COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 16.07.2025 N2 17709

WHCTPYKIIMS TIO|MEJIIIMHe oA~ [ENEHDLTS 0002)

[NPUMEHEHUNIO JIEKAPCTBEHHOI'O ITPEITAPATA

Tuanpunan

PerncrpanuoHHblii HOMep:

Toprosoe HanmeHoBaHue: Tuanpuaan.

Memyﬂapouﬂoe HEMATEHTOBAHHOC UJIM IPYNINHUPOBOYHOEC HAMMCHOBAHHUE. TUALIPUJI.

JlekapcTBeHHas popma: TaOIETKH.

Cocras

Opna TabsieTka CONEPIKUT:

Oelicmgyowee eeujecmgo: Tuanpuga rugpoxiopun — 1111 mr (B mepecuere Ha TUANPUT —
100 mr);

scnomozamenvhule sewecmea: manuuton (E421), nemmono3a mukpokpucrtaumyeckas (MKII-

102), noBumon K30, KpeMHHUsI JMOKCH]] KOJUIOUIHBINA THAPATUPOBAHHBIN, MarHus CTeaparT.

Onucanue
benvie unmu kpemoBaTo-0Oenble KPYTIble MIOCKHE TAOJETKH CO CKOIIEHHBIMU C 00EUX CTOPOH

KpasiMH, ¢ KpecTooOpa3HOW PUCKOW Ha OJIHOM CTOpOHE U rpaBUpoBKoi « T 100» Ha ApyTOMH.

(I)apMaKOTepaHeBTI/I'—IeCKaﬂ rpymma: ICHUXOJICIITUKH, AHTHUIICUXOTHUYCCKUC CpeacTBa,

OeH3aMUIBL.

Koa ATX: NOSALOS.

DapMaKoJIOrH4ecKue CBOMCTBA

Dapmakoounamuxa

Mexanuszm deticmeus u hapmakoounamuyeckue 3¢hghexmot

AHTHNICUXOTHYECKOE CPEJICTBO — ATHITUYHBIA HEUPOJIETITUK, IN VIr0 CeNeKTUBHO OJIOKHPYIOMINI
noarunsl D2 u D3 nodamuHoBbIX perienTopoB 0e3 Hamuuus Kakoh-Inbo 3HaunMoi apduHHOCTH
K pelentopaM OCHOBHBIX UEHTPaJbHBIX HEUPOTPAHCMHUTTEPOB (BKJIIOYasi CEPOTOHUH,

HOpaApCHAJIMH, TI/ICTaMI/IH). HccnegoBanus HeﬁPOXHMI/IquKI/IX 1N MHOBCACHYCCKHX peaKuHﬁ,
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anTugoamMuHepruyecknx 3(QeKToB Mpu OTCYTCTBUM 3HAYMMBIX CEHAllMU, KaTaJCNCHH |
CHIDKEHHSI KOTHUTUBHBIX CITIOCOOHOCTEH.

Tuanpun crnocobeH Bo3aeiicTBOBaTh Ha J0(aMHHOBBIE PELENTOPhl, MPEIBAPUTEIBHO YiKe
CEHCHOMJIM3UPOBaHHbIE K  JopaMMHY  0IpU  NPUMEHEHUM  KaKux-Iubo  Jpyrux
AQHTUIICUXOTHYECKUX CPEICTB, M C 3TUM CBS3BIBAIOT €T0 aHTUAUCKUHETUYECKHE Y(PPEKTHI.

B HEKOTOPBIX SKCIIEPUMEHTAIBHBIX MOEISAX CTpecca Ha JKUBOTHBIX, BKIIOYAs aJIKOTOJIBHYIO
aOCTUHEHLIMIO y MBIIIEH W NpUMaToB, ObUIa MOATBEPXKICHA AHKCHOJIMTHUYECKAs AaKTUBHOCTh
THANPUAA.

Tuanpun He nmokaszan GopMUpPOBaHUS GU3NIECKON UM ICUXUYECKON 3aBUCHMOCTH.

OTUM  aTUNUYHBIM  (papMakogMHAMUYECKUM  mpoduieM  OOBSICHACTCS  KIMHHYECKas
3¢ (eKTUBHOCTh THANpHUAa MPU MHOTMX pacCTpoiicTBax, BKJIOYas runepaopaMUHEPruyecKue
COCTOSIHUS, TaKUe KaK JUCKHUHE3MM U IICUXOIOBEJCHYECKHE HapyLIeHMs, HAOIIOAaroluecs y
MAIMEHTOB C JIEMEHIIUEH WM Y JIUI], 3JI0yNOTPEOISIOIUX aJTKOTOJIEM, C MEHBIITUM KOJIHMYECTBOM
HEBPOJIOTUIECKUX MOOOYHBIX 3()(HEKTOB 110 CPAaBHEHHUIO C TUITUYHBIMH HEHPOJIETITUKAMHU.
Tuanpun obiaanaeT BbIpa)KEHHBIM aHAIBIE3UPYIOIUM (KaK MPH MHTEPOLENTUBHOM, TaK U MpU
9KCTEPOLICITUBHON 00JIH), NPOTHBOPBOTHBIM (3a cueT Oyokaabl odhaMuHOBBIX D2-penentopos
TPUTTEPHON 30HBI PBOTHOTO IICHTPA), THUIIOTEPMUYECKUM JieiicTBUEM (32 cueT OJOKajbl
10(haMHHOBBIX PEIETITOPOB THUIIOTATIAMYCA).

DapmakoKunemuka

Bcacvieanue

AGcopoumst Tranpuaa osictpast. [Tocite mprema BHYTpb npenapara B g03e¢ 200 Mr MakcumalibHast
KOHIICHTpAIUs THAIPU/A B TUIa3Me JOCTHraeTcs 3a | gac u cocrapmusier 1,3 MKr/mi.
buonocrynnocts cocraBusier 75 %. [Ipu npueme TabiieTOK HEMOCPEACTBEHHO IEpe] MPUEMOM
UM OMOJOCTYIHOCTD yBenuunBaeTcs Ha 20 %, a MakcHManbHasi KOHIIEHTpalUs B IIa3Me — Ha
40 %. AGcopOITus B TIOKUIIOM BO3PACTE 3aME ISICTCS.

Pacnpeoenenue

Pacnipenenenue B opraHu3me NpOMCXOAUT ObicTpo (MeHee | waca). Ilponukaer uepe3
remMaTosHIedanrnueckuii 6appep M uepe3 MaleHTy O0e3 HakoruieHus. O0beM pacmpeeneHHs
cocraBisieT 1,43 /kr. YV KMBOTHBIX OTMEYajM MPOHWKHOBEHHE Mperapara B TPYIHOE MOJIOKO,
COOTHOIIIEHUE KOHIICHTPAIINH B MOJIOKE ¥ B KPOBH COCTABIISLIO 1,2.

He cBs3biBaeTcs ¢ 6emkamMu 1miia3mel, c1abo CBS3bIBACTCS C SPUTPOLIUTAMH.

Memabonusm

Tuanpun He3HaunTenbHO MeTabonusupyercs (10 15 %), MeTabonuThl B OCHOBHOM HEaKTHBHBIE.

He o6GHapyxeHO KOHBIOTHPOBAHHBIX META00IHUTOB.
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Buiseoenue

COOTBETCTBYET ZKCNEPTHOMY OTUETY

70 % BBeneHHON 03Bl OOHAapyXHBaeTcsi B Moue B HEM3MEHEHHOM Buze. llepmon
IIOJIYBBIBEIEHUS U3 IJIa3Mbl cOCTaBiseT 2,9 yaca y skeHIMH U 3,6 yaca y MyX4uH. BriBeneHnue
MPOUCXOIUT MPEUMYIIECTBEHHO MOYKaAMH IYTEM TJIOMEPYJIAPHOM (PUIBTpAllMU U KaHAJIbIEBOI
CEKpeLINH, MMOYCUHBIN KIMpeHC cocTaBisgeT 330 Mi/MUH.

VY manueHTOB ¢ HAPYIMIEHHOW (YHKIMEW MOYEK BHIBEJICHHUE 3aBUCHT OT KIMPEHCA KpeaTUHUHA,
IIPY CHIDKEHUH KOTOPOTO BBIBEIEHUE THANpUIa 3ameyisiercs (cM. pasaen «Crnocold mpuMeHeHus

U J103BD»).

Iloka3zanus K NPpUMEHEHUIO

[Ipenapar Tuanpujgan noka3aH K INPUMEHEHHMIO Yy B3pOCIbIX B Bo3pacte oT 18 et ans

KpPaTKOCPOYHOTO Kypca JieueHus (He Oosee 4 Heleb) aKUTAIMH U arpeCCUBHBIX COCTOSTHHIM:

— Y MOXWIBIX MalUEHTOB;

— y TalMeHTOB C AaJKOTOJbHOM 3aBUCHUMOCTBIO TMPHU HEAOCTATOYHOW 3(G(HEKTUBHOCTH WU
HENEPEHOCUMOCTH OEH30/1Ua3€EIINHOB.

[Tpenapat Tuanpuaan nokasan K MPUMEHEHHIO y B3POCIBIX U AeTel cTapiie 6 JeT:

— Tsokenas popma xopewu, Tskenas Gpopma cunapoma XK ge na Typerra.

[Ipenapat Tuanpunan mokasad K MIpUMEHEHHIO y JI€TeH crapiie 6 JeT:

- paCCTpOﬁCTBa IHOBCACHU C a)I(HTaHHeﬁ H arp€CCUBHOCTBIO.

IIporuBomnokasanus

— TloBrimennas YYBCTBUTCIIbHOCTb K THANIPpUAY WJIHW K APYrUM BCIIOMOT'aTCJIbHBIM BCHICCTBAM
rpernapara.

- I[I/IaFHOCTI/IpOBaHHI)Ie Wi 1O0J03pCBACMBIC IIPOJAKTHH3aBUCHUMBIC OITYXO0JIM, HAIIpHUuMEp,
MPOJaKTHHOMA TUMO(U3a U PaK MOJIOYHOMU HKele3bl.

— ®eoXxpoMOIUTOMA, TOJJ03PEHNUE HA (EOXPOMOLIUTOMY.

— JHerckuit Bo3pacT 1m0 6 ner (pUCK pa3BUTHUA YIAYIIbS TpPHU TOMAJAHUU TaOJNEeTKH B
JbIXaTeNbHBIC ITYTH).

— Ilepuon rpymHoro BckapmiuBaHus (cMm. pazgen «l[IlpumeHeHwe mpu OEpPEeMEHHOCTH U B
MepPUOJl TPYAHOTO BCKAPMITUBAHUS).

— OpnHOBpeMEHHBIM TmpueM JeBojombl (cM. pazaen «Bs3aumopneiicTBue ¢ Apyrumu
JIEKAPCTBEHHBIMU CPEACTBAMU).

— OpHoBpeMeHHBIM TpueM kabepronwHa, XxuHaronmuaa (cM. pazgen «BsaummopeiicTBue ¢

JPYTMMHU JIEKaPCTBEHHBIMH CPEACTBAMM).
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HACTOSITEIbHONH HEOOXOAMMOCTH TMPHUMEHEHHs THampuiaa, cM. paszensl «C OCTOPOKHOCTHIOY,

«B3aumopeiicTBue ¢ APYrUMH JIEKapCTBEHHBIMH CPECTBAMUY, «OcoObIe yKa3aHUS).

C 0CTOpPOKHOCTHIO

— VY manmMeHToB ¢ MpeapacnoiaraloimMu (hakTopamMu AJs pa3BUTHS apuTMuUil (¢ Opagukapauen
MeHee 55 yaapoB B MHUHYTY; C OJJIEKTPOJUTHBIMU HAPYUICHHUSIMH, B YACTHOCTU, C
TUTIOKAJTMEMUEH, THUIOMAarHMEeMUEH; C BPOXKIACHHBIM YyumHeHueM wuHTepBaia QT; c
COIYTCTBYIOIIEH  Tepamueil  mpenapaTamy, CHOCOOHBIMH  BBI3BIBATH  BBIPAKEHHYIO
Opanukapauio (MeHee 55 ymapoB B MHHYTY), SJEKTPOJUTHBIC HAPYIIECHUS, 3aMeIssTh
BHYTPHUCEPJICUHYIO MPOBOJUMOCTh WM yAIUHATH HMHTepBan QT), Tak Kak THANPUI MOMKET
yuiHATh MHTEpBa QT 1 yBeIM4uMBaTh PUCK PA3BUTHUS TSKEIBIX KEITYJOUKOBBIX HAPYLICHUN
pUTMa, BKJIIOYas DPA3BUTHE JKEITYAOYKOBOM TaxHKapJIuu THUIA «IUPYIT» (CM. pa3lelibl
«B3anMozelicTBrE C IPYyTUMU JIEKAPCTBEHHBIMU CpeicTBaMn», «OcoObIe yKa3aHUs»).

— VYV npammentoB c¢ Oone3npio [lapkMHCOHA, NPHHUMAIOMIMX AaroOHHUCTHI J0(aMHUHOBBIX
penentopoB (aMaHTaAWH, anoMOpGuH, OPOMOKPHIITHH, SHTAKaloOH, JU3YpHI, MEepProyu,
OUPUOETWII, POMHHUPON, CEJIETWINH), €CIH €CTh HacTOsTeIbHAas HEOoOXOAUMOCTh B
NpUMEeHEeHUU THanpuaa (cMm. pasgensl «B3aumoneicTBHe ¢ APYrMMHU JIEKapCTBEHHBIMH
cpenctBaMuy, «OcoOble yKa3zaHUs»).

— VYV NanueHTOB C TSDKEIBIMU CEplIeYHO-COCYAMCTHIMU 3a00JIeBaHUSMHU (M3-32 BO3MOXKHOCTHU
YCUJIEHUS UIIEMUYECKUX PacCTPOIMCTB MPHU CHIXKEHUH apTepHaIbHOTO JaBJICHNUS).

— VYV pDanMeHTOB MOXKWJIOrO BO3pacTa (MOBBILICHHBIM PHUCK pPAa3BUTUS CHIDKEHUS YPOBHS
CO3HAHUs, KOMBI, OPTOCTATUYECKON TUIIOTEH3UN).

— V¥ manueHToB MOXKUIIOro BO3pacTa ¢ AeMeHIHen (cM. pazaen «Ocolble yKazaHUus»).

— VY nanueHToB ¢ (pakTopaMu pucKa pa3BUTHS UHCYIbTA (M. pazfen «Ocolble yKazaHHs»).

— VYV nanMeHToB ¢ MOYEUHOM HEAOCTAaTOYHOCTHIO (TPeOyeTCsl KOPPEKLMs peKuMa JTI03UPOBAHUS,
cM. pazzensl «Crnoco0 mpuMeHEeHUs U J03b», «Oco0ble yKa3zaHusm»).

— V mnanuMeHToB C HapymieHHsSMU (QyHKIUU medeHu (cMm. pasnen «Crmocod NpuMeHEeHUs U
JTO3BD»).

— YV TnanuMeHToB ¢ OJMWICTICHeH (HEHPOJIENTHKA MOTYT CHHIKaTh TIOPOT  CYIOPOKHOM
AKTHBHOCTH, XOTSI 3TOT 3P (HEKT y THATIPHIA HE U3Yydascs).

— V nanueHToB ¢ (akTopamMu pucka pa3BUTUS TpoMOosMOonuit (cMm. pazgen «OcoObie
yKa3aHUs»).

— V nanueHToB, UMEIOIINX B aHaMHe3e (B TOM YHCJIE CEMEHHOM aHaMHE3€) paKk MOJOYHOU

xkenesbl (cM. pazaen «Ocobble yKazaHUs ).



COOTBETCTEYET =2
o1 16.07

— V nerel (HEIOCTATOYHO JAaHHBIX O MPUMEHEHUU HM&QE%‘W%J&%BM#&E Ili'rltl)ﬂ
( p

125 N= 17709

L L

(CMEPTHOMY OTYETY

— Y [OapOoCTKOB B IIEPUOA IIOJOBOIO CO3peBaHUsA (M3-32 BO3MOXKHOCTH  Pa3BUTHSA
HEeXeJaTeNIbHBIX 3()(EKTOB CO CTOPOHBI HJIOKPHHHON CHCTEMBI, cM. pasnen «lloGounoe
JIEHCTBHEY ).

— Bo Bpems OepemenHoctu (cM. pazpen «l[IpumeHeHHe npu OCPEMEHHOCTH W B IEPHOJ
TPYJAHOTO BCKAPMITHBAHHUS).

— Ilpu ogHOBpEeMEHHOM MPUMEHCHHH JICKAPCTBCHHBIX CPEJCTB, COJCPIKAIIMX ITAHOT (CM.

pazznen «B3zauMopelicTBrE C IPYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMUY).

I[IpumeHeHne MpU 6€PeMEHHOCTH U B MEPUO/ TPYTHOT0 BCKAPMJINBAHUS

bepemennocmo

HmeroTcss 04eHb OrpaHUuYEHHBIC JaHHBIE MO MPUMEHEHUIO THANpuAa y OEpeMEHHBIX KEHIIKH.
Tuanpun npoxoautT depe3 IUlaneHTy. [IpumMeHeHue mpenapara HE PEKOMEHAYETCS IpU
OCpEMEHHOCTH ¥ Y JKEHIIMH PEMPOJYKTUBHOTO BO3pAcTa, HE HCIOJIB3YIOMUX A(H(HEKTHBHBIX
Croco00B KOHTpAIEIIUH.

HoBopoxieHHble, KOTOpPbIE BO BpeMsS TPEThEro TPUMECTpa OEpPEeMEHHOCTH IMOABEPraliuch
BHYTPUYTPOOHOMY BO3JCUCTBUIO AHTUIICUXOTUYECKUX TMpEnaparoB, BKIouas Mpemnapar
Tuanpuan, UMEIOT PUCK PA3BUTHS Y HUX MOCJE POXKICHUS HEKENATeIbHBIX PeaKkIuil, BKIIOYas
OKCTPANMUPAMUIHBIA CUHAPOM WJIM CHHIPOM «OTMEHBI», KOTOpPHIE MOTYT BapbHPOBATH II0
TSOKECTU M MIPOJIOJDKUTENBHOCTH (cM. pazjen «llobounoe nerictBue»). CooOIanocs 0 pa3BUTUH
MICUXOMOTOPHOTO BO30YXACHUSI, MBIIIEYHOTO THIEPTOHYCA, MBIIIEYHOW TMIIOTOHUHU, TPEMOpa,
COHJIUBOCTH, PECHHPATOPHOTO JAUCTPECC-CHHAPOMA WM 3aTPyJHEHUN TIPU KOPMIICHHUU.
[ToaTroMy Takue HOBOPOXKIEHHBIC JIOJDKHBI HAXOIWTHCS TOJ PETYISIPHBIM  MEAUIIMHCKUM
HaOJII0/IEHUEM.

Kpome 3TOr0, y TaKUX HOBOPOKIEHHBIX TEOPETUYECKH BO3MOXKHO PA3BUTHUE B3AYyTHUS KUBOTA H
3a/IEP)KKM  OTXOXKJEHUS MEKOHUS, TaXWKapIuu, THUIEePBO30YIMMOCTH, OCOOEHHO TIpU
OJIHOBPEMEHHOM TIpHEME MaTepbld BO BpeMs OEPEeMEHHOCTH M-XOJIMHOOIOKUPYIOIIHX
MIPOTUBONIAPKHHCOHUYECKHX TIPEIapaToB.

HubeKimoHHble Mpenapathl HEHPOJIENTUKOB, MTPUMEHSIEMbIE B SKCTPEHHBIX CUTYalUSIX, MOTYT
BBI3BaTh y OEPEMEHHBIX KECHIIUH CHIKEHUE apTEPUATBLHOTO JIABJICHHSI.

Ilepuoo zpyonozo éckapmauganus

HccnenoBanuss Ha S>KMBOTHBIX IOKA3aJId, YTO THANPH] TPOHHKACT B TPYIHOE MOJIOKO.
HeusBecTHO, MpOHMKAET JHM TUAMPHUI B TPYJHOE MOJIOKO YEJIOBEKa, HO PHCK BO3ACWCTBUS Ha
pebenka He uckimtouaetcs. [Ipu mpumeHenuu mpenapara Tuampuaan TpyaHOE BCKapMIIMBaHUE

POTHUBOIIOKA3aHO.
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Depmunvhocmsp

Y JKMBOTHBIX OTMEYAJIOCh CHWXKEHHE (DEPTHIBHOCTH, CBS3aHHOE C (hapMaKOIOTHUYECKUMU
sapdexramu THanpuaa (3¢ HexT, onocpeI0OBaHHbINA TPOJIAKTHHOM).

/lannble 00KNUHUYUECKUX UCCIE008AHUTL

B uccnenoBaHusax Ha KUBOTHBIX (TPBI3YHBI) THUANPHA HE MPOJAEMOHCTPUPOBAT MPSIMOrO HIIU
KOCBEHHOT'O TEPaTOTEHHOTO WJIM 3SMOPHOTOKCHYECKOro JeicTBUs. MccnenoBanuss Ha KpOJIHKax
MIPOJIEMOHCTPHUPOBAIH IMOpHOTOKCHYEecKre A(h(DEeKThl THANPUAa B CaMbIX BBICOKHX 103ax (80 u

160 mr/kr mMacchbl Tena/CyTKR).

Cnocod npuMeHeHHs U 10361

TonbKo /U1 B3pOCHBIX U IeTeH cTapiie 6 Jer.

Cnocoo npumenenus

Bnytps.

Peostcum oo3uposanusn

HeoOxomumo Bcerma mondupaTh MUHHMaIbHYIO 3¢¢ekTuBHY0 m03y. Eciom mo3Bomser
COCTOSIHUE TAIMEHTA, JICYCHHUE CJIeyeT HaYMHATh C HU3KOW JI03bI, 3aTE€M MOCTEIICHHO TOBBIMIAs
ee.

CyrouHas n03a npenapara JeluTcs Ha 2—3 rnpuema.

Adrcumayus u acpeccusHvle COCMOAHUA NPU XPOHUUECKOM AIKO20IUIME UMY Y NAYUEHMO8
NOJICUTI020 803PACA

[Tpenapat Ha3nayarot B 703e 200—-300 mr B cytku. Kypc neuenus — He 6osee 4 Hesenb.

VY manueHToB moxxmioro Bo3pacta go3a 200-300 Mr B CyTKH JTOJDKHA JOCTUTATHCS MOCTEIIEHHO.
Jleyenune cnemyer HaumHaTh C 703kl 50 Mr 2 pa3za B CYTKH. 3aTe€M J103a MOXKET TOCTEIIEHHO
yBenmuuuBathess Ha 50-100 mr kaxapie 2-3 aus. CpenHsis 103a, MpUMeHseMas y TaIleHTOB
MOKHUJIOTO Bo3pacTa, coctapisieT 200 Mr B cyTKH, MakcuManbHast 103a — 300 Mr B CyTKH.
Taoxcenasn ¢popma xopeu, msoicenas popma cunopoma Kunnsa oe na Typemma

Jloist B3pocnbix cyrodnast no3a cocrasiser 300—800 mr.

Jleyenue crenyeT HAYMHATH C OYEHb HU3KOW J03bI — 25 MI' B CYTKH, C €€ MOCIEAYIOIUM
MOCTETIEHHBIM YBEIMYEHUEM JI0 TOCTHKEHUS MUHUMAIIBHON 3P (PEKTUBHO TO3BI.
[TpomoKUTETHHOCT JICYCHUST ONPEACIISIETCS BPadyoM B KaKJJOM KOHKPETHOM CITydae W 3aBHCUT
OT KIIMHMYECKOTO TCUCHHS 3a00JICBaHMUS.

Ocoovle epynnbl nayuenmos

Tayuenmoi ¢ Hapywenuem yHkyuu novex

VY manueHToB ¢ HapymeHneM (YHKIIUHM TTOYEeK BBIBEJICHHE THANIPHUIA KOPPETHPYET C KIMPEHCOM

kpearnHuHa. [losromy npu kimupeHce kpeatmHnHa 30—60 MI/MHH 103y CiieyeT CHIKATh Ha
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KJIMpeHce KpeaTMHHHA MeHee 10 MiI/MUH 103y cleayeT YMEHBIIUTh B 4 pa3a Mo CPaBHEHUIO C
JI03aMH TPU HOPMAITBHON (PYHKIIHH MTOYEK.

THayuenmoi ¢ HapyweHuem QyHKyUU neveHu

[IpenapaT HE3HAYUTEIHHO METAOOIM3UPYETCSI B OpPraHU3Me, OJHAKO TPU HApyIIeHHH (HYHKIIHU
NICUEHHU Tperapar CleAyeT IPUMEHSATh C OCTOPOKHOCTHIO.

Hemu

Tuanpuaan npoTHBOMOKA3aH y IeTell B Bo3pacTe 10 6 jieT (cM. pazaen «[IpoTHBONOKa3aHHs»).
Taoxcenasn ¢popma xopeu, msoicenas popma cunopoma Kunnsa oe ra Typemma

s pereit crapimie 6 et cyrodHas nqo3a o0braHO cocraBisger 100-150 mr (3—6 mr/kr macchl
Tena). MakcumainbHas cytodHas 1o3a — 300 mr.

[Tpom0IKUTETHLHOCTD JICYCHHUS OTPEACISICTCS BPAYOM B KaXKJJOM KOHKPETHOM CIIydae U 3aBHCUT
OT KJIIMHMYECKOTO TCUCHHS 3a00JICBAHMUSI.

Paccmpoiicmea nogedenus ¢ axcumayueti u azpeccusHocmvio y 0emell 8 8o3pacme cmapuie
6 1em

Jo3za coctaBnser 100-150 mr B cyTKH.

ITob6o4uHoe nelicTBHe

Pe3rome nexcenamenvbHvlx peakyuil

YacTtoTa BO3HMKHOBEHHS HEXEJATEIbHBIX pEaKIUid Ompesensiach B COOTBETCTBHH C

knaccudukanueir BcemupHOW opraHuzanuu 3ApaBOOXpaHeHus: oueHb dacto (> 1/10), wacto

(> 1/100, HO < 1/10), Hewacto (> 1/1000, Ho < 1/100), peaxo (> 1/10000, o < 1/1000), oueHn

penko (< 1/10000), wactora Heu3BecTHa (Ha OCHOBAaHUM MMEIOIINXCS JIaHHBIX OIEHUTD

HEBO3MOIKHO).

Hapywenus co cmoponvl kposu u aumgpamuueckoui cucmemol

Peoko

— JleiikoneHus, HEHTPONICHUS, arpaHya0IUTO3 (CM. pazaen «Ocolblie yKazaHUs»).

OHOOKpUHHbBIE HAPYULeHUs!

Yacmo

— Tl'unepriponakTuHeMus, KOTOpas MOXET MPHUBOJUTH K PA3BUTHUIO aMEHOPEH, TallaKTOPEH,
TMHEKOMACTHUH, YBEJIIMYEHUIO MOJIOUHBIX JKeJe3, MOSBICHUIO0 00Jeil B MOJIOUHBIX >Kenes3ax,
oprazMudeckord AUCHYHKIMU (HAPYIICHUIO Opra3mMa) M SPEKTHWIBHON TUCHYHKIUU. ITH

CHUMIITOMBI 06paTI/IMBI IMOCJIC OTMCHBI ITpCIiapara.
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Hapywenus memabonusma u numanus

Peoko

— I'unonarpuemusi, CMHHAPOM HEAJEKBATHOMN CEKpELUN aHTUINYPETUYECKOIO TOPMOHA.

Tcuxuueckue napywenus

Yacmo

— CoOMHONIEHLIUSA/IPpEeMOTa,  COHJIMBOCTb, OECCOHHUIA, axuTauusa, HHIUDGEpEeHTHOCTD
(6e3paznuune).

Heuacmo

— CHyTaHHOCTb CO3HAHUS, FAJUTIOLMHALIMY.

Hapywenus co cmoponvl nepsHoti cucmemvl

Yacmo

— T'onoBokpykeHHe/BEPTHTO, TOJIOBHAS OOJIb.

— IlapkuHCOHM3M M CBSI3aHHBIE C HUM CHUMITOMBI (9KCTpAanUpaMUAHbIE CUMIITOMBI): TPEMOP,
MBILLIEYHbI TUIEPTOHYC, TUIIOKWHE3Us U THUIEepCcaTuBalusi. OTH CHUMITOMBI OOBIYHO
MOJIBEPTaOTCS 0OpATHOMY Pa3BUTHIO IIPU OJHOBPEMEHHOM TPUEME M-XOJIMHOOIOKHPYIOLTIX
MIPOTUBONAPKMHCOHUYECKUX MPENapaToB.

Heuacmo

— Axaru3usi, MbIIIEUHAs AUCTOHUS (Cla3M, KpPHUBOILEsA, OKYJOTUPHBIM Kpu3, TpuU3M). OTH
CUMITOMBI OOBIYHO TOJBEPraloTCsi OOpPaTHOMY Pa3BUTHIO MPHU OJHOBPEMEHHOM IPUEME M-
XOJIMHOOIOKUPYIOIIKX NPOTUBONIAPKUHCOHUYECKUX MPENapaToB.

— Cynoporu, 0OMOpPOK.

Peoko

— Ocrtpast TUCKUHE3Ms], 0OBIYHO MOJBEPrarouascs oOpaTHOMY Pa3BUTHUIO MPU OJHOBPEMEHHOM
preMe M-XOJIMHOOIOKUPYIOLIUX MPOTHBONAPKMHCOHUYECKUX MPENapaToB.

— Ilo3mHsAs  OUCKMHE3Ws,  XapaKTEpU3YIOUIascs  CTEPEOTUIHBIMH  HENPOW3BOJIbHBIMU
JBUKEHUSIMH, TJIABHBIM 00pa3oM, SI3bIKa M/MJIM MBI JIMla (KaK U IpU NMPUMEHEHUH BCEX
JpyruX HEWpOJEeNTUKOB, OCOOEHHO IOCe MX NPUMEHEHHUs B TedeHue Oosee 3 MecsleB).
[TpoTHBONapKMHCOHUYECKHE MpenapaTsl MPH JAaHHOM COCTOSHUU HEI((EKTUBHBI UM MOTYT
MPUBECTU K YCUJIEHUIO CUMIITOMOB.

— 370Ka4YeCTBEHHBI HEUPOJENTUYECKUA CHHIPOM, KOTOPBIA SABJISIETCS MOTEHIMAIBHO
JIETabHBIM OCJIO)KHEHHEM U BO3HHMKHOBEHHE KOTOPOTO BO3MOYKHO MPH MPUMEHEHHUH JHOOBIX
HEHUPOJIETITUKOB (cM. pazzien «OcoObie yKa3zaHus).

— Ilorteps co3HaHus.
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Hapywenus co cmoponvl cepoya

Peoxo

— Ymmaenue maTepBasia QT, jKemyqO0YKOBBIE HApPYIICHUS PUTMA, TaKUE KakK JKEIyIOYKOBas
TaXWKapIus THIA «IIAPYIT», KETyI0YKOBas TaXHWKapIusi, KOTOPbIE MOTYT MPHBOJIUTH K
GUOPHILISIIAN  KEITYyJOYKOB WM OCTAaHOBKE cepliia ¥ BHE3AMHOM cMepTH (CM. paszieln
«Oco0ble yKa3zaHUs»).

Hapywenus co cmoponul cocyoog

Heuacmo

— CHMXCHHE apTepUAILHOTO JaBJICHHUS, OOBIYHO B (OpME OPTOCTATUYECKOW THUIOTCH3HH,
TPOMOO03 TITyOOKHX BEH.

Peoxko

— Tpom003MO0IHsI JIETOYHOHM apTepuu, MHOTIA C JETAIBHBIM HCX0IoM (cM. pasnen «OcoObie
YKa3aHUA).

Hapywenus co cmoponul ObixamenbHotl cucmemsl, Opeanos 2pyOHOU KIemKU U CPe0OCmeHUsl

Peoko

— AcnupanyioHHass TTHEBMOHHS, YrHETCHHE JbIXaHus (P TNPUMEHEHUH C JAPYTUMHU
CpE/ICTBaMH, YTHETAIOIIMMHE LIEHTPaIbHYI0 HepBHYIO cuctemy (LIHC)).

Kenyoouno-kuweynvle napyuienus

Heuacmo

— 3amnop.

Peoko

— Kumreynast HempoxoIMMOCTb, UIICYC.

Hapywenus co cmopoHbl neuenu u sHceniesbleo0suux nymeti

Peoko

— [IloBbIlIeHNE aKTUBHOCTH «IIE€YEHOYHBIX» (DEPMEHTOB.

Hapywenus co cmopoHbl Kodcu u NOOKOMCHBIX MKAHeU

Heuacmo

— KokHas cpllib, BKITIOYas 3pUTEMATO3HYIO ChINlb, MAKYJIO-TIAyJIE3HYIO ChITb.

Peoko

— Kpanunuua.

Hapywenus co cmopoHuvl mbluieunoll, cCKelemHoll U cOeOUHUMeNbHOU MKAHU

Peoxko

— Pabpgomuonus, noBellieHNE AKTUBHOCTU KpeaTUH(POCHOKHUHA3HI B CBIBOPOTKE KPOBH.
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bepemennocme, nOCﬂepO()oeblu nepuod U nepun amaﬂbﬂbzg C

Yacmoma Heuzgecmmua

— CHUHAPOM «OTMEHBI» y HOBOPOXKIEHHBIX (cM. pa3aen «lIpuMeHeHue nmpu OEpEeMEHHOCTH U B
MIEPHUOJ TPYAHOTO BCKAPMITHBAHWS).

Hapywenus co cmoponvl penpo0ykmusHoU cucmemsl U MOIOYHBIX Jicelle3

Heuacmo

— AwmeHopest, oprazMudeckas TuchyHKIUS.

Peoko

— VYBenuveHHe MOJIOYHBIX Kelie3, 00Jb B MOJOYHBIX JKeJe3aX, rajlakTopes, TMHEKOMAaCTus,
SPEKTHIbHAS JUCHYHKIIHS.

Obwue HapyweHus u peakyuu 8 mecme 668e0eHUs.

Yacmo

— AcreHus1, 4yBCTBO YCTAJIOCTH.

Heuacmo

— VYBenuueHue Macchl Tela.

Tpasmsi, uHmoKcUKayuu U OCI10MHCHEeHUsL NPOYeoyp

Yacmoma Heuzgecmua

— Ilapenusi, 0COOCHHO Y MOXKUIIBIX MAI[IEHTOB.

Cooduenue 0 no003pesaemvlx HEHCEAMENbHBIX PEAKUUAX

BaxHo coo0mare 0 TMOA03pEeBACMBIX HEXKENATeNbHBIX PEAKIHAX IIOCIe PETUCTPAINU
JIEKApCTBEHHOTO Tperapara ¢ Ieliblo 00eCTieYeHnsT HEMPEPHIBHOTO MOHUTOPHUHTA COOTHOIIICHHS
«I10JIb3a — PUCK» JIEKAPCTBEHHOr0 IMpemnapara. MeAULIUHCKUM pabOTHUKAM pPEKOMEH]yeTCs
cooluate O JIIOOBIX MOJO3PEBAaEMbIX HEXKEJIATeNIbHBIX PEAKIMAX JEKapCTBEHHOTO Iperapara
Yyepe3 HAIMOHAIBHBIE CUCTEMBI COOOIIEHUS O HEXENaTeIbHBIX PEaKIHUsIX TOCyIapCTB — WICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccuiickas ®edepayus

®denepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIaAb, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceTn «HTepHeT»:

https://www.roszdravnadzor.gov.ru

Ilepeno3upoBka

I[aHHBIe 0 IMCPCAO3UPOBKE THAIIPUIA OTPAHUYICHBI.
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(MOCNEOOBATENBLHOCTE 0002)

Cumnmomui

W30biTOouHAsT cenamusi, COHIMBOCTh, YTHETEHUE CO3HAHHUS BIUIOTH JO KOMBI, apTepHalbHas
TUTMIOTEH3Us, SKCTpANIMpaMuHasi CAMIITOMATHKA.

Jleuenue

OTMeHa mpemnapaTa, CHUMITOMATHYEeCKas W JE3MHTOKCHUKAIIMOHHAS Tepamus, MOHUTOPUHT
YKU3HEHHO BaXKHBIX (DYHKIUN OpraHu3Ma, 0COOCHHO CEpJCYHON ACITeNbHOCTH (PUCK YIUIMHEHUS
uaTepBasia QT u pa3BUTHS KEIyIOYKOBBIX HAPYIICHWH PUTMA), 10 MOJHOTO HCUYE3HOBEHUS
CUMIITOMOB HWHTOKCUKAMU. [IpW TOSBICHUU TSDKEIBIX AKCTPAUPAMUIHBIX CHUMIITOMOB —
MIPUMEHEHNE aHTUXOJMHEPTUUECKUX CPEICTB.

[Tockonbky THampua ciiabo MOJBEpraeTcss AUANMU3Y, IS €ro YIaJICHUs U3 OpraHu3Ma He
PEKOMEHIyeTCsl IPUMEHSTh TeMoInaiu3 (CM. pazaen «DapMaKOKUHETHKAY).

Cnenuduyeckoro aHTUI0Ta HET.

Nmenuck cooOIIEHUST O JIETANIbHBIX HMCXOJaX IPHU TEPEIO3UPOBKE, TJIABHBIM 00pa3oM IpHU

KOMOMHAIMY THAIIPUJA C JPYTUMHU [ICUXOTPOIHBIMU CPEICTBAMHU.

B3aumoneiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMH CpeCTBAMU

Ilpomueonokazannvie Komounayuu

C negooonoti

B3aumHbIi aHTaroHU3M J€BOJONBI U HEHPOJIEHTUKOB.

C kabepeonunom, xunazoauoom

B3anmHbIi aHTaroHU3M MEKIy STUMH T0haMUHEPTHUYeCKUMHU MIpernapaTaMi U HeHPOJIeNTUKAMH.

Hepekomenoosannle Komounayuu

C npenapamamu, Komopbvie cnocoOHbl 8bI3b18AMb HCETYOOUKOBVIO MAXUKAPOUIO MUNA «NUPYIM)»

unu yorunamo unmepsan QT

— Ilpenapatsl, BeI3bIBaOIINE OpaJuKapauio, TaKhe Kak OeTa-aapeHOOIOKATOPHI, CHUKAIOIINE
YHCIIO CEPACYHBIX COKpAllleHUH ONOKATOpPhl «MEIJICHHBIX» KaJIbIMEBBIX  KaHAJOB
(BepamamuI, AUITHA3EM); KIIOHUIUH, TyaH(aluH; cepIeUHbIE TITUKO3UIBL;

— TpemnapaTthbl, BHI3BIBAIOIINE THUIMOKATUEMHUIO, TaKWe KaK KaJWUBBIBOIAIINE JUYPETUKH;
CTaOuTENbHbIE, CTUMYJIHPYIOIINE TMEepPUCTAIbTUKY KHUIIEUHHKa, amdoTepulind B  mpu
BHYTPHUBEHHOM TPUMEHECHHH, TIIOKOKOPTUKOCTEPOUIBI, TETPAKO3aKTH[ (Iepes MPUEMOM
THANPUA TUTTOKATUEMHSI I0JKHA OBITh CKOPPEKTHPOBAHA);

— aHTUApUTMHUYECKHE cpelcTBa |A Kiacca, Takue KaKk XUHUIUH, TU30THPAMUTI,

— antuaputmuueckue cpenctBa |l kmacca, Takue kak aMuOIapoH, cOTanoi, AO(ETHUIH,

UOYTHIIHT;
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— Jpyrue TQpenaparbl, Takue Kak IHUMO3UL, cvﬁpﬁgr;oléﬂl:&/ﬁlmblﬁc I:r J'_I'oglf-é%ﬁ.hon.

TUOPUJA3UH, METAJOH, AaMHCYIBIPHUI, IPONEPUAON, XJIOPHPOMAa3uH, JIEBOMEIPOMA3UH,
[IMaMEeMa3nH, TNHIIOTHA3WH, CEPTUHIOJ, BEPATUIPHUI; AHTHACHPECCAHTHI, MPOU3BOIHBIC
UMHIPAMHUHA; Tpenaparsl JHUTUS; OCNPHIWIT, LU3anpui, IudeMaHwia MeTWICyabdart,
BBOJMMBIN BHYTPUBEHHO SPUTPOMUIIMH, BBOJUMBIM BHYTPUBEHHO CIIUPAMULIMH, MU30JIaCTHH,
BBOAMMBIA  BHYTPUBEHHO BUHKaMUH, ranopaHTpuH, JyMe(aHTpuH, NEHTaAMHIUH,
cnapdrokcant, MOKCHU(DIOKCAIIHH;

— CEJICKTUBHBIC MHIMOUTOPHI 0OPAaTHOTO 3aXBaTa CEPOTOHMHA (IIUTATIONPAM, SCIUTAIONPAM).

Ecnu y mnamueHToB Henb3s M30€XaTh OAHOBPEMEHHOTO HA3HAYEHHMS OJTHUX IMPENaparoB C

THANIPUJIOM, TO CJEAYET NPOBOAUTH TILATEIbHOE KIMHHUYECKOE, J1abOpaTOpHOE (KOHTPOJIb

AIEKTPOJIMTHOTO COCTaBa KPOBH) U dIIEKTpOKapArorpaduueckoe HaOoeHue.

C  Oogamunepeuyeckumu  npOMUBONAPKUHCOHUYECKUMU — npenapamamu  (AMaHmMaouH,

anomopum, OPOMOKPpUNMUH, DHMAKANOH, JU3VPUO, NEPeOaUd, NUpudbeousl, npamunexcol,

PORUHUPOI, CeNeUlUH)

B3aumublii  aHTaroHu3Mm Jo(paMHUHEPTMUYECKUX MPOTUBONAPKUHCOHUYECKUX TMIpernapatoB U

HEHPONENTUKOB. ATOHHUCTHI JA0()aMUHOBBIX PELENTOPOB MOTYT BBI3BaTh WU YCHIIUTh

NICUXOTUYECKYIO CUMITOMATUKY (CM. pa3zaen «OcolOble yKa3aHHs ).

C smanonom

DTaHONl yCUIIMBaeT CelaTUBHOE JelcTBUE HelponentukoB. [loaTomy BO Bpems IliedeHHs

TUANIPUJIOM HENb3s yNOTPeONsITh CHUPTHBIE HAMUTKA U JIEKAPCTBEHHBIE IpEnaparsl,

coJIeprKalllie STaHoJ.

Komounayuu, mpeodyrougue codar00eHus 0CmoposHcHocmu

C  uHeubumopamu  xonuwHscmepasvi  (OOHENe3UIoM,  PUBACMUSMUHOM,  2ANAHMAMUHOM,

RUPUOOCTNULMUHA OPOMUOOM, HEOCMUSMUHA OPOMUOOM)

N3-3a criocOOHOCTH STHX TPEMapaToB BHI3BIBATH OpagUKapIUI0 MOBBINIAETCS PHCK PAa3BUTHS

KEITyTOYKOBBIX HapyIIEHUH pUTMA.

Komoéunayuu, komopuie ciedyem npuHumams 60 6HUMAHUE

C cunomeH3usHvIMU NPEnapamamu

ANIMTUBHOE TUIIOTEH3UBHOE JIEUCTBHE, YBEIHMUEHUE PHUCKA OPTOCTATHUECKON THITOTEH3UH.

C numpamamu

[ToBbImaeTcst pPHCK CHW)KEHUS apTePHAIBLHOTO JaBICHHS U, B YaCTHOCTH, pPa3BUTHSA

OpPTOCTAaTUYECKON TUIIOTECH3UH.

C npenapamamu, yenemarowumu ¢ynuxyuro [{HC

[IpousBognpie MopduHa (aHAIBIETUKH, MPOTUBOKALLIEBBIE MIperaparbl); OapOUTYpaTshl;

6GH3OHI/IaSeHI/IHI)I n JOpyru€ aHKCHUOJIWTHUKH, CHOTBOPHBIC Npc€rapaTrbl; aHTUACIPECCAHTHI C
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CeJIaTUBHBIM JICUCTBUEM (aMUTPHUIITUIINH, TOKCEIIHH, Mﬁ%@%&?g%ﬁyl'rb M'I/II'ID'a{MhH);

Omokatopsl Hi-THCTaMHUHOBBIX pEHENTOPOB C CEAATUBHBIM JCWCTBHEM; THIIOTEH3UBHBIC
CpeICTBAa IICHTPAIBHOTO JCWUCTBUA (A7 KJIOHMAMHA W TyaHpaluHa CM. TaKKe
«HepexomeH0BaHHBIC KOMOWHAIIMKY); OaKI0(pEeH; TATHIOMHUT U TU30TU(DEH.

Bo3Moxno kymysnsatuBHoe yruetreHue [IHC u cHukeHne peakuum.

Oco0ble ykazanus

310KauecmeeH bl HeluPOoaenmMUYecKuil CUHOPOM

3nokavecTBeHHbIM HelponenTuyeckuid cuaapom (3HC), KOTOpwIA SBISETCS MOTCHIMAIBHO
JIETAJIbHBIM OCJIO)KHEHUEM U BO3HUKHOBEHHE KOTOPOTO BO3MOXKHO IPU IPUMEHEHUU JIIOOBIX
HEHpONENTUKOB, XapakTepusyercs OJEAHOCTBIO, TUIEPTEPMHUEH, PHUTHUAHOCTHIO  MBIIIII,
mucyHKIMEH BereTaTUBHON HEPBHOW CHCTEMBI, HapylIeHHeM co3HaHus. Habmonanucs ciydau
¢ atunuuHbiMu nposiiaeHussMu 3HC, Takumu kak runeprepMus 0e3 pUTHAHOCTH MBILII] WK
apTepHUAIILHOM TUIIEPTEH3UH, a TAKXKE C MEHEE BBIPAKEHHOM TUIIEpTEPMUEH.

B cnyuae runeprepMuu HESCHOrO TeHE3a, YTO MOYKHO pacleHMBaTh JIMOO Kak pPaHHUMN
npuzHak/cumntom 3HC, nubo kak atunuunenii 3HC, Tnanpup cieayetr HeMeUIGHHO OTMEHUTD U
YCTaHOBUTH MEJIUIIMHCKOE HAOIIOICHHUE 32 MAllUEHTOM.

[Tpuunna pas3Butust 3HC ocraercs HeBblsicHEHHOM. [lpenmosnaraercsi, 4To B €ro MeXaHH3Me
urpaetr poib Oiokama A0(aMHHOBBIX PELENTOPOB B IOJIOCATOM Tele M TUIOTalaMmyce, He
UCKJIIOYaeTCcs BPOXKIACHHAsI MPEAPACIOIOKEHHOCTh (MAMOCHHKpa3us). PasButuio cunapoma
MOTYT CIIOCOOCTBOBaTh HMHTEPKYPPEHTHAss HWH(EKIMs, HAPYLIEHUS BOJHO-3JIEKTPOIUTHOTO
OamaHca (B 4YacTHOCTH, JerujapaTalysi, TUIOHATPUEMHUsI), OJHOBPEMEHHOE Ha3HaueHUe
npernapara JUTHs, OpraHU4eCcKoe OpaKeHUEe MO3ra.

B cBs3u ¢ puckom pazButus 3HC npu npuMeHeHUH J1I00BIX HEHPOJIIENTHKOB, THANIPU] CIIETyeT
IPUMEHATh C OCTOPOXHOCTBIO Yy MALIMEHTOB, OIHOBPEMEHHO MPHHMMAIOIIUX JPYrHe
HENPOJIENTUKY UM JIF00bIE TTpenapaTsl, cliocoOHbIe BbI3bIBaTh pazsutre 3HC.

Yonunenue unmepeana QT

Ilepen Ha3HaueHMEM TEpaNUU HEUPOJNENTHKAMM, €CJIM IO3BOJISIET COCTOSHUE TalMEHTa,
HE00X0/IMMO KOHTPOJIMPOBATH (PAKTOPBI, Mpeapacroiararoliue K pasBUTHIO 3THX TKEJbIX
HapylEeHNH pUTMa:

— Opanukapaust MeHee 55 y1apoB B MUHYTY;

— TUIOKAJIMEMUsl, TUTIOMarHueMHus;

— BPOXKIEHHBIN yUIMHEHHbIN nHTEepBan QT;

— OJIHOBPEMEHHOE MpHMEHEHHE MAPYrHMX IMpenapaToB, BHI3BIBAIOIIUX OpaJUKapAHI0O MeEHee

55 yaapoB B MHUHYTY, T'HIIOKAJIMCMUIO, THIIOMArHUCMHUIO, 3aMCIAJICHUC BHYTpI/ICCPHCqHOﬁ
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MPOBOAUMOCTA WM ymjiuHeHue wuHTepBaja QT ( FEI;II:-{EQZII; i'%'T%ﬁjﬁtl;jfﬁgo-l;ﬂlzgégﬁhﬂ»,

Y OTYETY

«C ocTopoxkHOCTBIOY, «Ilo00uHOE NEeiicTBHEY);
— TMpHUEM aJIKoroJis (3TaHONA) (TaK KaK ATAHOJI MOXET HApyIIaTh AIEKTPOJIUTHBIN OamaHC H, KaK
CJICZICTBUE, BBI3BIBATh yIHEeHUE nHTEpBai QT).
[TaruenTam c BbIIIETIEPEUYUCTICHHBIMU (AaKTOpAMH PUCKA, MIPEIPACIONaraloluMi K yITTHHEHHIO
uatepBaiga QT, mpu HEOOXOAWMOCTHM Ha3HAYCHHS THAINpUAa CIAeAyeT coOmoaaTh 0coOyio
OCTOPOKHOCTh. | UTIOKaJIMEMUsI ¥ TUTIOMArHUEMHUS JTIOJDKHBI OBITh CKOPPEKTUPOBAHBI JIO Havala
OpUMEHEHHs Tpenapara, KpoMe TOro, cienyeT OOecCleYuTh METUIIMHCKOe HaOII0/IeHHUE,
KOHTPOJIb 3JEKTPOIUTOB KpoBH 1 DKI'.
IKecmpanupamuoHnvlit CUHOPOM
[lpr HSKCTpanmupamMHIHOM CHHIPOME, BBI3BAHHOM HEHPOJICNITUKAMH, CIEAYyeT Ha3Ha4aTh
AHTUXOJIMHEPTUYECKUE TpernapaThl (a2 HE aroHUCTHl JO(PaMHHOBBIX PELENTOpPOB) (CM. pasmen
«B3anMozelicTBUE C IPYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMUY).
Hucynom
B pannoMHu3upOBaHHBIX KIMHUYECKUX UCCIIEOBAHMSIX MO CPABHEHUIO HEKOTOPBIX ATHUIHYHBIX
HEHPONENTUKOB C IUIanedo, MPOBEACHHBIX Yy MAalMEHTOB MOXHJIOTO BO3pacTa C JEMEHIIHEH,
HaOJII01aJI0Ch TPOEGKPATHOE YBEIWYCHHE PUCKA PA3BUTHA LEPEeOPOBACKYISIPHBIX OCIIOKHEHHIA.
MexaHu3M 3TOT0 prucka Hen3BecTeH. Henb3s UCKITIOUNTh YBEIMUEHUE TAKOTO pHUCKa MPU IIpUeMe
IPYTUX HEMPONENTUKOB WIU B IPYTHX MOMYISALUAX MallMEHTOB, MOITOMY THANPHUM CIEIYET C
OCTOPOKHOCTBIO Ha3HAYaTh MAIEHTaM ¢ (PaKTOpaMH PHCKA Pa3BUTHS UHCYIIbTA.
Iayuenmut noxcunozo éo3pacma c 0emeHyuell
VY manueHToB MOXKUIIOTO BO3pacTa C ICHUX03aMH, CBSI3aHHBIMH C JEMEHIIHEH, MpH JeYeHUU
AHTUTICUXOTHYECKUMU TIpernapaTaMy Ha0Jr01aJ0Ch MOBBIIEHUE PUCKA HACTYIUICHHS JIETAIbHOTO
ucxona. XOTS TPUYAHBI CMEPTH B KJIMHWYECKUX HCCICJAOBAHHUAX C ATUITUYHBIMHU
AHTUTICUXOTHYECKUMH TIperapaTaMi BapbUPOBAIN, OOJBIIUHCTBO MPUYHH CMEPTEH MUMEIH WIH
CepACYHO-COCYTUCTYIO (Hampumep, cepieyHas HeIOCTaTOYHOCTb, BHeE3alHas CMEpTh), MU
UHQEKIMOHHYIO (HallpuMep, THEBMOHUS ) IPUPOLY.
HabmrogarenbHble  MCCNENOBaHUS TOATBEPAWIH, YTO, IOJOOHO JIEYCHUIO AaTUITUYHBIMA
AHTUTICUXOTHYECKUMH TIperapaTamMu, JICICHHE OOBIYHBIMU AHTUIICUXOTUYCCKHMH TIperapaTaMu
Tak)Ke MOXKET YBEIHMYHUBATh CMEPTHOCTh. CTeNeHb, 10 KOTOPOU YBEIHUEHUE CMEPTHOCTH MOKET
OBITh OOYCIIOBIIEHO AHTHUIICUXOTUYECKUM TMpEnapaToM, a HE HEKOTOPBIMH OCOOEHHOCTSIMHU
MAIMEeHTOB, HESICHA.
Y MOXWIBIX MAalMeHTOB MpenapaTr CileayeT MPHUMEHSATh C OCO0OH OCTOPOKHOCTBIO H3-3a

BO3MOJKHOT'O pUCKa YTHCTCHHA CO3HAHUS U HACTYIIJICHUS KOMBI.
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COOTBETCTEYET 3Kl
ot 16.07.2025

(NOCTMELOBATEMBHOCTE 0002)

MY OTUETY

Benosznvie mpomooimoonuueckue 0cnoxcHen

[Ipy TpUMEHEHWHM AHTUIICUXOTUYECKUX TIperapatoB HAOMIOJANINUCh Cllydad BEHO3HBIX
TpoMOodIMOonmuecknx ocnoxkHenud (BTO), mHOTma C JETANBHBIM HMCXOAOM (CM. pas3zien
«ITo6ounoe geiictBue»). [loaToMy THANIPHUA ClIeIyeT MPUMEHSITH C OCTOPOKHOCTBIO Y MALIUEHTOB
¢ dakropamu pucka pazutus BTO. Tak kak y ManmueHTOB, MPUHUMAIOIINUX HEUPOJICTITHKH,
4acTO HMMEITCs NpuoOpereHHble (akTophl pucka paszButus BTO, mo0ble MOTEHUIMAIbHbBIE
dakropel pucka pazsutusi BTO 1OMKHBI BBIABIATHCA JO HAadala W BO BpEeMs JICUCHHUS
npernapatoM Tuampuaan, a Takke BO BpeMs €ro mnpuema cjieayeT MPOBOAUTH MEpONpUsTHS,
HaIpaBJIEHHbIE HA TPOPUIAKTHKY TPOMOOIMOOINYECKUX OCIIOKHEHUH.

Pax monounoii yncenesni

Tuanpux MOXeT yBEIMYMBATh KOHIEHTPALMIO MpPOJIAKTWHA B IuIa3Me KpoBu. [loatomy mpu
MPUMEHEHUU THANPU/A y MalleHTOB, UMEIOIIUX B aHAMHE3€ (B TOM YHCIIE CEMEMHOM aHaMHe3e)
paK MOJOYHOM >KeJe3bl, CIeyeT COOI0IaTh OCTOPOKHOCTH (CM. pazaen «C 0CTOPOKHOCTHION).
Taxue manueHTsl JOKHBI HAXOAUTHCS MOJT TIIATEIBHBIM HAOII0ICHHEM.

Ilayuenmsut c 3nunencuei

B cBs3u ¢ TeM, 4TO THANPUA MOXKET CHUXKATh OPOT CYIAOPOKHOM aKTUBHOCTH, IPU IPUMEHEHUHU
THANpHUIa y NAlMeHTOB C OJIWeNcHeld MOCHeAHHE ODKHBI HAaXOAUTHCA TOJ CTPOTUM
MEUIIMHCKUM HAOJII0ICHUEM.

Ilayuenmor ¢ o0onesuvio Ilapxuncona, npunumarwue a2oOHUCMbl 00PAMUHOGBIX
peuenmopos

Kpome uckimounTenbHbIX clydaeB, mpenapar Tuanpuaan He cielyeT NPUMEHSTh y MallueHTOB C
oone3npto  [lapkuHcona. Ecnu  uMeercs  HacTosITeNbHass  HEOOXOAMMOCTH  JICUEHUS
HEHpONENTUKAMU  TAIMEHTOB ¢  Oone3Hpro  llapkuHCOHA, TMPUHUMAIOMINX  aArOHHUCTHI
N0(haMUHOBBIX PELIENTOPOB, CIEAYeT IMPOBECTH IOCTENEHHOE CHUKEHHE /103 MOCIEeIHUX 0
MOJTHOM OTMEHHI (pe3Kasi OTMEHAa arOHHUCTOB JO(PAMHHOBBIX PELEITOPOB MOKET TOBBICUTH PUCK
pa3BUTHS y TAIMEHTa 3JIOKAYECTBEHHOTO HEUPOJIENTHYECKOTO CHUHApoMa) (cM. pasnuensl «C
OCTOPOXKHOCTBIOY, «B3anmMoelcTBIE ¢ IPYTHMHU JIEKAPCTBEHHBIMU CPEACTBAMUY).
I'emamonozuueckue napywenus

[Ipy TpUMEHEHWH aHTUIICUXOTHYECKHUX IMpenapaToB, BKIoYas Tuanpujan, HaOIIOAaTUCh
JICUKOTICHHSI, HEHTPOTIEHHS U arpaHynonuTo3. HeoObscHUMBIE HH)EKINY UITH JTMXOPaJKa MOTYT
OBITh TpHU3HAKAMU T€MaTOJIOTWUYECKUX HapymeHuid (cM. pazzaen «llobouHoe peiicTBue») u
noTpedoBaTh HEMEUIEHHOT'O TeMAaTOJIOIMYECKOTr0 00CIIeT0BaHMSL.

Iloueunan nedocmamounocmap

[Ipu mouyeyHOM HEMOCTATOYHOCTH CJIEAyeT yMEHBIIUTh 03y mpernapara Tuanpuman (u3-3a

BO3MOJXHOTI'O pHUCKa pa3BUTHUA KOMBI BCJIICACTBUC HAPYIICHUS BBIBEACHUA TI/IaHpI/I,}]a).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.07.2025 N2 17709

(NMOCNEOOBATENEHOCTE 0002)

Ankozons (3manon)

Bo Bpems nedenuss mpemapatoM Tuampuman Henb3s NPUHUMATh CHOUPTHBIE HAMUTKUA U
mperaparsl, COepKaliue 3TaHoI (CM. pa3zen «B3amMmojeicTBre ¢ APyruMu JIEKapCTBCHHBIMU
CpEICTBaMM»).

Memu

[IpumeHeHre THanpuaa y JeTel M3ydeHO HeIoCcTaTo4yHo. [loaToMy mpu Ha3HAYCHUU THATIPUIA
JETSIM CJIEyeT COOJIF0IaTh OCTOPOKHOCTh. B CBSI3U C OTCYTCTBHEM KIMHUYECKUX JaHHBIX
PEKOMEHIyeTCsl COOJI0IaTh OCTOPOKHOCTh IIPU HA3HAYEHUH 3TOT0 JIEKAPCTBEHHOTO IMpernapara
neTsM. bonee TOro, peKOMeHIyeTcsl eXEeroJHO MPOBEPSATh Y AeTel CIOCOOHOCTH K 00yUeHHUIO,
TaKk Kak IMpernapaT MOXKET BIUATh Ha KOTHUTUBHBIC (yHKmuH. HeoOxomamMo perysispHO

KOPPEKTHPOBATH J03Y B 3aBUCUMOCTH OT KIIMHUYECKOTO COCTOSIHUU PEOCHKA.

Biausinue Ha CMOCOOHOCTH K YupaB/J€HHIO TPAHCIOPTHBIMHU CPEACTBAMH U MEXaHU3MaAMM

I[ame IIpu NpUMCHCHUN B PCKOMCHIOBAHHLIX O03aX THAPHUA MOXCET OKa3bIBATb CCAATHBHOC
IIGI\/JICTBI/IG, 4TO NPUBOAUT K HAPYHICHUIO CIIOCOOHOCTU YIpaBJIATbL TPAHCIIOPTHBIMU CPEACTBAMU
K 3aHUMAThCA MNMOTCHIMAJIILBHO OIACHBIMKM BHAAMHU JCATCIBHOCTH. HOBTOMy HCO6XOI[I/IMO
BO3ACPKATLCA OT 3aHATUHA STUMH BUaaMnu JACATCIBHOCTH BO BpCMA IIPpHCMa IIpeliapara

Tuanpupai.

®opMa BBIIIYCKA

Tab6nerkn, 100 mr.

10 TabneToK MOMenarT B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY M3 IJICHKH TTOJTMBHHUIIXJIOPUIHOMN
1 GOJIbIY ATFOMUHUEBOM.

2 KOHTYpHBIE SYCHKOBBIC YIMAKOBKUM BMECTE€ C HHCTPYKIMEH MO MPUMEHEHHIO MOMEMIA0T B
MavKy U3 KapTOHA.

Ha mnauke nmomyckaercss HaJMuuMe CaMOKJIESIIETOCs(MXCs) CTHUKEepa(oB) C IETbI0 KOHTPOJIS

MEPBOro BCKPLITUA.

YciaoBus XxpaHeHUs
He xpanuTe npu temmeparype Boimie 25 °C.

XpaHUTb B HEJOCTYITHOM ISl IETEH MECTe.

Cpoxk rognocTu
3 roxa.

He ucnons3oBath npenapar 1mocjic UCTCYCHHUA CPOKA TOAHOCTH, YKA3aHHOI'O Ha YITAKOBKCE.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
-

ot 16.07.2025 N= 17709

(MOCNEODBATENBEHOCTE 0002)

YcaoBus ornycka

OTIyCKalT MO peuenTy.

IpousBoautesn / dacoBumk (mepBuYHast ynakoBka) / YIaKkoBIIHK (BTOpUYHAaA
ynakoBka) / Belmyckawmmii KOHTPOJIb KavyecTBa

Hendapm nxon

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

Jepaxarteib PEerucTPalMOHHOTO yaocroBepeHusi / Opranusanmusi, NPUHUMAKOIIAS
NpeTeH3uH NoTpeduTe e

Poccuiickas ®@eoepayus

3A0 «®apmPupma «CoTeke»

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

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

OnexkTpoHHas noyra: pharmacovigilance@sotex.ru
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