCHas
KOHIIEHTPALMA Y MOXKHIBIX NMAUMEHTOB MPUMEPHO BJBOC BBILIC, HEM Y MOJIOJBIX

NAIMEHTOB, MOJIYHYAIOWHX Ty KE 103y .
CHuoiceHHasL PYHKYUs neveHu

HI/ITaJIOHpaM MeJICHHEE BbLIBOAMTCS Yy IMAalMCHTOB ¢ HapylmCHUAMHU (byHKHI/II/I
[ICYCHU. HCpI/IOII 110J1Y BBIBE€/ICHUA uyuranonpamMa MNpuUMEPHO BABOC 60.]'[1:1116, a
paBHOBECHaAsA KOHLICHTpalus NpUMEPHO BABOC BBIIIE 10 CPABHCHHUIO C ITAIMCHTAMH

¢ HOpManbHOil GyHKIMEH NeueHH NPy NPUEME TOH KE 103bl.
CHudceHHAs! YYHKYUA NOYEK

[lUTa0mpaM MeTeHHEe BBIBOAMTCA Y MALMEHTOB ¢ HEOONBIIUM UITH YMEPEHHBIM
HapylieHueM QYHKLMH TIOYEK, YTO, OJIHAKO, HE OKAa3bIBAET CYLICCTBECHHOIO
BAMSHMS Ha (AapMaKOKMHETHKY LMTajnonpama. B HacTosllee BpeMsA OTCYTCTBYET
uHGOPMAIMS OTHOCHTEIBHO JIEYECHHS NALMEHTOB C THKEIbIMU HapyUICHUAMH

OYHKIMK NOYEK (KIMpeHe KpeaTnhuHa < 30 MJI/MUH).
Tonumopghuzm

UccneoBanust in vivo MoKa3ajid, 4To MeTabo/IM3M LUTajlonpamMa HE OTIMYaAcTCs
KJIMHMYECKH 3HAYMMBIM TIOJUMOP(U3MOM OKUCIICHHS CrapTenHa/aeOpu30X1Ha
(CYP2D6). Y mnanuenToB co cj1abol aKTHBHOCTBIO M30(EpMCHTA CYP2CI19 B
Ka4ecTBE MEphI NMPEAOCTOPOKHOCTH PEKOMEHyeMast HauajlbHas /103a HE JI0JKHA

npesbiiiath 10 M B CyTKH.

IToxa3aHus K IPUMEHEHHIO
JlenpeccuBHBIE JMH30/bl CPEHEH W TSDKEION CTENEHM M NPE0TBpaIlCHAe HX
PCIMIMBOB.

[TaHnyeckoe paccTpoiicTBO ¢/6e3 aropapodun.
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COOTBETC TEi'::" ET 3KCNEPTHOMY OTYETY

o1 27.03.2024 Nz 5972

IIpoTHBONOKA3AHHSA (Bxogawmi M3 N=4273017)

[loBbilileHHAss  YYBCTBUTENBHOCTH K LMUTajgonpaMy — HiH amodoMy M3
BCIIOMOTATE/IbHBIX BEIIECTB.

OJHOBPEMEHHBIH MPHEM € UHIHOUTOPAMH MOHOAMUHOOKCH/A3bI (MAO) (B ToM
ypene CeierMaMHOM B jo3e Bbiie 10 mr/cyr). VHTepBal® BPEMEHH MEKIY
OKOHYAHHEM TpUEMa HeOOpaTUMBIX HHIMOUTOPOB MAO u Ha4aJIOM TIpHeMa
[UTasonpamMa JOJPKEH COCTaBlATh He Menee 14 nHeil. B crmyyae npuMEHEHHSA
o6paTiMpIX MHrHOMTOpoB MAO A UIMTENBHOCTL NICPEpPHIBA onpeaenseTcs B
COOTBETCTBUM C MHCTPYKLHMEH MO MEJAULIMHCKOMY MPUMEHEHHUIO STHX NPENapatos.
Jleuenue uaruburopaMu MAO MOXET ObITh HA4aTO HE paHee, YEM 4Cpe3 7 aHeu
Tociie rpeKpalieHus npuemMa uTanonpama.

OJHOBPEMEHHBIH MpHEM € JIMHE30JMI0M, B Cilydac CCIn  HEBOSMOMHO
OCYIIECTBIAT TliATeIbHOE HAOJIO/ICHME 33  TMANMCHTOM M MOHWTOPMHI
apTepUabHOrO JaBJICHHUS.

OJIHOBPEMEHHBI NPUEM C TIMO3HU/IOM.

VeTaHoBIeHHOE YiMHeHue uHtepBata QT win  BpOXICHHBIH yUTMHEHHBIH
natepsan QT.

OZHOBPEMEHHbIH TPUEM € NIpenaparamu, yIIHHAIOUMMH HHTEpBa QT.

JleTckmit 1 MOAPOCTKOBBIA Bo3pacT (10 18 jet) (3pPeKTHBHOCTD U 0e30nacHoCThb
IPUMEHEHHS HE TTIOATBEPIK/ICHBI).

HaciieacTBeHHas HEMEPEHOCMMOCTh IaIaKTO3bl, AEQUIIMT JIaKTa3bl UK Hapy LICHAC

abCoOpOIMHU TITIOKO3bI M TAJIAKTO3BI.

C 0CTOPOXKHOCTBIO

V aauHenue uHTepBaia QT B aHaMHE3E; KEIY10UKOBask apUTMHUSA, B TOM 1THCIIC, 110
UMy «nupy>™» (torsade de pointes); 3HauMTEIbHAS Opanukapaus; HeIaBHO
MEepeHECEHHBIH OCTPBIA MH(APKT MHMOKapaa; JSKOMNEHCHMpOBaHHas CeplcHHald
HEJOCTATOYHOCTh, THIOKAIHEMHS W/WIM  THIOMAarHueMust  (1€KTPOJIMTHBIC
Hapy LIEHUs! JOJDKHBI ObITh CKOPPEKTUPOBAHbI 10 Hava/1a JICHCHHA LUTAJIONPaMoOM);

BBIPKEHHAA I0UEYHAs HEJOCTATOYHOCTb (KJIMPEHC KpeaTHHUHA HIDKE 30 MI/MUH);
C.6u328



COOTBETC TEi'::" ET 3KCNEPTHOMY OTYETY

ot 27.03.2024 N2 5372
BbIpaKEHHAS ICUEHOYHAs HEOCTATOIHCTD (pexométgpyeros T T bl mooop

JI03b1);  BBIPDKEHHOE CYMLMAANBLHOE  TIOBCIACHHUE (Tpebyercst  THIATENIBHOE
HaGIIONEHHe 3@ TAlMEHTAMH [0 HACTYIUICHMsA YyJTYHYUICHHA COCTOAHHA uepes
HECKOJIBKO HeJeNb Tocie Hauajia JIeHeHHs); caxapHeiii anaber (MOXeET
noTpeboBaThesi  KOppeKiwms  J03bl  MHCYIIMHA Wunu  TnepopanbHbIX
UHOTIMKEMHUYECKHX TIPENapaToB); CKIOHHOCTL K KPOBOTCHEHUAM (0coOeHHO TIpH
0/IHOBPEMEHHOM IIPUMEHEHHH C Tpenaparami, BIHAONIMMA  Ha GYHKLHUIO
TPOMOOIMTOB, HJIH NIpENapaTaMu, KOTOPbIC MOTYT HOBBICHTH PHCK BO3HUKHOBEHHA
KpOBOTEUEHHUIT); 3aKpLITOyrojibHas —rjaykoMa WM riayKkoma B aHaMHE3E;
OJHOBPEMEHHBIM  TpUeM € uarnoutopom MAO B ceneruauHoMm,
CEpPOTOHMHEPTHYECKMMH  JICKAPCTBEHHBIMU  TIPCIIapaTaMu; npernapaTraMu,
CHIDKAIOLIAMU TIOPOT  CYJ0OPOXHON TOTOBHOCTH; HHMMETHUIMHOM (TIOBBILIEHHE
PABHOBECHOHW  KOHIICHTpAlUK WMTANONpaMa), METOMpOJIoNIoM  (ITOBBILICHHE
KOHILIEHTPALMU METOIPOJIOJa), JIUTUCM H TpunTodanoM (ycuieHue JedCTBus),
JNIEKapPCTBCHHBIMU IIPETIapaTaMy, COAEpKaIUMK 3Bepo00il  NPOABIPABICHHbBIN
(yemnenne 1oGouHBIX  OGQEKTOB);  NepopanbHbIMM - AHTUKOATyJIAHTAMH U
JeKapCTBEHHBIMA  [pENapaTaMy, BIMSIOUMMH  HAa  CBEPTBIBACMOCTL  KPOBH
(TIOBBILIIEHHE pHcKa BO3HMKHOBEHUS KPOBOTCYEHUH ); 3TAHOJIOM;
1EKTPOCY/IOPOXKHASE  Tepanus, TPUEeM TaLUCHTaMKu €O cnaboii aKTUBHOCTHIO
uzodpepmenta CYP2C19 (1e00X01MMO CHU3UTH Ha4YallbHYIO J103Y); TAllMEHTaMH
crapine 65 JeT (HeoOXOAUMO CHIKEHHE 103bI); NMpHU OepeMEeHHOCTH U B MECPHOJL
IpYJTHOTO BCKapMIIMBaHUSI.

Bosee aetanpHas nHGoOpMaLys 00 YKa3aHUAX U Mepax MpPeJ0CTOPOKHOCTH yKa3aHa
B passiesiax «BsaumozelicTye ¢ ApY MU JICKaPCTBEHHBIMA NPeiapaTaMi H Ipyrue
dopMbl B3arMoaeHcTBHs, «Ocobbie yKazaHus», « IpuMEeHeHHE TpH OepeMEeHHOCTH

1 B TIEPHO/I TPYTHOTO BCKAPMIIUBAHUS.

IIpumenenue NpH 6epeMEHHOCTH H B IEPHOJ IPY/IHOT0 BCKAPMTHBAHMA

bepemennocmo
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 27.03.2024 N= 5372
OrryG/IMKOBaHHBIE TAHHBIE TI0 OCPEMEHHBIM xeHmranm(6omnee’2 500 3aBEPURHHBIX

cilyyaeB) He TOKasaidn  (pOpMHPOBaHHMs Kakux-1u0o  Maidbhopmauui U
deTo-/HeoHaTabHOH  TOKCHYHOCTH 11011 BO3/ICHCTBHEM  LIUTAJIONpama.
Tem He MeHee, HUTAIONpaM He JODKEH UCIOJIb30BAaThCs BO BPEMA OepeMEeHHOCTH
6e3 kpaiineil HEOOXOAMMOCTH M TWIATEILHOU OLCHKH NOTCHIHAILHBIX PHCKOB M
T10JIb3BI.

Ecin  mpuMeHeHue  LMTajonpama MpPOJOIDKAETCs Ha  MO3AHMX - Cpokax
GepeMEHHOCTH, OCOOCHHO B TPETBEM TPUMECTPE, HOBOPONCHHBIC JIOTAHEL
HaXOAUThes 1101 Habmoaenuem. CieyeT uzberarh pe3koil OTMEHBI IIperapaTa Bo

BpeMsl OEpEMEHHOCTH.

B cayuae npuema marepsio CHO3C/CHO3CH Ha nosanux cpokax OCpeMEHHOCTH
Y HOBOPOJK/ICHHBIX MOTYT HaOJOAATBCS CIICYIOMME CHMIITOMBL: pecrupaTOpPHbIH
JIACTPECC, [MAHO3, allHO?, CYAOPOKHBIC MPUTIALIKH, HecTabubHAs TeMIeparypa
Tena, 3aTPYAHEHUs 1pPY KOPMIJICHWM, pBOTA, TWIMOITMKEMHs, MBIIICHHAA
FUIEPTOHUS, MBIIICUHAS TUNOTOHUS, runieppedaexkcus, TPEMOp, MOBBIIICHHAsA
HepBHO-pedJIeKTOpHAs BO30Y AMMOCTb, Pa3/paXHTENIbHOCTD, BBIpAKEHHAA BAIOCTD,
MOCTOSHHBIN I171a4, COHJIMBOCTH U OECMOKOWHBI COH. DTH CHUMITOMBI MOTYT
BOZHMKATH BCJEICTBUE CEPOTOHWHEPTMUECKOro  JICHCTBUS WM  Pa3sBUTHA
CHMIITOMOB PEAKIIMU OTMEHBI. B GOJBIIMHCTBE Clly4aeB OCIOKHCHUS pasBUBAIOTCA
HETIOCPEACTBEHHO MOCHIe HIIM BCKOpE (< 24 4acoB) Mocjie poJIoB.

DNUAEMUONOTHUECKUE JAHHBIC TO3BOJIAIOT MPEANOJOXKUTh, YTO TMPUMEHECHHC
CHUO3C Bo Bpems 6epeMEHHOCTH, OCOOEHHO Ha IIO3JIHMX CpOKax, MOMKET
YBEIMYUBATh PHUCK Da3BUTUS MEPCHCTHPYFOLICH JErOYHON THIEPTEH3HH Y
nosopoxennsix (I1JII'H). Habmonaembii puCK COCTaBUI HpUOIU3UTEIBHO S
ciydaes Ha 1000 GepemenHocTei. B 00uiei nony sy puck BOSHUKHOBEHHSA 3TOT0
pacctpoiictpa coctasisier 1-2 ciyuas Ha 1000 OEpEeMEHHOCTEH.

JlaHHble HaOJIIOJEHMI YKA3biBAIOT HA MOBBINICHHBIA (MEHEE YEM B 2 pa3za) pucCK
OCJIEpOJOBOTO  KpOBOTEUEHMsl ~ [OCIe  MpUeMa  TNperaparos  rpymil

CHO3C/CUO3CH B Tedenue Mecsia 10 poaoB (cM. pasaen «Ocodble yKazaHus»).
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COOTBETC TEi'::" ET 3KCNEPTHOMY OTYETY

ot 27.03.2024 N= 5372
[pyoHoe 6ckapmiusanue (Bxogawmi M3 N=4273017)

[{MTasonpamM MPOHUKAET B TPYJIHOC MOJIOKO. CuuTaercs, 4YTO IPyAHBIC ACTH
MOJIYHAIOT OKOJIO 5 % MAaTepHHCKOH CYTOYHOM [103bl IMTAJIONPAMA, paccYuTaHHOM
o Becy (B Mr/kr). IlpakTnuecku HHUKaKMX [OCJACACTBUIM [ JeTed He
nabGimonanock. OfHaKo, MMerolleiics MHGOpPMALUK HEAOCTATOYHO U OLIEHKH
puckoB juis pebeHka. [loaTomy BO Bpems JICHCHHS LIMTAJIONPaMOM  KOPMJICHHUE

IPY/AbIO HE PEKOMEHYETCA.
DepmuibHOCMb

JlaHHble MCCIeI0BAHUI HA )KMBOTHBIX OKA3a/IM, YTO [ATANONPaM MOXCT BIIMATD
Ha KauecTBo criepmbl. CooOLEHHsT O IPUMEHCHHH HEKOTOPBIX CHO3C y yenoseka
[I0KA3aJ14, YTO BJIMSHME HA KAYECTBO CIIEPMBI ABJIACTCA obpatumbiM. Jlo cux mnop

BJIMSHHUA LIMTAJ0ITpaMa Ha (fpepTI/lJ]bHOCTb Yy UCJIOBEKA HE Ha0104a10Ch.

Cnoco0 npuMeHeHHs H 103bi
[{unpamMui  HA3HAUAOT [EPOPAIBHO OMH pas B CYTKH. [lpenapat MOXHO
NpUHUMATEL B J1F060E BpeMs JiHsl BHE 3aBUCMMOCTH OT MpHEMa MHIIH. Tabnetxu

MOTYT OBITh pa3/IeIeHBI II0M10J1aM Ha JIBE PABHBIC YaACTH.
Jlenpeccuu

[{unpaMun  Ha3HAyalOT OJMH  pa3 B CYTKH 20 wmr. B 3aBHCHMOCTH
OT MHAUBUAYAIBHON OTBETHOM PEAKIMM MALMEHTa 1033 MOKCT OBITHb yBEJIMYEHA
710 MakcuMajibHOU — 40 MI B CYyTKH.

AHTHAEIIpECCUBHBIN Y dEKT 00BIYHO pa3BUBACTCA Yepes 2-4 \ejenu nocje Havana
nedyeHus. Tepanus aHTHAENpeccaHTaMH HOCHUT CUMIITOMATUYECKUH XapakTep U
JIOJDKHA TIPOOJDKATBCA B TEUEHHUE JOCTATOYHOIO IEpHoaa BPEMCHH, O0OBbIYHO HE
MeHee 6 MecsIeB I0ci€ IOJHOTO YCTpaHEHHs CUMNTOMOB JCTIPECCHH  BO
130eKaHNE Pa3sBUTUS PELMAMBOB. Y IALUEHTOB C pEKYPPEHTHOH (YHHIOAPHOM)
genpeccueil HeoOXOAMMAas MOJIEPKUBAOLIAs TEPANUs MOKET HPOAOIKATLCA B

TEUEHUE HECKOJIbKUX JIET JJI IPEAOTBPAllICHUA pa3BUTHs HOBBIX 3MU3040B.
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[Tanuueckoe paccmponucmeo (Bxopawmit M3 N=4.273017)

B TeueHue epBoii Hejlelu JiedeHus pEKOMEeH Iy eMas O/IHOKpaTHas 103a COCTABIACT
10 Mr/cyTKd TepopajibHO, 3aTeM J03a TIOBblIIACICA 10 20 Mr B CYTKH.
B 3aBHCHMMOCTH OT MHAMBH/YaJbHOW OTBETHOM peakLUMH NalMeHTa /1033 MOXCT
GBITH yBEIMUEHA JI0 MAKCHMAaJIbHOMN — 40 MI/CyT.

[lpy JneyeHHH [AHMYECKOTO PacCTPOHCTBA MaKCUMaJbHBIM TeparneBTHYECKUI
3pdeKT UMUTANoNpaMa JOCTUraeTCs INPUMEPHO 4epes 3 Mecsma nocie Havana

JIEUCHHS U COXpaHACTCd IIpHU MPOAOJDKCHUH TCPaAlIUH.

[oxwible manuenTsl (crapuie 65 jeT)

CyTOUHYIO /103y JUlsl TMOKHUJIBIX NAIMEHTOB CIEAYET YMCHBIIMTH JIO MOTOBUHEI
pEKOMEHTyeMOi J103bL, T.¢. 10 10-20 Mr. Pexomenjiyemas MakcuMaiibHas 103a il

TOMKMJIBIX MALMEHTOB cocTaBseT 20 MI/CyT.

Jletv 1 nogpocTKu (1o 18 aer)

[lunpaMua He ClaeayeT NPUMEHATh y JeTed W MOAPOCTKOB MJAILC 18 ner
(cM. pazen «Ocobble ykasanus»). Kpome T0ro, HET 10CTaTOYHOr0 00beMa JJaHHBIX
JOATOCPOYHBIX HCC/Ie10BaHMHM 110 6€3011acHOCTH NPUMEHEHHUS [Ipenapara y AeTel 1
MOJPOCTKOB, KACAIOLIMXCS POCTa, CO3PEBAHMsl, KOTHUTHBHOIO M IOBE/ACHYCCKOTO

pazBUTHSL.

CHimxeHBas GYHKIUS NOYEK

[lpu nerkodf ¥ yMEPEHHOH IOYEYHOH HEAOCTATOYHOCTH KOPPEKIMH 103 He
TpeGyercs. IlalueHTaM ¢ BHIPAKEHHON IOYEUHOH HEI0CTATOYHOCTBIO (KIMPEHC

KpeaTuHuHa Huke 30 MI/MUH) ciley €T IPUMEHSITh LINMPaMmil ¢ OCTOPOIKHOCTBIO.

CHwxeHHasi QYHKIMA NEYCHU

[lpy nerkoil W yMEpEHHON IIE4EHOUHOM HEIOCTATOYHOCTH PEKOMCHIYeMast
HayanpbHAS /1032 B TEUEHHE MEPBBIX JBYX HEJElb JeueHus cocTapiseT 10 mMr/cyT.
B 3aBHCHMOCTH OT WHAMBHIAyalbHOH peaKlMH NalHeHTa J03a MOXET ObITh

yBeJIMUEHa JI0 MaKCHMalbHO#H — 20 Mr/cyT. HanueHTam ¢ BbIPAXKEHHOM NEUEHOYHOM
C.10mu328
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HEIOCTATOUHOCTBIO HEOOXOAMMO MPYMEHSTh  Nppeiiapasich| od6poiHo¢ThIO,

Tp€6y€TCﬂ THIATEJIbHOC TUTPOBAHUC AO3bI.

CumxeHHas akTuBHocTh n3odepmenta CYP2C19

JLuist AlMeHTOoB co ¢1aboi akTHBHOCTHIO H3odepmenta CYP2CI9 pexomenyemas
HayambHAs 1033 B TEUCHHME MEPBBIX JBYX Helelb JeueHns cocTaBiseT 10 Mr/cyT.
B 3aBHCHMOCTH OT MHIAMBHAyaJbHOH peakuuu MALKEHTa 1032 MOXeT ObITb

yBeJMueHa 10 MaKCHMalbHOH — 20 MI/cyT.

[IpekpaliecHue JeueHus

CreayeT u3berath pe3koro npexpatienus jeveHus. IIpu npeKpamenuu tepannu
[{unpamMuiaoM j03a JIOJDKHA TOCTENIEHHO CHIKAThCs B TCYCHHUC MUHUMYM
1-2 memenp AJS TOro, 4ToObI M30€XKaTh BO3ZHMKHOBCHHS CHUMIITOMOB DPEAKLUH
oT™MeHbl. EC/i Npu yMEHbIIEHUH 10351 MK TIPEKPALICHUH JIEYEHUS NUTA0NPaMOM
BO3HUKAIOT HETIEPEHOCUMbIE CHMITTOMBI, BO3MOMKEH BO3BPAT K IPEbIAYIICH 103€
WM BO30OHOBJIEHME lprema npenapara. Brnocie/IcTBUM CHUKEHHE JO3bI MOXKET

ObIThH poOAOIKEHO, HO 0oJiee IOCTENCHHO.

ITo6ouHoe aeicTBHE

Hexenarenbhple 3pdekT, HabmoaeMbie npu npueme [lunpamua, 0OBIYHO
BLID@KEHBl C€1a60 M MMEKOT TpaH3UTOpHbIH xapaktep. Hanbosee wacto onu
BO3HMKAIOT Ha TICPBOH WM BTOPOIi Hej1e1e ieueHus 1 00bIUHO 0CI1a0eBa0T 110 MEPE
[PO/IODKEHHS] TEPANUH.

Jlist Cre/yIOLIMX peaKiyii oOHapy)KeHa 3aBHCUMOCTb OT HCIIOIb3YEMOH JI03bI:
[TOBBIIIEHHOE MTOTOOT/IC/IEHHE, CYXOCTh BO PTY, OECCOHHMIIA, COHTIMBOCTD, Hapes,
TOILHOTA U €1a00CTh.

Huke npeacTaBieHbl JaHHBIE O 4ACTOTE BO3HMKHOBEHUS HEKEIATC/IBHBIX peaKimi,
cBs3anmbIx ¢ rpremoM CHMO3C w/mn umrasonpama, Habmoaapumxest y > 1 %
NAIMEHTOB, [IPUHIMABIINX yyacTHe B ABOHHEIX CJIETIBIX IJ1ale00 KOHTPOIUPY EMBIX

UCCICJOBAHUAX, U B HOCTpGFPlCTpaHI/IOHHHﬁ IEPHOI. Yacrorta YKa3zaHa CJICAy oM
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b1 >1/100 A6 *0BA0)HédadT62(EH $1/1000

110 <1/100), peaxo (o1 >1/10000 1o <1/1000), oueHb peako (<1/10000), HEU3BECTHO

(HGJII>35[ OILICHUTH HA OCHOBAHWH CYLHECCTBYIOIUX I[aHHbIX).

CucTeMHO-OpraHHbIH Yacrora HesxenaTte/ibHasi peaKkuus
KJjace
Co CTOpOHbBI KpOBH U HeussectHo TpombGouuToneHus
AumGpaTHUECKON CUCTEMDbI
Co cTOpOHbI HMMYHHOH HeussecTHO [ToBbllEHHas 4YBCTBUTENbHOCTD,
CHCTCMBI aHauNaKTUYECKHE PEAKLIMU
Co CTOpOHbI 3HOKpHHHO#H | HeunssecTHo HepnocraTouHas cekpeuns
CHCTEMbI aHTHAnypeTHyeckoro ropmona (A1),
rnnepnponaKTuHeMMﬂ'
Merabonuueckue Yacto CHWKEHME anneTuTa, yMEHbLIEHUE MacChl
HapyLEHH!s U Tena
paccTpoiicTBa [IHTaHHUs HeuacTo [ToBblIEHHE aNMNETUTA, YBEJIUUEHHE MACCh
Tena
Penxo ['mnoHarpuemus
HeuspecTHO ['unokanuemus
Co CTOpPOHBI ICUXUKH Yacto AXKUTALMA, CHWKEHUE 10U 10, TPEBOTA,
HEPBO3HOCTD, CIMYTAHHOCTH CO3HAHUA,
aHoprasmus (Y eHILMH), HEOObIUHbIC
CHOBMACHUS
Heuacto Arpeccus, AenepcoHanm3anus,
raJIIioLMHALMH, MAHUS
HeuzpecTHO [TaHuuecKHe aTaku, OPYKCHU3M,

0eCcnoKoNUCTRO, CyULin1ajibHbIC MbICJIH,

CynuuaajibHOE MOBCACH l/le2

Co CTOpOHBI HEPBHOM

CUCTEMbI

QueHb 4acTo

COHJIMBOCTL, OECCOHHHUNIA

YacTo Tpemop, napecTe3uH, roloBOKPYKEHHE,
HapyllleHUe BHUMaHH

Heuacto Ob6mopok

Peaxo BonbLIKE CYI0POXKHBIE TIPUIIAJIKH,
JAMCKHUHE3HSA, HAPYUICHHUS BKYCOBbIX
OLLYUIEHHH

HeuzsecTHO Cy10pOKHbI€ PaCCTPOHCTBA, CEPOTOHHHOBBIN

CHHJIPOM, SKCTPanupamMuHble pacCTPOHCTRA,

aKaTu3us, ABUraTC/IbHbIC paCCTpOFlCTBa
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Co CTOPOHBI OpraHa HeuacTo Mupuas (pacaifpeniie spadkor) /30717)
3peHHs HeussectHo HapylieHus 3penus
Co cropoHbl opraHa cayxa | Hacto [lym B ymax
1 1abMpHUHTA
Co cTopoHbl cepaua Heuwacto bpaaukapaus, Taxukapaus
HeussecTHO V anunenvie unteppana QT Ha
3]€KTPOKapANOrpaMMe, ey J04KOBas
ApUTMHUS, B TOM YHMCJIE [10 THIY «TIUPYIT
(torsade de pointes)
Co cTOpOHbBI COCY0B Penko KpoBoteuenus
HeuzBecTHO OpTocraTuyecKas rMnoTeH3us
Co croponsl abixateabHoit | Hacto 3eBoTa
CUCTEMBbI, OPraHoOB HeusBecTHO HocoBoe kpoBoTeueHne

TPYAHOH KIIETKH U

CpeAOCTEHHS

Co CTOPOHBI KENTYy JOYHO-

QueHb 4acTo

Cyx0CTb BO PTY, TOLIHOTA

KHLLIEYHOrO TPaKTa Yacto Jluapes, pBoTa, 3anopbl
HewussecTHo YenynouHo-KuLIEHHOE KPOBOTEUECHHE
(B TOM UYMCJIE PEKTAILHOE KPOBOTEUECHHE)
Co CTOpPOHBI NEHYEHH H Penko ['enatut
JKeI4YeBbIBOAALIMX NyTeH | HeussecTHo Hapyinexus ¢yHKLUHOHANBHBIX NOKasaTesieH

MCYCHU

Co CTOPOHBI KOXH H

QOueHb yacTo

[ToBbILIEHHAs MOTAUBOCTb

MOJKOXHbIX TKaHEH Yacro 3ya
Heuacro KpanuBHuua, ajoneuus, Cellb, MNypnypa,
(hotoceHcOMIM3aLus
HeuspecTHO JIKXMMO3, aHTHOHEBPOTUYECKUE OTEKH
Co CTOPOHBI CKeJIETHO- Yacto Muanrus, apTpanrus
MBIILIEYHOH U
COCIMHUTENBHON TKaHK
Co cTOpOHBI NOUEK 1 Heuacto 3ajiepiKKa MOUH
MO4EBBIBOJAIMX Y TEH
Co cTOpOHbI Yacto MMnoTeHus, HapyIeHHE dAKYJIALKH,
penpoAyKTUBHONW CHCTEMbI OTCYTCTBHE ISKYJIALNY
1 MOJIOYHBIX JKEJE3 Heuacrto Menopparus (y KEHLIMH)
HeuseecTHO ["anaktopesi, MeTpopparus (MaTo4Hoe

KPOBOTEYEHHE), 10CIIEPOAOBOE
KpoBOTeueHue’ (Y KEHLMH), IpHanusm (y

MYKUWH)

C.13u328




COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 27.03.2024 N= 5372
O6uMe paccTpoicTBa U Yacro Cnabocts(Bxoaauwmia M3 N=4273017)
HapylleHHUs B MECTE Heuacto Ortexkn
BBE/ICHUSA Peako ['uneprepmus

] Coobulanocb 0 FANCPINPOIAKTUHEMHAK  [UIA npenaparos  T€paneBTHYCCKUX rpynn

CHUO3C/CUO3CH (cm. paszaen «DapmMakogHHAMHUKa).

> Coofianock 0 Cly4asx CyWUMAAIbHBIX MBICIEH W CYHUMANBbHOFO NOBEACHHUA BO BpeMs
Tepary LMTATONPaMOM WIM BCKOPE MOCIE MPEKPALCHUs JICUCHHA (CM. pasaen «Ocobble
YKa3aHHUA»).

3 Coobwanoch O MNOCAEPOJAOBOM KPOBOTEUEHHH /I MperapaTtoB TEPaneBTHYECKUX rpymnn
CHUO3C/CHUO3CH (cm. pasaensl «Ocobbie ykasaHus» U «[lpumeHenne npu 6epeMeHHOCTH U B

NMEPHO/L IPYAHOTO BCKAPMIIUBAHHUA ).

DIUAEMHOJIOTMYECKHE  MCCICIOBaHUSA, [IPOBEJCHHBIC —NPEUMYIIECTBEHHO €
yyacTHEM MalMEHTOB B Bo3pacTe 50 feT U cTapiie, MoKa3aln MOBBIICHHbIH PUCK
KOCTHBIX MepenoMoB y maieHToB, npuaumatomux CHO3C 1 TpHLHKIMYECKHE
aHTUENpeccanTbl. MexaHu3M, IPUBOAALIMH K 3TOMY PUCKY, HEH3BECTEH.

Ciyvau yHenus uatepsana QT u sxey10uKOBbIX apUTMHH, BK/IIOUas apuTMHU
no Ttuny «uupydm» (torsade de pointes), OblIM  3apErMCTPUPOBAHBI B
[MOCTPETUCTPALIMOHHBIH MEPUOJ, MPEUMYIIECTBEHHO y NALUEHTOB KEHCKOro 11014,
C IUIIOKAIMEMHEl WIM C YK€ CyHIECTBYIOLIMM yluHeHnem untepsaia QT u

ApyruMu 3a00seBaHUsMHU Cep/la.

OtMmeHa murajgonpaMa (0COOCHHO pe3Kas) 4acto MPUBOAUT K BO3HMKHOBEHMIO
CHMIITOMOB pPeakuuu OTMeHbl. Hambonee uyacto BO3ZHUKAIOT TIOJIOBOKPYKCHME,
paccTpoiicTBa YyBCTBUTENLHOCTH (B TOM YMC/IE NApECTe3H), pacCTPOHCTBA CHA
(B TOM 4Hcile GECCOHHUIIA U MHTEHCUBHBIE CHOBU/ICHHS ), 2XXHTALUA WUIK TPEBOIa,
TOIHOTA W/MIIK PBOTA, TPEMOP, CHYTAHHOCTb CO3HAHMS1, MOTOOT/E/IEHUE, TOJIOBHAS
6ob, aMapesi, OLIYIIEHHE CepALeOUCHUs, HSMOIMOHAIbHAS HECTAONIIBHOCTS,
Pa3ApaKUTEIBHOCTD, PACCTPONHCTBA 3PCHUS.

Kak npaBujio, 514 3(GheKTsbl BHIPakKeHbl €1a00 MM yMEPEHHO 1 CaMONPOU3BOILHO
MCYE3AIOT, OJHAKO., Y HEKOTOPBIX IMAllMEHTOB OHM MOTYT NpOSBIATHCS B Ooice

octpoit hopme /iy Gonee JIUTENbHO. B ciydae eciy Teparnus HUMTalonpaMoM
C.14u328
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GoJipLiIe He TpeOyeTcs, npenapar cieayer OTMEHSTE HOCTeNeHHO J1H1ém BHIDKEeHNA

€10 J03bl.

Ilepeno3upoBKa

KnuHu4eckue JAaHHbIE O NEPEN03UPOBKE UUTAIONpaMa OrpaHu4eHbl M BO MHOTHX
cirydasix CBSI3aHbI € COIYTCTBYIOIIEH 1epeI03MPOBKON JpyTUX NPENapaToB WM
ankorous. Cllydau [epe/lO3UPOBKM HUTajloNpaMa ¢ JCTalbHbIM HCXOAOM ObLIU
3aperncTPUPOBAHBI, OJIHAKO, OOJBIIMHCTBO JCTANBHBIX CIIydacs OBLJIO CBS3AHO C

COIYTCTBYOLICH Tepe103UPOBKOH IPYTHX JIEKAPCTBEHHbIX CPE/ICTB.
Cumnmonmui

[lpu nepeno3upoBke HAGMIOAATMCH  CCYIOUME  CHMITOMDL  CyAOPOTH,
TaXMKApAMsA, COHIMBOCTD, YUIMHEHHE HHTEpBajia QT, koma, pBOTa, TPEMOD,
PHIOTEH3MsA, OCTAHOBKA CEpJIla, TOIIHOTA, CEPOTOHUHOBBIH CUHPOM, @XUTALHA,
6paiKapaus, TOIOBOKPYXKeHHE, Olokajga myukos ['uca, yUIMHEHHE KOMIUICkea
QRS, rumepreHsus, MWIpHA3, AapUTMHA N0 TUIY  «THPYdT»,  CTYIOP,
[OTOOT/ACNEHHEe, MAHO3, TUIEPBEHTUIALMS, a TaKke MpeacepAHble U

’KeJIyI04KOBbI€ HAPYUICHUS] pUTMA.
Jleuenue

Cremuduuecknii  anTHiOT  OTCYTCTBYeT. JleueHHe CMMITOMATHUECKOC M
nojyiepxuBatomiee. JIOJDKHO OBITh BBITOJHEHO MPOMBIBAHKE JKEIYaKa U JaHbl
AKTUBMPOBAHHBIA Yrodb M OCMOTHYECKME clabuTeNbHble (HApUMED, cyibdat
Hatpys). B ciyuae HapylICHUs CO3HAHMA MALMEHT J0JDKCH OBITh MHTYOMPOBaH.
Heo6xoammo ocyecTssts MounTopunr DKI 1 nokasaresiel JU3HECHHO BaXKHBIX
(hyHKUUH.

KT -MOHHTOPUHI PEKOMEHIYETCS B Cilyyac IEpPEIO3UPOBKH Y OOJBHBIX €
3aCTONWHON CepJEUHOH HeNO0CTATOUHOCTbIO / OpaanapuTMHAMM, Y MALHUEHTOB,
[HOJIYYAIOIIMX COMYTCTBYIOLIEE JICYCHAE NpernapaTamy, y/UIMHSIOIMMY HHTEpBaJl

QT, Wi y TIAIMEHTOB ¢ HApyIIEHUAMU MeTabOoIM3Ma, HAPUMED, IpH NIEUCHOYHOM

HEeJOCTAaTOYHOCTH.
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BzaumopelicTBHe ¢ APYTUMH JIEKAPCTBEHHBIMHM NPENapaTamMu U 1pyrue

(¢hopmMbl B3aUMO1eHCTBHS
DapmaxkoouHamuyecKkoe e3aumooedcmeue
BblIM onMcaHbl Cilyyan pa3BUTHs CEPOTOHMHOBOIO CHHApPOMA IPU COBMECTHOM

HPUMCHECHUHU HUTAJIONpaMa € MOKJ‘IO6€MH}]OM H 6yCHI/IpOHOM.

[IpoTHBONIOKA3aHHBIE KOMOUHALIMHU

Hrneubumopor MAO

O/HOBPEMEHHOE TMpPUMEHEHHe uurajgonpama M uHruéutopo MAO Moxer
TIPUBECTH K CEPHE3HBIM HEKENATEIbHBIM MOCIIEACTBUSAM, BKIIOYask CEPOTOHUHOBBIHA
CHUHJPOM.

Bl ONMUCAHBbI ClIy4au CEpPbE3HBIX M UHOTJA JIETAJIbHBIX PEAKIMi y TAlMeHTOB,
oanoBpemenno nonyuaroumx CMO3C n uaruéurop Mmonoamuuokcuaassl (MMAO),
Bruirouass HeoOpatumeiii UMAO cenerwmin u obpatumbie UMAO nuHe3oma u
MOKJIOOEMHU, a TAKXKE y HAlMEeHTOB, HenaBHO npekpatuBminx npuem CHUO3C u
Havapunx npueM MMAO.

B HEKOTOpHIX CllydasX OTMEYaIuCh MPH3HAKU, HANOMHHAIOUIME CEPOTOHMHOBHIN
CHHJIPOM.

CuMnToMel B3auMojieiicTBus nurtanonpama ¢ MMAQO Bxiovanu: rHiepTepMHIO,
PUTMIHOCTb, MHOKJIOHYC, BEreTaTUBHYIO HECTaOMIBLHOCTL ¢ OBICTPHIMH
KoJe0aHMAMH  MOKa3aTeled  KU3HEHHO-BOXKHBIX  (QYHKUMH,  H3MEHEHHMS
[ICUXUYECKOTO  CTAaTyca, KOTOpble  BKJIKYAIM  CIyTAHHOCTH  CO3HaHWMs,

Pa3APAKUTENBHOCTD U YPE3MEPHYIO aXKUTALUIO, IPOrPECCUPOBABIIYIO B JICTHPHIA U
KOMY.

IHumozuo

B uccneaoBanMu OJHOKPATHBINA MpPUEM MUMO3HMJAa B J03€ 2 MI' HCHELITY EMBIMU,

NPUHMMAIOLIMMH  palleMuueckyto ¢opMy uuratonpama B jo3e 40 Mr/cyTku

B TeyeHue 11 aHel, nmpuBo I K noBbilueHUto 3HaueHnt AUC u Cmax numosnja,
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x0Tg 1 He Beerja. CoBMECTHOC TPUMCHGHNC nuMo3 iR AMTA IO pENa TEHBO 110

K cpefHeMy yjumHeHmio uHTepsana QTc mpumepHO Ha 10 mcek. YuuThIBas
pa3BUTHE B3aMMO/ICHCTBUS NPH HU3KOH /103¢ MUMO3NAA, OJ{HOBPEMEHHBIH MPHEM

quTagonpamMa 1 MUMO31/1a MPOTHBOIIOKA3dH.

KomOnHaIMK, TpeOYIOIUE OCTOPOKHOCTH

Cenecunun (cenexmugnsiii uneuoumop MAO B )

WccnenoBanus (papMaKOKMHETHYECKOTO U (hapMaKoAMHAMUUECKOTO
B3aMMOJICHCTBHS ITPH OJHOBPEMEHHOM IIPUMEHEHUH U TATI01IpamMa (20 mMr/cyTKu) 1
cesermymna (10 Mr /cyTku) (CeJIeKTHBHBIA HUHTHOMTOP MAQO B) He BbLIABHIN
HMKaKHX KIMHAYECKH 3HAUMMBIX B3auMojiedcTBUi. OJIHOBPEMEHHOE NPUMEHCHNE
nuTaonpaMa M celerwiuHa (B J103€, NPEBbINAKOLICH 10 Mr B CYTKH)

IIPOTUBOIOKA3aHO (CM. pasjiel «ITpOTUBOIIOKA3AHHUS» ).
Cepomonunepzuieckue npenapansl
Jlumuit u mpunmogan

B  KIMHUYECKHX HCCJIEJOBAHUAX OJHOBPEMEHHOIO TPUMEHCHHUA JIMTHSA H
nuTanonpamMa  He  ObUIO  BBISABACHO  HMKaKMX  (apMaKoJ{MHAMHYECKHX
B3auMoIciicTBril.  OaHako  coobianoch 00  YCWIEHWH — [CHCTBUS  IIPH
onHoBpemenHoM HaszHaueHun CHO3C ¢ siutieM uin TpunTohaHoM, IMOITOMY
UCIOJIb30BAHME MOJO0OHBIX COUETAHUN JIOJDKHO MPOBOJAUTHCSH € OCTOPOIKHOCTHIO.
MOHHUTOPHHT YPOBHS JIUTHS B KPOBU OCYLIECTBIISETCS B OOBIYHOM PEXKUME.

CoBMECTHOE  IIPUMEHEHHE C  CEPOTOHMHEPTMYCCKHMMH  JIEKAPCTBCHHBIMU
mperiapaTaMH, HalpuMep, OMHOMAaMU (BKouas Tpamajon) M TPUITaHaMH
(BKIIOYAss CyMarTpunTaH W OKCUTPMIITAH), MOXET INpPHBECTH K YyCHJICHHIO
cepoToHuHepruueckux d¢hdexTos. [loka He OyaeT TOUHBIX JaHHBIX O BO3MOXKHOM
B3aMMO/ICHCTBAN, COYeTaHHe LuTajonpama ¢ aroHucramu 5-HT perentopos,

TAaKUMM KaK CyMaTpHUIITaH U IpyTrUe TPUIITaHbl, HE PEKOMEHY €TCS.

36epob60ii NPOOLIPAETEHHbIU
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Jlunamuueckoe  B3anmozneiictene CHO3C ¢ pacrreasHBiMiN - dipeiiEparaMu,

coJepKalMMU  3BepoOOH  MPO/LIPSBICHHBIH (Hypericum perforatum), MOXeT

MPUBECTH K YBEIMUYEHHIO 4YMClIa MOOOUYHBIX peakiiii. PapMaKOKUHETHYECKOC

B3aI/IMOIl€I\/‘ICTBI/IC HEC U3Y4aJIOCh.
AHH’IUKOCIZ}/JL‘IHWH)I u cpedcmea, BAUAIOU{UE HA CBEePMblEAEMOCHTb Kpoeu

Heobxoaumo co0qrogarh  OCTOPOKHOCTH  IPW  HA3HAUCHMHM  LHUTAI0NpaMa
namMeHTaMm, — TOy4alollMM  JICYEHME  aHTHKOAryJIsdHTamH,  IIpenapaTtam,
BO3jCiiCTRYIOIMMY Ha GYHKLUMM TPOMOOLMTOB, TAKUMH, Kak HECTCPOMIHBIC
npotusosocnanutensupie  cpencrsa  (HIIBC),  aneTwicanuuniosas  Kuciota,
JMTIAPUAAMON M THKJIONWIMH, WM JPYrMMHM  [perapaTamu (Hanpumep,
aTUIMYHBIMH AQHTHUTICUXOTUKAMH, (beHoTHa3MHAMH, TPUILUKINIECCKUMH
AHTHJETIPECCAHTAaMK),  KOTOPHIE ~ MOTYT  IOBBICMTb ~ PHCK  BOSHHKHOBCHHA

KPOBOTEYEHHUIA.
Dnexmpocyoopoocnas mepanus. (3CT)

IIaHHble KIIMHUYCCKUX UCCIIC/IOBAHUH, JEMOHCTPUPYIOIIHE  PHUCKH HJIH

IIPEHMYIIECTBA OJHOBPEMECHHOTO IPUMEHEHHS DCT u uMtanonpama, OTCy TCTBYIOT.
Ankoeonw

He ObLIO 0OHapyKEHO HUKAKHX hapMaKoIMHAMUYECKUX UIH
GapMaKOKHHETHYECKNX B3aUMOJICHCTBH MEXKY LIMTATIONPAMOM U &JIKOTOJIEM. Tem

He McHee, COBMECTHBIN MPUEM LIMTAJIONpaMa 1 ajikoroJisi He pCKOMCHIOBaH.
[Ipenapamel, cHuXCawue NOPo2 CYOOPOICHOU 20MOBHOCTU

CUO3C MOryT CHWXaThb [OPOr CYJIOPOXHOH TOTOBHOCTH. PexomeHayeTcs
co0JII01aTh OCTOPOIKHOCTH [IPH COBMECTHOM IPUMEHEHUH C APYTHMHU IIpENapaTamy,
CHOCOOHBIMH  CHIKAThb ~ NOPOr  CY/JIOPOXKHOH ~ TOTOBHOCTH  (Hampumep,
antugenpeccantel [Tpuimkindyeckie, CUO3C], HelponenTHKHU [benoTHaznHsl,

THOKCAHTEHBI U 6y THpoQeHOHBI |, MedI0XHH, OYIPOIUOH K TpaMaio).

Vonunenue unmepsanra QT
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UccnenoBaHuii GapMaKoKMHETUUGCKUX i ronRudapMakoAuHaMaecKnX

B3aMMOJICHCTBUI MEXKAY HMTAJIONPaMOM MW JAPYIMMM IIperapataMH, KOTOPBIC
yumnsior uatepan QT, He mpoBoamioch. Henb3d uckmovath aAAUTHBHOCTH
5} (GeKTOB IUTANONPAaMa U ITHX JEKapCTBEHHBIX MPEIapaToB. [ToaTOMY COBMECTHOE
Ha3HAYeHKE LMTAIONPaMa U Npenaparos, yIHHAomuX uurepsai QT, Takux Kak
anTHapuTMuku knacca IA w IIl, awTnncuxoruky (Hanmpumep, TPOU3BOIHbIC
dbeHOTHa3WHA, MMMO3MJ, TaJoNepHjIoN), TPULUUKINICCKHE aHTHACIIPECCAHTHL,
HEKOTOpble NPOTUBOMHKPOOHBIE —Ipenaparbl  (Hampumep, cniapdaoKcaLuH,
MOKCHGIIOKCALIMH, IPUTPOMULIMH [V, MeHTaMuIMH, Npenaparel IS JeucHUs
Manspuu, B OCOOCHHOCTM TalO(QaHTPUH), HEKOTOPHIE AHTUTHCTAMMHHDIC
Tpenaparthl (aCTEMH30J1, MU30JaCTHH) U T.J.. MOXKET OCYLIECTBJIATECS JIMIIB [10C]IE

THJ;&TCJIBHOﬁ KJIMHAYECKOM OLICHKH JIOITY CTUMOCTH TaKOro COYCTaHMA.

DapmaKkoKuHemuyeckoe 63aumooeticmeue

BuorpaHcopmanus  [UTagonpamMa 10 JIEMETHILUTAIONpaMa  OIOCpELyeTCs
n3o(epMenTamMu cucteMsl muroxpoma P450 CYP2C19 (oxon0 38 %), CYP3A4
(oko10 31 %) u CYP2D6 (okomo 31 %). Tor @akr, 4ro mnurajonpam
MeTaboiu3upyeTcs 6osiee 4eM OJHMUM HM30(EPMEHTOM, TOBOPHT O TOM, HTO
TOpMOXKEHHME €ero  OuoTpaHcopmalmu MaJOBEPOSTHO, TaK Kak CTCMeHb
MHIUOMPOBAHHs OAHOTO U3 QEPMEHTOB MOXKET ObITH CKOMIIEHCHPOBAHA JIPYTHMH.
[105TOMY OHOBPEMEHHOE HA3HAYEHHUE LUTAIONPaMa C 1PYIHMH JIEKapCTBEHHBIMU
CPCACTBAMU  MMEET OYeHb HU3KYIO BEPOATHOCTH  (HapMAKOKHHETHYECKUX

B3aMMO/IENCTBUH.
HTuwya
He cooOmajsocs 0 TOM, UTO [PUEM IIMIIA BJIMUACT Ha abcopOiLMo U Apyrue

Q)apMaKOKI/I HETHYECKHNE CBOMCTBA nuTajgolirpamMa.

Bansdue Apyruax JICKAPCTBEHHBIX CPEACTB HA d)aDMaKOKI/IHCTI/IKV urTajonpamMma
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[Tps COBMECTHOM NMPUMEHEHUH KeTokofiazon (cuibHENF i n6HTdp u3o@epmenta

CYP3A4) ve uzMeHs11 GapMakKOKUHETUKY LIMTa0Npama.

dapMaKOKHHETHYCCKUE MCCICA0BAHNA B3aUMOICUCTBUS JIMTUS U LUTAJIONpamMa He
BBIABMJIM HUKAKUX B3aUMOJIEHCTBUH.

[TumernauH (cuibHbli naruduTop usodepmentos CYP2D6, 3A4 u 1A2) Bbi3biBall
YMEPEHHOE TIOBBIIICHNE YPOBHA PABHOBECHOW KOHUCHTPALMHU LUTAONpama.
Pekomenayercsi coOnoiaTh OCTOPOXKHOCTH [IPHM Ha3HAYCHWH IUTAoNpaMa B

COYETAHUU C LIUMETHAUHOM. MOXeT HOTp€6OBaTbCﬂ KOPppCKUUA A03bl.

BiysiHue nyranomnpaMa Ha d)aDMaKOKHHGTl/lKV APYIuX JEKApCTBECHHBIX CPEC/ICTB

Hccnenosanus GapMaKOKHMHETHYECKOTO/(hapMaKoIMHAMUUYECKOTO
B3aMMOJICHCTBUSL LMTajolpaMa M Mertonpojona (cybcTpata  HM3odepMeHTa
CYP2D6) nokazaau 2-KpaTHOE YBEJIMYEHHME KOHLEHTPAalMHU METONpOJIOia, HO
CTATHCTUYECKH 3HAYMMOI0 YBEJIMYCHUS ACHCTBHA METOIPOJIOa Ha apTepualbHOe
JaBJIEHHE M CEPAEYHBIH PUTM Y 3J0POBbIX J00POBOJIBIECB HE OTMEUYCHO.
Heo6xoauMo  co0/H0AaTh  OCTOPOXKHOCTH  IIPH  COBMECTHOM  NIPUMEHEHUH
METOINpOJIoJIa ¥ ITanonpama. Moxer noTpedoBaThCs KOPPEKIHMS 03Bl

[luraonpam M AeMETHILMTAIONPAM SBJISIOTCS HE3HAUMTEILHBIMA HHTHOUTOpaMH
uzodepmentos CYP2C9, CYP2E] u CYP3A4 n aump cnabbiMu MHTHOMTOpaMH
CYP1A2, CYP2C19 u CYP2D6 mo cpaBHenuto c japyrumu CHO3C,

CUUTAIOUIMMMUCS 3HAYUTEIbHBIMU HHIHOUTOPAMH.
Jlesomenpomasun, OueoKcuH, Kapbamazenum

Hukakux M3MEHCHMH WM TOJBKO OYEHb HEeOOJIBLIME KJIMHUYECKH 3HAYMMBbIC
M3MEHEHUS HAOJOJQINCh TPU OJIHOBPEMEHHOM NPUMEHEHMH LHUTanolpama C
cyberpatamn CYP1A?2 (xno3arms i teodpusmn), CYP2C9 (Bapdapun), CYP2C19
(nmunpamud 1 Mepenutoun), CYP2D6 (crapTedH, UMUITPAaMUH. aMUTPUIITHIINH,
pucniepugon) u CYP3A4 (Bapdapun, kapOamaszenuH (M ero MeraboNMT

KapOaMa3enuH-3TI0KCH]]) U TPHA30J1aM).
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Hukakoro (apMakOKMHETUYECKOTO B auMo IeiicTBIA L HeV HAGAIOBI0EL! Mex Ty

UTAJIONIpaMOM U JIEBOMECHIpOMasnHOM HJIH JAUTOKCHHOM (‘ITO CBH/JIETCIIBCTBYCT O

TOM, UTO LIATATONPAM He HHYLUPYET U HE MHTHOUpYeT P-riuKOnpoTENH).

[esunpamut, uMunpamun

B q)apMaKOKI/IHGTI/IIIGCKHX UCCICIOBAHUAX HE OBLI0 06Hapy>1<eH0 U3MCHEHUI
YPOBHA HHU nyrajgonpama, Hu UMHIIpaMrHa, XOTsl YPOBCHB JIC3UIIPaMHHa, TJIaBHOIO
MmerabouTa UMHIIpaMAHa, OBIJI TIOBBIILEH. Hpu OJHOBPEMCHHOM MPpUMCHCHUN
uTajonpaMa 1 Ae3urnpaMmuHa YPOBCHbD ITOCJICAHCTO B I1asMe KpoBr OBLI ITOBBIIICH.

Moxer HOTpC6OBaTBCH CHHIXKEHUE 03Bl AC3UIIPpAMUHA.

Oco0ble ykazanus
Ipumenenue y Oemeti u NOOpocmKkos maadwe 18 rem

AHTHIETIPECCAHTBI HE CJIeAyeT HPUMEHATH JUISl JIEYCHUs [ICTeH U MOAPOCTKOB B
BospacTe g0 18 Jyer. B Xoxe KIMHMYECKHX HCCIENOBaHUH Cpean jerel u
MOJPOCTKOB,  NPUHUMABIIMX  AHTHJENPECCAHTBI,  CIy4ad  CyMIMAAIBHOIO
noBejicHis (IOMBITOK CYMIUA W CyWMIMAAIBHBIX MbICIeR) U BpaxaeOHocTH (C
1peo6IagaHueM arpecCUBHOTO OBEICHHUS, CKIOHHOCTH K KOH(POHTAIIMH 1 THEBa)

BCTPCYAIUCH Yalll€, YEM B I'pYIIIC rjane6o.

[Ipy npuMEHEHHH [PENapaToB, NPUHALIEKANMX K TEparneBTUYECKOH IpynIe

CHUO3C, Brimouast HUTAJIONPaM, CJIEAYET yUUTBIBATh ClIEAYIOLIEE.
[lapadokcanvhas mpegoza

Y HEKOTOpBIX TMAlHUCHTOB € MAaHWMYCCKUM paCCTpOﬁCTBOM B Hayaj¢ TCpaluu
aHTUACIpECCAaHTaMU  MOXKCET Habmo1aThCs YCHJICHUC TpPCBOTH. HO}IO6H8H
ImapajaokcalibHas peakums 00BIYHO OcJladeBacT B TCYEHUE HNEPBBIX ABYX HCICIIb
ocjic Hayaja JICUHCHHUA. YT1oOBl  CHHU3UTH BCPOSATHOCTL  BO3HUKHOBCHMA

AQHKCHOTCHHOT'O BCb(i)eKTa, PCKOMEHIYETCS ITPUMECHSITH HU3KHC HavyaJIBHbBIC 103bI.

l'unonampuemus
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[pu npueme CHO3C coobuianoch 0 peiaKnX ClydaspasBiing HiioHATpHeMNN,

BO3MOKHO BO3HUKAOLIEH BCJIE/ICTBHE HEa/IeKBaTHOM cexpeluu
aHTHMypeTHueckoro ropmona (Al u 00bI4HO MPOXO/ALIEN IIPU MPEKpallCHUH

Tepanuu. PUCK BO3HMKHOBEHWS BBILIC Y TOKUIBIX KEHILINH.
Cyuyuo / cyuyuoansHvie MolCaU Wi KIUHUYEeCKoe yxyouteHue

Jlenpeccust ¢Bs3aHA C TOBBIICHHBIM PUCKOM BOSHUKHOBEHHMs CYMIHMAATBHBIX
MbIcieil, HaHeceHust ce0e OBPEXKICHUH 1 CyHLIM/A (CYyHIHIATBbHBIC ABICHHS). DTOT
PUCK COXPaHSETCs 10 HACTYIICHHS BBIPAKEHHOH pemuccuu. Tak Kak yiydileHne
MOJKET He HACTYIIUTh B TCYEHHE MEPBBIX HECKOJIBKUX HECIIb JICUCHHUs MU J10JIbLIC,
MaLMEHTHI JOKHBI HAXOAMTHCS MO/ THIATEIbHBIM HAOIIOACHUEM 10 YTy YLICHHUS MX
cocrostHus. KJIMHUYECKMH OIBIT CBUJETENbCTBYET, YTO HA paHHUX DTamax
BBI3IOPOBJIEHHS BO3MOXKHO MOBBILIEHHE PUCKA caMOy OMHCTBa.

JIpyrue NCUXUYecKue COCTOSHMS, Ul JICUSHHUST KOTOPBIX HAa3HAYAIOT LIUTAI0Npam,
MOTYT TakXe OBITb CBsI3aHBl C [OBBILICHHBIM PUCKOM  BO3HUKHOBCHMS
CyMUMJaNbHBIX sBiIeHMH. Kpome TOro, 5T COCTOSHHA MOTIYT ABJATHCH
COIYTCTBYIOLIEH TMAaToJOruei MO OTHOIIEHHIO K OONbUIOMY JENPECCHBHOMY
pacctpoiictBy. IIpM  JeueHMM TAMEHTOB € JPYTMMH  HCHUXMYCCKUMH
paccTpORCTBAMH clieAyeT coOMOAaTh T€ XKE CaMble TIPEJOCTOPOKHOCTH, UTO U 1P
JICYCHUH TTALMEHTOB ¢ OOJIBIINM JICTIPECCUBHBIM PACCTPONCTBOM.

[laipeHTsl, UMEIOLIME B aHaMHE3e CyMUMJajibHble ABJICHHUS, MM MAIMEHTHI CO
3HAYUMBIM YPOBHEM CYMIIM/IANbHOTO MBIINIEHHA /10 Hayaja JiedeHus B OonbLiei
CTEMEHU II0JBEPXKEHBI PHCKY BO3SHMKHOBEHUS CYMLMAIbHBIX MBICICH WM
MOINBITOK CyMIIMja, TIOITOMY BO BpEMsl JEUEHMS OHHM JIOJDKHBI HAXOJUTBCS I10]
TIIATETbHBIM HaOJIIOICHUEM. Meraanamms ,1a11e00-KOHTPOJIUPY EMBIX
KJIMHUYECKMX UCCIIEJ0BAHUIM aHTHCTIPECCAHTOB ¢ YU4aCTHEM B3POCIIBIX MallMEHTOB
C NCUXUYECKMMHU HapyIICHUsMH TI0Ka3all, YTo INpH IIPHEME aHTH/ICTIPECCAHTOB Yy
MalMeHTOB MOJIOKE 25 JleT CYLIECTBYET IOBBIIUEHHBI PUCK CYHIH/IAIBHOTO
110Be/IeHHs 110 CPABHEHUIO C IPUEMOM I1j1aled0. MeIMKaMEHTO3HOE ICUCHHE TaKUX

MMalUEHTOB U, B 4YaCTHOCTH, MALMCHTOB C BBLICOKUM PHCKOM CYHIIH]A, JOJDKHO
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IIPOBOMTLCS MOA TUIATENbHBIM HAOIJFOICHHEM, peobenwe id parnei! craqun

JIeYeHHUsT U [ocjie U3MEHCHHA [103bl. [TauueHThb (I/I 1A, YXaXuBarollue 34
HaHI/ICHTaMI/I) JOJI’KHbI OBITh npeaynpexKAaCHbl O HEOOXO0UMOCTH KOHTPOJIUPOBATH
moObIe pOsABICHUA KJIMHAYECKOTO YXYALICHUS, CYULHIAIBHOTO [MOBCJACHHUA HJIH
MbICIIef;I, a TaKKe HEOOBIYHbBIE U3MEHEHHUS B [TOBEJICHHUH, H HCMEIJICHHO O6paHlaTbCﬂ

3a MEJUIIMHCKON KOHCY/IbTalMel Npy MOABJICHUU 3TUX CUMIITOMOB.
AKxamu3us/ncuxoMomopHoe 8030yicoeHue

Ilpuem mpenaparos rpynn CHUO3C/CHMO3CH accoumupyeTcs ¢ pasBUTHEM
AKaTH3UM, XapakTepu3ylollelcs uyBCTBOM CYOBEKTUBHO HENPUATHOTO HIIH
YTHETAIOIEr0 OECOKOHCTBA U NOTPEOHOCTH B MOCTOSHHOM JBH)XKEHHH, 4acTo B
COUETAHMM C HECIIOCOOHOCTBIO CIIOKOMHO CHIETh WM CTOATh. Halle BCero 3To
COCTOSHME BO3HMKAET B TEUEHHE TMEPBBIX HECKOJBKUX HeAeNb JeueHus. Y
MAIMEHTOB C TAKUMM CHMIITOMAM{ IIOBBIIUEHHE JIO3bI MOXET MPUBECTH K

YXYALIEHUIO.
Manus

VY nauueHToB ¢ OMnoaspHbpiM abGEKTUBHBIM pacCTPOMCTBOM BO3MOXXHO Pa3BUTHE
MaHnakaipHoi a3kl [Ipy pa3BUTHM MaHUAKaNbHOM (a3bl IPHEM LUTATONpamMa

Clie/lyeT NPeKpaTHTh.
Cyoopochbie npunaoku

Ilpy  npueMe  aHTHAENPECCAHTOB  CYIIECTBYCT — MOTCHUHMANBHBIH  PHUCK
BO3HMKHOBEHMS CYJOPOXKHBIX MPUNAAKOB. Y mo0oro mMaluuMeHra B cCiydae
BO3HUKHOBEHMS CYJOPOXKHOIO TIPHIAJKA UUTAIONPaM CIEAYCT OTMCHMTh.
I{utanonpam He cileayeT IPUMEHSTh Y MallMEHTOB ¢ HECTAOMIIBLHOM dNUIIETICUEH; a
MALMEHTBI C KOHTPOJIMPYEMO dIHIICIICHEN JJOIDKHBI HAXOAUTHCS MTOJ] TIATEIbHBIM
HabmoseHueM. B ciiyuae yBeJIMUEHHs] YacTOThI NPUIIAJKOB LUTAIONpaM CiieyeT

OTMCHHTD.

Caxapubiti ouabem
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V NAlMeHToB ¢ caXxapHHIM juabetoM [ipumeneHde CHOBE Moked OBiMATS Ha

FIIHKEMHYECKH KOHTPOJIb. MOXeT 1oTpeboBaThesi KOPPEKIUsi A03bl MHCYIHMHA

W/WIIA NIEPOPAJILHBIX THHOTIMKEMUYECKUX TTPEnapaTos.
CepomoHuHo8blll CUHOPOM

B peaxux ciayyasx mpu rpueme CUO3C coobuanocs 0 pasBUTHH CEPOTOHMHOBOTO
ciHapoMa. Ha passuTHe 5TOro COCTOSIHMS MOXKET YKa3piBaTh KOMOMHALMs TaKuX
CUMIITOMOB, KaK a)KMTallus, MHOKJIOHYC U runeprepmus. IIpm BO3HUKHOBEHMH
TaKUX SABJICHUH TEPAIHIO [[UTAJONIPAMOM CJIEAYET HEMEUICHHO OTMEHUTD U HAa4aTh

CUMITOMATUYECKOE JIEUCHHE.
CepomoHuHepauieckue npenapanbl

I_II/ITEUIOIIpaM HC cIenyeT [IPUMCHATDH COBMCCTHO C npenaparamMu
C CCpOTOHMHEPTHUUYCCKHUM JICHCTBUEM, TaKMMHU Kak TPUIITaHBI (BKH}O'-{aﬂ

CYMATpHIITAaH ¥ OKCUTPUITTaH), OMMOK/bI (BKIIOUAs TPaMao01) U TpUnTodan.
Kposomeuenue

Ipu npueme CUO3C Gblin OTMEYEHBI Cllyyal Pa3BUTHA KOXKHBIX KPOBOU3IUSHUH,
TaKUX KaK PKXMMO3, TMHEKOJIOTHUECKHUX, Kely/J0YHO-KUIICUHBIX KPOBOTEUEHUM U
APYIMX TeMOppartyeckuX OCIOKHEHUH CO CTOPOHBI KOXXHBIX ITOKPOBOB MIIM
caM3ucThIX  obonouek. Ilpuem JsekapcTBeHHBIX TpenapatoB rpynn CHUO3C/
CUO3CH MoKeT NOBBIILATh PUCK pa3BUTHUS IOCIEPOAOBOIO KPOBOTCUCHMS
(cm. pasgennl  «[lpumenenne npum OepeMEHHOCTH M B IIEPUOJA  TPYIHOrO
BckapmimBanus» U «[loGouHoe nefictBue»). Caenyer codmo0AaTh OCTOPOKHOCT
npu oanoBpemenHoM npuMeHennn CHO3C u mnpemaparoB, BIMSIONMX Ha
TpoMOOIMTAPHYIO (QYHKIMIO, WIK IIPENapaToB, KOTOPbI€ MOTYT [OBBICHUTH PHCK
BO3HMKHOBEHHS KPOBOTCUEHHUM, a TaKKE IpH JICYCHHUM [IAUHCHTOB C

reMopparM4ecKMMH paccTpoiicTBaMM B aHAMHE3E.

Dnexmpocydoposxcras mepanus (3CT)
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IlocKOMBKY KJIMHUYECKUH OMNBIT O oBpeMeHHOFG M Higteteiiny (€ UO3C n

asekTpocyjopoxkHod  repanuu  (DCT) orpaHMuyeH, I[pU  OJJHOBPEMEHHOM

npumeHeHuu uurtainonpama u DCT cinenyer co0:1104aTh OCTOPOIKHOCTD.
36epo60oil NpoObIPAEIeHHbI

He caeayer 0JHOBPEMEHHO MPUMEHATH LMTAJIONpaM M Iperapathl, CojJepKalline
3Bepo00i NpoAbIpsBICHHBIA (Hypericum perforatum), TaKk KaK 3TO MOXKET
MOBBICUTh  PUCK BO3HHUKHOBEHMs HEXKEJATeJIbHbIX peakuuid (cM. pasjen
«B3auMonelicTeue ¢ IpyruMu JIEKAPCTBEHHBIMH MpenapataMu U JIpyrue Gopmbl

B3aUMO/ICUCTBUSI»).
lIcuxo3

JleueHue MCUXOTUUYECKUX TTALUCHTOB ¢ ACNPECCUBHLIM 31IU3010M MOXKET YCHIIUTh

IPOSIBJICHUS TICUXOTUUECKUX CUMIITOMOB.
Cumnmomsl peakyuu ommeHwvl npu npekpaweHuu mepanuu CHO3C

CuMNTOMBI PeaKIIM1 OTMEHBI BO3HUKAIOT AOCTATOYHO YaCTO, 0COOEHHO MPU PE3KOM
IpEeKpalleHU Tepanuu.

BeposTHOCTh BO3HUKHOBEHHUSI CUMITOMOB PEaKIIMU OTMEHBI MOXKET 3aBHUCETH OT
psjia (pakTopoB, BK/IIOUYAs POI0JHKUTEIILHOCTD JIeUeHHs], 103y MpernapaTta 1 TEMII e¢
CHYDKEHHUSI.

Haubosiee yacto coodmanocs 0 pa3BUTHHU CIIEIYIOUIUX PEaKIHi: TOJIOBOKPYKEHUMN,
paccTpofCcTBaxX YyBCTBUTENBLHOCTH (B TOM YKCJIE 1APECTE3UH), PACCTPOMCTBAX CHA
(B TOM 4ucIle OECCOHHMIIA U UHTEHCHBHBIC CHOBH/ICHHUS ), QKUTAIIMU WM YyBCTBE
TPEBOTH, TOWIHOTE W/HJIM PBOTE, TPEMOPE, CMYTAHHOCTH CO3HAHMSI, ITOBBIIIEHHOM
MOTOOTAEAECHUN, TOJIOBHOH  0OoiM, JAuapee, YYyalleHHOM  cepaueOHMeHuu,
3MOLMOHAIBHON HECTaOMIBHOCTH, pa3ipaXUTeJIbHOCTH U PaCcCTPOMCTBAX 3peHUSL.
OOBIYHO 3TH CUMINITOMBI OBIBAIOT JIETKOM MJIM CPE/IHEN CTETICHHU TSXKECTH, OJHAKO Y

HEKOTOPBIX ITAIIUEHTOB OHU MOTYT HOCHTh TSKEIBIN XapakKTep.
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(Bxonauu M3 Nz4279017)
OOBIYHO OHM Pa3BHBAIOTCA B TCueHHd NepBbIX JHeHITOCHE OTaictits ‘}quenapaTa

OAHAKO HMCIOTCSI OT/CJIbHbIC pPCAKHE COO6III€HH}I 0 PAa3BHUTUH HOIIO6HBIX
CHMIHITOMOB y NNalIUCHTOB, KOTOPbLIC cnyqaﬁﬂo POy CTHUIIN IIPUEM oqepeﬂﬂoﬁ JO3BI.
Kak NpaBuJjlo, 5TU CUMIITOMBI CAMONIPOU3BOJBHO MCYE3aIOT B TeueHue 2 HCJC/Ib,
XO0TAd Y OTACIBHBIX IIAHUCHTOB OHU MOT'YT COXPaAHATHCSA B TEUCHHUE 2-3 MCCALICB HJIH
JOJIBHIIE. HOBTOM}/ [ICpCA OKOHYAHHUEM Ky pca npueMa HATAJIOTIPpaMa pEKOMECHAYCTCS
HOCTCIICHHO CHUXXATh 103y Hpclapara B TECUHCHUE IIEPUOJA OT HECKOJIBKUX HEICIb
A0 HCCKOJIBKHUX MECALECB, B 3aBUCUMOCTH OT COCTOSIHUSA NnalMucHTa (CM. pas3aci

«Cnocob MpUMEHEHHS H J103b1»).
Yonunenue unmepeana QT

bbuio  o6GHapyxeHo, YTO UMTAIONpaM BbI3BIBAET J10303aBUCUMOE Y UTHHEHHE
untepata QT. B moctpernctpaumonHom mepuoie coobmanoch o Ciyyasx
yVIMHEHUs uHTepBaita QT 1 JKey1I0MKOBBIX apHTMHL, BKJIFOYast apUTMHHU [0 THITY
«nupyaT» (torsade de pointes), NPeMMYILIECTBEHHO Y MALMEHTOB JKEHCKOrO MoJIa, ¢
TUMOKAIMEMHCH WM [PECYIIECTBYIOIMM Yy UIMHeHneM wuHTeppana QT wim
ApYriMH 3a00JIeBaHUAMU Cep/iia.

IIpeniapat peKOMEHAYeTCs NPUMEHSTh C OCTOPOXKHOCTBIO Yy TAlMEHTOB €O
3HAUMTCIBHON OpajuKapaved, y TNalMeHTOB, HEJABHO MNEPEHECUIMX OCTPBIi
MH(ApKT MHOKap/a, WM y NalUeHTOB C JEKOMIIEHCHPOBAHHON CcepaeyHOil
HE/I0CTaTOYHOCTBIO.

DJIEKTPOJIUTHBIE HApyLICHUs, TaKHe KaK TI'MIOKAIUEMHS M THIOMArHUEMMUS,
MOBBILIAIOT PUCK BO3HUKHOBEHHS 3JI0KAY€CTBEHHBIX APUTMHUIT U TIODTOMY JI0JHKHBI
OBITb CKOPPEKTHPOBAHBI 10 HAYaJIa TEPAIINM IUTATOMPAMOM.

Y NauneHTOB ¢ KOMIEHCUPOBAHHBIMU 3a00JICBAHUSAMH CEpJLa TEpPe] HAYaloM
JeyeHusi HeoOXo Mo nipoBecTH uccineaosanue DK,

B cryyac BOBHHKHOBEHHS KakMX-IHOO NMPU3HAKOB CEPIEYHBIX apUTMHUIl Ha (oHEe
JIEYEHHS  LMTAIONPaMOM  MOCHCAHMA HEOOXOAMMO OTMEHUTb W IPOBECTH

ucciegosadue DK,

3akpuimoyeoasbrasn enaykoma

C.26 u3 28



COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 27.03.2024 N= 5972

CHO3C, B ToM umcie nuTanonpam, MoryT Bausts A Basitep sBaukon. Hul3pIpas

MUIpHa3. JIaHHBIH MHUAPHATHYCCKUH (QQEKT NOTeHIMANbHO MOXET IPHUBECTH
K CYXCHUIO yria o030opa, 4TO MNPUBOAMT K MOBBILICHHOMY BHYTPHIJIA3HOMY
JIABJICHHIO M pasBUTHIO  3aKPLITOYIOJILHOH  TJIAYKOMBI,  OCOOEHHO
Y ~ TPEApacrioNIOKEHHBIX — nauueHtoB.  [looromy — mutanonpam  crieayer
C OCTOPOXHOCTBIO IIPUMEHATH Y MAIIMEHTOB C 3aKPBITOYTOJILHOMN IJIayKOMOH HJIH ¢

HaJIMTUEM IJIay KOMBI B aHaMHE3E.
Benomocamenvhvie eeujecnea

Tabnerkn COACPXKAT JIAKTO3bl MOHOI'MJpaT. [TatueHTer ¢ HacJaeACTBEHHOM
HENICPECHOCHMOCTBIO raJlaKTO3hblI, Ile(bl/lLIHTOM JIAKTa3bl UJIK HAPYILICHUEM a6cop6u1/m

[IIOKO3bI-TAJIAKTO3bl HE NOJDKHBI MOJIYYaTh JIEYEHUE JAHHBIM [IperiapaTom.

Biusinme Ha cnocobHocTh ympaBisith  aBToMoGHJIeM M paboTath ¢
MeXaHH3MaMH

I{uranonpam o6nagaeT MUHUMANbHOM MM YMEPEHHON CIIOCOGHOCTBIO BJIMATH HA
CIIOCOOHOCTh  YNPaBIATb  aBTOMOOWIEM M paboTath ¢  MEXaHH3MAMH.
[TenxoakTnBHble 1npenapaThl MOTYT BAMSATbL HA NPOLECC IPUHATHS pELICHUH M
CIIOCOOHOCTb PearnpoBaTh Ha Upe3BBIYANHBIC cuTyaluu. [lalHeHTOB cieayer
NpEAyNPEANTh O MOTCHINANIBHO BO3MOKHOM BIMSAHHHU Ha CIOCOOHOCTH YNPaBIATh

aBTOMOOMWJIEM M paboTaTh ¢ MEXAHU3MaMHU.

®opma BbINyCcKa

TabneTku NOKPBITHIE MIEHOUHON 060104K0it 20 MT.

[To 14 tabaerok B 6uctep u3 IIBX/TIB/IX u Gpoabru amOMUHHEBOH.

1 mim 2 6aucrepa ¢ MHCTPYKLMEH 0 NPMMEHEHUIO B KAPTOHHYIO TIAYKY C KJIATAHOM

C NIPOJIaBJIMBAEMOM nepdopauueil 171t KOHTPOJIst TEPBOTO BCKPBITHSL.

YcaoBusi XxpaHeHusn

IIpu Temneparype He Bbile 30°C.
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XpaHUTh B MECTaX, HEAOCTYIHBIX JULS /L PTEH. (Bxoaawmi M3 N=4273017)

Cpox roaHocTH
5 ner.

He ucmosp30BaTh 0 UCTCUYCHUHN CPOKa rOJHOCTH, YKa3aHHOTO Ha YIIaKOBKC.

YcaoBusi 0OTHyCKa

ITo peuenty.

Ha3zBanue H aJpec NPOH3BOAUTE A
X. Jlynnoex A/O

Orrunuanaii 9,

DK-2500 Baisb610,

Jlanus

Opranu3anus, ynojHOMOYeHHasl HA PHHSATHE npeTeH3Hii OT NoTpeduTeseH
[Tpe/icTaBUTENBCTBO KOMITAHHH «Jlynnbex Dxeropt A/C»

107045, r. MockBa,

[Tocneauwmii nep., 17

Ten. +7 (495) 380-31-97

E-mail: russia@lundbeck.com

KoHCybTaHT 1O BOIIPOCaM
PEryJIATOPHBIX OTHOLICHUH

- \FE FRANESHEIX AA.

o) B . o

40 houlevard Henn §_ez&n:x
§2150 SURESNES L

a0 44 44 22 11 - Fax 0147 7247 5-
S ‘«'.-¥;C" 318 969 799 000 55
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