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UHCTPYKLIUS

COOTBEITCTBYET QKCIEFPTHOMY QOTYETY

10 MEJUIITMHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOI'O ITPEITAPATA

Heynentun®

PerucrpanuonHnblii Homep:

Toprosoe nanmenosanue. Heynenrun®

Me:xxayHapoaHoe  HemaTeHTOBAHHOEe MJHM  TIPYNINHPOBOYHOEe HAHMEHOBaHUeE:
nepUIa3uH

JlekapcTBenHnasi ¢popma: pacTBOp [UIsl MpueMa BHYTpPb

Cocras

100 m pacmeopa cooepocam:

Oeticmeyowee gewecmso: nepunrazun — 4,00 r;

scnomozamenvHvle eewecmea: caxaposa, riaunepon (E 422), sranon 96 %, BuHHas
KHCIIOTA, aCKOpOWHOBas KHUCIOTa, KpacuTenab kapamenb ammuauHas (E 150c), wmstel
NEPEYHOI MacIio, BO/Ia OYMILECHHAS.

Onucanue
OT *KeNTO-KOPHUYHEBOTO JI0 KOPHYHEBOTO IBETA (MTyOPECIUPYIOIIAs )KUIKOCTh C 3a1IaXOM MSITBL
Jorryckaercs onaiecieHusl.

dapmakoTepaneBTHYECKAsl TPynna
HCI/IXOJ'IGHTI/IKI/I; AHTUIICUXOTHUYCCKHUC CpCaAcCTBa, MUIICPUIUHOBEBIC IMPONU3BOAHEBIC
(dbeHoTuaszuHa.

Kox ATX: NOSACO1.

dapMaKoJIOrHuecKue CBOHCTBA

Dapmakoounamuxa

[lepunnasun  sBisieTcd HEUPOJENTHUKOM W3 TPYNIbl MUIEPUIANHOBBIX IPOU3BOJHBIX
¢deHoTHasnHa, aHTUIO0(GaMUHEpruyeckass akTUBHOCTh KOTOPOTO OOYyCIaBJIMBAeT pa3BUTHE
TEpaneBTHUECKOTO0 AHTUIICUXOTHYECKOro (0€3 CTUMYJIHPYIOIIEr0 KOMIIOHEHTa), a TaKkke
OPOTHMBOPBOTHOIO W TrUmoTepmMuueckoro  3¢ddexroB  mpemapara. OnpHako ¢
aHTU0()aMUHEPTHUECKOW aKTUBHOCTBIO TAK)KE CBSA3aHO M PA3BUTHE €r0 HEXeIaTeIbHbIX
peakuuii  (dKCTpamMpamMHMIHOIO  CHHJApPOMA,  JBUTATENBHBIX  PAacCTPOWCTB U
TUIEPIPOJIAKTHUHEMHUN ).
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AHTI/II[O(baMI/IHepFI/ILIeCKaﬂ AdKTHUBHOCTb IICPU CHHOU

COOTBETCTBYET IKCINEFPTHOMY OTYETY

(NOCNEOCBATENEHOCTE Q002)

Oyarogaps 4eMy OH OKa3bIBaeT YMEPEHHOE aHTHUIICUXOTHYECKOE NEHCTBUE MPU YMEPEHHON
BBIPQXEHHOCTH SKCTpanMpaMUIHBIX paccTpoiicTB. brnaromaps OIoKupyromemy BIHSHHIO
nepulra3uHa Ha aIpeHOPELEnTOPbl PETUKYISAPHON (hopMaliy CTBOJIA TOJIOBHOTO MO3ra U
LEHTpaJbHble TUCTAMHHOBBIC PELIENITOPHI, MpenapaTr OKa3blBaeT OTUETIIMBOE CEAAaTHUBHOE
NEeICTBUE, KOTOPOE TAK)KE MOXKET OBITh JKeIaTeIbHbIM KIMHUYECKUM () PeKToM, 0COOEHHO
npu 37100HO-pa3/IpaKUTEIHLHOM M THEBIMBOM BHAAX addekra, MpUuYeM YMEHbIICHUE
arpecCUBHOCTH HE CONPOBOXKIAETCS BOSHUKHOBEHHEM BSJIOCTU M 3aTOpMOxeHHOcTH. [lo
CPaBHEHHMIO C  XJIOPIPOMAa3MHOM TNepulua3uH oOjamaer Oojiee  BBIPaXKEHHBIM
AHTHCEPOTOHWHOBBIM, MPOTHUBOPBOTHBIM M ILIEHTPAJIBbHBIM CEIAaTHUBHBIM JEUCTBHUEM, HO
MeHE€e BhIPAKEHHBIM aHTUTHCTAMUHHBIM JIEHCTBUEM.

[lepunna3suH yMEHBIIAET arpecCUBHOCTb, BO30YAMMOCTh, PACTOPMOKEHHOCTh, Omaromaps
yemy OH 3(Q(EeKTUBEH MPH HAPYIICHUSIX MOBeleHus. V3-3a HOpMaANIHU3YIOLIEro BIUSHUS Ha
MOBE/ICHNE TIEPULIMA3HH MTOYYNII Ha3BAaHUE «KOPPEKTOP MOBEICHUS.

bnokana nepudeprudecKkux Hi-rucraMuHOBBIX perenTopoB oOycnaBiInBaeT
MPOTUBOAJIEPTUIECKOE neiicTBre npemnapara. bnokana nepudepudecKkux
aJIpEHEPTUUYECKUX CTPYKTYp MPOSBISETCS €ro TMIOTEeH3UBHBIM jaelicTBueM. [lomumo 3toro,
npemnapar 00J1aaeT XOJIUHOIUTUIECKONW aKTUBHOCTBIO.

DapmakoKkunemuka

Abcopoyus

[Tocne mpuema BHYTpPh MEPHIMA3WH XOPOIIO aOCOpOMpYyeTCs, OTHAKO, KaK M Ipyrue
NPOM3BOJIHBIE (DEHOTHA3WHA, MTO/IBEPTAeTCS WHTCHCUBHOMY MPECUCTEMHOMY METa00IHN3My
B KHIICYHWUKE W/WIM TI€YCHH, IOITOMY TIIOCIIEé €ro MpHeMa BHYTPb KOHIEHTPAIHS
HEU3MEHEHHOTO TICPUIIMAa3MHA B IUIa3Me KPOBU HWXKE, YeM TPH BHYTPUMBIIICTYHOM
BBEJICHUU M BapbUPYET B IIUPOKKX TpeIeiax.

Pacnpeoenenue

[Tocne mpuema BHyTph 20 MT mepuIIMasuHa MaKCUMallbHasl TUTa3MEHHAs KOHIEHTPAIHS
JIOCTUTAeTCs B TeueHue 2 yacoB u coctarisieT 150 ur/mi (410 amons/m).

CBs3b ¢ 6enkamu m1asmel coctasisieT 90 %. [lepunmazvi UHTEHCUBHO MTPOHUKAET B TKAHU,
TaK Kak JIETKO TPOXOJIUT 4Yepe3 THCTOreMaTH4yeckue Oapbepbl, B TOM 4YHCIE M depes3
remMaTodHIehaTnIecKuii 6apbep.

buompancpopmayus

Bornbias gacte nepuiasnHa MeTabOIU3NPYETCsl B MIEYCHH MyTeM THIPOKCHIIMPOBAHUS H
KOHBIOTAITIH.

Inumunayus

Beinensronecss ¢ JKeTYbl0 METa0OJIMTHl MOTYT TOBTOPHO BCACBHIBATHCS B KHIICYHHKE.
[lepron  mosyBBIBeNCHHS — TepunmasuHa coctaBisgeT 12-30 yacoB;  SIMMHHAIUS
METa0OJUTOB SBISIETCS emle Oojee AIUTeNbHOW. KOHBIOTMpOBaHHBIE METAOOIHTHI
BBIBOJSITCS. C MOYOM, a OCTallbHAasi YacTh Iperapara U ero MeTa0OJUTOB — C JKEITYbI0 U
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KajioM. Y MManUEHTOB IIOXKHUJIOIO BO3pacTa _BBEIBCIICHIC @PH(\TT/IRQHHOR

3aMCAIACTCA.

IHoka3anusi K NpUMEHEHUI0

IIpenapar Heynenrun®

MOKa3aH K MPUMEHEHUIO Y B3POCIIbIX B Bo3pacte ot 18 neT:

— OcTpble ICHXOTUYECKHUE PACCTPONCTRA.

— XpOHHYECKUE TMCHUXOTHYECKHE PAaCCTPOWCTBA, TaKUE KaK IMIM30(PEHUs, XPOHHUECKHUE
Hemu3o(peHnyeckne  OpeloBble  paccTpoiicTBa  (MapaHOMAAIbHBIE  OpeIoBBIC
paccTpoiicTBa, XPOHUYECKHE TAJUTFOIMHATOPHBIC TICUX03bl) (UIsl  JICYCHHS U
PO UITAKTUKH PEIHIUBOB).

— TpeBoXHOE COCTOSIHHE, INCUXOMOTOPHOE BO30YXKICHHE, arpeCcCUBHOC HJIM OIACHOE
UMITYJIbLCHBHOE TIOBeJeHHE (B  KauecTBe JIONOJHHMTEIBHOTO  Iperapara  Jiis

KpaTKOCPOYHOI'O JICUCHHA OTHX COCTOﬂHHﬁ).

®

HpenapaT Hey.]'IeHTI/IJ'I IIOKa3aH K MPUMCHCHUIO Y ,Z[eTeﬁ B BO3pacCTC OT 3 jyer:

— TspKensle MOBEICHUYSCKHE paCCTpOﬁCTBa C a)I(HTaHHeﬁ n B036YI[I/IMOCTBIO.

IIpoTuBoONOKa3aHUA

— I'unepuyyBCTBUTENBHOCTh K MEPUIIUA3UHY, APYTHUM MPOU3BOAHBIM (DEHOTHA3WHA WU K
JT1000MY U3 BCIIOMOTATENbHBIX BEIIECTB Ipernapara.

— 3aKpbITOYTOIbHAS TIayKOMA.

— 3azaepkka MouH Ha (poHe 3a00IeBaHU MpeACTaTeIHLHON KENE3hl.

— ArpaHyIOIMTO3 B aHaAMHE3e.

— Ilopdupus B anamHese.

— ComnyrcrByromasi ~ Tepanusi  1oQaMHHEPTHUECKUMU  arOHHCTaMHU:  JIEBOJOIMOIA,
aMaHTaJIMHOM, anoMop(UHOM, OpPOMOKPUNTHHOM, KaOEprolIWHOM, SHTAKAIIOHOM,
JUCYPUIIOM,  TEProluAOM,  MUPUOETUIOM,  MPAMHUIEKCOIOM,  XHHATOIUIOM,
POMUHUPONIOM, 3a HCKIIOYEHHEeM WX TMPUMEHEHHS Y TAaIlMeHTOB ¢ OOJIe3HBIO
[TapkuHcona (cMm. pasgen «B3aumoneicTBue C  JIPYTMMH  JIEKAPCTBEHHBIMHU
CpEIICTBAMUY).

— CocynucTast HEIOCTaTOYHOCTH (KOJLIAIC).

— OcTpoe OTpaBJeHHE BEIIECTBAMH, YTHETAIOIUMHU [EHTPATbHYI0O HEPBHYIO CHCTEMY
(ITHC), nnu koma.

— CepaedHas HEJOCTATOYHOCTb.

— ®eoxpoMonuTOMa.

— MuacTenus Tspkenas ncenonapanutuyeckas (6onesns Ipba — [ompaduiama).

— Jlerckuit Bo3pacT muaauie 3 JerT.

C 0CTOPOKHOCTHIO
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— VYV nauMeHTOB ¢ HNpepacHojararolliiMH (hakropamu. s PazRUTUL SKeIYIOUKORELX

apuTMHi (C CcepAeYHO-COCYAMCTBIMU 3a00JIEBAaHUSIMM; BPOXKICHHBIM  Y/UIMHEHHBIM
untepBaiom QT; Opamukapauei; TUNOKATUEMHUEH; IOIYYAIOUIUX COIYTCTBYIOIIYIO
TEpaluio IpernaparaMy, CHOCOOHBIMU YANMHATH HHTepBal QT wu/uam BbI3BIBaThH
BBIPQKEHHYIO OpajuKapauio MeHee 55 yAapoB B MHH., 3aMEAJISATh BHYTPHCEPACUHYIO
IPOBOJUMOCTb, HM3MEHSTh 3JIEKTPOJUTHBIM cocTaB KpoBH) (cM. pazgen «OcoOble
YKa3aHU).

— VY DanMeHToB € MOYEYHOH /WM NMEYEHOYHON HEeNOCTaTOYHOCTBhIO (PUCK KyMYJISLUH
npenapara).

— V¥ nanumeHToB MOXUIOro Bo3pacTa (cM. paszzen «Ocolble yKa3aHusm»).

— V DanMeHToB C CEepIeYHO-COCYIUCTHIMU 3a00JI€BaHUAMU (B CBSI3U C PUCKOM pa3BUTHUS
TUIIOTEH3UBHOIO U XUHHUJMHONOM00HOr0 3(p(PeKToB, a Takke CocoOHOCTH Iperapara
BBI3bIBATh TaXUKAPHIO).

— V¥ manueHToB NOXHWIJIOro BO3pacTa ¢ AeMeHIuen (cM. paznen «Ocobble yKazaHUs»).

— VYV nauueHToB ¢ (akTopamMu puCKa pa3BUTUSA MHCYAbTa (cM. paszznen «OcoOble
yKa3aHUs).

— VYV namueHToB ¢ (AaKTOpaMH pHCKa pPa3BUTHUA BEHO3HBIX TPOMOOIMOOIMYECKUX
ocioxHeHu# (cM. paszaens! «[lobouHoe neficTBuey, «OcoOble yKazaHHsD»).

— VY nmanueHToB ¢ snwiencue (M. pazaen «Ocobble yKazaHHUsD»).

— V nauuentoB ¢ Oone3nbto [lapkuHcoHa (cM. pasnensl «B3aumopelicTBue ¢ Ipyrumu
JIeKapCTBEHHBIMH CpeJCTBaMM», «OcoOble yKa3aHUs»).

— VY NanueHToB ¢ TUNEPTHPEo30M (IOBBIIMIEHHE PHUCKA PA3BUTHUS arpaHyJIOLMUTO3a IPH
NPUMEHEHUH TepUIMa3iHa B COUETAHWHU C MpenapaTaMy JUIs JEYSHHs TUIIEpPTUPE03a)
(cM. «B3aumoeiicTBHE ¢ APYTHMH JICKAPCTBEHHBIMU CPEACTBAME).

— V NanueHToB ¢ W3MEHEHHWSIMHU KapTUHBI Nepudepruueckoil KpoBU (IOBBIIEHHBIH PHCK
Pa3BUTHS JEUKONIEHUH WM arpaHyJIOLNUTO3a).

— VYV [DanMeHTOoB C paKkoOM MOJIOYHOM Jkene3bl (BO3MOXKHOCTh IPOrPECCHPOBAHUS
3a00JIeBaHNs B CBSI3U C MOBBIIICHUEM KOHLEHTPAIMK IPOJIAKTHHA B KPOBH).

— VY DanMeHToB C caxapHbIM JMAa0ETOM M NalMEeHTOB ¢ (PakTOpaMu pHUCKAa pa3BUTHS
caxapHoro nuabeta (cM. paszzen «Oco0ble yKa3aHusm).

— VY nanMeHTOB JETCKOro Bo3pacTa, ocoOeHHO mutamme 6 ner (cM. pasgen «OcoOble
YKa3aHUI»).

IIpumeHenne npu 0epeMEHHOCTH M B IIEPUOJ I'PYAHOI0 BCKAPMJIUBAHMS
bepemennocmeo

[Ipumenenue npenapara HeynenTtun® He peKOMEHI0BaHO TIPH GEPEMEHHOCTH M Y KEHIIUH
C JE€TOPOJHBIM MOTEHIMAJIOM, HE MCIOJIb3YIOIIUX KOHTPALEHINI0, KPOME CIy4aeB, KOraa
OXXngacmas 1oJjib3a MpeBbIIAcT HOTGHHH&HBHBIﬁ PHUCK AJId 11044.
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Hmeromuxcs OaHHBIX, IOJYYEHHBIX B HCCICAQOBAHUAX HA XKUBOTHRIX, HENOCTATOYHQ IS

MOJTBEPXKJICHUSI  PEHPOAYKTHBHOW TOKCHYHOCTH, TIPU 3TOM, COTJIACHO JAaHHBIM
UCCIICIOBAaHH HA )KUBOTHBIX, HE YCTAHOBJICHO HAIMYHSI TEPATOTCHHOTO ICHCTBHS.
HMeronmuxcsi JaHHBIX O NpUMeHeHuu npenaparta Heynentun® y uenoBeka HeJ0CTaTOUHO
JUIE WCKJIIFOYCHHUS PHCKA pa3BUTHS BPOXKICHHBIX IOPOKOB Y JIETEH, IOJBEPTIIMXCS
BO3/ICHICTBUIO TperapaTa BO BpeMsi BHYTPHYTPOOHOTO Pa3BHUTHSI.

[To BO3MOXHOCTH, B KOHIIE OEPEMEHHOCTH, MPEANOYTHTEIBHO IMYTEM CHUXCHHUS 03Bl

TIOCTETICHHO OTMEHUTh KaK HEWPOJICNTUKU, TaK U MPOTUBOMAPKUHCOHUYECKUE CPEIICTBA,

YCUJIMBAIOIIUE UX aTPOITUHOIOI00HOE ACHCTBHE.

Y HOBOPOXKIEHHBIX CIIEAYET KOHTPOJIHUPOBATH COCTOSIHME HEPBHOW CHUCTEMBI U (DYHKIIHIO

KEIMYJOYHO-KHUIIIEYHOTO TPAKTA.

Coo0mranoch 0 pa3BUTUH CIEIYIOMIUX HAPYIICHUNH Y HOBOPOXKIEHHBIX, MAaTEPH KOTOPBIX

NPUHUMAIIA  HEUPOJICITUKKA M3 TPYIIbl MPOU3BOJAHBIX (eHoTHasuHa, Bo Bpems I

TpUMecTpa OepeMEHHOCTH (IOCTPErUCTPAIIMOHHBIC JAHHBIC):

— JIBIXaTeNbHbIC HAPYIICHUS PA3IUYHON CTEIICHH TSHKECTU (OT TAXUITHOD 0 JBIXATEIbHOM
HE/IOCTaTOYHOCTH), OpaauKapIusi ¢ MbIIICYHAs THIIOTOHUS, OCOOCHHO 4YacTo
BCTPEYAIOIIMECs, €CIU OepeMeHHasl JKEHIIWHA OJHOBPEMEHHO IpUHUMAJIA JIPyrue
JICKApCTBCHHBIC TpenapaThl (TaKHe KakK ICUXOTPOIHBIC IMpernaparbl U IpenapaTbl
aTPONMUHONOAOOHBIME > (heKTaMu);

— CHMIITOMBI, CBSI3aHHBIC C aTPONMUHOINOAOOHBIM JCHCTBUEM MPOU3BOJIHBIX (DEHOTHA3HHA,
TaKMe KaK MEKOHHEeBas KHUIIeYHas HEMPOXOIUMOCTh, 3aJeP>KKa OTXOXKIACHUS MEKOHUS,
TPYAHOCTH C Ha4aJloM KOPMJICHHS, B3AyTHE )KUBOTA, TAXUKAPIUS;

— HEBpOJIOTUYECKUE HApPYILIEHUs, TaKhe KaK IKCTPalUpPaMHUIHBIE CHMITOMBI (BKIIOYAsS
TPEMOP U TUIEPTOHYC), COHITUBOCTb, aKHUTAIIHS.

PekoMenayeTcsi mMpoBOAUTh MENUIMHCKOE HAOMIOJEHHE 3a JI€ThbMHU, POJUBIIUMUCS OT

®

MaTepeﬁ, NMpUHUMABIINX IMperapar Hey.]'IeHTI/IJ'I , U IIpU HGO6XO)II/IMOCTI/I Ha3sHa4YaTb UM

COOTBETCTBYIOLICC JICUCHUC.

Ilepuoo 2pyonozo eckapmauseanus
[TpousBoaHbIE (eHOTHA3MHA MOTYT 3KCKPETUPOBATHCA C TPYIAHBIM MOJIOKOM, MO3TOMY
Ipy/iHOE BCKapMIIMBaHKE BO BpeMs JiedeHus npenaparoM Heynentun® He pexomenyeTcs.

Depmunvuocma
NMerommxcst JaHHBIX, TMOJIYYEHHBIX B MCCIEJOBAHUSAX Ha YKUBOTHBIX, HEJOCTATOYHO IS
OIICHKH MOTEHIIUAIBHOTO BIUSHUS TIepUllia3uHa Ha GepTUIBLHOCTb.

Cnocod npuMeHeHHs U 103bI
Baytps.
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Pesrcum oo3uposanusn

PexxuM no3upoBaHuUsl 3HAUUTEIHLHO BapPhbUPYET B 3aBUCUMOCTH OT IOKAa3aHUW U COCTOSHUS
nanuenTta. Jlo3el mpemnapaTta JODKHBI MOAOMpAThCS HMHAMBUAYalnbHO. Eciam mo3BossieT
COCTOSIHME IaIlMEeHTa, TO JICYCHUE JOJDKHO HAYMHATHCSA C HHU3KHX 1103, KOTOPBIE 3aTeM
MOTYT TIOCTETICHHO yBEJIMYMBAThCA. Bcerma creayer NpPUMEHATh MHHUMAIbHYIO
3 pexTuBHYO 103Y.

CyTouHas /103a JODKHA pa3AesaThes Ha 2 Wid 3 mpuema, ¥ O0JbInas 4acTh 1036l BCETa
JIOJDKHA TIPUHUMATBCS BEYEPOM.

®nakoH 1o 30 MJI UMEET KarelbHHILY, TO3BOJISIONIYI0 OTMEPSITh KOJUYECTBO Mperapara 13
pacdera, 4yTo B 1 Karuie cogepkutcs 1 Mr nepuipasuHa.

B ynakoBke ¢ d¢umakoHamu 1o 125 mi  umeercs Jo3upylollee YCTPOMCTBO, ¢
IpaaydpOBaHHON IIKaJOW, MO3BOJIAIOIIEE OTMEPSITh KOJUYECTBO IMperapara, HauuHas C
1036l 10 Mr 1 MakcuMaibHO 10 150 Mmr.

Jlo3upoBaHue npemnapara OCylecTBISIETCS B MUJUIUTPaMMax (Mr).
1 M1 IeKapcTBEHHOTO MpenapaTa coaepkuT 40 Mr 1elCTBYIOIIETO BELIECTBA.

Bspocnvie
Pexomenodayuu no dozuposanuio npenapama y 63pocivlx hayuenmos

Cytounas 103a MoxeT BapbupoBath oT 30 mr 10 100 mr.
MakcumanbHasi cyTodHas go3a cocrapiset 200 mr.
Jleuenue ocmpbix U XpOHUYECKUX NCUXOMUUECKUX PACCIMPOUCTE

Hauanpnast cyrounas no3a cocrapiser 75 mr (pazaeneHHas Ha 2-3 mpuema). CyrouyHas
71032 MOKET YBEIMUYMBATHCA Ha 25 MI' B HEJIEIO J0 JOCTUKEHMSI ONTUMANbHOIO 3¢ deKra
(B cpennem no 100 Mmr B cyTku). B HCKIIOUMTENBHBIX CIOydasX CYTOUYHAs /1032 MOKET
yBenmruuBaThest 10 200 mr.

Jleuenue mpegodicHo20 coCmosHuUs, NCUXOMOMOPHO20 B030VHCOCHUS, _A2PECCUBHO20 UMY

ONACHO20 UMNYJi1bCUBHO20 noseoerus

[Tpenapat mpuMeEHSIETCS B KadeCTBE JOMOJHHUTEIBHOIO Mperapara s KPaTKOCPOUHOTO
JICUCHUSL.

HawanmpHast cyrounas Jno3a cocrabimsger 15-30wMmr (pasmeneHHas Ha 2-3 mpuema).
JITMTETbHOCTh KPATKOCPOYHOTO JICUCHHUS OMPEIEIISIETCS BPAUOM.

Memu

Jlemu om 3 0o 18 nem
Jleuenue msasicenvlx nogedeHUeCKUX paccmpoucme ¢ axcumayuei u 6030y0UMOCmMbio
Cyrounas no3a coctasnser 0,1-0,5 MI/Kr Macchl Tena B CyTKH.

Ocoovle epynnsl nayuenmoes
Tayuenmol nodcunozo 6o3pacma
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J103b1 Ipu BCEX MOKa3aHUAX CJIEIYyeT CHU3UTh B.2=4 paza :

ITo0ouyHOE nelicTBUE

Pe3tome nexcenamenvHvlx peakyuil

HexxenarenbHble peakluy CrpyNIIUPOBAaHBI B COOTBETCTBUH C KJIaCCH(HUKAIMEH OPraHOB U

cucrem opranoB MedDRA wu wacroroii BcrpedaemocTH. YacToTa BCTpPEYaeMOCTH

HEXKEJIATEIbHBIX PEaKIMA ONpeeseTcs CIAeaylmuM obpa3om: odeHb 4acto (> 1/10);

gacto (>1/100, vo < 1/10); mewacto (>1/1000, Ho < 1/100); penxo (> 1/10000, HO

< 1/1000); ouenn peaxo (< 1/10000); yacrora HeusBecTHa (Ha OCHOBAHHUU HMEHOIIUXCS

JAHHBIX OLIEHUTH HEBO3MOXKHO).

Hapywenus co cmopoHsl Kposu u aumpamuiecko cucmembvl

YacTroTra HEW3BECTHA: arpaHyJOLWTO3, JICHKONEHHUs, J03MHOPWINS, TPOMOOIMTOIECHUS

(BKITFOUAsE TPOMOOIUTONIEHUYECKYIO TTyPITYPy).

Hapywenus co cmoponbt uMMYHHOU cucmembl

YacroTa HEM3BECTHA: THIIEPYYBCTBUTEIBHOCTbD, KPAIIMBHUIIA, AHTHOHEBPOTHYECKHI OTEK.

Hapywenus co cmoponbt 9HOOKPUHHOU cucmeMmbl

YacTrora HEM3BECTHA: TUNEPIPONAKTUHEMHs (KOTOpask MOXET NPUBOIUTH K aMeHopee,

rajlakTopee, THHEKOMAaCTHH, 9PEKTUIBHON TUCHYHKINH), HAPYIICHUS TEPMOPETYJISIIHH.

Hapywenus memaboausma u numanust

YacTtora HEW3BECTHA: HapyIIEHHE TOJIEPAHTHOCTH K TIJIIOKO3€, THUIEPIIUKEMHUS,

THIIOHATPUEMHSI, CHHIPOM HEaJIeKBATHOW CEKPEINU aHTUINYPETHIECKOTO TOPMOHA.

Ilcuxuueckue napywenus

YacTrora HEW3BECTHA: amarvs, CIYyTAaHHOCTh CO3HAHWUS, JICNUPUN, YYyBCTBO TPEBOTH,

U3MEHEHHE HACTPOSHHUS.

Hapywenus co cmoponsl nepeHotl cucmemul (IPA IPAMEHEHUH B BEICOKUX J103aX )

YacTo: MapKUHCOHU3M.

YacToTa HEU3BECTHA:

— JHMCTOHHMSA (CIIaCTHYECKasi KPUBOIIEs, OKYJIOTHPHBIE KPU3BI, TPU3M H T. 11.);

— TO3AHAA  JWCKWHE3Ws TPpU  JUIMTEIBHOM  JICYCHHH  (QHTHXOJIMHEPTHYECKHUE
POTHBOMAPKHMHCOHUYECKHE CPEICTBA HEAPPEKTUBHBI U MOTYT IMPUBECTH K YXYAIICHHUIO
COCTOSIHHSA);

— DKCTpamMpaMUJHBIA CHHIPOM (aKWHE3Ws C TUNEPTOHYcOM Win 0Oe3 THUIEepTOHYyca,
YaCTUYHO  KymupyeMass  aHTUXOJIMHEPTUYECKHMH  MPOTHBOMAPKUHCOHUYCCKUMHU
CpeACTBaMH; THUNEPKUHETHUYECKU-TUNICPTOHNYECKAass ¥  DKCHUTATOpHAs  MOTOpHAs
AKTUBHOCTbH; aKaTU3Us);

— CeIaTUBHOE COCTOSHUE WM COMHOJICHIIHS,

— TOJIOBOKPYXXCHHE;

— OecCcoHHHUIIA;

— 3JIOKaYeCTBEHHbIN HeMposenTUYeCKHil CHHIPOM (cM. pazzaen «Ocolble yKazaHUsm»);
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— 3(1)(1)@1(”[[,1, O6YCJ'IOBJ'ICHHI)IC OJIOKAION M=XOIUHOPENEenTOPOR.  (CYXQCThH RO NTY

HapylIeHWe AaKKOMOJAIlMH, 3aJepXKKa MOYH, 3arop, MapaJuTHYecKas KHUIIeYHas

HEIPOXOIUMOCTB );
— CYJIOpOTH.
Hapywenus co cmoponwt opeana 3penus
YacroTa HEM3BECTHA: HApyIICHUE aKKOMOJAIMK, KOPHYHEBATHIC OTJIOKEHUS B IEpPEIHEM
CErMEHTE TJ1a3a BCJICICTBUE HAKOIUICHHUS IIperapaTa, OOBIYHO HE BIUSIONINE Ha 3pECHUE.
Hapywenus co cmoponwst cepoya
Hmerorcss cooOIeHMs O BHE3AIMHOM CMEPTH, BO3MOXHO CBSI3aHHOW C HapyIICHUSMHU
ceplieuHoOr JesreiabHOCcTH (cM. pasnmen «OcoOble yKa3zaHHs»), a TaKkKe O CilIydasx
HEOOBSICHUMOYW BHE3AITHOW CMEPTH y NAIIMEHTOB, IPUHUMABIIUX HEHPOJIICHTHKHU U3 TPYIIIIbI
IIPOM3BOIHBIX (PEHOTHA3HHA.
YacToTa HEW3BECTHA: JIBYHAIIPABICHHAS JKEIYIOYKOBAas TaxuKapaus (apuTMHs THIIA
«TUPYIT»); OTKIOHEHUSI OT HOPMBI 1O pe3ynbrataM DKI', KoTopbie BKIIIOUAIOT YAJIMHEHUE
untepBasia QT (kak W MpPU MPUMEHEHUH APYTHMX HEUPOJICNITUKOB), NEHPECCHIO CETMEHTA
ST, nossnenue naronoruyeckoro 3yoma U u u3menenus 3youa T. Bo Bpems neueHus
MPOM3BOJHBIME (PEHOTHA3MHA COOOINAJIOCh O PAa3BUTHH BO3MOXKHO J10303aBHCHUMBIX
HApYIICHUH CEpIECYHOTO PHUTMA, BKIIOYAs JKEIYJOYKOBbIC M TIPEACEPIHBbIC apUTMUH,
ATPUOBCHTPUKYISIPHYIO OJIOKaJy ¥ IKEIYJAOYKOBYIHO TaXUKapIui0, KOTOPBIE MOTYT
NPUBOIUTH K GUOPHILISAIIMH KETYT0YKOB U OCTAHOBKE CEp/IIA.
Hapywenus co cmoponst cocyoos
[Tpu MPUMEHEHUU HENPOJIENTUKOB €0001I1aII0Ch o ciydasx BEHO3HBIX
TPOMOOSIMOOTUYECKIX OCIOKHEHUU, BKIIOYash TPOMOOIMOONIUIO JIETOYHOM apTepuu
(MHOT 1A ¢ JIeTaNbHBIM MCXO/I0M) U CIIy4au Pa3BUTHUS TPOMOO30B TTTyOOKHX BEH (CM. pa3zien
«Oco0ble yKazaHUs»).
YacTroTa HEM3BECTHA: OPTOCTATHYECKas THMOTEH3Ws (Yallle BO3HHMKAIOIIAs y MAI[MEHTOB
MOKUJIOTO BO3paCTa U MAIMEHTOB CO CHIKEHUEM 00beMa IUPKYIUPYIOIIEeH KPOBH).
Hapywenusi co cmopoHvl OblXamenvbHoUu Ccucmemvl, OpPeaHo8 ZpYOHOU KIemKu U
cpedocmenus
YacToTa HEeM3BECTHA: YTHETEHHE bIXaTENIbHON (PYHKIIMH, 3aJI0’)KEHHOCTh HOCA.
Hapywenus co cmoponvl neuenu u stcenuedbleo0auux nymetl
OdeHb peIKo: XOJeCTATHUECKas KENTyXa U MOPAKEHUS TICUYCHHU.
Hapywenus co cmoponwl kodcu 1 n0OOKOINCHbIX MKAHell
YacroTa HEM3BECTHA: KOXKHBIE PEAKIIUU, KOXKHAS CHIMb, (POTOCCHCHOUTN3AIMS, HAPYIICHUS
MUTMEHTAIINH.
bepemennocmo, nociepodoswvie u nepuHamaivbHvle COCMOAHUL
YacroTa HEM3BECTHA: HEOHATANBHBIM A0CTHHEHTHBIN CUHPOM.
Hapywenus co cmoponvl penpodykmusHou cucmemvl U MOJOYHBIX JHcelle3
OdeHb peaKo: MPUANTU3M, HAPYIICHUE ISIKYIISIIH.
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Jlabopamophvie u uHcmpymeHmaibHvle OaHHb.

Yacrora HECHU3BCCTHA: MTOJIOKUTEIBbHBIN CCpOJ’IOFI/I‘ICCKI/Iﬁ TCCT Ha HaJIM4Hue
AHTUHYKJIICAPHBIX aHTHUTECI 0e3 KIMHUYECKUX HpOHBJ’IeHI/Iﬁ KpaCHOﬁ BOJIYaHKH, YBCINYCHHUC
MacCChbI T€J1a, OTKJIOHCHHUA OT HOPMBEI PE3YJIbTaTOB CI)YHKHI/IOHEUIBHBIX Hp06 TICYCHU.

Cooouienue 0 no0o3pesaemvix HeHCENAMENbHBIX PEAKUUAX

BaxHo coo0mars O MOJ03pPEBAEMBIX HEKENATENbHBIX PEAKIHAX I0CTEe PErucTpaluu
JEKapCTBEHHOI'O IIpernapara ¢ 1EJIbl0  00€CleYeHHs] HENPEPbIBHOTO MOHUTOPHHIA
COOTHOILIECHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOI'O TpernapaTra. MeIUIMHCKUM paOOTHHKAM
peKOMeHayeTcsi Ccoo0Imark O JIOOBIX MOJ03PEBACMBIX HEXKEIATENbHBIX PEAKLUAX
JIEKapCTBEHHOTI'0 NIpernapara yepe3 HallMOHaJIbHbIE CUCTEMBbI COOOLIEHMS O HEKENaTeIbHbIX
pEAKUHIX TOCYIAPCTB — YIECHOB EBpa3zuiicKOro 3KOHOMHYECKOTO COK3a.

Poccuiickaa ®eodepayus

@DenepanbHas ciryx0a 1o Hax30py B cdepe 3apaBooxpanenus (PoczapaBruanzop)

Anpec: 109012, r. Mocksa, CnaBstHcKas 1., 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrponHas noura: pharm@roszdravnadzor.gov.ru

Caiit B uH(pOpMaLMOHHO-TEIIEKOMMYHUKAIIMOHHON ceTu «IHTepHET»:
https://www.roszdravnadzor.gov.ru

Ilepeno3upoBka

Cumnmombul

CumnrTomsl Tepefo3UpOBKH (EHOTHA3MHOB BKIO4yaloT B ceds yrHerenue [IHC,
IPOrPECCUPYIOIIEE OT COHIMBOCTHU J10 KOMBI C apediiekcuell. Y ManueHToB ¢ HaualbHbIMU
MPOSIBJICHUSIMU UHTOKCUKAIIMU WJIM MHTOKCUKALMEH CpeHEH TSHKECTH MOTYT HaOJI01aThCs
0eCIOKONCTBO, CITyTaHHOCTh CO3HAHUS, JIETAPIUsl, AXKUTALIMS, TU3apTPUsl, aTaKCUs, CTYIIOP,
Mujpuas, BO30YXJECHHOE WM JAeIUpHOo3HOe cocTostHue. K apyrum  mposiBieHusiM
NEPEeIO3UPOBKM  OTHOCATCS CHHMIKEHHE apTEePHAIbHOTO  JaBJICHUS, JKEIYyJA0YKOBBIE
TaXWKapAusg W apuTMUs, pUCK ymnuHeHus uHTepBana QT, m3menenuss DKI, kosnarc,
TUIIOTEPMUSI, CY’)KEHUE 3pauka, TPEMOP, MbIIIEYHbIE TIOJIEPTUBAHUS, CIIa3M WJIM PUTHIHOCTD
MBI, CYJIOPOTH, JWCTOHUYECKHE JBM)KEHHUS, MBIIIEYHAs TUIIOTOHUS, 3aTpyAHEHUE
[JIOTaHMsl, YTHETEHUE JbIXaHUs, allHOd, IHaHO3. DTU CUMIITOMBI MOTYT YCHJIMBAThCS MpPU
OJIHOBPEMEHHOM TPUMEHEHUHU [JIpyruX INpernapaToB WIM dTaHoja (ankorois). Takxke
BO3MOXXHO DPAa3BUTHE AHTHXOJIMHEPTUYECKOTO CHHJIIPOMA, TSDKEJIOro IMapKUHCOHM3MAa U
MOJINYPHUH, IPUBOASIIEH K AETUAPATAIIIH.

Jeuenue

HpI/I MNEpCAO3UPOBKE IIPLIIapaToOM HCYJICHTI/IJ'I® CJICAYyCT HCMCIJICHHO IIPUHATH BCC

COOTBCTCTBYIOIIIUC MCPEIL.


mailto:pharm@roszdravnadzor.gov.ru
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Jleyenne MOMKHO OBITH CHMITOMATHYECKUM-_M_IIPOBOIUTECS B CICIUANMIUPORAHHOM |
OTJICJICHUH, TJ€ BO3MOXXHO OpPraHM30BaTh MOHHTOPWUHI (DYHKIIMHA JBIXaHUS U CEPACUHO-

COCYMCTOM CHCTEMBl W TPOJOIDKATH €ro 0 MOJHOTO YCTPAaHEHHs  SBJICHUH
Hepe103UPOBKH.

Ecnium mocne mpuema mnpenapara Npomnio MeHee 6 YacoB, TO CIEIyeT HpPOBECTH
IPOMBIBaHUE KEIyAKa WM aCIUPALUIO €ro CoaepkuMoro. [IpuMeHeHne pBOTHBIX CPENCTB
IPOTUBOIIOKA3aHO M3-3a OIMIACHOCTH aCIMPALMM PBOTHBIX Macc Ha ()OHE 3aTOPMOKEHHOCTH
W/WITN SKCTPANUpPaMHUIHBIX paccTpoiicTB. Bo3M0OXXHO MpuUMeHEHNE aKTUBHPOBAHHOTO YTJISL.
Crnennuieckoro aHTHI0TA HET.

Jledenue NOKHO OBITH HANpPaBICHO HA TMOAJCPKAHHE >XM3HEHHO BaKHBIX (YHKIWH
OpraHu3ma.

[lpn CcHWKEHMM apTEepPUANBHOTO JIABJICHHWS IalMeHTa HEOOXOJMMO TIIEPEeBECTH B
TOPU3OHTANBHOE TOJOXKEHHE C TPUIOAHATHIME Horamu. IlokazaHo WHQY3HOHHOE
BHYTPHBEHHOE BBEICHHUE JKUAKOCTU. B ciywae, eciu BBeneHHE XHIKOCTH OKAa3bIBACTCS
HEJIOCTaTOYHBIM ISl YCTPaHEHWsS THUIIOTOHWHM, BO3MOKHO BBEJCHHE HOpINMHHE(DpHHA,
JonaMyHa win peHmnopruHa. Benenue snnHegprHa IPOTUBOMIOKA3aHO.

[Ipu runoTepMuy BO3MOXKHO CaMOCTOSATEIFHOE pa3pelieHHe, 3a MCKIIOUCHHEM CIydYacB,
KOrJla TeMIeparypa Tejla CHIDKAeTCS 0 YPOBHS, NPH KOTOPOM BO3MOXKHO Da3BHTHE
CepIIeYHbIX apuTMHii (TO ecTh A0 29,4 °C).

[lpy HoOpMmanM3aLWMU TEMIIEPAaTyphl Tela MW YCTPAaHEHUH TEMOJUHAMHYECKHX H
METa0OJIMUECKUX PACCTPOMCTB >KETyJO0UYKOBbIE MM HA/HKETYJ0YKOBbIE TaXMapUTMUU HE
TpeOYIOT BBEICHUS aHTHApUTMHUYECKMX IpernaparoB. [Ipm coxpaHeHHMH OMACHBIX Jis
KU3HU HapyUleHHH pHUTMa MOXET TOTpeOOBaThCsl BBEACHHUE aHTUAPUTMHUYECKUX
npenapato. Crnenyer nzberatb NPUMEHEHUS JUI0KAaUHA U 10 BO3MOKHOCTH JUINTEJIBHO
JeHCTBYIOIUX aHTHAPUTMUYECKHUX TpenapaToB.

[Tpu yruerenun IHC u pgpixaHuss MoxkeT mNOTpeOOBAaThCS MEpPeBOJ MalMeHTa Ha
UCKYCCTBEHHYIO BEHTHJIALMIO JIETKMX M IPOBEACHUE aHTHUOAKTEpUaIbHOM Teparuu JUIs
NpOoUIAKTUKY JIETOYHBIX HHPEKIH.

[Tpu TsDKENBIX TUCTOHUYECKUX PEAKIMAX MMOKAa3aHO BHYTPUMBIIIEUYHOE WM BHYTPHUBEHHOE
BBeZieHne nporukiuauHa (5-10 mr) mam opdenaapuna (20—40 mr). Cynoporu Moryr
KYIHPOBAThCsl BHYTPUBEHHBIM BBEJICHHEM JHa3erama.

[Tpu IKCTPAUPaMUIHBIX paccTpoiicTBax BHYTPUMBIIIIEYHO MIPUMEHSIOTCS
AHTUXOJMHEPTUYEeCKHEe TPOTUBONAPKUHCOHUYECKHE CPEICTBA.

B3aunmopneiicTBHue ¢ APYTUMH JT€KAPCTBEHHBIMH CPeICTBAMHU

IlIpomusonokasannvie Komounayuu

C  nodpamuHepruyeckMMHM  aroHucramMud  (JIeBOAOIA,  aMaHTaguH,  anoMopQuH,
OpOMOKpUIITHH, KaOeprojnH, SHTAKaIllOH, JTU3YpU, MEeProyiujl, MUpudenns, MpaMHUIeKcod,
XMHArOJIMUJI, POIIMHUPOI) ¥ nayuenmog oe3 6onesnu llapkuncona — B3aMMHBIN aHTarOHU3M
MeX1y Ao(aMUHEPTHYECKMMH aroHMCTaMd M mepunuasuHoM. He criemyeT npoBoauTh
J€YCHHE BBI3BAHHBIX IIPUEMOM HEWPOJENTUKA HSKCTpaNMpaMHUIHBIX PAacCTPOICTB C
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MOMOINBI0  JT0()aMUHEPTUYECKUX  ArOHHUCT (IOCKOIEKY  TIEPUIMAIMH.__ OTOKUPYET

nodpamuHoBble  penentopbl). [Ipy  HeoOXomMMOCTH ~ yCTpaHEHHS  BBI3BAaHHBIX
HEHPOJIENITUKOM JKCTpalmUpaMUIHBIX HApYLUICHUH MpEeANnoYTeHHe ClelyeT OTIaBaTh
AHTUXOJIMHEPTMYECKUM MPOTHUBOMAPKUHCOHMYECKUM CpPEJICTBAM, a HE JIEBOJOIIE,
MOCKOJIbKY MEXIY HeWpoJenTUKaMu M Jo(paMHUHEPrHUeCKUMU CPEICTBaAaMHU HalOIroaaeTcs
B3aMMHbBIH QaHTATOHU3M.

He pekomenoosannvie kKomounayuu

— C nodaMuHEprHuecKMMH  aroHucTamu  (JI€BOJONa, aMaHTAaauH, anoMopduH,
OpOMOKpHIITUH, KaOEproiMH, SHTAKalOH, JHU3ypHI, MEproiuja, nupuOean,
IIPAMUIIEKCOJI, XWHArojuja, POINMHUPOIN) Y nayuenmos ¢ oOonesnvio llapxuncona —
B3aWMHBIA AQHTArOHU3M MEXIY J0(PaMHHEPTUYECKUMHU aroOHUCTAaMH U TEPUIIHA3HHOM.
Jlodpamunepruueckue aroHUCTbl MOTYT HPHUBOJAUTh K MOSBICHHUIO WM YCUJICHHUIO
NCUXOTHYECKUX paccTporcTB. Ecnm namuentram ¢ Gonesnbto  IlapkuHcoHa,
MOJYYalOMM JT0(paMHUHEPTUYECKHUE aroHHUCTHI, TPeOyeTcsl JIeYeHHE HEHpPOJICHTHKOM,
CJIeIyeT MPOBECTH UX OTMEHY IyTEM IOCTEIIEHHOI0 CHUXEHMSI 103 /10 MOJIHON OTMEHbI
(BHE3amHasi OTMEHA JO0(aMHUHEPTUYECKUX arOHUCTOB MOXET YBEIMYHUTh PUCK Pa3BUTHA
3JI0KAYECTBEHHOI'O  HEeHpojenTtuyeckoro cupapoma). Ilamuentam ¢ 0o0se3HBIO
[TapkuHCOHA, KOTOpBIM TpeOyeTcsl JIeYeHHE MEPUIMa3suHOM C A0(aMHUHEPTUYECKUMU
arOHMCTaMH, CJIEYEeT MPUMEHSITh MUHUMAIIbHO 3((EKTUBHBIE J03bI 000MX IpEnapaToB.

— C oraHonOM (amKorojieM) — IMOTEHIHUPOBAHUE CeNaTUBHOrO 3¢ (deKTa, BHI3ZBIBAEMOTO
nepunnrasuHoM. Hapyiienre KoOHIIeHTpaluyd BHUMaHUs MOXKET ObITh ONACHBIM IS JIMIL,
VIPaBJISIONIMX TPAHCHOPTHBIMU CpeACcTBaMM M MexaHusmamu. Crnenyer wuszberath
yIoOTpeOIeHNsI AJKOTOJIbHBIX HAMMTKOB UM  3TaHOJICOJAEP)KALIUX JIEKApCTBEHHBIX
[IpenapaToB OJAHOBPEMEHHO C MEPULIMA3UHOM.

— C amderamMHHOM, KIOHMJIMHOM, TyaHETUAMHOM — 3(pdeKkT >TUX mnpenapaTos
YMEHBIIAETCSI IPU OJJHOBPEMEHHOM NIPUMEHEHHUH C HEHPOJIEITUKAMH.

— C cynbTONpUIOM — YBEIMUYEHUE PUCKA Pa3BUTHUS KEITyJIOUKOBBIX HapyIIEHUH pUTMa, B
YaCTHOCTH, (QUOPMWIUIALMU  KEIYyJOYKOB M apUTMHUH THUMA «IHPYIT» U3-3a
CYMMHUPOBAHHS BO3JIEHCTBUS Ha 3JEKTPO(U3MOIOTHUECKHE IMapaMeTpbl. YBEIUYEHUE
pUCKa pPa3BUTUS apUTMHUNA  OTMeYaeTcss TMpU  OJHOBPEMEHHOM IPHUMEHEHUU
HEHPOJICNITUKOB C JIEKAPCTBEHHBIMU IIpemnaparaMy, YyUIMHSAOMKAMHA uHTepBan QT
(BKJIOYAsi HEKOTOphlE AHTHAPUTMHUYECKHE CpPENCTBA, aHTUACNPECCAHTbl WU JApPYyrue
HEUpPOJNIeNTUKHN), a Takke C JIeKapCTBEHHBIMU IIperapaTamMH, BbI3bIBAIOLIIUMU
JEKTPOJIUTHBIN rcOaaHc.

Komounayuu nexapcmeennwvix cpeocme, npu RnpUMEHEHUU KOMOPbIX mpedyemc:

coon00eHue 0CMopoOIHCHOCHU

— C  ;exkapCcTBEHHBIMH  CPEICTBAMH, CHOCOOHBIMH  y/UIMHATH  uHTepBan QT
(antnapurmuueckue cpenactBa IA wu Il kmacca, MokcugiaokcalnuH, 3pUTPOMULIUH,
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METaJ0H, Me(bJ'IOXI/IH, CEPTHUHI0JI, TPUUHMKIKUCCKIE AHTUNCTIPCCCAHTRIL, _CONM _IUTUI 1 i

OU3anpu, U Jpyrue) — yBEIMUEHHE pHUCKa pa3BUTHS aputMuil (cMm. pasgen «C
OCTOPOYKHOCTBIO»).

C THasuaHBIMM AMYPETMKAMH — BO3pacTaeT PHUCK DPAa3BUTUSA apUTMHUH, B CBS3U C
BO3MO>KHOCTBIO pa3BUTHS IIEKTPOJINTHBIX paccTpouCTB (runokamuemus,
TUTIOMarHUueMusl ).

C TUnoOTEeH3MBHBIMU CpPEACTBaMH, OCOOEHHO alib(a-aJpeHOOIOKATOpaMH — YCUJIEHUE
TUIIOTEH3UBHOTO JCWCTBMSI M pPHUCKA pPAa3sBUTUSA OPTOCTATUYECKONM THUIIOTCH3UU
(annuTuBHOE neiictBue). [t KIOHUAMHA U IyaHeTUAMHA CM. pasaen «B3aumopelicTeue
C JApYyrMMH JIEKapCTBEHHBIMHM CpencTBaMm», noxpasfen «He pexomeHnoBaHHBIE
KOMOWHAIIUNY.

C Gera-anpeHo0OI0KaTOPAMH — PUCK PA3BUTHUS TUIIOTEH3UU, OCOOEHHO OPTOCTATUYECKOMN
(anauTUBHOE AEUCTBHE), U PUCK pa3BUTUS HEOOpPATHUMOM pETHMHONATUH, APUTMUN U
NO3AHEW JUCKUHE3HH.

C npyrumu JeKapcTBEHHBIMH CPEJCTBaMU, 00JIaJal0IMMU YTHETAIOUUM JASHCTBUEM Ha
I[ITHC: nmpousBoanble MopduHa (aHAJIBI€TUKH, NPOTHBOKALIEBBIE CPEJCTBA),
6apOuTypathl, 6€H30Ma3eNNHbl, HEOEH30/1Ma3eIUHOBbIE AHKCUOJIUTUKH, CHOTBOPHBIE,
HEHpOJENTUKH, AHTHJENPECCAHThl C CelaTUBHBIM 3(PPeKToM (aMUTPUNTHIIUH,
JIOKCEIIMH, MMAHCEpUH, MHUpTa3aluH, TPUMUIPAMUH), OJIOKAaTOPbl TMCTAaMHUHOBBIX Hi-
PELENTOPOB C CeaTUBHBIM 3(P(HEKTOM, aHTUTUIEPTEH3UBHBIE CPEJCTBA LIEHTPAIBHOIO
neiictBus, 6akinogpeH, TaTuAOMUI, MU30TU(GEH — PUCK JTOTIOJIHUTEILHOTO YTHETAIOIIEro
neiictBuss Ha LIHC u yraereHuss npixaHus (YTO MOXET OBITh OMACHBIM IS JIMIL,
YIPaBISAIOLUIMX TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHU3MaMH).

C TpPUIMKINYECKMMM aHTUJENPECCAaHTaMH, WHIMOUTOPAaMH MOHOAMHUHOOKCH/1a3bl
(MAO), ManpoTHIMHOM — YBEIHYCHHE pHCKAa Pa3BUTHUS  3J0KAYECTBEHHOT'O
HEHUPOJIEIITUYECKOTO CUHIpPOMA, BO3MOKHO YCUJICHHE u YBEJIIMYEHHE
IPOJIOJDKUTEIBLHOCTH CEaTUBHOIO W aHTHXOJMHepruueckoro 3¢ddexros. Cremyer
n30eraTb Ha3HAUYEHUs NEpUllMa3uHa NalMeHTaM, MPUHUMABIINM UHruouropsl MAO B
Te4eHHUe MpealecTByomux 14 nHei, a Takoke Ha3HaueHuss THruoutopoB MAO Ha oHe
IIPUMEHEHHUS NIEpUIIa3nHa.

Crnenyer THIATEIbHO OLEHUTh HEOOXOAMMOCTH  OJHOBPEMEHHOTO  Ha3HAuYEHUS
NepUlMa3uHa C JIEKAPCTBEHHBIMU CPEICTBAMM, CHIKAIOIIMMHU IOPOT CYIOpPOKHOMN
AKTUBHOCTH, U3-3a PUCKA Pa3BUTHUS CYAOPOT.

Mertabonu3zm ¢ ywactueM wuzodpepmenta CYP2D6 cucremsl nurtoxpoma P450 —
HEKOTOpBIE Mpenaparbl U3 IPYIIbl IPOU3BOAHBIX (PEHOTHA3MHA ABISIOTCS YMEPEHHBIMU
uHruouropamu  uzogpepmenta  CYP2D6. Bo3moxHbl  (papMakOKMHETHUECKHE
B3aUMOJIeHicTBUA Mexay uHruoutopamu wuzodpepmernta CYP2D6, Takumu Kak
npou3Bo/iHbIe (peHoTHnaszuHa, u cydcrparamu usopepmenta CYP2D6. OnHoBpeMeHHOE
OpUMEHEHHE NepUuIlMasuHa ¢ aMUTPUITUIMHOM/aMUTPUIITUIMHOKCHIOM, CyOCTpaTom
uzopepmenta CYP2D6, moxer TmpHBeCTH K  YBEIMYCHHIO  KOHIIEHTPALUU
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COOTBEITCTBYET QKCIEFPTHOMY QOTYETY
ot 17.03.2025 Ne 7074

(NOCNEOOBATENEHOCTE 0002)
AMUTPUNTUIMHA/aMUTPUNTHIMHOKCHA B_Iia3Me  KpoRu.  ClenyerT  [PORONUTh

HaOJI0/IeHUE 3a MAallMeHTaMHM Ha MpeIMEeT Pa3BUTHUS J10303aBUCHUMBIX HEKeIaTeIbHBIX
peaxiui, CBsI3aHHBIX C MPUMEHEHUEM aMUTPUNTIIIMHA/aMUTPUITHIMHOKCUAA.

C aTponuHOM M APYrUMH XOJMHOJUTHKAMH, a TAKXKE JEKApPCTBEHHBIMH CPEJICTBAMH C
XOJIMHOJIMTUYECKUM JIelicTBUEM (MMUIIPAMUHOBBIE aHTUACTPECCAHTHI, OJOKATOPHI
TUCTaMUHOBBIX Hi-penentopoB ¢ cematuBHBIM 3(PPEKTOM, AHTUXOIHMHEPIHUECKUE
MPOTUBONAPKUHCOHUYECKHE CpeICTBa, aTpOMUHOINOA00HBIE CIa3MOJIUTUKH,
JTU30ITUPAMU]]) — BO3MOXKHOCTh KyMYJISIIIMM HEKelIaTedbHBIX (P (EKTOB, CBA3AHHBIX C
XOJIMHOJIMTUYECKUM JIeHCTBHEM, TAKMX KaK 3aJep>KKa MOYH, 3allOpbl, CYXOCTh BO PTY, a
TaK)K€ YMEHBIIICHUS aHTUTICUXOTHYEeCcKoro 3 exTa HeHPOIECHTUKOB.

C renaTOTOKCMYECKMMHU IIpenaparaMM — YBEIMYEHHE PHUCKA TIeNaTOTOKCHYECKOIro
IEUCTBUAL.
C comsmMu JnuTus (MpU TPUMEHEHHHM TIEpHUIIMa3WHA B BBICOKMX JI03aX) — TIpH

OJIHOBPEMEHHOM MPUMEHEHUU MOXKET YBEJIMYUBATHCS PUCK yanuHeHus uHTepBana QT,
a TaKXKE PUCK MOSIBICHUS HEHPOIICHXUYECKHX MPU3HAKOB, YKA3bIBAIOIIMX HA PAa3BUTHE
37TI0KQY€CTBEHHOTO HEWPOJENTHUYECKOr0 CHHAPOMA WJIM WHTOKCHUKALUU JIUTHUEM.
Cnemyer peryiasipHO TpPOBOAWTH KJIMHHYECKOe oOcieloBaHUE TMalUMeHTa |
KOHTPOJIMPOBATh KOHIICHTPAIIMIO JUTHS B CHIBOPOTKE KPOBH, OCOOCHHO B Hayale
MPUMEHEHHUS KOMOMHUPOBAHHOM Teparum.

C anpda- u Oera-agpeHomumerukamu (dnuHedpuH (axpeHanuH), 3denpun) -
yMeHbllIeHHe UX 3((HEKTOB, BO3MOKHO MNapaJOKCAIbHOE CHIKEHHE apTepHalbHOTO
JaBJICHHUS.

C aHTUTUPEOUTHBIMU TperiapaTaMy — YBEIMUEHUE PUCKA PA3BUTHUS arpaHyIoUTO3a.

C anomMoppUHOM — yMEHBLIEHHE PBOTHOIO ACUCTBUS anoMop(duHa, YCHUIIEHHE ero
yraeraromiero neiicrsus Ha [THC.

C TUNOTTUKEMUYECKUMHU CPEACTBAMU — TMPU OJHOBPEMEHHOM TMPUMEHEHUH C
HEHPONEeNTUKAMH MOXET HaOII0AaThCs MOBBINIEHHE KOHIIEHTPAIIMU TIIOKO3bl B KPOBH.
O6 »stoM crenyer NpoMH(OPMUPOBATH NallMEHTa M IOPEKOMEHJ0BATh YCUIIEHUE
CaMOCTOSITENILHOTO KOHTPOJS KOHIEHTPAllMd TJIIOKO3bI B KpoBH U Moue. [lpu
HEOO0XOIMMOCTH BO BpeMs U MOCJIE MPEKPALICHUs JIEYeHUsI HEHPOJIENTHKAMH IPOBOJSAT
KOPPEKIIHIO J103bI THUITOTIIMKEMUYECKHX CPECTB.

C anrtamuaamu (CONMM, OKCHUIBI W THUAPOKCHIBI MAarHus, adlOMUHUS U KalbIHs) —
BO3MOXXHO CHIDKEHHE BCACHIBaHHS TMEpHIIMAa3UHA B IKEMyJOYHO-KUIIEYHOM TPAKTE.
WuTepBan Mexay IpUeMOM aHTAIMIOB U MEpPUIMa3iHa JOJKEH COCTaBJISATh HE MEHEe
JIBYX YacoB.

C OpOMOKPUNITHHOM — TIOBBIIIIEHHE KOHIIEHTPAIlMU MPOJIAKTHHA B TJIa3M€ KPOBH IMPHU
npreMe Mepruira3uHa MpensTCTBYeT dPdeKkTaM OpOMOKPUIITHHA.

Co cpenctBaMu I CHHKCHHsI amnmeTHTa (3a UCKIoueHueM ¢deHdaypamuna) —
yMEeHbIIIeHUE uX ddeKTa.
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COOTBEITCTBYET QKCIEFPTHOMY QOTYETY
ot 17.03.2025 Ne 7074
(NOCNEOOCBATENBEHOCTE 0002)

Oco0ble ykazaHus

Jannas nexapcrBeHHas (opma (pacTBOp Al NpuUeMa BHYTPb) HE PEKOMEH]yeTcCs
nanueHTaM ¢ 3a00JeBaHUsIMHM TI€UYEHH, QJIKOTOJU3MOM, TMAaleHTaM C JIWIENCUeH,
HanueHTaM ¢ TPaBMAaTUYECKUMH WJIU JIEKAPCTBEHHBIMH MOPAXKEHUSIMU TOJIOBHOTO MO3ra,
OepeMeHHBIM KEHILMHAM, TaK KaK B pacTBOpE sl pUeMa BHYTPb COAECPIKUTCS STAHOJ.

Peakuuu sunepuyscmeumeyibHocmu

®

[Ipu npumenenun mnpenapara HeynenTwi®w coo0IIasock O Ppa3BUTHH — peakUuid

TUIICPYYBCTBUTCIBHOCTH, B TOM YHCJIC KpallMBHHUIIBI U AHTHOHEBPOTHYCCKOI'O OTCKA. B
CJIydac pa3sBUTHA anneprnqecxoﬁ pCaKuu INpUMCHCHUC IIpCIlapaTa Hey.]'IeHTI/IJ'I® CJIICayeT

MMPEKpPAaTUTh U Ha4aTb COOTBETCTBYIOLICC CUMIITOMATUYICCKOC JICUCHUC.

Jlenikonenus, azpanynoyumos

[Tockonbky cooOImagock O ciaydasX pa3BUTUS JIEHKONEHMM W arpaHyJoluTo3a,
PEKOMEH/YeTCs KOHTPOJb C IPOBEACHHEM OOIIEro aHajliu3a KpPOBH C IOACYETOM
(OpPMEHHBIX 3JIEMEHTOB KpoBHU. BO3HUMKHOBeHME HH(pEKUUH WIN JUXOPAJKH HESCHOIO
reHe3a MOXKET CBHJIETEeNIbCTBOBATh O JUCKPa3uU KpoBH (cM. pazzaen «llo6ouHoe neiicTBre»)
U TpeOyeT HEMEJICHHOTO BBIITOJHEHHsI OOLIEro aHalInu3a KpOBU.

Bcex mnaumeHTOB cienyer NpouH(GOPMHPOBaTH O TOM, YTO B Cllyyae IIOBBILICHUS
TeMIeparypsl Tejia, 00U B ropiie WM JIIo00H Ipyrol MHPEKIMHU UM CIeIyeT HeMEIJICHHO
cooOUIMTh 00 3TOM CBOEMY Bpauy M caeiaTh oOmuil aHanu3 kposu. Eciu no pesynbraram
aHaM3a  KPOBM  HAOMIONAIOTCS  BBIP@KEHHBbIE  U3MEHEHHsl  (THIEpJIEHKOIMTO3,
I'PaHYJIOLUTONECHHUS ), ICUeHHE NEPULIMA3UHOM CIIeAyeT IPEKPATUTh.

3nokauecmeennbwlil HelpoIenMUYEcKUll CUHOPOM
Jleuenne mnpenmapatom HeynenTtun® cieqyer NpekpaTUTh B ClIydae HEOOBICHHMOIO
MOBBILICHUS] TEeMIIepaTypbl Tela, KOTOPOE€ MOKET OBbITh OJHUM U3 CHUMITOMOB
3JI0KaYECTBEHHOTO  HEUPOJIENTUYECKOr0  CUHAPOMA,  PAHHUMU  KIMHUYECKUMH
MPOSIBIEHUSIMU KOTOPOTO MOTYT OBITh OJEIHOCTh KOXHBIX IOKPOBOB, THUIIEPTEPMUS,
BEreTaTUBHbIE HapylieHus (ONeOHOCTh, TaxXUKapAWs, HEYCTOWYUBOE apTepuaibHOe
JABJICHHE, TOBBIIMIEHHOE MOTOOT/IEICHHE, OJIBIIIKA), HAPYIICHUs CO3HAHUS M PUTHUIHOCTH
MBI,

[Ipu3Haku BereTaTuBHON NIUCHYHKIUU, TaKWe KaK TIOBBIIIEHHOE MOTOOTICICHUE U
HECTaOUJILHOCTh apTEPUaTbHOTO JMJABJICHUS, MOTYT TIPEIIIECTBOBATh BO3HHUKHOBEHHIO
TUIEPTEPMUH M TakuM  00pa3oM  TMPEACTaBISAIOT COOOM  paHHHE  CHUMIITOMBI
3]I0Ka4€CTBEHHOTO HEHPOJIENTUYECKOTO CHHAPOMA. XOTS 3TOT 3()QPeKT HEeHpoIenTHKOB
MOJKET OBITh CBSI3aH C MIMOCHHKPA3UEH, CYIIECTBYIOT Mpeapacioararonme GakTopsl s
€ro BO3HUKHOBEHHMS, TaAKUE KaK JEruapaTalus WX OPraHUYECKUE MOPAXKEHUS TOJIOBHOIO
MO3ra.
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COOTBEITCTBYET QKCIEFPTHOMY QOTYETY
ot 17.03.2025 Ne 7074
(NOCNEOOCBATENBEHOCTE 0002)

Ynompeonenue smanona (ankozonsn)

Bo Bpems jiedeHMsI HENb3s MPUHUMATh AJIKOTOJIb M ATAaHOJICOEPIKAIME TperapaThl, Tak
KaK MPU 3TOM IMOTEHIIMPOBAHUE CEIATUBHOIO 3P (deKTa MPUBOAUT K CHIDKCHHUIO PEaKIINH,
YTO MOXKET OBITH OIACHBIM IS JIMI, YIPaBIAIOIIMX TPAHCIOPTHBIMU CPEACTBAMU U
MexaHu3Mamu (cM. pasnen «B3auMoaeicTBre ¢ IpyruMu JIEKapCTBEHHBIMU CPEACTBAMU).

Iayuenmul ¢ Inunencueil

BcenencTBue crmocoOHOCTH mperapaTa CHUKATh IOPOT CYIOPOXKHON aKTHBHOCTH, IPH
JICYCHUH TIEPUITUA3MHOM ITAIIMCHTOB C SIHJICTICUEH CIIeIyeT THIATEIbHO HAOII0IaTh 32 UX
COCTOSSHUEM M II0 BO3MOXXHOCTH TIPOBOJUTH 3JeKTpo3Huedanorpaduro. Ilpu passutuun
CYZOpOT HEOOXOMMO MPEKPATUTh MIPUEM IIpernapara.

Hayuenmut ¢ 60one3nsvro llapkuncona

3a UCKIIOYEHHEM OCOOBIX CIIydaeB, MEpUIIMA3UH HE CIIeyeT MPUMEHSTh y MaIleHTOB C
6onesnpto [lapkuncona (cm. pasmensl «lIpoTtuBomokazanusi» u «B3aumoneincTBue ¢
JIPYTUMU JIEKApCTBEHHBIMH CPEICTBAMUY).

Yonunenue unmepeana QT

HeiiponenTuku rpynmsl NPOU3BOIHBIX ()EHOTHA3UHA CIIOCOOHBI J0303aBHCUMO YUIMHSTH
uHTepBasl QT, UYTO MOXKET YBEJIWYMBATH PUCK PA3BUTUSA TDKENBIX JKEITYIOYKOBBIX
HapyUIeHUH pHUTMa, BKIIOYas OMACHYIO JUIS JKU3HU JBYHAIPABJIEHHYIO KETyIOYKOBYIO
TaXUKAPAMIO THMA <«IIHPYIT», KOTOpas MOXKET MPEeACTaBIATh ONACHOCTb IS JKU3HU
(BHe3amHast cMepTb). PHCK pa3BUTUS TSDKENBIX JKETYyJOYKOBBIX HApYIIEHUH pHUTMA
YBEIMUYUBACTCAd MPH HAIUMYUU Yy NAlMEHTOB OpajuKapuH, THIOKAJIUEeMUH U TpHU
yuiiHeHun uHTepBama QT  (BpOXXKIEHHOM WJIM NPUOOPETEHHOM O]l BIMSHUEM
JIEKapCTBEHHBIX  CpeAcTB, ymwmmHsroumx wuHTepBan QT). Tlepen Ha3zHavyeHHeM
HEHPOJIENTUKOB, €CIIM MO3BOJIIET COCTOSHUE MAaIlMeHTa, U BO BpeMs JICUEHUs MpenapaTom
HEOO0X0/IMMO HCKIIIOYaTh HaJlMuue (PAKTOPOB, MPEIpacHojaraloliuX K pPa3BUTHIO 3THX
TSOKENBIX  apuUTMuil  (Opagukapauu MeHee 55 yaapoB B MHHYTY, THIOKaJIHMEMHH,
3aMeJICHUs] BHYTPUKETYIOUYKOBON NPOBOJUMOCTH M  BPOXKICHHOTO  YAJIUHEHHOTO
untepBasia QT unm ymmHeHHoro uHTepBaia QT mpu mpuUMeHeHUH JpPyrux Npernaparos,
yumansitonx uatepsai QT) (eM. pasaensl «C oCcTOpOKHOCTBIO», «Il060UHOE AeHCTBUEY).
Ecnu mo3BosisieT KIMHUYECKas CUTyalusl, pEKOMEHIYeTCs 10 Havajia JICUeHUs] U BO BpeMs
Je4YeHHsI TPOBOAMUTH COOTBETCTBYMOIME HccienoBanus (kontponb OKI' m comepikanus
KaJIMsl B CBIBOPOTKE KPOBH, KOHTPOJIb apTEPUAILHOTO JaBICHHUS).

Kuweunaa nenpoxooumocms

B ciydae nosiBnenus Ha (poHe npreMa nepuiuasuHa B3AyTHs KUBOTa U 0oJieil B OpIOIIHOMA
MOJIOCTH, CJIEAYeT MPOBECTH HEoOXoIuMoe OO0CieoBaHHEe Ha MpeaMeT HCKIIOYSHHS
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COOTBETCTBYET IKCINEFPTHOMY OTYETY
at 17.02.2025 Ne 7074
(NOCNEOCBATENEHOCTE 0002)

MapaJIUTUYECKON KHUIIEYHOW HENPOXOJAMMOCTHL,TAK KAK PAZBUTUEC ATON HEXKEIATCIRHON

peaxkuu TpedyeT NPOBEICHUS IKCTPEHHOTO JICUEHUS.

Ioscunvie nayuenmol

[penapar Heynentun® cremyeT NpUMEHSATL C OCTOPOKHOCTBIO Y HOMKHUILIX TALUEHTOB U3+
32 TOBBIIICHHON MNPEApacloiOKeHHOCTH K Pa3BUTHUIO OPTOCTATUYECKOM T'HIIOTEH3UH,
ceaTuBHBIX A (EKTOB, SKCTpAUPAMUIIHBIX PACCTPOICTB, THIEPTEPMUU B KAPKYI0 U
TUIOTEPMHH B XOJIOJIHYIO TIOT0ly, XpPOHHYECKOI0 3arnopa (PUCK pa3BUTHUS MapaTuTHYECKON
KHILIEYHON HEMPOXOJUMOCTH) U BO3MOXKHOM runepTpoduu npeacTaTeabHON xenes3bl (U3-3a
KyMYJISILIMM [IpernapaTa BCJIEICTBUE CHIDKEHUS QYHKIIMH TEYEHHU U MOYEK).

Y MNOXWUIBIX TAIlMeHTOB HWMEETCS TOBBIINICHHBI PUCK pa3BUTHUS JIEKAPCTBEHHOI'O
MapKUHCOHU3MA, OCOOCHHO MPH JTUTETLHOM JICUCHUH.

YuuThiBas rUNepYyBCTBUTEIBHOCTh K JIEKAPCTBEHHBIM MpernaparaM, BO3CHCTBYIOIUM Ha
LHEHTPaJbHYI0O HEPBHYIO CHCTEMY, IMallMeHTaM IMOXHIOT0 BO3pacTa PEKOMEHIYeTCs
Ha3HayaTh npenapar B 601ee HU3KUX HaYaIbHBIX 03aX.

Hucynom

B pannoMu3upoBaHHBIX KJIMHMYECKHUX MCCIEAOBAHUAX [0 CPaBHEHHUIO HEKOTOPBIX
ATUIAYHBIX HEWPOJIETITUKOB C IU1ane00, MPOBEACHHBIX Y MAMEHTOB MOKUIOT0 BO3PACTa C
JE€MEHIUEH, HaOI0Ja0ch 3-KpaTHOE YBEIMUYEHUE PUCKA Pa3BUTHS LIepeOpPOBACKYIISIPHBIX
OCJIO’)KHEHUH. MexXaHu3M »JTOro YBEIMYEHHUs pPHCKa pa3BUTHUA LEepeOpOBaCKYISIPHBIX
OCJIO’)KHEHUN Heu3BecTeH. Henb3s UCKIIOYNTH YBEJIMYEHHE STOrO0 pPHUCKa IMpU IpHUEMe
JIPYTUX HEUPOJENTHUKOB WM NpU NpHUEeMe HEMpPOJIENTUKOB MallMeHTaMU APYruX TpyIIIl,
MOSTOMY NEpPUIMA3UH CIEIyeT ¢ OCTOPOXKHOCTBIO HA3HA4aTh MalMEHTaM C (haKTopamMu
pHUCKa pa3BUTHUS UHCYIbTA.

Iayuenmut nosxcunozo éo3pacma c demenyueii

VY nauMeHToB MOXHWIOTO BO3pacTa ¢ IICUX03aMH, CBA3aHHBIMU C JEMEHLUEH, IIPU JICUEHUN
AQHTUIICUXOTHUYECKUMH IperapaTaMu Ha0JIt0JaJIoCh MOBBIIIEHUE PUCKA JIETAILHOTO UCXO0/1a.
Ananu3z 17 miane0o-KOHTPOJIMPYEMbIX HCCIIe0BaHUH (cpeHell mpo1oKUTeNbHOCThIO 10
Heslenb)  IOKa3ald, 4YTO  OOJBIIMHCTBO  MAI[MEHTOB,  IOJYYaBIIMX  ATHUIIMYHBIE
AQHTUIICUXOTHYECKUE mpemnapartsl, umenu B 1,6—1,7 pa3a OonplMii pUCK JIETAIBHOTO
UCX0/1a, YeM NalMeHTHI, OoJdyYaBlIke U1anedo. B THIUYHOM KOHTpOIMpyeMoM Iutarebo-
KJIMHUYECKOM HCCIICZIOBAaHUHM Y TOJYyYaBIIMX AaKTHUBHBIA mpenapar (HEHpPOJIENTHK)
NaIMEeHTOB MO OKOHYaHMU 10-HenenbHOro Kypca JIedeHUs] CMEPTHOCTh cocTaBisiia 4,5 %
npotuB 2,6 % y TAIUEHTOB, MOJy4YaBIIUX IuIanebo. XOTd NPUYMHBI CMEPTH B
KJIMHUYECKUX HCCIEJOBAaHUSAX C ATUINUYHBIMU AHTHIICUXOTHYECKHMH IpernapaTramMu
BapbUpOBAIM, OOJBIIMHCTBO TPUYMH CMEpPTeH OBUIO MM  CepleYHO-COCYAUCTBIMU
(HampuMep, cepliedHass HEJAOCTaTOYHOCTh, BHE3amHas CMEPTh), WM HH(EKIHOHHBIMU
(Hampumep, mHeBMOHUS). HabmromarenbHble MCCleAOBaHUS MOATBEPIMIN, YTO, MOJOOHO
JICYCHUIO AaTUIUYHBIMM AHTUICUXOTUYECKMMHU IperaparaMy, JI€YeHUEe THUIIUYHBIMU
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COOTBETCTBYET IKCINEFPTHOMY OTYETY
at 17.02.2025 Ne 7074

(NOCNEOQBATENEHOCTE 0002)
HEWPOJIENTHKAMU TaKXKE€ MOXKET YBEIMYHRATh...CMCPTHOCTh. CTEIEHE, B KOTOPOI

YBCIIMYCHUE CMEPTHOCTU MOXET OBITE CBS3aHO C IIPpUEMOM AaHTUIICUXOTHYECKOI'O
mpemnapara, a HC ¢ HCKOTOPbIMHU 0COOEHHOCTAMU IIalMEHTOB, HEACHA.

Benosnvie mpomooamobonuueckue 0cnoxicHeHuA

[lpy TmpUMEHEHUW AHTHUIICUXOTHYECKUX INpenapaToB HAONIOAAIMCh CIy4ad BEHO3HBIX
TPOMOOOMOOITMYECKUX  OCIOKHEHUH, HMHOTJa C JIeTalbHBIM ucXoaoM. [loatomy
NEepUIMa3uH CIeAyeT MPUMEHSTh C OCTOPOKHOCTBIO Y MAIMEHTOB C (pakTopaMu pHCcKa
Pa3BUTHSI BEHO3HBIX TPOMOOIMOOIUIECKUX OCIIOKHEHHIH.

Ilayuenmul ¢ caxapuvim ouadbemom unu ¢ pakmopamu pucka 01 e2o pazeumusi

CooOmranoch 0 pa3BUTHUH TUIMEPIIMKEMUU M HAPYIICHUU TOJEPAHTHOCTU K TIIIOKO3E Y
NAlMEHTOB, NPUHUMABIIUX MepuluasuH. [laimeHTaM ¢ YCTaHOBJICHHBIM JMATHO30M
caxapHoro nuabera win ¢ ¢GakTopaMu puUcCKa ISl €r0 Pa3BUTHUS, HAUMHAIOUIUM JICUCHUE

®

[nperaparomMm HGYJ'IGHTI/IJ'I , BO BpCM:A JICUCHHA OOJDKCH IIPOBOJUTLCA COOTBCTCTBYIOH_II/Iﬁ

MOHHUTOPHHT KOHIIEHTPAIIUU TIIOKO3bI B KpoBH (cM. pasnen «I[lobouHoe aeiicTBre»).

Ilo30naa Ouckunesusn
JlnurenbHoe JiedeHHe JII0ObIM IpernapaToM IPYNIbl NPOU3BOAHBIX (PEHOTHA3UHA MOKET
IIPUBECTU K PA3BUTHIO MO3/IHEN AUCKUHE3UU, OCOOEHHO Y MOXHWIIbIX MMAlUEHTOB U JETEH.

Cunopom ommenul

[Tocne pe3koro mpekparieHus npuemMa HeMpoJIeNTHKOB B BEICOKHX J103aX B PEIKUX CITydasx
CO00IaIoch O pa3BUTHH OCTPBIX CHMIITOMOB OTMEHBI, BKJIIOYas TOIIHOTY, PBOTY,
TOJIOBHYIO 0O, YYBCTBO TPEBOTH, QXKUTAIUIO, IUCKUHE3UIO, TUCTOHHUIO, HapYyIICHUE
TEPMOPETYISUU U OecCOHHMIy. Takke MOXET BO3HHKHYTh PEUHJIUB 3a00JIeBaHUS.
CooOmanioch 0 pa3BUTUU OIKCTpamupaMmMHuIHbIX peakiuil. [loaToMy pexomeHyercs
nocTereHHass OTMeHa mpemnapara. CHUMOTOMBI OTMEHBI MOTYT BO3HHUKHYTH TOCIE
NpUMEHEHUs Tpenapata B 000i mo3e. OTMeHy mpemnapara cieayeT HPOBOAMUTH TOJ
THIATENTFHBIM MEUIITHCKUM HAOII0ICHUEM.

dDomocencuodounuzayus

B cBs3M ¢ BO3MOXHOCTBIO pa3BUTHS (DOTOCCHCHOMIM3AIINK, MAIlMEHTaM, MOIyJaroiiM
NIEPUIIHA3UH, CIIeIyeT PEKOMEHI0BaTh N30eraTh MpeObIBAHMS MO MPSIMBIMUA COJTHEYHBIMH
JTyJaMH.

Koumaxkmmnas cencubunuzayus

B cBsa3u ¢ Tem, 4TO y JUI, YacTO OOpamaroImuxcs ¢ GEeHOTHA3MHAMU, B OYE€Hb PEAKHX
ClIlydasix BO3MOXXHO pa3BUTHE KOHTAKTHOW CEHCHOWIM3AMH KOXH K (DeHOTHa3WHaM,
cienyeT n30erath mMpsIMOro KOHTAKTa Ipernapara ¢ KOxKeu.
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COOTBETCTBYET IKCINEFPTHOMY OTYETY
ot 17.03.2025 Ne 7074
(NOCNEOCBATENEHOCTE 0002)

Ilpumenenue y oemeit

[TpenapaTt npoTUBOIIOKA3aH AETSIM MJIAALIE 3 JIET.

BBuny B0o3M0KHOH B3aMMOCBSA3M MEX]ly IPUMEHEHUEM MPENapaToOB IPYIIbI IPOU3BOIHBIX
¢deHoTHa3MHa U pa3BUTHEM cUHApoMa BHe3anmHoW aerckoil cmepru (CBJIC) mpemapar
IIPOTUBOIIOKA3aH AeTAM Miajaue 1 roga.

[Ipumenenue npenapata y aeTedl miuaame 6 JeT BO3MOXHO TOJBKO B MCKIHOYMTEIbHBIX
Clly4asix, MOJI CTPOTUM BpaueOHBIM KOHTPOJIEM U B CIEIHATU3UPOBAHHBIX YUPEIKIACHUSAX.
Heo0x011Mo KOHTPOIMPOBATh HEBPOJIOTUUYECKUE CUMIITOMBI M IIPU3HAKH.

B cnywae npumeHeHus Impemapata y JeTedl pPEKOMEHAYETCsl IMPOBOJIUThH €3KErOJHBIN
KJIMHAYECKUH OCMOTp JJIsi OLIEHKH CIIOCOOHOCTH pebeHKa K OOY4YEeHHWIO, TaK KakK IIOf
BJIMSTHUEM IIpenapara BO3MOKHO CHUYKEHUE KOTHUTUBHBIX (DYHKIUI.

Bcnomozamensnuoie éewecmea

[TarimeHTaM ¢ penKo BCTPEYAIOLICHCS HACICACTBEHHOW HEMEPEHOCUMOCTBIO (DPYKTO3HI,
[IFOKO30-TAIAKTO3HOM  MalibabcopOuuel win JepHIMTOM caxapa3bl-U30MabTa3bl HE
CJIEZlyeT MPUHUMATh ATOT Ipernapar.

[IpemapaT comepUT HEOOJBIIOE KOJIMYSCTBO dTaHOJa (AJIKOroJisi) B COCTAaBE MEHEE YeM
100 mr Ha no3y 40 mr. HeGonbiioe KOTMYECTBO AJNKOTOJISA, COAEPKAIIErocs B IMpernapare
Heynentun®, He GyeT UMETh 3HAYUTENBHBIX 3D (PEKTOB.

[Ipemapar coaepXUT TAUIEPUH. [JNHIIEpUH MOXKET BBI3BIBATH TOJOBHYIO OOIb,
paccTpoicTBO XenyIKa U uapero (IoHoC).

BinsiHue HA CIOCOOHOCTH YNPABJSITH TPAHCIIOPTHBIMYU CPEICTBAMH, MEXaHH3MAMH
[TarieHTOB  cieayeT  MPEeaynpeauTh O  BO3MOXXHOM  pa3BUTHH  COHJIUBOCTH,
TOJIOBOKPY)KEHHSI W TIOMYTHEHUS TIONSl 3pEHHs, a TakKe MOPEKOMEHIO0BaTh UM
BO3/ICPIKATHCS OT YIPaBIICHHs TPAHCIIOPTHBIMH CPEJCTBAMHU WM PAOOTHI C MEXaHU3MaMH,
0COOEHHO B HayaJle JeYEHHS.

dopMa BbINIYCKa
PacTBop 1 mpuema BHYTpSb 4 %.

@Dnaxonvt no 30 ma

30 ma Bo rmakoHbl KopuuHeBoro crekiua tu I, ykynmopennsie npobkamu-kaneabHULIaMU
U3 TIOJUATUIIEHA HU3KOM TUIOTHOCTU C KPBIIIKAMHU M3 MOJMIPONHIEHA WM NOJUATHIIEHA U
KOHTPOJIEM MEPBOTO BCKPBITHSI.

Ha xaxxp1it prakoH HaKJIEUBAIOT CAMOKJIESTITYIOCS] STUKETKY.

1 ¢rnakoH BMecTe ¢ MHCTpPYKLUHEH MO MPUMEHEHHIO MOMEIAIoT B MAayKy U3 KapToHa C
neppoprupoBaHHOM JTUHUEH OTPHIBA AJIs1 KOHTPOJISI IEPBOTO BCKPBITUS WIIH 0€3 Hee.

Ha mauke momyckaeTcsi HaTU4YHEe CaMOKJIEAIIErocs(UXCcsl) CTUKEPa(OB) C IENbI0 KOHTPOJIS
MEPBOrO BCKPBITHSL.

18



aT 17.03.2025 Ne 7074
(MOCNEAOBATENBHOCTE 0002)

COOTBETCTBYET IKCINEFPTHOMY OTYETY

@Dnakonwvt no 125 mn

125 M7 Bo ¢uiakoHbl KOpuyHEBOro ctekiia Ta I, ykyrmopeHHbIe KphIKaMy U3 allFOMUHUS
C TMpOKJIaJKaMH W3  MOJUAITUIICHA/BCIICHEHHOTO  MOJMATWICHA/TIONUATUIICHA  WJIH
BCIICHEHHOTO TOJIMATUIICHA/AIFOMUHHMSI/ TIOMUATHIICHTEpeTamaTa U KOHTPOJEM MEPBOTrO
BCKPBITHSL.

Ha xaxp1ii (pi1akoH HaKJICHMBAIOT CAMOKJICSIIYIOCS ATUKETKY.

1 ¢makoH BMecTe C HINPHUIEM-A03aTOPOM (IMJIMHAP M3 MOJUATUJIICHA U TOPUICHb W3
MOJIMCTUPOJIA) W HHCTPYKLUMEH 10 NPUMEHEHHUIO IIOMEIIAI0T B IAuKy M3 KapTOHA C
nephopupoBaHHOM JIMHUEH OTPBIBA JJIs1 KOHTPOJIS IEPBOTO BCKPHITHS WK O€3 Hee.

Ha nauxe nmomyckaeTcsi HATMYUE CaMOKJICAIIETOCsI(MXCs) CTUKEPa(OB) C ENbI0 KOHTPOJIS
NIEPBOrO BCKPBITHSL.

YciaoBus XxpaHeHust

He xpanute npu remnepatype Boimie 25 °C.

[Tocne mepBOro BCKpPBITHSA JOMYCKAeTCsl XpaHEHUE Tpemnapara Bo ¢uakoHe He Oosee 3
MecsLEB IpU Temneparype He Boiie 25 °C.

XpaHUTh B HEJOCTYITHOM ISl IETEH MecTe.

Cpok rognoctu
3 rona. He mpuMeHsTh 110 UCTEYSHUH CPOKA TOJTHOCTH, YKa3aHHOTO Ha YITaKOBKE.
YcioBus XpaHeHHs BCKPHITOTO (prrakoHa cM. paszien «Y CIOBUS XpaHEHUS.

YcaoBust ornycka
OTITyCKaloT 1O perenTy.

Jlep:kaTtesib  PerMcTPAIMOHHOTO  yAocroBepeHusi / OpraHnu3anusi, NPHHUMAONIAS
NpeTeH3NHu NoTpeduTeIei

Poccuiickaa ®edepayus

3A0 «®apmPupma «CoTekc»

141345, Mockosckas 00i1., T. Ceprues [locan, m. benmukoso, 1. 11

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

IMpousBoaurenn / dacoBumk (MepBHYHAsT YNAaKoBKAa) / YNakoBHIMK (BTOpHYHAS
ynakoBka) / Belnmyckarommii KOHTPOJIb KayecTBa

A. Harrepmans 311 Cue. I'M6X

Harrepmannamie 1, 50829 KénpH, ['epmanns
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