COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.03.2025 N= 7403

WMHCTPYKIIMS TI0 MEJULMHCKOMY HPHMERERMRS -~ = 0002)

JIEKAPCTBEHHOI'O ITPEITAPATA

Tuanpunan

PerncrpanuoHHblii HOMep:

Toprosoe HanmMeHoBaHue: Tuanpuan.

Memyﬂapouﬂoe HEMATEHTOBAHHOC UJIM I'PYNNIUPOBOYHOC HAUMCHOBAHME. THAIIPUI.

JlekapcTBenHasi popma: pacTBOp [isl BHYTPUBEHHOTO U BHYTPUMBIILICYHOT'O BBECHUSI.

Cocras
OpnHa amnyJia COAEpKUT:
Oelicmgyowee eeujecmgo: tHanpuna ruapoxysopun — 111,1 Mr (B mepecuere Ha THANPUT —

100 wmr);

6CnomozamenvbHble ewecmasa: HaTPUs XJIOPHI, BOAA JIJIST HHBEKIIHA.

Onucanue

[Tpo3paunast GecriBeTHAS WIIM IPAKTHYECKUA OCCIIBETHAS KHUIKOCTb.

(I)apMaKOTepaHeBTI/I'—IeCKaﬂ rpynmna: IICHUXOJICTITUKH AHTUIICUXOTUYCCKUC CpeacCTBa,

OeH3aMU/IbI.

Koa ATX: NOSALOS.

DapMaKoJIOrH4YecKue CBOMCTBA

Dapmaxoounamuka

Mexanuszm oeticmeus u hapmakoounamuyeckue 3¢hghexmol

AHTHIICUXOTHYECKOE CPEICTBO — ATHITUYHBIA HEHPOJICITHK, IN VIr0 CENEKTUBHO OJIOKMPYIOIINI
noarunsl D2 u D3 nodamuHoBbIX perienTopoB 0e3 Hamuuus Kakoi-1nbo 3HaunMoi apduHHOCTH
K pElenTopaM OCHOBHBIX LEHTPaJbHBIX HEWPOTPAHCMUTTEPOB (BKJIIOYas CEPOTOHMH,
HOpaJpEHAINH, TucTamMuH). lMccnenoBaHus HEWPOXMMHUYECKMX M TIOBEJIEHYECKMX PpPEaKINH,

IMPOBCACHHLIC in ViVO, MOATBEPANIIN O9TH CBOMCTBaA TUamnpuaa, IIOKa3aB HaJIu4ue
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Tuanpun crnocobeH BO3JACHCTBOBaTh Ha JO()aMUHOBBIE PELEHTOPBI, MPEABAPUTEIBHO YKe
CEHCHOMJIM3UPOBAaHHbIE K 10(paMUHY IIPU IPUMEHEHUN KaKUX-T100 JPYyruxX aHTUIICUXOTHYECKUX
CPEZCTB, M C TUM CBSI3bIBAIOT €r0 AHTUAUCKMHETHUECKUE 3(P()EKTHI.

B HEKOTOPBIX SKCIIEPUMEHTAIBHBIX MOENSAX CTpecca Ha JKUBOTHBIX, BKIIOYAs aJIKOTOJIBHYIO
aOCTUHEHIIMIO y MBIIIEH W NpPUMaTOB, OblIa MOATBEPXKICHA AHKCHOJIMTHYECKAass aKTUBHOCTh
THANPUAA.

Tuanpun He nokaszay GopMHUpoBaHUs GU3NIECKOM UM ICUXUYECKON 3aBUCUMOCTH.

OTuM  aTUNUYHBIM  (papMakogUHAMUYECKMM  NpoduieM  OOBSICHSETCS  KIMHUYECKas
3 PEKTUBHOCTh THANPHIA MPU MHOTHUX PACCTPOMCTBAX, BKIIOYAs THIEPAO(paMUHEPTrHYECKUe
COCTOSIHUS, TaKUe KaK JUCKUHE3MM U IICUXOIOBEICHYECKHE HapyIIeHUs, HaOiroparouecs y
HAlMEHTOB € JIEMEHIUEeH WK Y JIUL], 3JI0YHOTPEOISIOIIUX aJIKOT0JIEM, ¢ MEHBILIUM KOJINYECTBOM
HEBPOJIOTUIECKUX MOOOYHBIX 3()(HEKTOB 110 CPAaBHEHHUIO C TUITUYHBIMH HEHPOJIETITUKAMHU.
Tuanpun o6ianaeT BhIPpaKEHHBIM aHAIBIC3UPYIOMUM (KaK MPH MHTEPOLENTUBHOMW, TaK W TPH
9KCTEPOLCITUBHON 00JIH), NPOTHBOPBOTHBIM (3a cueT Oyokaabl AodhamMuHOBBIX D2-penientopos
TPUTTEPHOH 30HBI PBOTHOIO LIEHTPAa), TMIOTEPMUYCCKUM JeiicTBHeM (3a cueT OJIOKabl
J10(aMHHOBBIX PEIETITOPOB THIIOTATIAMYCA).

DapmakoKkunemuka

Bcacvieanue

[Tocne BHYTpHUMBIIIEUHOW MHBEKIUM Mpemnapara B 1o3e 200 Mr MakcuManbHas KOHIEHTpalus
THANpUA B TJIa3Me COCTaBIseT 2,5 MKI/MJI U gocturaercs 3a 30 MUHYT.

Pacnpeoenenue

Pacnipenenenne B opraHusmMe HOpoucXoguT ObicTpo (MeHee 1 uaca). IIpoHukaer depe3
remMaTosHIedanrnyeckuii 6appep M uepe3 IJaleHTy Oe3 HakoruieHus. OObeM pacnpeneneHHs
cocraBisieT 1,43 /Kkr. YV KMBOTHBIX OTMEYajM MPOHUKHOBEHHE Iperapara B TPYIHOE MOJIOKO;
COOTHOIIIEHUE KOHIICHTPAIIUK B MOJIOKE ¥ B KPOBH COCTABIISLIO 1,2.

He cBsa3bIBaeTcs ¢ Oenkamu miaa3mbl, c1a00 CBA3BIBACTCS C SPUTPOLIUTAMH.

Memabonusm

Tuanpun HesHaunTenpHO MeTabonusupyercs (10 15 %), MeTabonuThl B OCHOBHOM HEaKTHBHBIE.
He o6GHapyxeHO KOHBIOTHPOBAHHBIX META00IHUTOB.

Buvigeoenue

70 % BBeZEHHOM 103bI OOHAPYKUBAETCS B MOYE B HEM3MEHEHHOM Bu€. [lepros momyBbIBeieHUS

N3 IJIa3MBbI IMOCJIC BHYTPUMBIIICYHOT'O BBCACHUA IIpCliapaTta COCTABJIACT 2,9 Jaca y KCHIIWH U
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36uca y wywmn. Busereme mponckomnr WHRRAERCRATELHORIEA Riren

TJIOMEPYJISIpHONW  (DUIBTpallMd M KaHAJBIIEBOH CEKPEIMM, MOYCUHBIH KIMPEHC COCTaBISET
330 mur/mMuH.

Iloueunas nedocmamounocms

VY manueHToB ¢ HapylIeHHOW (QYyHKIMEW MOYeK BBIBEIEHHE THAIpPHa 3aBUCUT OT KIUpEHca
KpeaTWHUHA, IPU CHIXKEHUH KOTOPOTO BBIBEACHUE THAIIpUIa 3ameisiercs (M. pasnen «Crnocod
IPUMEHEHHUS U J103b1»).

Tuanpuya cnabo ynanaseTcs U3 KpoOBU C MOMOIIb0 remMoauanu3a (11+7 mr) B TeueHue 4 yacos

MOCJIC BHYTPUMBIIIEYHOTO BBeaeHus B 103¢ 100 mr.

Iloka3zanus K NPpUMEHEHHUIO

[Ipenapar Tuanpuaan moka3aH K NPUMEHEHHUIO Y B3pOCIBIX B Bo3pacTe oT 18 ner g
KpPaTKOCPOYHOTO Kypca JieueHus (He Oosee 4 Heleb) aKUTAIMH U arPeCCUBHBIX COCTOSTHHIM:

— Y IOXKHWJIBIX TMAIIUEHTOB;

— y TMalMeHTOB C AaJIKOTOJbHOM 3aBUCHUMOCTBIO TMPHU HEIOCTATOYHOU 3((HEKTHUBHOCTH WU

HCTICPCHOCHUMOCTHU 6CH30,Z[I/Ia3eHI/IHOB.

IIporuBonoka3zanus

— IloBbllIeHHAs 4yBCTBUTEIBHOCTh K THAIIPUAY WIN K APYTUM BCIIOMOIAaTEJIbHBIM BEIECTBAM
nmpenapara.

— JIMarHOCTUPOBAHHBIE WM II0J03PEBAEMBIC IPOJIAKTUH3aBUCHUMBIE OIyXOJH, HaIpuMmep,
IpOJaKTUHOMA TMNO(U3a U PaK MOJIOYHON HKeJe3bl.

— ®eoxpoMOIMTOMA, IOJJ03pEHHE Ha (PEOXPOMOIIUTOMY.

— Jlerckuil ¥ MOPOCTKOBBIM BO3pacT (JUIst TOM JIeKapcTBEHHOU (hOpPMBI).

— Ilepuon rpyaHoro BckapmiauBanus (cM. paszzaen «lIpumenenne npu 6epeMeHHOCTH U B IEPUO]T
TPYAHOTO BCKAPMIIMBAHHUSI).

— OpHOBpeMeHHBIM mpueMm JeBojomnbl (cM. pazaen «Bs3aumopneiictBue ¢ Apyrumu
JIEKapCTBEHHBIMU CPEACTBAMMY).

— OpHOBpeMeHHBIH TpHUeM KabeproinHa, XuHarouuaa (cM. pasnen «B3auMoneincTsue ¢ IpyrumMu
JIEKapCTBEHHBIMU CPEACTBAMUY).

He pexomenayercs mnpumeHsTh mnpemnapar npu Oone3Hu IlapkuHcoHa, Kpome ciydaeB

HACTOSATENIFHON HEOOXOAMMOCTH NMpHUMeHeHUs Thanpuaa (cM. pasznaensl «C 0CTOPOKHOCTHION,

«B3aumogeiicTBue ¢ ApyrumMu JEKapCTBEHHBIMU CpeACTBAMU», «OcoOble yKa3aHUs»).
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C 0CTOpPOXKHOCTHIO

— VY manMeHToB ¢ MpeapacioiaralouMMy (pakTopamMu AJs pa3BUTUS apuTMuU (¢ Opanukapaueit
MeHee 55 ymapoB B MHHYTY; C OJCKTPOJUTHBIMH HApYIICHUSMH, B YaCTHOCTH, C
TUIOKAIMEMHUEH, TUIIOMarHueMue; ¢ BPOXKACHHBIM y/uinHeHHeM wuHTepBana QT; c
COIIYTCTBYIOILIEH  Tepamuedl  mpenapaTamy, CHOCOOHBIMH  BBI3BIBATH  BBIPAKEHHYIO
Opaaukapauio (MeHee 55 ynapoB B MUHYTY), 3JEKTPOJUTHBIE HapyLICHHs, 3aMeIUIsITh
BHYTPHUCEPJICUHYIO MPOBOAMMOCTb WM Y/UIMHATH MHTepBaid QT), Tak Kak THANPHI MOXKET
yIIMHATE UHTEepBal QT 1 yBeIMUUBaTh PUCK PA3BUTHS TSKEIBIX JKETYAOYKOBBIX HApyIICHUN
pUTMa, BKJIIOYas DPA3BUTHE JKEITYAOYKOBOM TaXWMKapAuWU TUIA «IIHPYIT» (CM. pasfensl
«B3aumogeiicTBue ¢ ApyrumMu JeKapCTBEHHBIMH CpeACTBaMu», «OcoOble yKazaHUs»).

— VY nanuenToB ¢ 6ose3Hbto [lapknHCOHA, MPUHUMAIOLINX arOHUCTHI 0()aMHHOBBIX PELIENTOPOB
(amaHTaguH, anoMophuH, OPOMOKPUNTHH, SHTAKAIOH, JIM3YpUM, NEProjuja, HMUpUOeIuI,
POTIMHUPOJI, CEJIETHIINH), €CITU €CTh HACTOSITeTIbHA HEOOXOAUMOCTh B IPUMEHEHUH THAIIPUIA
(cM. pasznmensl «B3ammopelcTBUE C JAPYrUMH JIEKapCTBEHHBIMH CpeacTBaMm», «OcoOble
YKa3aHUS).

— VY [anMeHToB C TSXKEIbIMU CEplIeYHO-COCYAMCTBIMU 3a00JIeBaHUSAMM (M3-32 BO3MOXKHOCTH
YCUJIEHUS UIIEMUYECKUX PacCTPOICTB MPU CHIXKEHUH apTepUAIbHOTO JAaBICHHUS).

— V¥ nanueHToB MOXUIIOro Bo3pacTa (IOBBIILIEHHBIN PUCK Pa3BUTHUS CHY)KEHHSI YPOBHS CO3HAHMS,
KOMBI, OPTOCTaTUUECKOM IMIIOTEH3HN).

— VY nanueHToB MOXKUIIOro BO3pacTa ¢ ieMeHIMen (cM. pazaen «Ocolble yKazaHUus»).

— VY nanueHToB ¢ (hakTopaMH pucKa pa3BUTHS UHCYIbTA (cM. pazaen «Ocolble yKazaHUs»).

— VY DanueHToB ¢ MOYEUHOW HEJOCTATOYHOCTHIO (TpeOyeTcsi KOPPEKIHs pexUMa 103UPOBaHMS,
cM. pazzensl «Crnoco0d mpuMeHEeHUs U 103b», «Oco0ble yKazaHUsm»).

— VY manueHToB ¢ HapyUIeHUsAMHU (QYHKIUH Me4eHu (cM. pa3aen «Crnocol NpUMEHEHUs U J03b1»).

— VY nmanueHToB ¢ anuiencueit (HeiHpoaenTuKY MOTYT CHUXKATh MOPOT CYI0POKHOM aKTUBHOCTH,
XO0T4 3TOT 3G (PEKT y THANIPHUIA HE U3ydalcs).

— VYV nmnanueHToB C (pakTopamMu pucCKa pa3BUTHUS TpoMOosMmOonuit (cM. pasgen «OcoOble
YKa3aHUS»).

— VY nanMeHTOB, UMEIOIIMX B aHaMHe3€ (B TOM YHCIIE CEMEWHOM aHaMHe3€) paKk MOJOYHOH
xkenessl (M. pazaen «OcolOble yKa3zaHHs ).

— Bo Bpewms 6epemennoctu (cM. paznen «IIpuMeHenne npu 6epeMeHHOCTH U B IEPHO TPYIHOTO
BCKapMJIUBaHUS).

— Ilpu ogHOBpEMEHHOM NPUMEHEHUH JEKApCTBEHHBIX CPEJCTB, COAEPIKAIINX ATAHOI (CM. pa3ien

«B3aumopeiicTBue ¢ APYTrumMu JICKAPCTBCHHBIMU CpCIlCTBaMI/I»).
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I[IpumeHeHne MpU 6€PeMEHHOCTH U B MEPUO/ TPYTHOT0 BCKAPMJIMBAHUS

bepemennocmeo

Nmerorcs oueHb OrpaHUYEHHBIE JAHHBIE MO MPUMEHEHUIO THANpuia y OepeMEHHBIX >KCHIIUH.
Tuanpun npoxoaut depe3 IulaneHTy. [IpumeHeHue mnpenapara HeE PEKOMEHAYETCS IpU
OCpEeMEHHOCTH M Y JKEHIIMH PEMPOJYKTUBHOTO BO3pAcTa, HE HCIOIB3YIOMUX A(H(HEKTHBHBIX
CII0COOOB KOHTPALIEIILIUY.

HoBopoxneHHble, KOTOpble BO BpeMs TPETbEro TPUMECTpa OEpEeMEHHOCTH IMOJBEpPrajluch
BHYTPUYTPOOHOMY BO3JCWUCTBHUIO AHTUIICUXOTHYECKUX IpEenaparoB, BKIouas Ipernapar
Tuanpuan, UMEIT PUCK PA3BUTHS Y HUX MOCIE POXKICHUS HEKENATSIBHBIX PEAKIUi, BKIIOYas
AKCTPANHUPAMUIHBIN CHHAPOM I CHHIPOM «OTMEHBI», KOTOPBIE MOTYT BaPbHPOBATH IO TSHKECTH
u mnpopopkuTenbHOCTH (cMm. pazgen «llobounoe nelictBue»). Coolmiasock O pPa3BUTUU
MICUXOMOTOPHOTO BO30YXKACHUSI, MBIIIEYHOTO THIIEPTOHYCA, MBIIIEYHONW TMIIOTOHUHU, TPEMOpa,
COHJIMBOCTH, PECIIUPATOPHOTO AUCTPECC-CUHIPOMA HITH 3aTPYAHCHUN TTpu KopmiteHUH. [loaTomy
TaKHe HOBOPOKJICHHBIC JIOJDKHBI HAXOIUTHCS TIOJ] PErYJISIPHBIM MEIUIIMHCKUM HAOITIOICHUEM.
Kpome 3TOr0, y TaKUX HOBOPOXKJIECHHBIX TEOPETUYECKH BO3MOXKHO PAa3BUTHUE B3YyTHUS KUBOTA U
3aJIep)KKH  OTXOXKICHHS MEKOHHS, TaXWUKapauH, TUIEPBO3OYAMMOCTH, OCOOCHHO IpHU
OJIHOBPEMECHHOM TIpHEME MAaTepbld BO BpeMs OEPEeMEHHOCTH M-XOJIMHOOIOKUPYIOIIHX
MIPOTUBOMAPKHHCOHUYECKHX TIPEIapaToB.

HubeKimoHHble npenaparbl HEHPOJIENTUKOB, MPUMEHSIEMbIE B SKCTPEHHBIX CHUTYalUSX, MOTYT
BBI3BaTh y OEPEMEHHBIX KEHIIUH CHIKEHUE apTePHaIbHOTO JIaBIICHUSI.

Ilepuoo zpyonozo éckapmauganus

HccnenoBanuss Ha >KMBOTHBIX TOKAa3aJid, YTO THAMPHJI TPOHUKAET B TPYAHOE MOJOKO.
HeusBecTHO, MPOHUKAET M THANIPUJl B TPYJHOE MOJIOKO YEJIOBEKa, HO PHCK BO3JCWUCTBUSA Ha
pebenka He uckimtouaetcs. [Ipu mpumeneHun mpenapara Tuampuaan rpyAHOE BCKapMIUBaHUE
MIPOTUBOIIOKA3aHO.

Depmunvhocmsp

Y JKMBOTHBIX OTMEYAJIOCh CHWKEHUE (EepTUIBHOCTH, CBS3aHHOE C (papMaKOIOrHUECKUMU
s dexkramu Tuanpuaa (3¢ ext, onocpenoBaHHBINA MPOTAKTHHOM).

/lannble 00KMUHUYECKUX UCCIE008AHUTL

B wccnenoBaHusSX Ha KUBOTHBIX (TPBI3YHBI) THANIPHJ HE TPOJAEMOHCTPHUPOBAT MPSIMOTO WA
KOCBEHHOTO TePaTOTEHHOTO WJIM SMOPHOTOKCUYECKOro JneicTBus. MccnenoBaHusi Ha KpoJHMKax
MPOJIEMOHCTPUPOBAIU IMOpHOTOKCHYeckre A((eKThl THANpUaa B caMbIX BBICOKHX J03ax (80 u

160 mr/kr Maccel Tena/CyTKH).
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Cnocod npuMeHeHHs U 103bl

[Tpenapat npenHazHavYeH TOJAbKO IS B3POCbIX.

Cnoco6 npumenenus

[TapeHTepaiibHOE BBEICHUE ITPENapaTa UCIOIb3yeTCs TOIbKO IPU HEBO3MOXHOCTH IEPOPATBHOTO
NpUMEHEHHUS Ipenapara.

[IpenapaT MOXeT BBOAUTHCS BHYTPUMBIIICUYHO WM BHYTPHUBEHHO, OHAKO MPEANOYTUTEIHLHBIM
ABIIIETCS. BHYTPUMBILICYHBIN IyTh BBEACHUS, TaK Kak IPH BHYTPUMBIIIEYHOM BBEJCHUU
HaOJI0/1aeTCsl MEHbIIIE HeXKEIaTeNbHBIX PEaKIIUii, YeM MPU BHYTPUBEHHOM BBEJICHUU.

[IpenapaT BBOAAT BHYTPUMBIIIEYHO U BHYTPUBEHHO TOJBKO B TEX CIy4asx, KOTJa BO3MOXKEH
KOHTPOJIb TMAaIeHTa MEIMIMHCKAM TEePCOHAJIOM M JOCTYHHBI CpEICTBA JUIS IPOBEICHUS
PEaHNMAIIMOHHBIX MEPOTIPUATHUH.

Pesicum 0o3uposanus

Oo6pranast mo3a cocrapisier 200-300 mr B cytku. MHBEKIIMK CleIyeT MPOBOIUTH Kaxaple 4—
6 wacoB. MakcumanbHas cyrouHas no3a — 1200 mr.

B ocoObix cnyuasx mpu aenupun wiu npeaaenupuosHom coctosaun: 400-1200 Mr B cyTku
(makcumanbsHo 110 1800 Mr B cyTKH).

HeobxonuMo Beeria moaoupaTh MUHIMATLHYIO 3G (deKkTuBHYIO 103y. Eciii mo3BosiseT cocTossHue
NaIMeHTa, JCUYCHUE CICAYeT HAUMHATh C HU3KOH JT03bI, 3aT€M MOCTETIEHHO MOBHIIIAs €e.
[TponomkuTensHOCTD JIeueHus: — He Oosee 4 Helenb.

Ocoovle epynnbl nayuenmos

Ilayuenmul nodxxcunoco 6o3pacma

200-300 Mr B cyTKH, CYTOYHAs /1032 JACTUTCSA Ha 2—3 BBeJeHHUA. MakcuMalibHas pa3oBasi 103a —
100 mr. MakcumanbHas cytrouHas no3a — 300 mr.

Tayuenmoi ¢ HapyweHuem GyHKyuyu novex

VY manueHToB ¢ HapymeHneM (YHKIIUH TOYeK BBIBEICHHE THANIPHUIA KOPPETUPYET C KIUPEHCOM
kpearnHuHa. [losromy mnpu kimupeHce kpeatmHnHa 30-60 Mi/MHH 103y CileyeT CHIXKATh Ha
25 %, npu knupeHce kpearnHuHa 10-30 Mu/MUH 103y cleiyeT YMEHBIIUTh B 2 pasa, Npu
KJIMpeHce KpeaTMHHHA MeHee 10 Mi/MHUH 1103y cleayeT yMEHbIIUTh B 4 pas3a, 10 CPaBHEHHUIO C
JI03aMU TIPYU HOPMAaJIHbHON (PYHKITUH ITOYEK.

llayuenmul ¢ nHapywenuem Qynkyuu neveru

[Tpenapat He3HAYUTEIHHO METAOOIMU3UPYETCsl B OpraHU3Me, OJHAKO MPU HapyIIEeHUH (YHKIIUU

Mne4ycHHU npenapatr CJICAYCT NPUMCHATH C OCTOPOKHOCTLIO.
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Memu

[Ipenapar Tuampunan npoTUBONOKa3zaH y nered B Boszpacte or 0 go 18 njer (cm. pasgen

«[IpoTuBoOMOKa3aHUNY).

ITo0ouyHOE nelicTBUE

Pe3tome nexcenamenvHvix peakyuii

YacTtoTa BO3HUKHOBEHHMSI HEXEJNATENIbHBIX pPEAKIUU OIpeAessuiaCh B COOTBETCTBUH C

kinaccudukanueir BcemupHO# opraHuzanuu 37paBoOXpaHeHHs: odeHb yacto (> 1/10), wacto

(>1/100, vHO < 1/10), Hewacto (= 1/1000, HO < 1/100), peaxo (> 1/10000, Ho < 1/1000), oueHs

penko (< 1/10000), wacrora Hew3BecTHa (HA OCHOBAHMHM WMEIONIUXCS JAHHBIX OIICHUTH

HEBO3MOKHO).

Hapywenus co cmoponul kposu u tumghamuueckotl cucmemol

Peoko

— JleiikonieHust, HEUTPONEHUS, arPaHyJIOUTO3 (cM. pazaen «Ocobble yKazaHusm»).

DHOOKpUHHbBLE HAPYULeHUs.

Yacmo

— Tl'unepriponakTuHEMUs, KOTOpas MOXET IPHBOIUThL K PA3BUTHUIO aMEHOPEH, TaIaKTOPEH,
TMHEKOMACTHH, YBEIIMYCHUIO MOJIOUHBIX JKeJie3, MOSBICHUIO OOJICH B MOJIOYHBIX JKele3ax,
oprazMu4eckod AUCPYHKIMU (HAPYLIIEHUIO Opra3mMa) M SPEKTWIbHOW IUCHYHKIUU. DTH
CUMITOMBI OOpaTUMBI [TOCIIE OTMEHBI Ipenapara.

Hapywenus memabonusma u numanus

Peoko

— T'unonatpuemusi, CHHAPOM HEaJEKBATHOM CEKpelnH aHTHINYPETUIECKOTO TOPMOHA.

Ilcuxuueckue Hapywenus

Yacmo

— COMHONEHIIUS/IpeMOTa,  COHJIUBOCTh, OECCOHHHUIA, aXuTanus, UHAUPPEPEeHTHOCTD
(6e3paznmuue).

Heuacmo

— CrnyTaHHOCTh CO3HAHUS, TAILTIOIIMHAIIIH.

Hapywenus co cmoponvl HepeHOll cucmembl

Yacmo

— TonoBokpyxeHue/BepTUTO, FOJIOBHAS O0JIb.

— ITapkWHCOHWM3M W CBSI3aHHBIC C HUM CHUMITOMBI (SKCTpalMpaMUIHBIE CHMIITOMBI): TPEMOp,

MBITIIEYHBIN TUIICPTOHYC, THUIIOKHHE3WA W THUIICpCAIUBAlM. OTH CHUMIITOMBI OOBIYHO
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MOJIBEPTaloTCsl 0OPaTHOMY Pa3BUTHIO MIPU O] HOBpeMé%ﬁ@%“J-ggﬁm;éJoﬁﬁMﬂunx

MIPOTUBOMAPKHHCOHUYECKHX MIPETapaToB.

Heuacmo

— Axaru3usi, MbIIIEYHas JAWCTOHMS (Cla3M, KpPHBOILIEs, OKYJIOTHPHBIM KpW3, TpU3M). OTH
CHUMIITOMBI OOBIYHO ITOJBEPTAOTCS OOpaTHOMY Pa3BUTHIO MPH OAHOBPEMEHHOM IIPHUEME M-
XOJIMHOOJIOKHPYIOITUX TPOTUBOMAPKUHCOHUYECKUX TIPETapaToB.

— Cynoporu, 0OMOpOK.

Peoxo

— Ocrtpast TMCKUHE3HsI, OOBIYHO TOIBEPTaOIIAscsi OOPAaTHOMY Pa3BUTHIO MIPH OAHOBPEMEHHOM
pueMe M-XOJIUHOOJOKHUPYIOIIMX MPOTHBOMAPKUHCOHNYECKUX MPEIapaToB.

— Ilo3musis ~ OUCKMHE3Ws,  XapaKTEPU3YIOMIAasCSd  CTCPEOTHITHBIMH  HEIPOU3BOJIHHBIMU
JBHKCHUSMH, TJIABHBIM 00pa3oM $3bIKa W/WJIM MBIIII] JIMNA (KaK ¥ MPU MPUMEHEHUH BCEX
JIpyrux HEWpOJIENTUKOB, OCOOCHHO IOCTe WX NPHUMEHEHHS B Te4YeHue Oosee 3 MecsIeB).
[TpoTuBONapKMHCOHUYECKHE MIpenapaThl IPU JAHHOM COCTOSHUU HEd(PHEKTUBHBI UIH MOTYT
MPUBECTU K YCHIICHUIO CUMIITOMOB.

— 3JI0OKQYECTBEHHBIM HEUPOJIENTUUECKUA CHUHIAPOM, KOTOPBIM SBIAETCS IOTEHIIMAILHO
JIETAIbHBIM OCJIO)KHEHHEM W BOSHMKHOBEHHME KOTOPOT'O BO3MOXKHO IPH MPUMEHEHHUH JIFOOBIX
HelponenTukoB (cM. pasaen «OcoObie yKazaHus»).

— llorteps co3HaHus.

Hapywenus co cmoponwt cepoya

Peoko

— VYanmunenue unTepBana QT, jKemyTOYKOBBIE HApYIICHUS PUTMA, TaKUE KakK KeIyJOuKoBas
TaXWKapIus THIA «ITAPYIT», KEITyIOYKOBAs TaXHKapIus, KOTOPbIE MOTYT INPUBOJHTH K
GbuOPUIIIALINY KeTYI0YKOB UM OCTAHOBKE Cep/lla M BHE3aMHON cMepTH (cM. pazzaen «Ocolble
yKa3aHUs»).

Hapywenus co cmoponwt cocyoos

Heuacmo

— CHIKEHHE apTepUAbHOTO MJaBlIeHHs, OObIYHO B (OpMe OpPTOCTATUYECKOW TUMOTEH3HH,
TPOMOO03 TITyOOKHX BEH.

Peoxo

— TpomO0o5MOo0mHUs NEroYHON apTepuu, UHOTIA C JIETATbHBIM HCX0J0M (cM. pazmen «OcoObie

yKa3aHUs»).
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Hapywenus co cmoponwl ovixamenvhoti cucmeml, opeayge'ezfggtg 'ﬁ'ﬂ“em I?Alipez) cm HI-' A

Peoko
AcnupanoHHasi THEBMOHUS, YTHETEHUE AbIXaHUs (IPU IPUMEHEHUH C IPYTUMH CPEICTBAMH,
yrHETAIOIUMHK [EHTpalbHyI0 HepBHYIO cuctemy (LIHC)).
Kenyoouno-kuweunvle napyuienus
Heuacmo
— 3amop.
Peoko
Kuieynast HempoxoauMocCTh, UIIEyC.
Hapywenus co cmopoHbl neyenu u sHceniesvi8o0auux nymeti
Peoxko
[oBbIlIeHNE AKTUBHOCTH «II€YEHOYHBIX» (PEPMEHTOB.
Hapywenus co cmopoHbl Kodicu u NOOKONACHBIX MKAHel
Heuacmo
KosxHas cbllb, BKIIIOYAst 3pUTEMATO3HYIO Chlllb, MAKYJIO-TIAMTYJIE3HYIO ChIllb.
Peoxko
Kpanusnauna.
Hapywenus co cmopoHuvl mMbluieunoll, ckeniemuou u coeOUuHUmenIbHou mKanu
Peoxko
PabaomMuonus, noBelllieHNE aKTUBHOCTU KpeaTUH(POCHOKHUHA3HI B CBIBOPOTKE KPOBH.
bepemennocms, nocnepooogulii nepuoo u nepunamanvhvle cOCMosHUA

Yacmoma Heuzsecmmua

CHUHJIpOM «OTMEHBI» Y HOBOPOXKIACHHBIX (CM. pasznen «lIpumeHeHue nmpu OEpeMEHHOCTH U B
NEepUO TPYAHOTO BCKAPMIIMBAHUS).

Hapywenus co cmopoHbl penpoO0yKmugHoU cucmembvl U MOJIOYHbIX JHcele3

Heuacmo
AMeHopesi, oprasmMuyueckas 1uchyHKIHUS.

Peoxko
VYBenuueHrne MOJIOYHBIX jKeJie3, 001b B MOJIOYHBIX JKeJe3aX, rajlakTopes, I'MHEKOMacTus,
SPEKTUIIbHAS AUC(HYHKIIHA.

Obwue nHapywienus u peaxyuu 8 Mmecme 68€0eHuUs

Yacmo

ACTCHI/ISI, 9YBCTBO YCTAJIOCTH.



COOTBETCTBYET SKCTNEPTHOMY OTHETY

o1 20.03.2025 Nz 7408

(NOCNEQCBATENEHOCTE 0002)

Heuacmo

— VYBenuueHHne Macchl Tena.
Tpasmul, uHmokcuKayuu u OCLOHCHEeHUs1 NPoYeoyp

Yacmoma Heuzgecmmua

— [lagenus, 0cOOEHHO y MOXKUIIBIX TAI[UCHTOB.

Cooouienue 0 nodo3pesaemvix HeHceNAMENbHBIX PEAKUUAX

Baxno coo0mare O MOA03peBaeMbIX HEXKENaTeNIbHbIX peakIUsX IOoclie pPerucTpanuu
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecredeHns HeMPEephIBHOIO MOHUTOPUHTA COOTHOIICHUS
«T0JTh3a — PUCK» JICKAPCTBEHHOTO TMpemapaTa. MEIUIIMHCKUM pa0OTHUKAM PEKOMEHIYETCS
Co00IaTh O JIFOOBIX TOJ03PEBACMBIX HEXKEIATEIBHBIX PEAKIUSIX JIEKApCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbl COOOIICHUS O HEXENIAaTeIbHBIX PEaKIHSIX rOCyAapCTB — UICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickas ®@eoepayus

OepnepanbHas cinyx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBuanzop)

Anpec: 109012, r. MockBa, CnaBsitHcKasi 1iomiaib, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

Ilepeno3supoBka

JlanHbIe MO TIepeA03UPOBKE THATIPHUIA OTPAHUYEHBI.

Cumnmombut

W30biTOuHAsT cedanusi, COHIMBOCTb, YTHETEHHE CO3HAHUS BIUIOTH J0 KOMBI, apTepuaibHas
TUTIOTEH3HSI, YKCTPAMMPAMHTHAS CHMIITOMATHKA.

Jleuenue

OtmeHa mpenapara, CHMITOMATHYeCKas W JIC3WHTOKCHKAIMOHHAS Tepamusi, MOHHTOPHHT
YKU3HEHHO Ba)KHBIX (PYHKIIMI OpraHu3Ma, OCOOCHHO CepJIeUHOM AeITeTbHOCTH (PUCK YIUIMHEHUS
untepBana QT u pa3BUTHA KENyTOYKOBBIX HAPYIICHWH PUTMA), MO MOJIHOTO HCYE3HOBEHUS
CUMIITOMOB HMHTOKCHUKAIMH. [IpW TOSBICHUU TSKEIBIX DKCTPAAPAMHIHBIX CHUMIITOMOB —
MPUMECHECHHUE aHTUXOJIMHEPTUICCKUX CPEJICTB.

[Tockonpky THAmpuj cinabo TMOJABEpraercs AWanu3y, IS ero yOalleHWs W3 OpraHu3Ma He
PEKOMEHIyeTCs MPUMEHATH reMoananu3 (cM. pasaen «PapMaKOKUHETHKAY).

Crnenuduyeckoro aHTUI0Ta HET.
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Hmenuchy cooOLIEHUsT O JIETAIBHBIX HCXOJaxX

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.03.2025 N= 7403

npu_ndplAo3HpoRE, st bpaiont mpu

KOMOWHAIMK THATIPHJIA C JPYTUMH IICUXOTPOIHBIMU CPEACTBAMHU.

B3aumopneiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMHU CPeACTBAMH

Hpomueonoxasaunbte Komﬁuuauuu

C nesooonoi

B3aumHbIl aHTaroHW3M JEBOJONBI U HEHPOJIENTUKOB.

C kabepeonunom, xunazonuoom

BzanMmHBIN aHTaroHU3M MCXKAY OTUMU ,I[O(baMI/IHCpFI/I‘IeCKI/IMI/I npernaparaMu U HCﬁpOHCHTHKaMH.

Hepexkomenoosannvie Komounayuu

C npenapamamu, Komopbsie CHOCOOHbI 8bI3bIBAMb HCELYOOUKOBYIO MAXUKAPOUIO MUNA «NUPYIN»

unu yorunamo unmepsan QT

- HpenapaTLI, BBI3BIBAIOIIHEC 6pam/n<apz[mo, TaKH€ KakK 66Ta-aﬂpeH06HOKaTOpBI; CHHMKAIOIIUC

YHUCJIO CCPACUYHBIX COKpaH_[CHI/Iﬁ 6J'IOK3.TOpBI MCAJICHHBIX» KaJIbIIUCBBIX KaHAJIOB (BepaHaMI/IH,

,I[I/IJ'ITI/IaSeM); KIIOHUWOUH, T’ yqu)aI_[I/IH; CCPpACUYHBIC TTIMKO3U/IbI.

— HpenapaTH, BBI3BIBAIOIIIHUE THUIIOKAJIMEMHUIO, TaKHEC KakK KMHﬁBLIBOZ[?IHIHG ANYPCTUKU,

cl1a0HUTeIbHbIE,

CTUMYJIUPYIOLIUE IEPUCTAIBTUKY KUIICYHMKA;

amdoreputud B npu

BHYTPUBCHHOM IPHUMCHCHUH, TJIIOKOKOPTHKOCTCPOUbI, TCTPAKO3aKTU[ (Hepeﬂ IMpueMoM

THAIIpHUa THIIOKAJIMCMHA JOJIDKHA OBITH CKOppeKTI/IpOBaHa).

- AHTI/IapI/ITMI/I‘leCKI/IC cpeacrBa 1A KiIaccCa, TAKMC KaK XMHUIWH, TU30IIUPaAMU/I.

- AHTI/IapI/ITMI/I‘leCKI/Ie cpeacrTBa III KJIacCa, TaKHC€ KaK aMHUOIapOH, COTaJIOJI, I[O(l)CTI/IJ'II/II[,

UOYTUITU]T.

- I[pyrHe npemnaparsbl, TAKUC Kak IMMO3U M, CYJIbTOIIPUI, CYJIBIIUPU, TATIONICPUIO0II, THOPUAA3UH,

MCTAaJOH, AaMUCYIIBIIPUN,

MUIIOTHA3UH, CEPTUHAON, BEPATUIPHUL;
npenaparsl

TUTUS;  OCTIPUIINT;

AHTUACTIPECCAHTEI,

U3anpu/I,

APOIICpHUI0JI, XJIOPHPOMA3WH, JICBOMCIIPOMA3WH, LIUAMCMA3UH,

MMPOU3BOJHBIC HWMHUIIPpAMHUHA,

mudeMaHmwia  MeTWICYIb(}ar, BBOJIUMBIM

BHYTPUBEHHO SPUTPOMUIIMH, BBOJUMBIN BHYTPUBEHHO CIIMPAMULIMH, MU30JaCTUH, BBOJUMBII

BHYTPUBEHHO BHUHKaMUH, Trajio(aHTpuH, iTyMedaHTpUH, MEHTaMUAMH, cHapdaokcaiuH,

MOKCHU(IOKCAIIHH.

— CeneKTUBHBIC I/IHFI/I6I/ITOpBI O6paTH01" 0 3axBaTa CCPOTOHHHA (I_[I/ITaJ'IOHpaM, BCI_II/ITaJ'IOHpaM).

Ecimu Yy MNalMUCHTOB HECJIb3A n30exkKaTh OOJHOBPEMCHHOI'O HA3HAYCHHA OTUX MPCHaparoB C

TUANIPUJIOM, TO CIEAYEeT NPOBOAUTH TINATEIbHOE KIMHHUYECKOE, J1abopaTopHOE (KOHTPOJIb

AJIEKTPOJIUTHOTO COCTaBa KPOBH) U DJIEKTpOKapaAuorpaduieckoe HaOIoACHHE.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 20.03.2025 N= 7409

o

C  OJogamunepeunweckumu npomueonapkuﬂconuqec@};}i;'—lE&Q#&%&%ﬁb":::'::(-Ic_zihcgl}:;:igz-zlbuu,

anomop@um, OPOMOKPUNMUH, DHMAKANOH, JAUYPUO, NeP2OoU0, RUPUOEOUl, NPAMUNEKCOI,
PONUHUPOI, CelecUNUH)

B3auMHBI  aHTaroHu3M JA0(GaMHHEPTUYECKUX MPOTHBONAPKMHCOHUYECKUX MPENapaTtoB U
HEHPONENTUKOB. ATOHHCTHI JO()aMUHOBBIX pELUENTOPOB MOTYT BBI3BaTh WM YCHINTh
NCUXOTUYECKYI0 CUMIITOMATHKY (cM. pazzien «Ocolble yKazaHHs»).

C smanonom

DTaHOJN YCHJIMBACT CENaTHBHOE JCHCTBHE HeiposenTukoB. [loaToMy BO Bpems JeueHHs
THATPUIOM HEJb3sl yIOTPEOISITh CIIMPTHBIC HAIIUTKHU U JIEKAPCTBEHHBIC ITPETIaPAThI, COICPIKAIINE
ATAHOIL.

Komounayuu, mpedyrouwue codnodenus oCmopodcHocmu

C  uneubumopamu  XOMUHICMEPA3bl  (OOHENE3UNIOM,  PUBACMUSMUHOM,  2AJIAHMAMUHOM,
RUPUOOCMUSMUHA OPOMUOOM, HEOCMULMUHA OPOMUOOM)

N3-3a crocoOHOCTH STHX MPENapaToB BHI3BIBATH OpagUKapIUIO MOBBIIMIACTCS PUCK PA3BUTHUS
KEITYTOUKOBBIX HAPYIICHUH PUTMA.

Komounayuu, komopuie cnedyem npuHumams 60 6HUMAHUE

C eunomeH3usHbIMU NPENapamamu

AIIMTUBHOE TUTIOTEH3UBHOE JICHCTBHE, YBETHMUEHUE PHCKA OPTOCTATHUECKOW THITOTEH3UH.

C Humpamamu

[ToBbIIaETCSI PHCK CHWKEHUS apTePHAIbHOTO JIaBJICHUS M, B YaCTHOCTH, pPa3BHTHUS
OpPTOCTaTUYECKON TUIIOTECH3UH.

C npenapamamu, yenemarowumu ¢hynkyuio [{HC

[IpousBognple MopduHa (aHAIBIETUKH, MPOTUBOKALILUIEBBIE MIperaparsl); OapOUTYypaTshl;
OCH30/IMa3eMUHbl U JIpyT'HMe aHKCHUOIWTUKHU, CHOTBOPHBIE IMpemapaThl; aHTHJIECNIPECCAHTHI C
CE/IaTUBHBIM JIEHCTBUEM (AaMUTPUIITUIINH, JOKCENWH, MUAHCEPUH, MUPTA3alliH, TPUMHUIIPAMHUH);
6sokatopbl H1-rIcTaMUHOBBIX PEIIEITOPOB C CEAATUBHBIM JCHCTBHEM; THIIOTEH3UBHBIE CPE/ICTBA
[EHTPAIILHOTO JEWCTBUS (Ui KJIOHWAWHA M TyaHpamuHa cM. Takke «HepexoMmeHmoBaHHBIE
KOMOHMHAIUNY); 0akIo(eH; TaTua0Mua U TU30TH(EH.

Bo3MoxHO KYMYJISITUBHOC YTHCTCHUC HHC 1 CHUKCHHUEC PCAKIIUU.

OcoOble ykazaHus
310KayecmeeHHblil HelupoienmuuecKuil CHUHOpOM
3nokavyecTBeHHbIN Heiponentudeckuit cuuapoMm (3HC), KoTopwlii SBAsETCS MOTEHIMAIBHO

JICTAJIBHBIM OCJIO)KHCHUEM W BO3HHKHOBCHHEC KOTOPOI0 BO3MOXKHO IMPU MNPHUMCHCHUU JIFOOBIX

12



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.03.2025 N= 7403

HEHUPOJICTITUKOB, XapaKTepuzyercs OJeaHOCTBIO, rﬂﬁgbﬁmg&'“Tﬂ?ﬁ%&Eﬁbl :1|\-‘/'1*—5|1"1Hu

TUC(YHKIMEH BereTaTuBHOM HEPBHOW CUCTEMBI, HapyIlIeHueM co3HaHusl. [Ipu3naku qucdyHKmm

BEreTaTMBHOM HEPBHOM CHUCTEMBI, TaKHE€ KaK IOBBIIICHHOE IOTOOTHAEICHUE U JIa0MIBHOCTH

apTEepUAJIBHOTO JABJIEHUS M IIyJIbCA, MOTYT IPEAIIECTBOBaTh HACTYIUICHUIO THIEPTEPMHUM U

ABJIATHCSA PAHHUMH IIPEYTIPEKTAIOMUMU CUMITOMAMH.

HabGmonanucs ciydan ¢ arunuuesiMu nposBiaeHusmMu 3HC, Takumu kak runeprepmus 0e3

PUTUIHOCTH MBI WIM apTepUaIbHOW TMIEPTEH3UH, a TAaKXKE C MEHEe BbIPAKEHHOMU

TUIIEPTEPMHUEIH.

B ciyuae runeprepMuM HESCHOrO TI€HE3a, YTO MOYKHO pACLUEHMBAaTh JMOO Kak paHHUHN

npu3Hak/cumntoMm 3HC, mub6o kak arumuunenii 3HC, Tnanpun cieayer HeMeJIEeHHO OTMEHUTh U

YCTaHOBUTH MEUIIMHCKOE HAOIIIOICHHE 32 TAIIUEHTOM.

ITpuunna passutus 3HC octaercs HeBbIsicHeHHOMU. [Ipennonaraercs, 4To B €ro MEXaHU3ME UIPaeT

poJb 610Kaa 10(haMUHOBBIX PELIENITOPOB B MOJIOCATOM TeJl€ U THIOTalaMyce, He UCKIIIoYaeTcs

BPOXKACHHAsI  MPEIPACIIONIOKEHHOCTh  (MAMOCHHKpa3usi). Pa3Butuio cuHIpoMa  MOTYT

CHOCOOCTBOBAaTh MHTEPKYPPEHTHAsE HH(EKINs, HAPYIICHUST BOJHO-IIIEKTPOJIUTHOTO OanaHca (B

YaCTHOCTH, JAETHJpaTalysi, THIOHATpUEMHs), OJHOBPEMEHHOE HAa3HAuYEHUE Ipernapara JUTHS,

OpPraHUYECKOE MOPAKEHUE MO3Ta.

B cBs3u ¢ puckom pazButus 3HC npu npuMeHeHUH JTHO0bIX HEMPOJIENTHUKOB THAIPUJL CIIEIYET

IPUMEHSTh C OCTOPOXHOCTBIO Y MAllMEHTOB, OJHOBPEMEHHO MPUHUMAIOIIUX JpYyrue

HEeHpOoJeNTUKY WK JIt00bIe IpenapaTthl, CliocoOHbIe BbI3bIBaTh pazsutue 3HC.

Yonunenue unmepeana QT

Tuanpua MOXeT BbI3bIBaTh y/uTHHeHUE HHTepBasia QT. M3BecTHO, UTO 3TOT 3P HEKT yBeTUUNBAET

PHUCK Pa3BUTHS CEPhE3HBIX JKETYJOUYKOBBIX apUTMUMN, TAKUX KaK XKeJyI0UKOBasi TAXUKapIUs TUIIA

«upy>™» (cM. pazzaen «IlobouHoe neficTBre»).

Ilepen Ha3HaueHMEM TEpaNUKd HEUPOJNENTUKAMH, €CJIA IO3BOJIIET COCTOSHUE IIAlMEHTA,

HEO0OXOUMO KOHTPOJIMPOBaTh (PAKTOPHI, MpEapacloyiaraloliie K Pa3BUTHUIO 3TUX TAKEIbIX

HapyIlEeHUH pUTMa:

— Opaaukapaus MeHee 55 yIapoB B MUHYTY;

— TUIOKAJINEMUsl, TUIOMarHueMHus;

— BPOXKIEHHBIN yUIMHEHHBIA nHTEepBan QT;

— OJHOBPEMEHHOE NPHUMEHEHHE JApPYTruX IpenapaToB, BbI3BIBAIOUINX OpaJuKapAui0 MEHee
55 ynapoB B MHUHYTY, THIIOKAJIWEMHIO, TUIIOMAarHWEeMHIO, 3aMe/UIeHUE BHYTpPUCEpPICUYHON
npoBoAuMOCTH win yanuHeHue uHTepBana QT (cM. pasgensl «lIporuBomoxazanus», «C

OCTOPOKHOCTBIOY, «I[l0004HOE NelicTBUEY);
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— TpHUEM aJKOTOJs (3TaHOJA), TaK KaK ATaHOJ

CJIEZICTBUE, BbI3bIBATh y/UIMHEHUE nHTepBan QT.
[TanimenTam C BBINIENEPEUYNCICHHBIMU (DAKTOPAMH PHCKa, MPEIpacoNaraloliMy K YITTHHEHUIO
uatepBasia QT, mpu HE0OXOAMMOCTH HA3HAYEHUS THANPHIA CIEAYeT COONM0AaTh 0CO0YI0
OCTOPOKHOCTh. ['MITOKaIMeMusi 1 TMIOMarHueMusl JJOJKHBI ObITh CKOPPEKTUPOBAHBI 0 HAayala
npUMeHeHus npenapara. J[o BBeAeHUs Ipenapara, WM Kak TOJIbKO 3TO CTaHET BO3MOXHBIM B
npoliecce ero BBEACHHUS, WM KOT'Ia IO3BOJISIET KIIMHIYECKas cutyanus cieayet nposecta JKI -
uccinenoBanne. B mpomecce BBeAeHHs mpemnapara HEOOXOAMMO OOECHeYUTh MEIUIIMHCKOE
HaOJr0IeHUE 3a MAMEHTOM U MOCTOSHHBIA MOHUTOPUHT (DYHKIIMM CepLIa.
IKecmpanupamuoHnvlit CUHOPOM
[lpr HSKCTpanupamMHIHOM CHHIPOME, BBI3BAHHOM HEHPOJICNITUKAMH, CIEAyeT Ha3HA4aTh
AHTUXOJMHEPTUYECKHE Tperaparhl (a2 He aroHUCTH AO(AMHHOBBIX PELENTOPOB) (CM. pa3men
«B3aumogpeiicTBue ¢ ApyruMH JEKapCTBEHHBIMU CPEICTBAMU).
Hucynom
B pannoMH3MpOBaHHBIX KIMHUYECKUX HCCIEIOBAHUAX IO CPABHEHUIO HEKOTOPBIX aTUIUYHBIX
HEHPONENTUKOB C IUIanedo, MPOBEACHHBIX Yy MAalMEHTOB MOXHJIOTO BO3pacTa C JEMEHIIHEH,
HaOJII01aJI0Ch TPOEGKPATHOE YBEIWYCHHE PUCKA PA3BUTHA LEPEeOPOBACKYISIPHBIX OCIIOKHEHHIA.
MexaHu3M 3TOro prcka Heu3BecTeH. Hellb3si HCKIIIOUNTh YBEIMUYEHHE TAKOTO PHCKa IIPH IpHeMe
JPYTruX HEMpOJENTUKOB MM B JPYTHUX MOIMYJALUSAX MAlMEHTOB, IO3TOMY THANpHUA CIEAYET C
OCTOPOYKHOCTBIO IPUMEHATH y TAIIMEHTOB C (PAKTOPAMHU PUCKA PAa3BUTHUS HHCYJIbTA.
Ilayuenmut nosxcunozo éozpacma c demenyueii
VY manuMeHTOB MOXHWJIOTO BO3pacTa C ICUX03aMH, CBA3aHHBIMU C JE€MEHLUEH, MpH JeYyeHUU
AHTUIICUXOTUYECKUMH IIpenapaTaMy HabI0AaI0Ch MOBBIIIEHHE PUCKA HACTYIICHHS JIETaIbHOTO
ucxona. XOTS TIPUYMHBI CMEPTH B KIMHUYECKHX HCCICIOBAHUAX C AaTUINHYHBIMU
AHTHUIICUXOTHYECKIUMH TIperapaTaMyi BapbHPOBAIN, OOJIBIIMHCTBO MPUYHH CMEPTEH WMENN WU
CepACYHO-COCYTUCTYIO (Hampumep, cepieyHas HeIOCTaTOYHOCTb, BHeE3alHas CMEpTh), MU
UHQEKIMOHHYIO (HallpuMep, THEBMOHUS ) IPUPOLY.
HabmrogarenbHble  MCCNENOBaHUS TOATBEPAWIH, YTO, IOJOOHO JIEYCHUIO AaTUITUYHBIMA
AQHTHUIICUXOTHYECKUMH TIpeTiapaTaMu, JIeueHHe OOBIYHBIMUA aHTHIICHXOTHYECKUMH TIperapaTaMu
TaKXKe MOXET YBEJIMUMBATh CMEPTHOCTh. CTeneHb, 10 KOTOPOH YBEIMYEHUE CMEPTHOCTH MOXKET
ObITh OOYCJIOBIEHO AHTUIICUXOTHYECKHM IIperapaToM, a He HEKOTOPHIMH OCOOEHHOCTAMHU
MAIMEeHTOB, HESICHA.
Y MOXWIBIX TMAalMEeHTOB Mpenapar CilIeayeT MPUMEHSATh C 0COO0H OCTOPOKHOCTBIO H3-3a

BO3MOJKHOT'O pUCKa YTHCTCHHA CO3HAHUS U HACTYIIJICHUS KOMBI.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.03.2025 N= 7403

(NOCNELOBATENBHOCTE 0002)

Benosznvie mpomooimoonuueckue 0cnoxcHen

[lpy mnpUMEHEHUH AHTUIICUXOTUYECKUX MpPErnapaTtoB HAOMIONAIMCh CIy4ad BEHO3HBIX
TpoMOosIMOonmyeckux ocioxkaenuid (BTO), umHOTHA C J€TANBHBIM HMCXOAOM (CM. pasfen
«ITo6ounoe geiictBue»). [loaToMy THANIPHUA ClIeIyeT MPUMEHSITH C OCTOPOKHOCTBIO Y MALIUEHTOB
¢ paxropamu pucka pa3sutus BTO. Tak kak y manieHToB, IPUHUMAIOIIUX HEUPOJIENTHKH, YACTO
uMmeroTcs npuobpereHHsie (Gakropsl pucka passutus BTO, moOble moTeHIManbHble (akTOpbI
pucka paszButusi BTO 10KHBI BBISBIATBCA 10 Hayajla M BO BpeMs JICUEHUS HpernapaToM
Tuanpugan, a Takke BO BpeMs €ro NPUMEHEHHs CIEeIyeT MPOBOAUTH MEpPONPUATHUS,
HaIpaBJIEHHbIE HA TPOPUIAKTHKY TPOMOOIMOOINYECKUX OCIIOKHEHUH.

Pax monounoii yncenesni

Tuanpux MOXeT yBEIMYMBATh KOHIEHTPALMIO NPOJIAKTHHA B Iuia3Me KpoBu. [lostomy mpu
MPUMEHEHUU THANPU/A y MalMEeHTOB, UMEIOIIMX B aHAMHE3€ (B TOM YHCJIE CEMEITHOM aHaMHe3e)
paK MOJOYHOM >KeJe3bl, CIeyeT COOI0IaTh OCTOPOKHOCTH (CM. pazaen «C 0CTOPOKHOCTHION).
Taxue manueHTsl JOHKHBI HAXOIUTHCS MOJT TIIATEILHBIM HAOIIOICHUEM.

Ilayuenmsut c 3nunencuei

B cBs13u ¢ TeM, 4TO THANPUA MOXKET CHUXKATh OPOT CYJAOPOKHOM aKTUBHOCTH, TPU MIPUMEHEHUN
THANpHUIa y NAlMeHTOB C OJIWeNcHeld MOCHeAHHE ODKHBI HAaXOAUTHCA TOJ CTPOTUM
MEUIIMHCKUM HAOJII0ICHUEM.

Ilayuenmut ¢ 60ne3nvio llapkuncona, npunumarowjue a2o0HUCMbl 00PAMUHOBHIX PEUEenmopos
Kpome uckimounTenbHbIX cllydaes, mpemnapaT Tuanpuaan He cielyeT MPUMEHATh Y HAllHeHTOB C
6one3npto  IlapkuHcona. Ecium  umMeeTcss  HacTosTeNbHass  HEOOXOAMMOCTb  JIEUEHUS
HEHPOJENTUKAMHU MAIIMEHTOB ¢ 00Je3HbI0 [lapKiHCOHA, MPUHUMAIOIINX aTOHUCTHI J0(aMIHOBBIX
PELEnTOPOB, CIEAYeT MPOBECTH IOCTEIIEHHOE CHIDKEHHE J03 MOCIECIHUX JO TOJTHOH OTMEHBI
(pe3kass OTMEHa aroHUCTOB J0(aMUHOBBIX PELENTOPOB MOXET MOBBICUTH PHUCK Pa3BUTHS Y
narueHTa 3710Ka4Y€CTBEHHOTO HelpoIenTUYecKoro CHHJIpOMa) (cm. paszaensl
«C 0oCTOpPOKHOCTBIOY, «B3auMoeiicTBIE C IPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMU).
I'emamonozcuueckue napywienus

[Ipy mpuUMEeHeHMH aHTHIICMXOTHYECKUX IMIpemapaToB, BKIouas mpenapar Tuampupaarn,
HaOJIr01aMKCh JIEHKONEHUs, HeMTponeHus M arpanyionuto3. HeoObscHUMBIE MHBEKIUMH WU
JTUXOpagKa MOTYT OBITh MpH3HAKAMH TeMaTOJIOTHYECKUX HapymieHui (cM. pazaen «lloGounoe
JeiicTBUEY) U MOTpeOoBaTh HEMEUIEHHOTO T€MaTOJIOTUYECKOT0 00CIIeIOBaHMSL.

Iloueunan nedocmamounocmsp

[Ipy moveyHON HEAOCTATOYHOCTH ClEAyeT YMEHBUIMTh 03y mnpemnaparta Tuanpupan (u3-3a

BO3MOJXHOTI'O pHUCKa pa3BUTHUA KOMBI BCJIICACTBUC HAPYIICHUS BBIBEACHUA TI/IaHpI/I,}]a).
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COOTBETCTBYET 3K

o1 20.03.2025 Nz 7408

(NOCNEQCBATENEHOCTE 0002)

Ankozons (3manon)

CTIEPTHOMY OTYETY

Bo Bpems neuenus npenaparom Tuanpuan Hellb3si IPUHUMATh CIIMPTHBIE HAITUTKY U IIPENapaThl,
coJiepsKaliue 3TaHoi (cM. pasaen «B3aumoneicTBrE C APYTUMHU JIEKAPCTBEHHBIMU CPEJICTBAMUY).
Bcnomozamenwnuie eeujecmea

JlanHBIi Tpenapat conepkuT MeHee 1 MMoub (23 Mr) HaTpus Ha OJHY aMITyJy, TO €CTh IO CYTH

HE COJEPKUT HATPUSI.

Bunsinue Ha CIIOCOOHOCTD K YNIPaBJICHUIO TPAHCIIOPTHBIMHU CPEACTBAMH H MEXaHU3MAMH

Jlaxxe 1pu NpPUMEHEHUU B PEKOMEHIOBAaHHBIX J03aX THAIPHUI MOXET OKa3blBaTh CENAaTHUBHOE
JEICTBHUE, YTO IPUBOJUT K HAPYIIEHUIO CIIOCOOHOCTHU YIIPaBJISITh TPAHCIIOPTHBIMU CPEACTBAMHU U
3aHMMAThCS IOTEHIMAILHO OMNACHBIMH BHAAMHU JesATenbHOCcTH. [losTomy HeEoOxoaumo
BO3JEPXKATbCS OT 3aHATUM 3TUMHU BUAAMM JESATEIBHOCTH BO BPEMs IIPUMEHEHMs Ipernapara

Tuanpupan.

®opMa BbINIYCKa

PacTBOp /U1 BHYyTPUBEHHOTO ¥ BHYTPUMBIILIEYHOTO BBeAeHMs, SO Mr/MiI.

2 MJ1 B aMIIyJ1bl OECIIBETHOTO HEUTPAJIbHOIO CTEKJa TU I.

Ha ammynax gonyckaeTcst Hammaue UAeHTH(PUKAIIMOHHON KOIMPOBKHY; IBETHOT'O KOJIBIIA PAa3JIoMa,
Y/VIA [IBETHOM TOYKH, W/HUIH HACCUKH.

Ha xaxzayroo aMIyily HakjI€MBalOT CaMOKJICAILIYIOCS ITHKETKY WJIA HAHOCIT TEKCT METOAOM
rI1yOOKON WIIM CTPYHHON NeyaTH OBICTPO3aKPEIUISAIONIEICsl HEMOCPEICTBEHHO Ha aMITyJly.

6 ammyn B KOHTYpHOH S4eMKOBOW YNaKOBKE M3 IJICHKU MOJMBUHUIXJIOPUIAHON 0€3 MOKPHITHUS
(po3payHBblii UK HETIPO3PAaYHBIN MOJIIOH).

2 KOHTYpHBIE STYENKOBBIEC YIIAKOBKH BMECTE ¢ MHCTPYKIHUEHN 110 MPUMEHEHHUIO TIOMENIAIOT B TAYKy
13 KapTOHa.

Ha nauke nomyckaeTcst HATM4Yue CaMOKJIEAIErocsi(MXcsi) CTUKepa(OB) C 1EIbI0 KOHTPOJIS IEPBOTO

BCKPLITHA.

YciaoBus XxpaHeHUs
He xpanuTe npu temmeparype Boimie 25 °C.

XpaHUTh B HEJOCTYITHOM ISl IETEH MECTE.

Cpoxk rognocTu

3 rona.

16
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YcaoBus ornycka

OTnycKaroT MO PeLernTy.

IpousBoautesb / acoBmmk  (MepBUYHAs  yNaKoBKa) / YNakoBIIUK  (BTOpHYHAasI
ynakoBka) / Belnmyckawmmii KOHTPOJIb KauyecTBa

Hendapm dumxon

6 OynbBap ne i1’ FOpor, 21800 Ketunbu, @panims

Jepaxareib PEerucTPalMOHHOTO yaocroBepeHusi / Opranusanmusi, NPUHUMAKOIIAS
NpeTeH3nu NoTpeduTeIe

Poccuiickas ®@eoepayus

3A0 «Dapm®Pupma «CoTexc»

141345, MockoBckast 0011., r. Ceprues Ilocan, m. benukoso, 1. 11

Ten.: +7 (495) 956-29-30

OnexkTpoHHas noyra: pharmacovigilance@sotex.ru
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