COOTBETCTBYET QRCHEFTHOMY QTYETY

MHATPYKIsE  ©7 18122025 Ne 31530
(NOCNEOOBATENEHOCTE 0009)
110 MEIALIMHCKOMY IPUMEHEHUIO

JIEKAPCTBEHHOI'O ITPETTAPATA

Couman®

Perucrpanuonublii Homep: JITT-Ne(002478)-(PI'-RU)
Toprosoe HanmeHosanue: Conuan®.

MexayHapoaHoe HeMATEeHTOBAHHOE HAUMEHOBAHME: AMUCYJIBIIPHUIL.
JlekapcTBeHHasi popma: TabICTKH, TOKPHITHIE TUICHOYHON 000JIOYKOM.
CocraB

B 1 taGnerke copepkutcs

Oeticmeyowee seujecmgo: amucyasiipua — 400 mr;

ecnomozamenvHule gewjecmea: KapOOKCUMETHIIKpaXMall HaTpusl (HaTpUsl aMUJIONEKTHHA TIIMKOJIAT)
(tum  A), J1aKTO3bl MOHOTHJpAT, LEJUII0I03a MUKPOKPUCTAJUIMYECKAs, TUIPOMEIIO3a, MarHus

cTeapar.

Cocmas obonouku: runpomeiio3a, MHOEJUII0JI03a MHUKPOKPUCTAIUIMYECKAd, MakKporoja crteapar,

tutana quokcun (E 171).
Onucanue

HpOI[O.]'IFOBaTHe ABOSKOBBIITYKJIBIC Ta6JIeTKI/I, TIOKPBITLIC IJICHOYHOH 000JI0YKOM Oeroro OBCTa C

rpaBupoBkoit «<AMI 400» u nunueit paznoma mexay AMI u 400 Ha oHOI CTOpOHE.
dapmakoTepaneBTHYECKasl TPYNIA: TICUXOJICNTHKH; aHTHIICUXOTHUECKUE CPEJICTBA; OCH3AMHIBI.
Kox ATX: NO5SALOS.

DapMaKoJIOrHYecKue CBOMCTBA

Dapmaxkoounamuxa

AMHCYTBIIPU]] SBIISIETCS aHTUTICUXOTHYECKUM TpernapaToM U3 TPyl 3aMENIEHHBIX OCH3aMUIOB.
dapmakogMHAMUYECKUN TPO(UITE aMHUCYIIBITPUIA O0YCIIOBIIEH CEIEKTHBHON U MPEUMYIIIECTBEHHOM
adpdunHOCTRIO K moarunaMm D; u D3 1opamMHHOBBIX pELENTOPOB ITUMOMYECKOH CHCTEMBI.
AmMucynenpua He uMeeT apUHHOCTA K CEPOTOHUHOBBIM U JIPYTUM HEUPOpEIenTopaM, TaKUM Kak

TUCTaAaMUHOBBIC, XOJIMHEPTUICCKUEC U aIpCHCPTUICCKUEC PEUCIITOPHI.



COOTBETCTBYET QKCIHEFPTHOMY OTYETY
B wuccrnenoBaHusix Ha JKMBOTHBIX OBUIO TMQKA3aHO, 4YTO TipH |HApHMCHEHHH|IB] BBICOKUX H03ax

aMHCYJIBIIPHUT B OOJIbIIEH CTENeHU OJIOKHUPY no@aMﬂﬁeMUe&n‘?ﬁeﬁpl}ﬁﬂkaézdﬂﬂﬁﬁﬁémmﬁ

CUCTEMBbI, YeM aHAJIOTUYHBIC HEHPOHBI B CUCTEME CTpuaTyma. JToll cnenuduieckon ahpPuHHOCTHIO
00BsICHSICTCS, TO-BUANMOMY, NpeolIalaHue aHTUIICUXOTUYeCKUX 3(h(PeKTOB aMuCyIbIIpuaa HaJl €ro

AKCTpanMpaMHUIHBIMU 3P dexTamu.

ITpu npuMEHEHUH B HU3KUX /103X AMUCYJIBIIPU IPEUMYIIECTBEHHO OJIOKUPYET IPECUHANITUYECKHE
D2 u D3 modamuHOBBIE peLENTOPHI, YeM MOXKET OOBSCHATHCS €ro MOJOKHUTEIbHOE BIMSHUE Ha

HEraTUBHBIE CUMIITOMEL.
dapmaxkokunemuka
Bcacwvisanue

VY amucynbnpuaa OTME4arTcs 1Ba a0COPOIMOHHBIX MTUKA: OJMH JOCTHTaeTcs ObICTpO, Yepes vac, a
BTOpOil — Mexay 3 u 4 yacom mocie npuema npemnapata. [locne npuema npemnapara B n1o3e 50 mr
COOTBETCTBYIOIIIHME 3TUM MHUKAM MaKCUMAaJIbHbIE KOHIIEHTpAluu B 1mia3Me KpoBU (Cmax) COCTABISIOT

39 4+ 3 ur/ma u 54 + 4 ur/mi.

borarass yrieBojgamMu THINA JOCTOBEPHO CHMIKACT IUIOIIAIL ITOJ KPHBOW KOHIICHTPAIHS/BPEMS
(AUC), Bpemsi IOCTHKEHUA MaKCUMaibHOW KOHIEHTpAuu (Tmax) U Cmax amMuCyJbOpuia, B TO
BpeMs Kak Ooraras S>KMpaMd TMHIIA W3MEHEHHUH BBINICYKA3aHHBIX (PapMaKOKHMHETUYECKUX
rnmokasarejieii He BbI3bIBaeT. OQHAKO 3HAUEHME ITUX HAOJIONEHHI B MOBCEIHEBHOH KIMHUYECKOM

NPaKTUKE HEM3BECTHO.
Pacnpeoenenue

O0bem pacmpenenenust paBeH 5,8 J/Kr. B cBsi3u ¢ HU3KOM CBs3bIO ¢ Oenkamu 1ia3mel (16%), He
OXKHJIACTCSI B3aUMOJICHCTBUS aMUCYJIBIIPHUIA C APYTHMH MperapaTaMi Ha YPOBHE CBSI3U C OCITKOM.

AOconoTHas OMOIOCTYTHOCTH cocTaBisieT 48%.
Memabonuszm

AMUCYBIIPU HE3HAYUTEIBHO MeTaboIu3upyeTcs B nedeHu (okoso 4%), naeHTU(UIMPOBAHBI 1Ba
HEaKTUBHBIX MeTabonuta. [Ipu KypcoBoM mpHemMe KyMyJSLUU aMUCYJIbIpHUIa HE MPOUCXOIUT, U

ero (hapMaKOKMHETHKA HE U3MEHSCTCS.
Buigeoenue

[Tpu npueme BHyTpb nepuost noiayBbiBeneHus (T1/2) aMucynpnpua cocTaBisieT NpuOIu3uTeNnbHo 12
4acoB. AMHUCYJIBIIPU BBIBOAUTCS C MOYOM B HEM3MEHEHHOM Buje. [loyeuHblil KIMpeHC COCTaBIseT

npumepHo 330 MiI/MUH.



COOTBETCTBYET QKCIHEFTHOMY QTHETY
Ocobvie epynnvl nayuenmos ot 18122025 Ne 31520
(NCCNEOOBATENEHOCTE 0009)

Tloueunas neoocmamounocms

Ti2 y HanueHTOB € MOYEYHOM HEIOCTATOYHOCTHIO HE H3MEHSIETCS, HO CHUCTEMHBIM KIMPEHC
yMeHbIIaeTcs B 2,5-3 paza. AUC aMucynbnpuaa Ipu MoY€YHON HETOCTATOYHOCTH JIETKOW CTEIEHU
YBEJIMUMBAETCS BJIBOE, a IPHU ITOYEYHON HEIOCTATOYHOCTH CPENHEH CTENEHU TSHKECTH — IOYTH
JecITUKpaTHO (cM. pazzaen «Crnocod mpuMeHeHHs U A03b»). ONbIT IpUMEHEHUs Ipernapara npu
MIOYEYHON HEAOCTATOYHOCTH SIBJISIETCS. OTPAHUYEHHBIM, U OTCYTCTBYIOT JaHHbIE IO IpUEMY

aMHCYJIbIIpHA B J03€, ITpeBbiatonieit 50 mr.
AMHCYIBIIPU MPAKTHYECKH HE BHIBOJMUTCS C IIOMOIIBIO TEMOIHAIIN3A.
Teuenounas neoocmamounocmes

B cBs3u ¢ TEM, UTO aMUCYJIBIIPpHUA HE3HAYUTCIIBHO MeTa60nH3preTc;1 B MICYCHHU, IIPU MICYCHOYHOM

HCAO0CTATOYHOCTHU HAKOIJICHUA IIPCIIapaTa HC OXKNAACTCA, 1 CHHIKCHUS €0 103 HE Tpe6yeTc;1.
HauueHmbl noa2HCUI020 8o3pacma

ITpu cpaBHeHUU (apMaKOKMHETHUECKUX IOKa3aTesiell MAalUeHTOB crapiue 65 JEeT ¢ TaKOBBIMHU Y
MAIMEHTOB 0o0Jiee MOJIOJOrO BO3pacTa YCTAaHOBIEHO, YTO y HHUX IIOCJIE OJHOKPATHOTO IpHeMa
BHYTpb amucynblpuga B o3¢ 50 mr 3HaueHus: Cmax, T12 1 AUC Boimie Ha 10-30%. dannbie mo
nokasareisiM  (hapMaKOKHHETHKH Yy TAIMEHTOB TOXKUIJIOTO BO3pacTa MpH KypcOBOM IMpHEMeE

aMUCYJIBIIPHUIA OTCYTCTBYIOT.
Iloka3zaHus K NIPUMEHEHHIO

Jledenue ocTpoil M XPOHUYECKOW MIM30(PPEHUU y B3POCIHBIX C MPOAYKTUBHONH CHUMITOMATHKOMN

(Open, raJuTIOIIMHAIINH, PACCTPOWCTBA MBIIIIJICHHS ) /MU HETATUBHON CUMIITOMATHKON (YTIOIIEHUE

addexra, moTepsi IMOIMOHAIILHBIX U COIHATBHBIX CBS3€H), BKIIOYAs MAIIMEHTOB ¢ MpeobiiagaHueM

HETraTUBHON CUMIITTOMATHUKH.

IIporuBonokasanus

- 'unepuyyBCTBUTENBHOCTH K aMUCYJIBIIPUAY WM K IPYTUM KOMIIOHEHTaM Ipernapara.

- ComyTCTByIOIIME MPOJAKTUH3ABUCUMBIC OTYXOJIA, HAPUMEpP, MPOJAKTHHOMA TUTIOPHU3a U pak
MOJIOYHOM JKEJIE3bI.

- deoxpomoruToMa (AMATHOCTUPOBAHHAS WUJIH MOJ03pEBaeMasi).

- Jlerckuii ¥ MOAPOCTKOBBIN Bo3pacT 10 18 neT (0TCYyTCTBUE KIMHUYECKOTO ONbITa IPUMEHEHNUS ).

- Ilepuon rpyaHOr0O BCKapMIIMBAHMS.



COOTBETCTBYET SKCNEPTHOMY OTYETY
- TloyeuHas HEIOCTATOYHOCTh TSDKENOW clemeHu ¢ KIupeHCOM |kpgariunma’ (KK) menee 10

P =g = FaTaTiIey
MUUMHH (OTCYTCTBHE KIHHHYECKOTO OMbITA). IOCTHNEDOBATENEBHOCTE QO05)

- ComyTcTByIOIIasl Tepanusi aroHUCTaMHu J10(GaMUHOBBIX PELENnTOpoB (KaOeprojvH, XUHATOJIN)
NPy UX MPUMCHEHHH He s JieueHust OonesHu [lapkuncona (cMm. pasgen «BsaumoeiicTBue ¢
JPYTMMH JIEKAPCTBEHHBIMH CPEACTBAMUY ).

- ConyTcTByromasi Tepamnusi JIEBOJOMON, aMaHTaJWHOM, arnoMOP(OUHOM, OpPOMOKPHIITHUHOM,
9HTAKallOHOM, JIM3ypuaAOM, IHCProjinjioMm, HI/IpI/I6eI[I/IJIOM, MMPaMHUIICKCOJIOM, POIIMHUPOJIOM,
CeJICTHIIMHOM (CM. pa3zen «B3aumoeiicTBre ¢ IPYrUMH JICKAPCTBEHHBIMU CPEICTBAMU ).

- ComyTtcTByIOIIas Tepanus MpernapataMu, CIOCOOHBIMU YAIHHATh UHTepBaT QT M BBI3BIBATH
PasBUTUC Hapyn.[eHI/II\/JI puT™Ma, BKIIHOYAsA NOTCHHHUAJIBHO OITACHYIO IJIA JKU3HHU KCITYJOYKOBYIO
TaxXUKaApJUI0 TUIMA «IUpydIT» (CM. pasnen «B3aumopeiicTBue ¢ APyruMu JIEKapCTBEHHBIMHU
CpE/ICTBAMIY):

- aHTHApUTMUYECKHe cpenctBa I[A kmacca (xuHuMauH, aum3omupamua) u Il kmacca
(aMromapoH, coTanoi, T0QeTIIH I, HOYTHITU/);

- Jpyrue JIEKapCTBEHHbIE cpeacTBa (Oempuawi, UU3amnpull, METaJI0H, CYJIbTONPUII,
CYJIBITUPHUI, THATIPHI, THOPUIA3UH, AUPeMaHIIa METHICYIb(AT, BBOJUMbIH BHYTPUBCHHO

OPUTPOMHUIIUH, BBOI[I/IMHﬁ BHYTPHUBCHHO CIIMpaMHIIUH, MMN30JIaCTHH, BBO,Z[HMBIﬁ

BHYTPHUBEHHO BUHKAMUH, rajopaHTpuH, aymedaHTpHH, criapIoKcaryH,
MOKCH(IIOKCAITUH, [IEHTAMHU/IVH, LU TAJIONPaM, SCIUTAIIONPAM, JIOMIIEPHIOH,
THIPOKCH3HH).

- HemnepeHocuMoCTh NakTO3bl, JeUIUT JAKTa3bl, TIIOKO30-TaJaKTO3HAs MallbaOCcopOIus,
HACJICJICTBEHHAs HENEPEHOCHMOCTh TaJlakTO3bl (B COCTaB TIperapara BXOAWT JIAKTO3BI
MoHoruzapar) (cM. pasaen «Ocolblie yKazaHHs»).

C 0CTOPOKHOCTBHIO

- YV mNanueHToB ¢ TMpeapacroiararoiluMi  (akTopaMu pPa3BUTHS TSDKEIBIX JKETYTOYKOBBIX
ApPUTMHN, BKIIOYAs MOTCHIIMAIBLHO YTPOXKAIONIYIO JKU3HH JKEITYJIOYKOBYIO TAaXUKaApJHWIO THIIA
«IHPYIT» (AMHUCYJIBIIPHU] CIIOCOOEH J0303aBUCHMO Y UTHHATh HHTepBaT QT M yBeIMYHUBaTh PUCK
pPa3BUTHUS TSKENBIX KENMyIOYKOBBIX APUTMHM, BKIIOYAs KEIyJAOYKOBYIO TaxXUKapAWUIO THUIIA
«mpyd™») (cMm.  pasmensl  «[loGouHoe — neiicTBuey», «B3amMomelictBue ¢ apyrumu
JICKaPCTBEHHBIMH CPEJACTBAMI):

- Yy HAI[UCHTOB C BPOXJICHHBIM YJIMHEHHBIM HHTepBasIoM QT;
-y TAaIUeHTOB ¢ MpHOOpeTeHHbIM yanuHeHueM uHTepBana QT (mpu KOMOMHUpPOBAHUU C

npenaparamM, yBCIMYUBAOIIHUMU ITPOAOJDKUTCIIBHOCTE MHTCPBAJla QTC, 34 UCKITIOYCHUEM



yKazaHHbIX B pazzaene «lIpotuBonoazanus») (cMm. pasiaen ikB3duMoneiieTBig)Ic npyruMu

s B A HAETR ONOG
HICKAPCTBCHHBIMH CPEIICTBAMIY): (NOCHELDOBATENBHOCTE 0U0S)

COOTBETCTBYET QRCHEFTHOMY QTYETY

- Yy MalKMeHTOB ¢ Opaaukapauei MeHee 55 yaapoB B MUHYTY;

- Y HAI[MEHTOB C 3JIEKTPOJUTHBIMU HapYIICHUSIMHU, BKIIIOUAsl THIIOKAJTUEMHUIO;

-y TAaIUeHTOB, MOJYYAlOIIUX COIMYTCTBYIOIIYIO TEPaluio IpernaparaMu, CIOCOOHBIMU
BBI3BIBATh TUITOKAIMEMHIO, BBIPAKCHHYIO OpaJMKapAHui0O MeHee 55 ynapoB B MHUHYTY,
3aMeUISITh BHYTPUCEPACUHYIO IPOBOAUMOCTD.

VY HamnueHToB ¢ NOYEYHON HeI0CTaTOYHOCTHIO, TaK KaK UMEETCsl pUCK KYMYJISIIMU Ipernaparta,

IIPU ATOM OIIBIT €r0 MPUMEHEHUSI IPU OYEHYHON HEJOCTATOYHOCTHU SIBJISETCS OrpaHUYEHHBIM

(cM. pazmensl «DapmakoKUHETHKA», «CIIOCO0 MPpUMEHEHUS U 103b1», «OcoObIe YKa3aHusD).

Y [anMeHToB  NMOXHWJIOTO  BO3pacTa, TaK Kak y HUX HMEeTCS IOBBIIICHHAS

MPEIPACTIONOKEHHOCTh K CHIKEHUIO apTepHUaIbHOTO JaBICHUS W PA3BUTHUIO YPE3MEPHOIO

cenaTuBHOTO (hPekra.

VY manueHToB MOXHUIIOTO BO3pacTa ¢ AeMeHIue (cM. pasaen «Ocolble yKa3aHHsD»).

VY manueHToB ¢ pakTopaMu pucKa pa3BUTHS HHCYIbTa (cM. paznen «Ocobble yKazaHUs»).

VY manueHToB C AMHIICTICHEH, TaK KaK aMUCYJBIPHA MOXET CHIDKATh MOPOT CYIOPOKHOM

TOTOBHOCTH.

VY nanmeHToB ¢ (pakTopaMu pUCKa Pa3BUTHS BEHO3HBIX TPOMOOIMOOIMYECKHX OCIOKHEHUN

(cM. pazzensl «Ilo6ounoe neiictBue», «OcoOble yKazaHUN).

VY nauueHToB ¢ 6one3Hpto [lapkHMHCOHA, Tak Kak aMUCYJIBIPHUJ, KaK M JApyrue OIOKaTOpbI

N0(haMUHOBBIX PELENTOPOB, MOXET YCHJIUBaTh MNposBieHus Oone3nu IlapkuHcoHa (cM.

paznen «Ocolble yKazaHUs»).

VY nanMeHToB ¢ caxapHbIM JAMa0ETOM U MALUEHTOB ¢ (JaKTOpPaMU PUCKA PA3BUTHUS CaxapHOTO

nualeTa (Tak Kak HEKOTOpbIE aTUIMYHBIE HEWPOJIENTHKH, BKIIOYAs aMHUCYJBIPUJ, MOTYT

BBI3bIBATh MMOBBIIIEHNE KOHLIEHTPALMH [JIFOKO3bI B KDOBH).

VY manueHToB, UMEIOIINX B aHAMHE3€ (B TOM YHCJIE CEMEMHOM aHaMHe3€) paK MOJOYHOU

skenes3bl (cM. pasnen «Ocolblie yKazaHus).

IIpumeHenne npu 0epeMEHHOCTH M B IEPHO/ TPYIHOI0 BCKAPMJINBAHUS

bepemennocmeo

HNmerotca oueHBb OIrpaHUYCHHBIC JAHHBIC 11O MPUMCHCHHUIO aMUCYJIbIIpUIA Y 6epeMeHHBIX JKCHIIIHH.

besonacHocTh mpuema amMHCyJIbIpHUIa BO BpeMsi OEpEeMEHHOCTH HE YCTAHOBJIEHA. AMUCYIBIIPHU]

NpOXOAUT YCpC3 IIALCHTY. HpI/IMeHCHI/IC npenapara HE pCKOMCHAYCTCA IIPU 6CpCMeHHOCTI/I ny

JKCHIIUH pCHPOAYKTHBHOTO BO3PaCTa, HC MCIIOJIL3YIOIIUX B(I)(beKTI/IBHLIX CII0CO00B KOHTpalenuun



COOTBETCTBYET QKCHNEPTHOMY QTHETY
U TUTAaHUPYIOMUX OEpPEeMEHHOCTh, 3a MCKIIOYEHHEM TeX CIydacBy ROTHd) okkaaemasdonssa s

) e B A HAETR OROGO,
MaTepH IIPEBHIIACT IOTCHIATEHEIA PHCK /1§ TI0Ma. (NOCHELDOBATENBHOCTE 0U0S)

HoBopoxneHHble, KOTOpbI€ IMOABEPrajiiCh BO BpeMsi TPETbET0 TpPUMECTpa OEPEeMEHHOCTH
BHYTPHYTPOOHOMY BO3/EHCTBMIO AHTUIICUXOTHYECKHX INpenaparos, Bkmodas Conuan®, uMeror
PUCK Pa3BUTHUS Yy HUX IIOCIIE POXKACHMSI HEXKENATEIbHBIX PEAKLMH, BKIIOYAs 3KCTpallipaMHIHbIE
CUMIOTOMBl WM CHHAPOM «OTMEHBI», KOTOpbIE MOIYT BapbUpOBaTb II0 TSDKECTH U
IPOJOIDKUTENBHOCTH (cM. pasaen «llobounoe aeiictBue»). CooOIIanocs 0 pa3BUTUU BO30YKICHHS,
MBIILIEYHOTO THUIEPTOHYCA, MBIIICYHON TUIOTOHUU, TPEMOpPa, COHIUBOCTH, JIBIXaTEJIbHBIX
paccTpoiicTB WJIM HapylIeHUN Npu BckapmiuBaHuu. [10o3TOMy Takue HOBOPOXKICHHBIC JIOJKHBI
HAXOJUTHCS MOJT TOCTOSHHBIM METUIIMHCKUM HAOII0IEHUEM.

Ilepuoo zpyonozo eckapmaueanus

Amucynbnpusi oOHApYKMBAJCs B TPYIHOM MOJIOKE Y 5KEHIUH, MpUHUMAroIuX rpenapat Comuan®,
MO3TOMY KOpPMIJIEHHUE TPY/IBIO0 BO BPEMsI €ro MpreMa MPOTUBOMOKA3aHO.

/Jlannvle 00OKIUHUYECKUX UCCIE006AHUTL

B unccrnenoBanusx, NpoBEAEHHBIX HA JKUBOTHBIX, aMUCYJIBIIPU HE MPOJIEMOHCTPUPOBAI MPSMOTrO
WM KOCBEHHOTO TEPATOT€HHOTO UM SMOPUOTOKCHUECKOTO ACHCTBHUS.

Depmunvrnocms

Y IKHMBOTHBIX OTMEUYAIOCh CHW)XEHHE (EPTHIBHOCTH, CBS3aHHOE C (HapMaKOIOrHYECKUMH
s dexramu amucynbnpuaa (3G EKT, ornocpe10BaHHBINA MTPOJIAKTHHOM).

Cnocod npuMeHeHus U 103bl

ITpenapaT npeaHasHaveH 1Jid MpUeMa BHYTpb.

OO6bI4yHO, ecu cyTo4Has Jo3a He npesbimaeT 400 Mr, oHa MOKET MPUHUMATHCS OJAMH Pa3 B CYTKH.
Ecnu cyrounas no3a npesbiimaer 400 Mr, To OHa J10JKHA AETUTHCS Ha JIBa IpHEMA.

Ilpu npeoonadanuu He2amueHol CUMNIMOMAMUKU

Jnis manmeHTOB ¢ mpeoOiajaHHMEM HETaTMBHOM CHUMITOMATUKM DPEKOMEHJIYeTCs IMpHUMEHEHHe
amucynbnpuaa B 1o3e ot 50 1o 300 mr B cytku (B cpeaneM B qo3e 100 mr B cytkn). [Togbop 10361
JIOJKEH TPOBOAMTHCA MHAMBUIyalIbHO. B cimydae ecnu moza menee 200 mr, cieayeT mpUHUMATh
tabnerku 100 mr wm 200 wmr.

Ilpu cmewannvix Inu300ax ¢ NPOOYKMUGHOU U HE2AMUBHOU CUMNMOMAMUKOU

Jls manueHToB co CMENIaHHBIMU (HEraTUBHBIMH M MPOAYKTUBHBIMU) CUMIITOMAaMH J03bI CIETyeT
no0UpaTh TaK, YTOOBI 0OECTIEUYNTh ONTUMAIIbHBIN KOHTPOJIb HaJ MPOAYKTUBHBIMU CUMITOMAaMH, B
cpenHeM oHU coctaBisaoT oT 400 mr nmo 800 wmr. IlomnepskuBaromiee Jie4EHHE JTOJIKHO

YCTaHaBJIMBATHCA UHAWUBUAYAJIbHO HA YPOBHC MUHUMAJIbHBIX BCI)(I)CKTI/IBHLIX 03 (B 3aBUCUMOCTHU OT

pEaKINY MarreHTa).



COOTBETCTBYET SKCNEPTHOMY OTYETY
Ocmpule ncuxomuueckue InU300bl ot 18.12.2025 N2 31530

Havano nevenus (NOCNEOOBATENBHOCTE 0008)

[Tpumensitores 103e1 oT 400 10 800 mMr. MakcumanbpHas 1032 HUKOTJia HE JOJDKHA TpeBbimarh 1200
MT B CYTKH.

Tloooepacusarowas mepanus

[TomoOpanHas 1032 COXPAHSETCS WM KOPPEKTHPYETCS B 3aBUCHMOCTH OT PEaKIMH NarueHta. Bo
BCEX CIydasiX NOJJEP KUBAIOIIME J03bl JIOJDKHBI YCTAHABIMBATHCS WHJMBHUAYyaJIbHO HA YPOBHE
MHUHHUMAJIBHO 3(()EKTUBHBIX J103.

Y nauuenmos c noueunoit neoocmamounocmoio

Knuaudecknii OonpIT NMPUMEHEHHs IMpernapata y MNAlUMeHTOB ¢ HapyHICHUSMH (DYHKIUU TOYEK
SABJISICTCSl OTpaHUYEHHBIM. BpIBeneHne aMucynIbIpuaa OCYHIECTBISETCS uepe3 mouku. [lpum
MOYEYHON HEAOCTATOYHOCTH 103y A nanueHToB ¢ KK 30-60 mi/MuH cienyer cHUXaTh B 2 pasa, a
qu1s maruenToB ¢ KK ot 10 1o 30 mur/mun — B 3 pasa.

OTCyTCTBYIOT JaHHBIE 110 IPUEMY aMUCYJIBIIPUIA B J103€, MPEBbIIIAtONIeit 50 mr.

B cBsI3u ¢ OTCYTCTBHEM JaHHBIX IO MPUMEHEHUIO npenapata y nanuerToB ¢ KK menee 10 mur/muH,
NPUMEHEHHE AaMUCYJIbIPUAA Yy OTOH TpyHnbl MAlUEHTOB MPOTUBOMOKAa3aHO (CM. pasfen
«IIpoTuBOIIOKa3aHUM» ).

Y nayuenmoes ¢ neuenounoit neoocmamounocmuio

B cBa3u ¢ Tem, uyTo mpemapaT ciabo MeTabOIM3MPYETCs B IMEYEHM, CHUXKEHHS €ro J03bl MpH
MEYCHOYHON HEI0CTATOYHOCTH HE TpeOyeTcs.

Y nayuenmoe nosrcunozo eo3pacma

[Ipu mpumeHeHuMH TmpenapaTa NalMEHTaM IMOXKHJIOTO0 BO3pacTa CJeayeT coONoaaTh 0co0yro
OCTOPOXKHOCTH (cM. pazaen «OcoObie yKazaHUs»).

Y oemen

OddexTuBHOCTh U 0E30MACHOCTh MpHUEMa aMUCYJIBIPUAA Y JeTel W MOAPOCTKOB A0 18 ner He
yCTaHOBJICHBI. [IpuMeHeHne aMuCyIblpuaa y NarMeHToB Miaame 18 JieT mpoTUBOINOKa3aHo (CM.
paznen «IIpotuBomnokaszanus»). IMeroTCsl orpaHUYeHHBIC JaHHBIC M0 TPUMEHEHUIO aMHUCYJIbIIPUIA
y MOJPOCTKOB MPpH MHU30()PEHUH.

ITo6ouHoe neiicTBHE

Hexenarenbupie peakiuu (HP) mpencraBieHbl B COOTBETCTBUM CO CICAYIOIMMH TpaTalldsiMU
YacTOThl MX Pa3BUTHS: odeHb dacTo (= 1/10); wacto (= 1/100 u < 1/10); Hewacto (= 1/1000 u <
1/100); peaxo (= 1/10000 u < 1/1000); ouensr penko (< 1/10000); wactora HeusBecTHa (MO
MMEIOIIMMCST JaHHBIM OIPEAEIUTh YaCTOTYy BCTPEUAEMOCTH HE MPEACTABISETCS BO3MOKHBIM).

Hapywenusn co cmoponst Kpoeu u aumgpamuueckoii cucmemol



COOTBETCTBYET QKCNEPTHOMY OTYETY
Heyacmo: nefikonenus, HedTpornenus (cM. pajnen «OcoOble yia3afuiy), (175 ko 31530

xlaTe =g N EFatal FaTaTiIey
Peoxo: arpanynonutos (cm. pazaen «OcoObie /KaSaHI/DDJ)l." JCHELOBATEIIBHOCTE 0003)

Hapywenus co cmoponst UMMYHHOU CUCHEMbL

Heuacmo: annepruyeckue peakium.

DHOOKpuHHbIE HApYUWIeHUA

Yacmo. aMUCYIIBIIPUJT BBI3BIBACT YBEIMYCHUE TUTA3MEHHBIX KOHIICHTPAIUK MTPOJIAKTHHA, 00paTUMoe
MOCJIE OTMEHBI MperapaTa. IDTO MOXET MPUBOAUTH K BO3HMKHOBEHHIO TaJlaKTOPEH, aMEHOPEH,
TMHEKOMAcTHHU, 00JIeH B MOJIOUHBIX KeJle3aX U SPEKTUIbHONU JUCPYHKIIUH.

Peoko: no6pokauecTBeHHas OIyX0Jib TUNO(U3a, HAIPUMEp, POJIAKTHUHOMA.

Hapywenua memaboauzma u numanus

Yacmo: yBenMYE€HHE MACCHI Tea.

Heyacmo: rtunepriukemusi (cMm. pasgensl «C  oCTOpoXHOCTBIO» U «OcoOble  yKazaHU),
TUIEPTPUTIUIICPUACMHUS, TUIIEPXOJIECTEPUHEMHUS.

Peoko: runonarpuemMus, CHHIPOM HEaJIEKBATHON CEKPEIUU aHTHUANYPETUIECKOTO TOPMOHa.
Ilcuxuueckue napywienus

Yacmo: OeccOHHUIIA, YYyBCTBO TPEBOTH, QXUTAlUs, HapylleHHe oprasma (oprazMuyeckas
TUCHYHKITHS).

Heuacmo: criyTaHHOCTH CO3HAHUA.

Hapywenusa co cmoponl HepeHOIL cucmempl

Oyenvb  wacmo:  HSKCTpaNMpaMUAHBIE CHMITOMBI  (TpEMOp, PUTHUAHOCTh, THUIOKWHE3US,
TUIEepCaTuBaIlysl, aKaTU3Wsl, AUCKUHE3Us). OTH CHMITOMBI OOBIYHO OBIBAIOT yMEPEHHO
BBIPAKEHHBIMUA TPU TPUEME B ONTHUMAIBHBIX J103aX U YaCTUYHO OOpPATUMBIMHU TPHU T0OABICHHH
AHTUXOJIMHEPTUYECKUX TMPOTUBONAPKUHCOHUYECKUX TIPEenaparoB 0e3 TMpeKpamieHus JIeYCHUS
aMuCynbIpuaoM. YactoTa BO3HUKHOBEHHUS SKCTPAIUPAMUIHBIX CHUMITOMOB 3aBUCUT OT JI03bI.
[loaToMy y mNalnMEHTOB C€ NPEUMYIIECTBEHHO HETaTUBHBIMU CUMIITOMaMH, HNPUHUMAIOIIUX
amucynpnpua B jgo3e 50-300 Mr B CYTKHM, 4YacTOTa BO3HHKHOBEHHUS JKCTpAlMpaMUIHBIX
pacCTpOMCTB SIBJIAETCS O4€Hb HU3KOW. 110 TaHHBIM KIIMHUYECKHX HUCCIIEIOBAHUN MPU MPUMEHEHUH
aMUCYJIbIIpHIa HAOIIOaach TOCTOBEPHO MEHbBIIAs YacTOTa BOSHUKHOBEHHS HKCTPAMPAMUIHBIX
CHUMIITOMOB, Y€M IMPU MPUMEHEHUHU TaloNnepuaoa.

Yacmo: octpas UCTOHMS (CacTUYecKasi KpUBOILLEs, OKYJIOTHPHBIM Kpu3, TpU3M), 0OpaTUMBbIE TIpU
J0OABJICHUHN aHTUXOJWHEPTHUYECKUX MPOTUBOIMMAPKHHCOHMYECKUX TPErmapaToB 0e3 MpeKparieHus
JICYSHUS] aMUCYJIBIIPUJIOM; COHJIUBOCTb.

Heuacmo: 1O31HSS JAWCKUHE3US, XapaKTEpU3YIOIIAsCsi PUTMHUYHBIMU, HEMPOU3BOJbHBIMHU

JABVOKCHUAMHA, HNPCUMYIICCTBCHHO SA3bBIKa A/MIIX MAMHAYECKHAX MBI, W BO3HHKAKOIIaA 00BIYHO
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COOTBETCTBYET QKCIHEFPTHOMY OTYETY
[ocjie JUIMTENIIBHOIO INpueMa Ipenapara (aHTUXOJIMHEPrHHedKkq o oI BONAPKIHCOHNYECKUE

npernapaThl B 3TUX CIy4asx Hed(P(HEKTUBHBI MU MOTYT })](JPI}III/IIL;}HJ kﬁﬁﬁ\Tbhéﬁkg})&[c}ﬁbpr

Peoko: 3n0kadecTBEHHBIN HEHpoaenTHYECKU cUHApPOM (cM. pazaen «OcoOble yKazaHHS),
KOTOPBIi SBJISETCS TOTEHIIUAIBHO JIETAIBHBIM OCIOXKHEHHEM.

Yacmoma neuzgecmua: CAHAPOM OECIIOKOWHBIX HOT ¢ akaTu3uen uinm 6e3 Hee.

Hapywenusa co cmoponst opzana 3peHus

Yacmo: HEYETKOCTb 3pEHUS.

Hapywenusa co cmoponwl cepoya

Heuacmo: 6pagukapaus.

Peoxo: ynnunenne unTepBana QT; KemylnoYKOBBIE HAPYIICHUS PUTMA, TaKHE KAaK MOTMMOpQHAas
KEIYJAOUKOBAsT TaXWKapIusi TUIA «IMHPYIT», OHKEIYJOUYKOBas TaxWKapaus, (QUOPHIUISIHS
JKEJyI04YKOB, OCTAHOBKA CEp/IIla U BHE3aIHast CMepTh (cM. pasnent «OcoOble yKa3aHusm»).
Hapywenus co cmoponwt cocyoos

Yacmo: cHUXEHUE apTePUATbHOTO JaBJICHUSI.

Heuacmo: noBbllIeHNE apTEPUATBHOTO TaBJICHHUS.

Peoko: BeHo3Hble TPOoMOOIMOONIMYECKHE OCIOXKHEHHs, BKIIOYash TPOMOOIMOOIIMIO JIETOYHOM
apTepuy, WHOTJA C JeTajJbHbIM HCXOJIOM, M TpoM003 TiIyOokux BeH (cM. pazgen «OcoObie
YKa3aHUsD?).

Hapywenusa co cmoponst 0bixamenvHoll cucmemsl, 0P2anoe ZpyOHoll KlemKu u cpedocmeHnus
Heuacmo: 3aloXeHHOCTh HOCA; acMUpallMOHHAas THEBMOHHS (TJaBHBIM  00pa3oM, MpHU
O/JIHOBPEMEHHOM MPUMEHEHUU C JAPYTUMHU aHTUICUXOTUYECKHMMH CpPEJICTBAMU U CPEACTBaMH,
YTHETAIOIUMHE [IEHTpaibHY0 HepBHYIO0 cuctemy (LTHC)).

Kenyoouno-kuuieunvie napyuienus

Yacmo: 3anop, TOIIHOTA, PBOTA, CyXOCThb BO PTY.

Hapywenua co cmoponsl ne4eHu u Hcenuegoble00aumux nymei

Heuacmo: renatouemmoaspHble NOPaKeHUs.

Hapywenus co cmoponst Kodcu u noOKoMHCHbIX mKaHeil

Peoxo: aHTHOHEBPOTHYECKUI OTEK, KpATMBHHUIIA.

Yacmoma neuzeecmua: HOTOCEHCUOUTU3AIINA.

Hapywenus co cmoponst mvluieunoil, cKkeaiemuoil u coeOuHumeabHol mKanu

Heuacmo: octeonenusi, 0CTEONOPO3.

Yacmoma neuzeecmua: padIOMHONN3.

Hapywenusa co cmoponst nouex u mouegvle00auiux nymeil

Heuacmo: 3aaepxka MOYH.



COOTBETCTBYET SKCNEPTHOMY OTYETY
bepemennocmo, nocnepooosstii nepuod u nepunamanbvHovle COCHPAHNG )75 Mo 31530

Yacmoma meussecmua: CUHIPOM «OTMEHBI» |y HOBOpIAMéMLI)El.E& !:'ﬁ"ﬂzishl‘}:ﬁl I(i‘?fpljll\l/fél{le‘lflﬂ/(le' npu

OepeMEeHHOCTH U B IEPUO/I TPYAHOIO BCKAPMIIMBAHHUS ).

Jlabopamopuwvie u uncmpymenmanvHvle OAGHHbLE

Heyacmo: TOBBIINICHHE AKTUBHOCTH «IICUYEHOUYHBIX» (DEPMEHTOB B KpPOBHU, IJIABHBIM 00pa3oM
TpaHCAMHHAa3

Yacmoma neuzsecmua: OBbIILIEHHE KOHIIEHTpauuu kpeaTuHpocpoknnassl (KOK) B mnazme kpoBH.
Tpaemol, unmoKcuKayuu u 0C104#CHEHUsA NPOUeoyp

Yacmoma meuzgecmmua: naneHus (MHOT/AA MPUBOASIIME K IEpeioMaM) KaK CIEICTBUE Pa3BUTHUS
HEXeJIaTeNIbHbIX PEeaKIUi, CBA3aHHBIX C BOZMOXHBIM HAPYIIICHUEM PaBHOBECHSI.

Ilepeno3supoBka

Cumnmomot

[Ipu mepeno3upoBKe coOOIIANIOCh O 3HAYMTEIHLHOM YCHJICHMH H3BECTHBIX (hapMaKOJIOTHYECKUX
3 QeKToB mpemapara, a UMEHHO, O Pa3BUTUU COHJIMBOCTH, CEHAllUH, CHIKCHHH apTePHAIHLHOTO
JABJICHHSI, PA3BUTHUHU IKCTPAITUPAMHIHBIX CUMITOMOB M KOMBI. VIMEIHCh COOOIICHHS O JICTATbHBIX
UCXOJaX MpU Mepeo3UpOBKE, TIaBHBIM 00pa3oM, MpU KOMOMHALIMUA C JPYTHMH MCHXOTPOMHBIMU
CpeICTBaMHU.

Crnenyer uMeTh B BHUJIY, YTO TEPEIO3UPOBKA MOXKET OBITh BBI3BaHA OJIHOBPEMEHHBIM IMPHEMOM
HECKOJIbKUX MPEernapaToB.

Jleuenue

Creunduyueckoro aHTUI0TA U1 aMUCYIIBIIPHUIA HET.

B cnyuae nepeno3upoBkH ciaenayeT KOHTPOJIUPOBATH U MOEPKUBATh OCHOBHBIE dKU3HEHHO BaKHbIE
(GYHKIIMM OpraHu3Ma, BIUIOTH /IO MOJIHOTO BBIXOJA MAaI[MeHTa M3 COCTOSHUS Nepeqo3upoBku. llpu
nepeno3upoBke mnposeaeHne DKI'-MoHUTOpUpOBaHUS ABISETCS 00S3aTENBbHBIM, TaK KaK MMeeTcs
puck ynnuHeHus uHTepBana QT W pa3BUTHS OMACHBIX IS )KM3HHU HApPYIIEHUH pUTMa (CM. pasien
«ITobGouHoe neicTBue»).

B cinydae moOsSIBICHHS TSOKEIBIX AKCTPAMPAMHUIHBIX CHMIITOMOB CJIEAYeT TMPUMEHSITh M-
XOJIUHOOIOKATOPHI IIEHTPAILHOTO ACUCTBUS, HAIPUMED, TPUTCKCU(PEHHUINI.

Tak kak BbIBEICHHE aMUCYJIbIPHUIA TIPU MOMOILIY TeMOUANIN3a SBISETCS HE3HAYUTEIbHBIM, TO IS

€T'0 BBIBCACHUA ITPHU NEPEIO3UPOBKE IPUMECHCHUC reMoJuain3a sABJIACTCA HeHeHCCOO6pa3HBIM.

B3aHMOHeﬁCTBHe C IPYIr'uMM JICKAPpCTBCHHBIMHU CPEACTBAMU

Hpomueonoxawnnbte Komﬁunauuu
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COOTBETCTBYET QRCHEFTHOMY QTYETY
C npenapamamu, cnocoouvimu yoaunamo| unmepean Qdt Ui §bi3bigamslo idpokcusMaivhsie

MAaxuxapouu, 6KI04aAs NOMEHYUANbHO JIeMAaflbHYI0 nO}ZIIIJéIIUA& ]E:;}'gelﬂﬂzéy"ul%'a%{)l }hw'cz't'kdpdwo

MUNA «NUPYIm».:
- ¢ anmuapummuyeckumu cpeocmeamu IA knacca (xunuoun, ousonupamuo) u |l xkracca
(amuodapon, comanon, 0opemunud, ubymuiuo);

- c bOenpuouiom, yuzanpuoom, MemdaooHOM, CYIbMONPUOOM, CYIbRUPUOOM, MUANPUOOM,
MUOPUOASUHOM,  OUpeMaHuIa Memuicyib@amom, dPUMPOMUYUHOM — (6HYMPUBEHHO),
CRUPDAMUYUHOM — (6HYMPUBEHHO),  MUB0AACMUHOM,  BUHKAMUHOM  (8HYMPUBEHHO),
2anoghanmpurom, Jymechanmpurom, cnapghnokcayurom, eamughnokcayurom,
MOKCUDIOKCAYUHOM, NEHMAMUOUHOM, OOMNEPUOOHOM, SUOPOKCUZUHOM,

- C YuUmanonpamom, ICYUmMaionpamom.
[ToBbIIaETCS PUCK Pa3BUTHS MAPOKCU3MAIBHBIX TaXUKApIHid, BKIFOYAs TOTCHIIMAIBHO JICTATbHYIO
MOJTUMOP(HYIO JKEITYA0UYKOBYIO TAXUKAPIUIO THIIA «ITHPYIT» (M. pasnen «IIpoTuBomokazanus»).
C aconucmamu 0ohamunoBulx peyenmopos (Kabep2onuH, XuHazoauo) npu ux npumMeHeHuu He Ois
neyenus bonesnu Ilapkuncona
B3auMHbIii aHTaroHu3Mm 3QQEKTOB aroHUCTOB JO0(GAMUHOBBIX PEIENTOPOB U HEHPOJICHTHKOB.
ATOHUCTBI JTOaMHUHOBBIX PELENTOPOB MOTYT BBI3BIBATh WJIM YCHJIMBATh ICUXOTHYECKYIO
CUMIITOMATHUKY.
C nesooonoii (cm. pasoen «lIlpomusonoxazanusy)
Penunpoknblit anTaronn3m 3(h(peKToB ITE€BOIOMBI U HEHPOIETITUKOB.
Hepexomenoyemvie Komounayuu
C npenapamamu, y8eauvu8arouum puck 803HUKHOBEHUs NOMEHYUATLHO JIeMATbHOU NOIUMOPPHOT
HCENYOOUKOBOU MAXUKAPOUU MUNA «NUPYIMY»

- C npenapamamu, 6vl3618AOUWUMU OpAOUKaApOUro (bema-aopeHodI0Kamopsl, 8epanamui,
ounmuazem, KIOHUOUH, 2VAHQpAYUH, cepoeunvle 2NUKO3UObL, OOHEeNne3ull, PUBACMUSMUH,
MAaKpuH, amMOEHOHUs XI0puod, 2alaHmMamuH, NUPUOOCMUSMUHA OPOMUO, HeOCMUSMUHA
bpomuo);

- C npenapamamu, 8bl3bl8ANOWUMY SUNOKATUEMUIO (C  OUYPEemUKamu, 6bl3bl8aAlouUMU
SUNOKAUEMUIO,  CIAOUMENbHbIMU,  CIMUMYIUPYIOWUMU  NEPUCATbIMUKY — KUWEYHUKA,
BHYMPUBEHHO — 880OUMBIM — amgpomepuyuHom  B;  2irokokopmuxocmepouoamu,
mempaxozaxmuoamy) — TPU WX TPUMEHEHHH CIIEAyeT 00s3aTelbHO BOCCTAHABIMBATH
MOTEPH KaJusl U MOAAEPKUBAThH HOPMATbHBINA YPOBEHb Kallksl B KPOBH;

- C HeKOMOpbIMU  HEUPOIenmuKkamu (2ai0nepuoosiomM, HUMO3UOOM, NUNOMUAZUHOM,

cepmum)ozzom, XA0PNPOMAZUHOM, T1EBOMENPOMAZUHOM, UYUAMEMAZUHOM, eepaﬂunpu()om,

11



COOTBETCTBYET QRCHEFTHOMY QTYETY
OponepuodoIom), UMUNPAMUHOBYL anmuodenpegcakimdiiuy () ipéltapamanu  a1umus,

i yE A = N [T}
A30IbHbIMU npomu@oepu@m%mu C edcm@afwu.‘ YOI I I“ IBATENEHOCTE il

BospacTtaer puck pa3BUTHUS KETyJOYKOBBIX apUTMHI, B YaCTHOCTH, XKEIYJOYKOBOM TaXuUKapAUU
TUTIA KITAPYIT.

C smanonom

AMUCYNBIIPU YCHIMBACT ILEHTpaibHble 3(QeKTsl 3TaHoNma. DTAaHON YCHIMBACT CEJATHBHOE
JIEHCTBUE HEUPOJICIITUKOB.

C aeoHucmamu 00amuHoBvlX peyenmopos (AMaHmaoud, anomoppumu, OPOMOKPUNMUH,
OHMAKANOH, TUZYPUO, NEPeOUO, NUPUOEOUN, NPAMUNEKCON, PONUHUPOI, CeNlecUUuH) (CM. pazoeivl
«lIpomusonoxazanusy u «Ocobvie yKazanusn»)

B3anMHblii aHTaroHu3M 3(QQEKTOB aroHUCTOB J0(GAaMHHOBBIX PELUENTOPOB U HEHPOJICITHKOB.
AroHucThl J10)aMHUHOBBIX PEHENTOPOB MOTYT BBI3bIBATh WJIM YCHIMBATh ICUXOTHYECKYIO
CUMIOTOMATUKY. AMUCYJIBIPU] MOXKET YCHUIIMBATh CUMITOMEBI Oosie3uu [lapkuHcoHa.

Komobunayuu, komopuie ciedyem npuHumanms 60 6HUMAHUE

Co  cpeocmeamu,  yenemarowumu  I[[HC:  npouzeoonvimu  mopguna  (ananveemuxu,
npomusoxauiiegvle npenapamsl); bapoumypamamu, OeH300ua3enuHamu, HebeH300Ua3enUHOBbLMU
AHKCUOTUMUKAMU, CHOMBOPHBIMU CPEOCMBAMU, AHMUOENPEeCCaHmamu ¢ Ce0amusHbim 3 gexmom
(amumpunmunun, OOKCEeNUH, MUAHCEPUH, MUPMA3anuH, mpumunpamun); Orokamopamu Hai-
CUCMAMUHOBLIX DEYenmopo8 ¢ CceOamueHbiM d¢hhekmom, cUNnOMeH3USHbIMU  CPEeOCmeamu
YeHmpanibHo2o  Oelicmeus  (KIOHUOUH),  HeUupoienmukamu;,  OakiogeHom,  maniudomMuoom,
nuzomugenom

Boipaxxennoe ycunenue yrueratouiero jaedctsus Ha [HC. JlomonHuTenbHOE CHUMKEHUE
KOHIICHTPAllM BHUMAaHHSA, YTO CO3JaeT OOJIBIIYI0 OMACHOCTH JJISi BOAMTENEH TpaHCIIOpTa W JIHII,
paboTaroUIMX C MEXaHU3MaMH.

C eunomenzuenbiMu cpedcmeamu, 6Kauas Oema-aopenobiokamopul (buconponon, Kapeeounol,
Memonponon)

Puck pasBuTHg apTepUANBHOM THUIOTEH3UMH, B YAaCTHOCTH, OPTOCTaTUYECKOW TMIIOTEH3UHU
(anoutuBHBIA 3(hdexT). B oTHomeHun OeTa-aIpeHOOIOKATOPOB OMOJHUTEIBHO CM. pasfeln
«B3aumogeiicTBue ¢ IpyrMMH JIeKapCTBEHHBIMH CpelcTBaMM» mojpaszaen «HepexomeHmyembie
KOMOHMHAIIUNY.

C knozanunom

CoBMecTHOE MNpPHUMEHEHHE C KJIO3allMHOM MOXET MPUBOAUTH K YBEIMUEHHIO KOHIEHTpaluu
aMUCYJBIIPHJIA B TUIa3ME KPOBHU.

Oco0ble ykazaHus
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COOTBETCTBYET QKCNEFTHOMY OTYETY
310KayecmeeHHblil HelpoienmuuecKuil CUHQPOM ot 18.12.2025 N2 31530

Kak u npu npumeHeHMM IpyruxX HEHpOJICIITUKOB, anﬁbﬁMeHeéHﬁ L.f\d/ll#y}lg'l‘}{)l/llﬂjd (IOIéUl:G'GHHO

BBICOKHX J/103) MOXET Pa3BUTHCS 3JI0KAYECTBEHHBIN HEMPOJIECNTHUYECKHI CHHAPOM (ITOTEHIIMATHHO
JeTallbHOE  OCJIOKHEHHUE),  XapaKTepU3YIOUIUICS  TUIepTepMHel, pPUTHAHOCTHIO  MBIIIII,
BEreTaTHUBHBIMH PAacCTPOMCTBaMHU, pabaoMUOIU30M, NoBbIIeHHeM KoHueHTpauun KOK. Ilpu
pPa3sBUTHM TUIIEPTEPMUHU, OCOOCHHO Ha (OHE MPUMEHEHHs BBICOKMX 103 HEHpOJENTHUKOB, BCE
AQHTUIICUXOTHYECKHE MPETapaThl, BKIIOYAs aMHUCYJIBIIPU, JOIDKHBI OBITh OTMEHEHBI.

Pabnomuonus Ttaxke HaOmonajics y — MalKMEHTOB 0e3 3JI0KAaYeCTBEHHOTO HEHpOJIeNTUYECKOro
CHUHIpPOMA.

Tak xax npu mpueme npenapara Comuan® cylecTByeT pPHCK pasBMTHs pabaoMHonu3a (HHOTIA C
JeTaTbHBIM HCXOJI0M), ClieAyeT HH(POPMUPOBATH MAIMEHTOB O TOM, YTO HEOOXOIUMO MPEKPATUTH
JieYeHUEe TpernaparoM M CPOYHO OOpaTUThCA K Bpady, €CIU BO BpeMs JICUCHHUS TMOSBISAIOTCA
PUTUIHOCTh MBIIIL, MbIIIeyHas O0Jb, HAPYIIEHUE CO3HAHUSA, HEOOBSICHHUMOE MOBBIIICHHUE
TeMIepaTypsl Tena, noBblieHne koHueHrpanuu KOK B kpoBu.

Ilayuenmsut ¢ 60ne3uvio Ilapkuncona, npunumaioujue a2oHUCHbL 00PAMUHOBHIX PEUEnMOpPos
Crnenyer co0ir01aTh OCTOPOKHOCTD IIPU NPUMEHEHUH 0J0KaTOPOB 10(paMUHOBBIX PELENTOPOB U, B
YaCTHOCTH, aMUCYJbIpuaa npu Oone3nu [lapkuHcoOHa, Tak Kak MPU €ro MPUMEHEHHH BO3MOYKHO
YXyIIICHWE TEYSHHs STOro 3a0ojeBaHUs. Y MalueHTOB ¢ Oone3Hbio [lapkMHCOHA aMUCYIBIPHI
CleyeT MPUMEHSTh TOJIBKO B CIyyae, €cld HEBO3MOXXHO H30exaThb ero mnpuMmeHeHus. Ecmnu
nalnueHTy ¢ Oone3Hbro IlapkMHCOHA, NMPHUHUMAOIEMY AaroHUCTHI JO0(AaMHUHOBBIX pPELENTOPOB,
HEOOXOMMO JICUEHHE AaMUCYJIBIPUAOM, TO AaroHUCThl JO(aMUHOBBIX pPELENTOPOB CIEAYET
OTMEHATH MOCTENEHHO (IyTeM MOCTENEHHOTO CHUXEHHS J103bl /10 MOJHOW MX OTMEHBI), TaK Kak
pe3Kasi OTMEHa MOXKET MPUBECTH K Pa3BUTHIO 3JI0KAYECTBEHHOTO HEHPOJIENTUYECKOTO CUHIPOMA.
IKcmpanupamuouvlit CUHOPOM

JUis KOppeKMH SKCTPAUPaMUIHBIX CUMIITOMOB, BOSHUKIIUX Ha ()OHE JICYEHUSI aMHCYJIBIIPUIIOM,
ClelyeT MPUMEHSTh M-XOJIMHOOJIOKAaTOPhI LIEHTPAJILHOTO JEHCTBUS (2 HE arOHUCTHI JOPaMHHOBBIX
PEIEnTOpOB).

Yonunenue unmepeana QT

B cBsA3M ¢ TeM, YTO amMHCYJIBIPUJ BBI3BIBAET J0303aBUCHUMOE YBEIMYEHUE IPOJOJIKUTEIBHOCTH
uHtepBana QT, mpu ero mpueMe yBEIMUUBAETCS PHUCK Pa3BUTHSI CEPbE3HBIX KEITYIOUYKOBBIX
apUTMUNA, TaKuUX KakK >KeNyJO0uKoBas TaxWKapaus Tuna «mupyst». I[lostomy, eciu mo3Bossier
COCTOSHUE TAalMEHTa, Iepes NPUMEHEHUEM aMHUCYyJblpuaa pexkomenayercs caenats OKI' u
ONpEACINTh KOHLEHTPAlMU DJIEKTPOJUTOB B KPOBH, BBIIBUTH M, IO BO3MOXKHOCTH,

CKOPPEKTUPOBaTh (DAKTOPBI, KOTOPHIE MOTYT CIIOCOOCTBOBATh BO3HHUKHOBEHHIO AITHX OITACHBIX
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COOTBETCTBYET QRCHEFTHOMY QTYETY
HapylIeHU puTMa (Takue, Kak Opaaukapaus MeHee 55 yadpos JBIMHHYEY,: HIEKTpOIUTHBIC

HapylleHUsl (TUIOKAINEMUs), BPOXKACHHOE |WiIH Hpﬂdﬁi}'ﬁféhﬂ)miynhhﬁgl{ﬁgjh}hlépﬁéh& ) QT,

OJIHOBPEMEHHBIN ITPUEM IpenapaToB, CIOCOOHBIX BBI3bIBATH BBIPAXKEHHYIO Opaaukapauio (MeHee 55
yZapoB B MHUHYTY), THIIOKAJIMEMUIO, 3aMEJUIEHUE BHYTPUCEPAECYHON NPOBOJUMOCTH, YBEIUYUBATh
npojonkuTensHOCTh nHTepBana QT) (cMm. pasmen «B3aumonelicTBre ¢ IPYyruMU JIEKapCTBEHHBIMH
CpEICTBaMmU»).

Ynompeonenue anxkozonn (3manona)

Bo Bpewms jieueHHs aMUCYJBIPHIOM HeEINb3sl NMPUHUMATh AJIKOrOJb (ITaHON) M JICKApCTBEHHBIC
npenaparsl, CoAepKalliyue 3TaHoJl.

Iayuenmut ¢ Inunencueii

BcenenctBue crmocoOHOCTH Tpemnapara MOHMKATh TOPOT CyIOPOKHOW TOTOBHOCTH, TPU TpUEME
aMHCYJIBIIPHJIA NALMEHTaMU C MUJIETICUEH 32 HUMM ClIeAyeT MPOBOJAMUTH THIATEIbHOE KIMHUYECKOE
U, 110 BO3MOKHOCTH, 3JIEKTpo3HIIedanorpadpuiyeckoe HabIoJeHHE.

Ilayuenmsul ¢ caxapuvim ouademom unu ¢ pakmopamu pucka pazeumus caxaprnozo ouadema
Hekortopele atunuuyHbple HEWPOJENTHKHU, BKIIIOYAs AMUCYJIBIIPUJA, MOTYT BbI3bIBATh IOBBILLIECHUE
KOHIIEHTPALUH TJIIOKO3bl B KPOBU. Y MAI[MEHTOB C CaxapHbIM J1abeTOM U MalUEeHTOB ¢ (pakTopaMu
pHCKa pa3BUTUS caxapHOro jauabera NIpU TNPUMEHEHHM AaMHCYJIbIpPUAA CIEAYeT pEryJsipHO
KOHTPOJIMPOBATh KOHLIEHTPALIUIO IIIFOKO3bI B KPOBU.

Hucynom

B paHnoMU3HpOBaHHBIX KJIMHUYECKUX MCCIENOBAHUAX, IPOBENECHHBIX Yy TPYIIbl IOXHIBIX
NAIUEHTOB C JIEMEHIMEN, MTOJIy4YaBIINX JEYEHNE HEKOTOPBIMU aTUIMYHBIMUA aHTUIICUXOTHYECKUMU
npenapatamMi, HaOII0aaoch 3-KpaTHOE YBEJIMYEHHME pHUCKAa pa3BUTUS LEepeOpOBaCKYISPHBIX
OCJIO’)KHEHUN (OCTPBIX HApYLIEHUH MO3rOBOr0 KpOBOOOpAIEHUS), MO CPAaBHEHUIO C MPHUEMOM
iane6o. MexaHu3M 3TOro yBeauueHHs pucka HenspecTeH. Hemb3st HCKIIIOUUTh yBETMYEHUE TaKOT0
pHUCKa IIPU IPUMEHEHUH APYTUX aHTUIICUXOTUUYECKUX IPENapaToB WM y APYTUX TPYII allUEHTOB.
AMUCYIIBIIPUA TOJIKEH IPUMEHSITHCS C OCTOPOKHOCTHIO Y MAIIUEHTOB ¢ (PaKTOpaMU PUCKa pPa3BUTHS
WHCYJIbTA.

Ilayuenmut noxcunozo éo3pacma

VY nmanueHToB MOXKWIIOr0 BO3pacTa aMUCYJIbIPUL, KaK U IpYyTrHe HEUPOJIENTHKH, CIEAYET IPUMEHSITh
C 0c000M OCTOPOKHOCTBIO H3-3a BO3MOXKHOTO PHCKA CHIKEHHUS apTepUalbHOTO IaBJICHUS WIH
Ype3MEpPHOTo CeTaTUBHOTO 3 dexTa.

Ilayuenmut noxcunozo éo3pacma c demeHyuell

VY nauMeHToB MOXXWIOTO BO3pacTa C IICMX03aMM, CBSI3aHHBIMM C JIEMEHIUEH, IpPU JIEYCHUH

AHTUIICUXOTHYCCKUMU IIperiapaTaMu Ha6J'IIO)IaJ'IOCI) MOBBIIICHWE PHCKAa HACTYIINICHUA CMCPTH.

14



COOTBETCTBYET QKCMNEPTHOMY OTHETY
Ananuz 17-tu mnane60-KOHTPOIMPYEMBIX HACIIeAOBaHUH (CpemaHEi| Apoio ik uT&IBHO¢TEIO OoTee

10 Henmenb), NPOBENEHHBIX, IJIABHOM O00pa3oM, "3“': Hﬁﬁﬂeixlﬂ%:"ﬁ hfo}&qéls'&'ﬁ)! b itmse

AHTUIICUXOTHYECKHUE TIpenaparhl, MoKas3al, 4To y HuX umencs B 1,6—1,7 pa3 OonbIImii pUCK CMEpTH,
YyeM y NAallMeHTOB, Mojy4yaBUIMX Iutane6o. B xonme Tummunoro 10-HenenbHOro HCCIIETOBaHUS
4acTOTa CMEPTH Y MAIMEHTOB, MOJTYYaBIINX TH JEKApPCTBEHHBIE TIpenapartsl, coctapisuia 4,5 %, 1o
CPaBHEHHIO C TAaKOBOW B TPYIIIE MAIMEHTOB, MOJyYaBIIUX IU1ane0o, u cocraBisBiiei 2,6 %. Xots
NPUYMHBI CMEPTH B KJIMHHYECKUX UCCICJOBAHHUSIX C ATUINAYHBIMH AHTUIICUXOTHYCCKHUMHU
npernapaTaMi BapbUPOBalIM, OOJBIIMHCTBO MPUYMH CMEpTEd HMEIU CEepACYHO-COCYTUCTYIO
(Hampumep, ceplevyHas HEJOCTaTOYHOCTb, BHE3AlHAs CMEPThb) WM HH(EKIHMOHHYIO (HAmpumep,
MHEBMOHWMS) Mpupoay. HaOmromarenbHbIe WCCIEIOBAHUS TMOATBEPIWIH, YTO, MOAOOHO JICUCHHUIO
ATUMUYHBIMA  aHTUTICUXOTHYCCKUMH CPEJICTBAMH, JIEUYCHHE OOBIYHBIMH AHTUIICUXOTHYCCKHMH
CpPEeICTBAMHU TaK)Ke€ MOXET YyBEJIUYUBATh CMEPTHOCTh. CTemneHb, [0 KOTOPOH yBEIWYECHHE
CMEPTHOCTH MOXET OBITh OOYCIIOBJICHO AHTHIICUXOTUYECKHMM IIperaparoM, a He HEKOTOPBIMU
0COOEHHOCTSIMU MAllMEHTOB, HESCHA.

Cunopom «ommenvr»

[Tpu pe3koM MpeKpalieHuu IpreMa BEICOKUX TepareBTUYECKUX 103 HEHPOICNITUKOB OBbLIIN OMUCAHBI
ClIy4au pa3BUTHUS CHHIpPOMa «OTMeHbl». [lpu mpueme amucynbnpuga cooOLIaloch O
BO3HUKHOBEHUHW HETPOM3BOJIBHBIX JBUTATEIBHBIX PACCTPOMCTB, TAKHX KaK aKaTHU3WsI, HAPYIICHHE
MBIIIEYHOTO TOHYyCa W JAWCKWHE3Ws. [lodTOMy TpuW OTMEHE aMHCYJIBIPUAA PEKOMCHIYyCTCS
MIPOBOAMTD MOCTETIEHHOE CHIKEHHUE JT03bI.

Benosznvie mpomoomoonuueckue ocnoricHeHus

[Ipy nNpUMEHEHWW  AHTHIICHXOTWYECKUX  TIPEraparoB  HAONIONAINCh CIIydad  BEHO3HBIX
TPOMOOIMOOUICCKIX OCIOXKHEHUH, WHOT/IA C JICTaIbHBIM HCXO0JOM. [lo3TOMYy amMuCymbIpui
ClelyeT MPHUMEHITh C OCTOPOKHOCTHIO y TMAalMEHTOB ¢ (DaKTOpamMH PHCKA Pa3BUTHS BEHO3HBIX
TpoMOoIMOOoNHUYecKrX ocnoxkHeHui (cM. pazaen «I[lo6ouHoe aeiicTBUE»).

Pak monounoit scene3ot

AMUCYJIBIIPUT MOKET yBEJIIMYUBATH KOHIICHTPAIMIO TPOJIAKTHHA B TUIa3Me KpoBu. [loatomy mpu
NPUMEHEHUH aMUCYIbIPUAa y TAlUEHTOB, MMEIOIUX B aHamMHe3e (B TOM YHCIE CEeMEHOM
aHaMHe3€) paK MOJOYHOM IKeNe3bl, CJlelyeT CcoOJoaaTh OCTOpPOXHOCTh (cM. paszmen «C
OCTOPOXXHOCTBIOY). Takue MaIrMeHThl JTOJDKHBI HaXOIUTHCS O] TIIATSIbHBIM HAOJIFOICHUCM.
obpokauecmeennan onyxonw cunogusa

AMUCYIBIIPU MOKET YBEIWYUBATH KOHIIEHTPALMIO TIPOJNAKTHHA B I1a3Me KpoBu. [lpm
MPUMEHEHUN aMHCYJBIPUAA COOOMIANIOCh O CIyYasX Ppa3BUTHS JAOOPOKAYECTBEHHBIX OITyXOJeH

FI/IHO(bI/ISa, TaKUX KaK IIPOJIaKTHHOMA. HpI/I BBICOKHMX KOHICHTpaUHWAX IMPOJAaKTHHA B IJIa3M€ KpPOBH
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WIH KIMHUYECKUX TPU3HAKAX U CUMIITOMAax olryxoiu runodusa (Takug Kdk’eekrbl:imeii 3peHus

U TONOBHAas GOIb) HEOOXOMMMO MpOBECTH PpEeHTreHOTOrteckoe  ooentrnotatmt 'E'Q%Mep,

COOTBETCTBYET QRCHEFTHOMY QTYETY

MarHUTHO-PE30HAaHCHYI0 ToMorpaduto runoduza. Ilpu mnoaTBep)KIAeHUH JUarHo3a OMyXOJb
runodusa 1e4eHre aMUCyJJIbIPHUIOM JIOJKHO OBITH MTPEKPALIEHO.

Ilayuenmut c HapywieHuAMU YYHKYUUU NOUEK

BriBeneHre aMuCynbIpuaa OCYIIECTBISICTCS TMOYkaMu. [Ipu HapymieHWd (QYHKIUH MOYEK O3B
npenapara JI0JKHBI CHIKAThCs (CM. pasaen «Crnoco0d MpuMEHEHHUs U JJO3bD»).

Jleiikonenus, nelimponenusa u azpamyioyumos

®  HaOJIIOIAIINCh

[Ipy npuMeHEeHUN aHTUICUXOTUYECKHX IpenaparoB, BKiIrodas npenapar Convan
JCHKOTICHHUS, HEWTPOIIEHUsT W arpaHynonuTo3. He wumeronue oObsSCHEHUS WHQEKIUUA WU
JUXOpaJKa MOTYT OBITh CBSI3aHBI C T€MATOJIOTMUECKUMHU HapymeHusMu (cMm. pasnen «llobodnoe
JeicTBUE») U TPEOYIOT HEMEAJIEHHOTO FeMaTOoI0rH4ecKoro o0cae10BaHusl.

Biusinue Ha CIOCOOHOCTH YNIPABJATH TPAHCIIOPTHBIMHU CPEACTBAMM M MEXaHU3MAMU

®

ITpu npumenenun npenapara CoiauaH  HE0OXOJUMO COOJIIOAaTh OCTOPOKHOCTH IPH YNPABICHUU

TPaHCIIOPTHBIMU CPEACTBAMU U PabOTE ¢ MEXAaHU3MaMH.

Crnenyer nHGOPMHPOBATH NALIUEHTOB, 0OCOOEHHO SABJISIOIUXCS BOAUTEISMU TPAHCIIOPTHBIX CPEICTB
WIK paboTaloIUMX C MeXaHU3MaMH, a TakKXKe JIML, 3aHUMAIOIIMXCS APYTUMH HOTEHIHMAIbHO
ONaCHBIMM BHMJIAMM JEATEIBHOCTH, O BO3MOKHOCTH IIOSIBJICHUS Yy HUX COHJIMBOCTH, HEYETKOCTH
3pEHUsl U CHMKEHHUS ICHUXOMOTOPHBIX pEaKIUil BO BpeMs NpueMa aMHUCYJIbIpHUIa, OCOOEHHO B
Hayase JICUeHUs], TaK KaK 3TO MOXKET ObITh OMACHBIM IPU 3aHATUH 3TUMH BUAAMU JESITEIbHOCTH,

TpeOYIOIIMMHU MOBBIIIEHHOTO BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIui.
dopma BbIIIYCKa
TabneTku, MOKPHITHIE TNIEHOYHOU 0000uKOi, 400 MT.

[To 10 tabnerok B IIBX/Amomunuensiii Omucrep. Ilo 3 Omucrepa BMecTe ¢ MHCTpYKLHUEH MO

IIPUMEHEHHUIO B KAPTOHHYIO MAYKy.
YciaoBust XxpaHeHust

XpaHuts 1pu Temieparype He Boime 25 °C.
XpaHUTh B HEAOCTYITHOM IS IETei MecTe.
Cpoxk rognocTu

3 roza.

He ucnons3oBath npenapar 1nocjie UCTCUCHUA CPOKa rOJHOCTH, YKA3aHHOI'O Ha YIIAaKOBKE.
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YcaoBus ornycka

OTIyCcKaroT 1O pelenTy.

COOTE

ICTEYETD GKCIHNEPTHOMY QTYYETY
3. 122025 Ne 31530

T 14
Mo 3J]I OCOBATENBHOCTE 0009)

FOpuauyeckoe Ju10, HA ©MsI KOTOPOT0 BbIIAHO PerHCTPAIHOHHOE YA0CTOBEpEeHne

Canodu Buntpon Unaycrpus, Opanmus.

IIpousBoauTenn
Hendapm Anxon, @paHius.
Delpharm Dijon, France.

6, boulevard de I’Europe 21800 Quetigny, France.

Opranusanus, NPUHAMAKIIAS NPETEH3UH OT MOTpeduTe el

Bce nperenzun HOTDG6HT€HC§I CICAYCT HANPABJIATH NPCACTABUTCIIO ACPXKATEIA PErUCTPAITMOHHOI'O

YAOCTOBCPCHU A

Poccuiickas @enepanus

[TpencraButenbetBo AO «Canodu-aBeHTHC TpyI», OpaHuus

aapec: 125009, r. Mocksa, yi. TBepckas, 22
Ten.: +7 (495) 721-14-00

azapec >neKTpoHHol mouThl: Sanofi.Russia@sanofi.com
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