COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 08.07.2025 N= 16370

OBILASI XAPAKTEPUCTHKA JTIEKAPCTBEHITOPO TIPEITAPATA 01

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Moauten aemno, 25 Mr/mi, pacTBOp JUIsl BHYTPUMBIILIEYHOTO BBEICHUS [MACIISHBIH |

2. KAYUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JleiicTByroliee BeniecTBO: GuryeHasnHa aeKaHoar.
1 M1 pacTBOpa Ul BHYTPHUMBIIIEUYHOT'O BBEIEHUs [MacisHbI] comepxuT 25 mr ¢urydeHasuHa
JCKaHoaTa.
BcrnomorarensHble BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YYUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npemnapara: OeH3UIOBBIM CIUPT, KYH)KyTa Macio (cM. pazzaen 4.4.).

IlonupIit NEPCUCHb BCIIOMOTaTCIIbHBIX BCIICCTB IPUBCACH B pa3JCiIic 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PacTBOp [1s1 BHYTPUMBIILICYHOTO BBEICHHS [MACIISHBIN .
[Tpo3pauHblii MaciIsTHUCTBIA PACTBOP JKEITOBATOTO ILIBETa CO CJIabbIM 3amaxoM OEH3UJIOBOIO

crupTa.

4. KNIMHUYECKUE JAHHBIE
4.1. IToxazaHusl K NPUMEHEHHUIO
[Ipenapatr MonuTeH neno nokasaH K IPUMEHEHUIO y B3pOCIBIX U JETEN B Bo3pacTte oT 12 et s
JUTUTENILHON MOJAEP)KUBAIOLIEH Teparnuu ¥ NPOo(UIAKTUKY PELMIUBOB MU30(PPEHUN U JPYTUX
IICUXO030B.
4.2. PexxuM 103MPOBaHNS U CIIOCO0 MPUMEHEHHUS

PexxuMm go3upoBaHus

Bspocavie

Hayuenmol, panee He npunumaswiue davdenasun 6 dopme oekanoama (UHBEKuuu

NPOJIOH2UDOBAHHO20 OeUCmEusl)

Havanenas mosa mpemnapara Moauten aerno — 12,5 mr (0,5 M) a7 B3pOCTBIX MAllMEHTOB U
6,25 mr (0,25 MJ1) A71s MAIMEHTOB MOKUIIOTO Bo3pacTa. [locnenyromiye 10361 1 UHTEPBAIBI MEXKIY
BBEACHUSAMU ONPEIEIAIOTCSI UHANBUAYATbHO B 3aBUCUMOCTH OT OTBETA Ha JICUEHUE.

[IposiBnenue hapmakonornyeckoro 3¢ hexra 00bITHO OTMEUAIOT B IEPUOA MEXKY 24 1 72 yacaMu
MoClie UHBEKIUH, a 3aMETHOE CHIKEHHE MCUXOTUYECKOW CHMIITOMATHUKH HAOJIONaeTcs depes

48-96 yacos.
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CUMIITOMBI MIM30()peHUn B TeueHue 4—06 Henenb. Y OONBIIMHCTBA MALMEHTOB HEOOXOAWMBIN
¢dapmakosornueckuit 3¢dext nocruraercs npu BBeneHHM ¢uiydeHazuHa B jgo3ax or 12,5 mr
(0,5 mm) 1o 100 mr (4 M) c mHTEpBaAIOM OT 2 110 5 Henenb. PazoBas no3a diydenasnna He 10mKHA
npesbimath 100 mr. Eciu tpeGyetcs BBeneHue 6osee 50 Mr mpemnapara, KaKIayo HOCIeTyIOLIyI0
7103y HaJI0 MOBBIIIATH 1101 KOHTPOJIEM CIIEIHAIIMCTA, C OCTOPOKHOCTBIO, He OoJiee yeM Ha 12,5 mr,
IpUHUMasi BO BHUMAaHUE UHUBUYalbHYIO BapuabeabHOCTh OTBETA Ha JeUeHHE, KOTOPBIH Takxke
4acTO XapaKTepU3yeTcst OTCPOUeHHBIM P dexTom. [IpH npekpalieHnu Tepanuu peryIuB 00Jae3HH
MOJKET MPOSBUTHCS JIUIIb CITYCTS. HECKOJIBKO HEJeNb MU MECSLIEB.

Ilayuenmut c gvlpasriceHHbIM 6030y)icOeHUEM

®dnydenazuna  JekaHoaT  Ha3HAYalOT MOCIE  KYMUPOBaHHWS  BO3OYXKACHUS  JIPYTUMU
AHTUIICUXOTUKAMHU, B TOM YHCJI€ MHBEKIUMOHHBIMU. [locime KynmupoBaHMs OCTPBIX MPOSBICHUN
MOXXHO BBOAUTH 25 Mmr (1 mi) pactBopa (iydeHasuHa AeKkaHoaTa, MOCIEAYIOLIUE I03bl MPH
HE00XO0IUMOCTH KOPPEKTUPYIOTCA.

Ilayuenmul, panee npunumasuiue nepopaibHvle AHMUNCUXOMUKU

He cymecTtByer enuHoil cxeMmbl nepexoia Ha (iaydeHasuHa JE€KaHOAT C TEpanuu APYrUMH
aHTUIICUXOTUKAMHU. J[03bI U cXeMa NepeBoia JOJKHBI TOJ0UPATHCS BPAuOM MHIUBUAYAIBHO JJIs
KaX/10T0 KOHKPETHOT'O MaIeHTa.

Hayuenmol, panee  npuHumasgwiue  Qdaydenasun 6 dopme  dexanoama  (UHBEKUUU

NPOJIOH2UDOBAHHO20 OeUcmEusl)

[Ipy BO3HMKHOBEHHM peUMIMBa MM30(PEHUU IOCHEe MpeKpalleHus Tepanuu ¢iydeHasnHa
JIEKaHOATOM, IIPUMEHSETCS Ta K€ HadajbHas 7103a, HO C BO3MOXKHOCTBIO YBEJIIMYEHUH YaCTOTHI
MHBEKIUN B MIEpBbIE HEJIENHU JIEYSHHUS, BIUIOTh J0 JOCTHKEHHUS HE00X0auMoro s dexTa.
[Ipenapat He npeaHa3HAYEH AJIs Kypca Tepaluy NpOA0JKUTEIBHOCTBIO MEHEE 3 MECSLIEB.
Ocobvle epynnvl nayuenmos

Hal/ﬂ/leHmbl NOACUJI020 603paAcma

BonbIIMHCTBY MAIIMEHTOB MOXKHUIOTO BO3pacTa TPEOYIOTCS MEHBIIUE J03bl — OT Y4 70 75 03B,
Ha3Ha4aeMol MOJIOAbIM ManueHTaMm. [lallMeHThl MOXWIOro BO3pacTa MOTYT MPOSIBIATH
MOBBIIIEHHYIO UYYBCTBUTEIBHOCTh K Npemapary B BHJE YBEIMYEHHS YaCTOThl PA3BUTHUSA
OKCTpAMUpPAMUJHBIX  peaklMil,  CEeJaTUBHOTO ¥  aHTUTUIEPTEH3UBHOTO  3(ddexToB
(cm. paznenel 4.4. u 4.8.).

HauueHmbl C Hapyuienuem @VHKMMM no4ex

VY NanueHToB C JeTKUMH WM YMEPEHHBIMU HapyIIEHUSIMU (PYHKIUH MOYeK (KJIMPEHC KpeaTHHIHA
6onee 30 MI/MHUH) IPUMEHSIOTCA MEHbIIUE 1036l ipenapata (3,125-6,25 mr).

CTH
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IIpenapat MonauTeH neno NpoTUBOINIOKa3aH AJs IPUMEHEHHUs y AeTed B Bozpacte oT 0 no 12 ner

(manubIe Mo 6e30macHOCTH U 3PPEKTUBHOCTU OTCYTCTBYIOT).

Lemu 6 6o3pacme om 12 0o 18 rem

HavanpHas nos3a mpenapata Moauten neno cocrasisger ot 6,25 mr go 18,75 mr B Hepemto.

Hocnenylonme AO3bI M YaCTOTa MNMPUMCHCHUSA YCTAHABJIMWBAIOTCA HWHAWBUIAYAJIBHO. OOBIYHO

HHTCpBAJI MCXKAY IMPUMCHCHUCM IIpCIiapaTa COCTaBJIACT OT 7 1o 21 JHA. HpI/I HCO6XOI[I/IMOCTI/I

NMPUMCHCHUSA 0oJiee BBICOKHX A03 H03y IIperapaTra YBCINMYUBAIOT IMOCTCIICHHO IIO 6,25 MI' B

HCACIIIO.

PazoBas n03a He 1OKHA NPEBBIILIATE 25 M.

Cnoco0 nnpuMeHeHus

[Ipenapat MoauTeH eno BBOAAT BHYTPUMBIIIECUHO, TTIyOOKO B MBIIIILY.

I/IHCprKI_[I/IIO 1O UCITIOJIb30BAHUTO JICKAPCTBCHHOTI'O IIpETiapaTa CM. B pa3aciic 6.6.

4.3. [IpoTuBONOKA3aHUA

['unepuyBcTBUTENBHOCTE K (IydeHa3uHy W/WiaM K JI0OOOMY U3 BCIOMOTaTENbHBIX
BELIECTB, IEPEUNCIIEHHBIX B pazaeine 6.1.

SIBHBIE MJIM MTpeoaraeMble CyOKOPTUKAJIbHbBIE TOPAKEHUS TOJIOBHOT'O MO3Ta.

Tsxenble HapylIEHUs CO3HAHUS.

Tsokenslit nepeOpaabHbIN aTepOCKIEPO3.

deoxpoMoLUTOMA.

IleueHOUHAst HEAOCTATOYHOCTb.

Tspkenast mouedHasi M/MiM ceplieuHasi HeIoCTaTOYHOCTh B CTa/IUU JIEKOMIICHCAIIHH.
3a0oneBaHMs KPOBH.

Tspxenas genpeccust.

OcTpass MHTOKCHKAIUs IpernaparaMy, YrHETAIOIIMMU LEHTPAJIBHYIO HEPBHYIO CHCTEMY
(anmKorosb, aHTHJENPECCAHThI, HEUPOJIENTUKH, CEJaTUBHBIE MpENapaThbl, aHKCUOIUTHKH,
CHOTBOPHBIE U HAPKOTHUYECKUE JIEKAPCTBEHHBIE CPEACTBA).

bepeMeHHOCTD, ITEpHO IPYAHOIO BCKAPMIIMBAHMUSL.

Jerckuii Bo3pact no 12 ner.

4.4. OcoOble yKka3aHus ¥ MepbI PeJ0CTOPOKHOCTH NPH IPUMEHEHUH

C 0CTOPOKHOCTELIO

AJKOroau3M (MOBBIIIEHHAs MPEAPACIIONOKEHHOCTh K FeMaTOTOKCUUYECKUM PEaKIUsIM).
Hapymenue purma cepaua.

AJIJIepFI/I‘leCKI/IC pCaKkuu Ha MPONU3BOJHBIC (beHOTI/IEBI/IHa B aHaAaMHC3C.



COOTEBETCTBYET ZKCNEPTHOMY OTUYETY
ot 08.07 2025 N= 16970
(MOCNEOCBATENEHOCTE 0004)

e [IpumeHeHHUE IpyU OYEHB KAPKOU ITOro16.

e Tspkenas MuacTeHUs! (MUACTEHUS gravis).

e Pak MOiOYHOH >kene3bl (B pe3yiabTare HMHIYLHUPOBAHHON (DEHOTHA3MHAMU CEKpeLUH
IIPOJIAKTUHA BO3PACTAIOT PUCK MIPOrPECCUPOBAHMs O0JIE3HU U PE3UCTEHTHOCTD K JICUCHHIO
SHIOKPUHHBIMU M LIUTOCTATUYECKUMH MIperapaTamMu).

e 3aKpBITOYTOJIbHAS TIayKoMa.

e [mnepruiasus MpeacTaTeIbHOM kKele3bl ¢ KITMHUYECKUMHU IPOSIBICHUSIMH.

e VYMepeHHas WM JIeTKas MOYeYHas W/WIK eYeHOYHAs HEJ0CTaTOYHOCTb.

e SI3BeHHas OoJIe3HB KETyKA U JBEHAATUIIEPCTHON KUIIKH (B TIEpHOJ 0OOCTPEHHUS).

e 3a0oneBaHMsA, COIMPOBOXKIAIOIIUECS MOBBIIIEHHBIM PUCKOM TPOMOOAMOOIUYECKUX
OCJIOKHEHUH.

e bouesns [lapkuncona (ycuanBaroTcs SKCTpanupaMuHbie 3P PEKThI).

e Dmuiencusl.

e Cynoporu B aHaMHe3e.

e [unortupeo3 (MUKceneMa).

e ['uneprupeos.

e XpoHuueckue 3a00J€BaHMs, COMPOBOXKAAIONUIUECS HAPYLICHUEM IbIXaHUS (OCOOCHHO Yy
JeTen).

e Cunapowm Peiie (moBbIlIEHHE pUCKA PA3BUTHUS IT'€IATOTOKCUYHOCTH Y I€TeH U MOJPOCTKOB).

e Kaxexkcus.

e PBoTa (IpoTHUBOPBOTHOE JeiicTBUE ()EHOTHA3UHOB MOKET MACKHPOBATh PBOTY, CBA3aHHYIO
C MepeI03UPOBKON APYrUX JIEKAPCTBEHHBIX CPEICTB).

¢ V NanMeHToB, UMEIOIIMX B aHAMHE3€ KapIUOBacCKyJIsipHbIe 3a00sIeBaHus, 10 Ha3HAYCHUS
¢bnydenasnHa HeoOXOIUMO BBINOJHUTH 3nekTpokapaunorpammy (OKI) u mpoBectu
KOPPEKIHIO 3JEKTPOJIUTHOTO OasiaHca.

o O@nydeHazuH cieAyeT MPUMEHATh C OCTOPOXKHOCTBIO Yy TMAlMEHTOB, KOTOpBIC
MOJIBEPraroTcs BO3AeHCTBUIO (OoCcHOpOPraHNnIECKUX HHCEKTUIINIOB.

e [IpumMeHeHHe y MAIMEHTOB IMOXXMUJIOIO BO3pPacTa, OCOOEHHO y OCHAOJEHHBIX /WU C
HAJINYMEM PUCKA PA3BUTHUS THIIOTEPMHUHU.

I'Mnep4yBCTBUTEABHOCTD K IPOU3BOIHBIM d)eHOTI/IaSI/IHa

B cBs31 ¢ BO3MOXKHOM HCpCKpCCTHOfI YYBCTBUTCIIBHOCTBIO CICAYCT C OCTOPOKHOCTHIO HA3HAYATh
npemnapar MoauTeH Aeno mamueHTaM ¢ AJUICPrUICCKUMU  pPCaKIUAMU Ha HPOU3BOJHBIC
(pCHOTI/IEBI/IHa B aHaAaMHC3C.

XoJecTaTudyecKkas KenTyxa
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npenaparomMm MoauTteH AeMno A0JLKHO OBITh MIpCKpalCHo.

XUPYPIrUISCKHUE ONEepaumn

[Ipu mpoBeneHHM XHUPYPrHUECKUX OINEpaluil y MalHeHTOB, NPUHUMAIOIIUX BBICOKHE O3Bl
MIPOU3BOJIHBIX (PEHOTHA3MHA, MOXKET HAOMIOAThCS PE3KOEe CHM)KEHUE apTepHaIbHOTO JAaBICHUS
(Al). Moxer noTpebOBaThCsl CHI)KEHUE 7103 aHECTETHUKOB WJIM HEWPOJENTUKOB Y HEKOTOPBIX
NAIMEeHTOB NpU JICYEHUH IpenapatoM MoAUTEH J1eno, BO3MOKHO MOTEHIMPOBaHUE dPdeKTa M-
XOJIMHOOJIOKATOPOB, Tak Kak ¢urydeHa3uH 001a1aeT M-X0JINHOOIOKUPYIOIIUM JIEHCTBHEM.

Kapkas nmoroja, oTpaBiacHHE d)OCd)ODODFaHI/I‘{eCKI/IMI/I HMHCCKTHIINMAAaMH, CYAOPOTrHn

Cnez[yeT C OCTOPO’KHOCTBIO Ha3HAYATh IIperiapart MoauTeH Aero manydeHTam IIpHU OYCHb >I<ap1<0171
noroac WMWiK OTPAaBJIICHHUU (I)OC(bOpOpl" AHUYCCKMMHW HMHCCKTHIMAAMHM, a TaKXKC IIallMCHTaM C
CyaoporaMu B aHaMHE3C.

HenocTaTto4HOCTh MUTPAIBLHOTO KJlalaHa U APYTHEe HAPYIIICHUS CePACYHO-COCYIMCTON CUCTEMBI

HpI/I HEAOCTATOYHOCTU MUTPAJIBHOI'O KJIallaHa WKW APYTUX HAPYLICHUAX CepﬂeqHO-COCYI[HCTOﬁ
CHUCTCMBI CIICAYCT C OCTOPOXKHOCTBIO HA3HAYATh MMperiapart MoauTeH Jemno.

Pak M0OJI0YHOM JKeae3bl

Cnez[yeT C OCTOPOXXHOCTBIO Ha3HA4YaTh Iperapar MoauteH Aerno Ipu pake MOJIOYHOM KCEJIC3hI,
TaK KaK B PC3YJIbTATC HHL[yHHpOBaHHOﬁ MMPONU3BOAHBIMU (beHOTI/Ia3I/IHa CCKpCLUU IIPOJIAKTHHA
BO3PAaCTACT PUCK MPOIrpeCCUPOBAHUA 00JIe3HU U PE3UCTCHTHOCTDb K JICUCHUIO SHAOKPUHHBIMU U
HUTOCTATHYCCKUMMU IIpCIiapaTaMu.

Beno3snas tpoM003MO0IIHg

[Ipy mnpUMEHEHHMM AHTUICUXOTHYECKUX CPEACTB OBbUIM OMHUCAHBl Cllydal BEHO3HOM
TpoMO03MOouK. IlOoCKONBKY y MAalMEHTOB, MOJYYAIOIIUX TEPANHI0 AHTUIICUXOTHYECKUMHU
npernapaTtami, 4acTo HPUCYTCTBYIOT (akTOpbl pHCKa pa3BUTHS BEHO3HOH TpomMO0o»MOo0IuH,
CIIEyeT BBIABIATH BCE BO3MOXKHBIE (AKTOPbI pHUCKAa pa3BUTHS TPOMOOIMOOIMUYECKUX
OCJIO)KHEHMH 10 Hayaja ¥ BO BpeMs Tepaluu IpenaparoM MOAWTEH Jen0 MW NPUHHUMATh
npopUIAKTUIECKHUE MEPBI.

bonesnp [lapkuncona

HpI/I Ha3HAa4YCHHUU IIalITUCHTaM C 00JIe3HBIO HapKI/IHCOHa BO3MOXHO YCHUJICHHC 3KCTpaHHpaMH,HHOﬁ
CHUMIITOMATHKHU.

Boznukarmue B Buge HP OKCTpanmupaMruIHbIC CUMIITOMBI, KaK IIPaBHJIO, O6paTI/IMBI, HO MOT'yT
OBITh M CTOMKHUMH. BepOSITHOCTB BO3HHKHOBCHUS U BBIPAKCHHOCTDb TAKUX HP B OobIneii cTeneHu
3aBHUCHUT OT HHHHBHﬂyaﬂBHOﬁ YYBCTBUTCIIBHOCTHU, UCM OT APYIUX (I)aKTOpOB, HO UMCIOT 3HAUYCHUC
BCJIMYMWHA OO3bI U BO3PACT MAILUCHTA. IlauueHT moinKeH OBITh 3apaHeC MPCAYIIPECIKACH O TAKUX

MPOSABJICHUAX U UX 06paTI/IMOCTI/I. OOBIYHO AJI YCTPAHCHUS 3TUX HP nocTatoyHo Ha3HAYECHUS M-
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VY ManueHTOB MOXHUJIOTO BO3PACTa MOTYT OBITh BBIPAXKCHBI CEAATHBHBIA U aHTUTHIICPTCH3UBHBIN
3 HEKTHI.

3i10KayecTBEHHBIN Helpoenrtuueckuii curaapom (3HC)

IIpu pasutunm 3HC crnenyer HEMEUIEHHO IIPEKPATUTh INPUEM HEUPOJIENTUKOB M JIPYTHX
IpernaparoB, HE BIUSIOIIMX Ha MOAJEpKaHME >KU3HEHHBIX (DYHKIMHA, a Takke HEO0OXOAUMBI
MHTCHCUBHOE CHUMITOMATUYECKOE JIEYCHHE, MOCTOSHHBIM KOHTPOJIb JKM3HEHHBIX (QYHKIUH U
Teparus COMyTCTBYIOUINX 3a00I€BaHUH.

IloBbIIIeHHAsS CMEPTHOCTD YV HAIIMEHTOB IOKUIOI0 BO3pacTa ¢ JeMEHIIUEH

JlaHHbIE JABYX KpPYIMHOMACIITaOHBIX HAOMIOJATENbHBIX HCCICIOBAHMIA IMOKA3adl HEOOIbIIOoe
YBEIIMUECHHE PHUCKA CMEPTEIBHOIO HMCXOJa Yy IMALMEHTOB IIOXKMUJIOTO BO3pacra C IEMEHIIUEH,
MOJIy4aBIIMX TEPAIUI0 AHTUIICUXOTUYECKUMU MpenaparaMu, 10 CPABHEHHUIO C NALUEHTaMU, HE
MOJy4aBUIMMH JIEYEHHE STUMM MpenaparaMu. J[aHHbIE HEZOCTATOYHBI Uil TOYHOW OLICHKHU
BEJIMYMHBI PUCKA, IPUYMHA YBEINYCHUS PUCKA HEU3BECTHA.

[Ipemapar MoauteH neno He MOKas3aH Ul JICUCHHMS HApyLIEHWM IOBEICHMS, CBA3aHHBIX C
JIEMECHITUCH.

ApTepuanbHas TUIIOTCH3US

AptepuanbHas THIOTeH3Ms Ha (oHe jeueHus GurypeHa3nHoM BCTpedaeTcs peako. B 1o ke Bpems
y MaLUEHTOB ¢ 11epeOpOBACKYISPHOM, TOUEYHON U BBIPAXKEHHON CepJlIeYHON HEAOCTAaTOYHOCThIO
(Hampumep, y NAUUMEHTOB C HEJOCTAaTOYHOCTBIO MUTPAJIBHOIO KjlalaHa) apTepualibHas
TMIIOTEH3Us Ha QoHe mnpuema ¢(iaypeHasuHa pa3BUBaeTCA 4alle, 3a STUMH MalEeHTaMH
HE00X01MMO TIIaTesbHOE HabmoaeHue. [Ipu pa3BuTHH BhIpa)KEHHON apTepUatbHOM TMIIOTEH3UH
HE00X0AUMO OBICTPOE BHYTPUBEHHOE BBEIEHUE COCYIO0CYKMBAIOIUX MTpenaparoB. Jlydie Bcero
JUISL 3TOTO TOAXOIUT HOPANMUHEPPUH (HOpaIpeHANINH) I UHbEKIMA. DnuHedpuH (aapeHaTuH)
IPUMEHSATH HE PEKOMEHIyeTCsl, TOCKOJIbKY MPOU3BOIHbIEC (PeHOTHA3HHA U3BPAILLAIOT PEaKIUIO Ha
sMHUHE(PHH, BCIEACTBUE YEro OTMeuaeTcs elle oonpliee cHbkeHue AJl.

HMudeknu nojocT pra ¥ BepXHux abixarenabHbix myren (BAID)

[Tpu pa3BuTHu 32001€BaHUI CIIM3UCTON 000JI0YKHU MOJIOCTH PTa, JECEH WM ropJia Wik WH(GEKIUN
B/II B coueraHuu Cc U3MEHEHUEM KOJIUYECTBA JICUKOILMTOB, MOATBEPKIAIONINX YIHETCHUE
KpoBeTBOpeHUs, Tepanus ¢uaydeHasMHOM JO0JDKHA OBITh OTMEHEHa M HEMEUICHHO HauyaThl
HEO0OXOUMBIE JIeueOHbIC MEPOIPHSITHSL.

Cynoporu

[TanuenTam ¢ cygoporaMu B aHaMHE3€ CIIEyeT C OCTOPOKHOCTHhIO Ha3Ha4yaTh MPOU3BOHBIC

¢deHoTuasuHa, B TOM uncie GiaypeHasuH.
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¢nydenasnHa) MOXKET MacKUpOBaTh pPBOTY, CBSI3aHHYI0 C MEPEJO3HPOBKONW  APYrux
JIEKapCTBEHHBIX NIPENApaToB.

Pe3kas oTMeHa nipenapara

B ocHoBHOM npueM MNpoOU3BOJHBIX (I)eHOTI/Ia3I/IHa HE BBI3BIBACT IICUXHYECKOM 3aBUCUMOCTH,
OJHaKO OBbLIH OTMEUCHBI CJIydau TOHIHOTBI, pPBOTHI, IOBBIIICHHOI'O ITIOTOOTACICHU, 6eCCOHHI/ILILI,
T'OJIOBOKPYKCHUS IIPU pCSKOﬁ OTMCHC BBICOKHUX 03 IMPOU3BOAHBIX (I)GHOTI/IEBI/IHH.. Yka3zaHHBIC
CUMIITOMbI YMCHBIIAJIMCH IMOCJIC OTMCHBI IIPpU MOCICAYIONIEM NPUEME aHTUIIAPKUHCOHUYCCKHUX
npenapaToB B TCUCHUC HECKOJIBKHUX HCACIIb. CHIDKCHHE J03bI JOJIXKHO OBITh IIOCTCIICHHBIM.

beccumnToMHasi IHEBMOHUS

Ha (bOHe MNPpUMCHCHUA IIpCIiapara MopauTteH aeno  BO3MOXKHO pa3BUTUC 0CCCUMOTOMHOM
ITHCBMOHUMH.

TapouBHas AUCKUHE3US

v MNanucHTOB, MIWUTCIBHO IMOJYyYAalOIIUX TCPAIINIO HeﬁpOHCHTHKaMH, BKJIIO4Yas Imperapar
MopauteH ACIO, MOXKCT PA3BUTBCA TAKCIIOC DJOKCTPANUPAMHUIHOC HAPYHICHUC — TapAWBHAasd
JUCKHHC3HUA. C LCJIIbKO CHWIXCHUSA PpPHCKa C€C Ppa3dBUTUA PCKOMCHAYCTCA HCIIOJIB30BaTh
MHHHMAJIbHBIC 3(1)(beKTI/IBHLIe JO03bI. HpI/I IMOSBJICHUN IIPU3HAKOB TapHHBHOﬁ JAUCKHHC3UU
JICYCHHUEC JOJIXKHO OBITh MPCKpalCHO.

BcnomoratenbHbI€ BEIIECTBA

Benzunoswiii cnupm

1 mn pactBopa mpenapata Moauten aeno (1 ammyna) comepXuT 15 Mr GEH3MIIOBOTO CHHpPTA.
IIpenapaT npoTHBONOKAa3aH HEJOHOIIEHHBIM W HOBOPOXIECHHBIM. BEH3WIIOBBIH CHMPT MOXKET
BBI3bIBATh TOKCHYECKHE M aHA(MIAKTONIHbIC PEAaKLIUU Y MJIaJICHIIEB U AeTeil 10 3 nerT.
Kynocyma macno

KyHnxyTa Macio MOKET U3peKa BbI3bIBATH TSKEIIBIE AJUIEPIMUECKHE PEAKLIUH.

4.5. B3ammopeiicTBHe C JAPYIMMH JICKADCTBEHHBIMH IIpenapaTaMM H Jpyrue BHABI
B3aMMOJAEHCTBUA

®dnydeHazuH ycuiMBaeT AenpuMHUpyromne 3(PQeKThl anKoroiyis, CHOTBOPHBIX M CEIAaTHBHBIX
CPEICTB, IOBBIIIAET JEHCTBUE AHTUKOATYJISIHTOB, KapAUOJEIPECCUBHOE NEHCTBUE XUHMJIMHA,
BCAChIBAHUE KOPTUKOCTEPOUIOB, IUTOKCHUHA, MUOPEIAKCAHTOB.

OnHOBpEMEHHOE TPUMEHEHME C HApPKOTUYECKUMHM AHAJIBIETUKAMU MOXXET  BBI3bIBATh
apTepuabHyIO TUIOTEH3UIO0, YTHETeHHE (DYHKIUHU LIEHTPAIbHONH HEPBHON CHCTEMBI U JIBIXaHMUS.

Tpunykinyeckne aHTUACHPECCAHThI

HpOI/I3BOIIHLIe (I)eHOTI/Ia3I/IHa HapymaroT MeTa00JIN3M TPUOHUKIIMYICCKHUX AHTHACTIPCCCAHTOB.

KOHI_[eHTpaI_II/II/I B CBIBOPOTKC KPOBU W TPUHHUKIMYCCKUX AHTUACIIPECCAHTOB, U MPOU3BOIHBIX
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XOHHHO6J’IOKprIOU.IHfI 3(1)(1)CKTLI, a TaKiKE€ apUTMOI'CHHOC JIeficTBHE TPUHHUKIIMYICCKUX
AHTHACTIPCCCAHTOB.

IIpenapatsl IUTHUS

[Tpu ogHOBpEeMEHHOM NMpUMEHEHUU ¢ (irydeHa3suHOM Mpenaparhbl JUTHS MOTYT MOBBILIATh PUCK
pa3BUTHS HEHPOTOKCUYHOCTH.

I/IHFI/I6I/ITODBI AHTMOTCH3MHITPCBPAIIAIOIICTO d)eDMeHTa, THA3UIHBIC JTUYPCTHUKHU !

Bo3MOXHO ycuIeHHE aHTUTHUIEPTEH3UBHOTO JEWUCTBUS (BBIpaXKEHHAs OpPTOCTATUYECKas
TUTIOTEH3US).

IIpoure aHTUTHHEPTEH3UBHBIE CPEACTBA

AHTUTUIIEPTEH3UBHOE  JIeHiCTBUE  TyaHETHUMHA, KIOHHUIMHA M, BO3MOXHO, JIPyTHUX
AaHTUAIPEHEPTUYECKUX  CPEICTB  MOXET CHWXKarbcs. KIIOHMOUH  MOXET  yMEeHbIIAaTh
AHTUTICUXOTUYECKHH 3P PEKT PeHOTHA3HHOB.

bera- aZ[DeHO6JIOKaTODLI

MoryT MOBBIIIATECS KOHIICHTpAIMH OeTa-apeHOOIOKaTOPOB U MPOU3BOIHBIX (PEHOTHA3HMHA B
IJ1a3Me KpOBH.

[Ipn ogHOBpEMEHHOM MPUMEHEHHH OeTa-aJpeHOOIOKATOPOB M MPOU3BOAHBIX (EHOTHA3HHA
PEKOMEHIYETCSI CHIYKEHUE JT03bI MPENapaToB 00eHX TPYIIIL.

Merpuszamua

MeTtpuszamu MOKET BBI3BIBATh CYJOpOTU Ha ¢oHe mpuMeHeHus QuydeHasuHa. Pekomenayercs
oTMeHUTh (hiaydenasun 3a 48 yacoB 10 muenorpaduu U He Ha3HAYATH €r0 B TEUCHUU 24 4acoB
nocine Muenorpapuu.

OnuHedpul (aIpeHannd) U IpYrue aApeHOMUMETUKHU

[IpousBoaubie (QeHOTHa3WHA SBISIOTCS (HapMaKOIOTHUYECKUMHU aHTAarOHHUCTaMU SHuHEPpHUHA
(ampeHanuH) ¥ Ipyrux aJpeHOMUMETUKOB, BCIEJICTBUE YErO BO3ZMOXHO Pa3BUTUE BBIPAKEHHOU
apTepuanbHON TMIIOTEH3UH.

JleBojona

[TpousBoaHbie heHOTHA3MHA MOTYT CHIDKATh aHTHITAPKUHCOHMYECKHiA A (eKT mpemnapara.

M-X0I1HO 6J'IOK3.TODLI

IIpu BBemeHuu ¢aydeHasuHa OJHOBPEMEHHO C M-XOJHMHOOJIOKATOpaMH BO3MOXKHO YCHIICHHE
OJIOKMPOBAHUS XOJIMHEPTUUECKUX PELENTOPOB, 0OCOOEHHO Yy MAallMEHTOB MMOXKUIIOro Bo3pacta. M-
XOJIMHOOJIOKUPYIOMIKE Y3PPEKTH NOTEHIUPYIOTCS UIIH MIPOJIOHTUPYIOTCS.

IIpu npumenenun ¢aydeHasuHa OJHOBPEMEHHO C M-XOJMHOOJOKaTOpaMH HE00X0IUMO
TIIAaTeIbHOE HAOIIOACHNE U ITO100p 103 MPenaparos.

IIpoTHBOCYIOPOKHBIE CPEJICTBA
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Bapoutypartsr

bapOuryparel mHAynupyoT Merabomu3Mm  (eHoTHasuHOB. OIHOBPEMEHHOE NPUMEHEHUE
OapOuTypaToB ¢ (peHOTHA3MHAMU MOKET IPUBECTH K CHIDKCHUIO CHIBOPOTOYHOM KOHLIECHTPALUH
o0ouX IMpenaparos.

[Ipenapatsl, yuauasaonme uareppai QT

®dnydenaznH MOXKeT COCOOCTBOBATh YAIMHEHUIO HHTepBasa QT, 4To MOXKET yBeTMUNBATh PUCK
BO3HHUKHOBEHHUS JKEIYJOYKOBBIX apUTMUN THIA «IUPYIT», KOTOPBIE SBISAIOTCA MOTEHIMAIBHO
OTaCHBIMU (PUCK «BHE3AMHON cMepTh»). Y uinHeHue nutepBaia QT ocoOeHHO ycunuBaeTcs npu
HINYUM OpajuKapuM, TUMNOKATMEMHHM W BPOXKIEHHOTO WJIH HPUOOPETEHHOIO Y UIMHEHHS
untepsana QT.

He pexomeHnnyeTcsi 0IHOBpEMEHHOE NPUMEHEHHUE NPENapaToB, yuIMHAMMX uHTepBan QT, u
¢bnydenasuna. Ilpumepamu ABISAIOTCS HEKOTOPbIE aHTHAPUTMHUYECKUE Mpenaparsl kiacca [A (B
TOM 4YMCJI€ XMUHUIUH, IU30IIMPaMUI U IpokanHaMup) U kinacca III (B Tom uncie aMuomapoH u
COTaJION), TPULMUKIMYECKHE AaHTUACTPECCAaHThl (B TOM 4YMCJIE AMHUTPHUIITWIMH), HEKOTOpHIE
TeTPALMKINYECKUE aHTUACTIPECCAHTHI (TaK1e KaK MAallPOTHIINH), HEKOTOPbIE aHTUIICUXOTHYECKHE
npernapatsl (B TOM 4ucie GEeHOTHAa3UHBI U MUMO3HT), HEKOTOPhIe AaHTUTUCTAMUHHBIE ITPETapaThl
(B ToM umcine TeppeHaauH), TUTUNH, XUHUH, TIEHTaMUIUH U crap(IoKCaIiH.

I/IHFI/I6I/ITODLI O6DaTHOFO 3axBaTa CEPOTOHMUHA

I/IHFI/I6I/ITOpLI O6paTH01" 0 3aXxBaTa CCPOTOHHHA MMOAABJIAIOT MeTab0JI3M (I)eHOTI/Ia3I/IHOB.

I'unornukeMu4ecKre cpeicTa

HpOI/I3BO,Z[HLIC (I)GHOTI/IBBI/IHE[ BBI3bIBAOT ACKOMIICHCAIIUIO CaXapHOTr'o ,[[I/Ia6eTa.

ﬂ UMCTHANH

I_II/IMCTI/II[I/IH MOKCT CHUKATh KOHIICHTPAWIO IMMPONU3BOAHBIX (beHOTI/IaBI/IHa B IJIa3MC KPOBH.

Awnrtanunel/ MPOTUBOAUAPEHHEIC TpenapaThl

AHTaUMIBI/IPOTUBOAMAPEHbIE TNpenapaThl MOTYT BIMATh Ha BcacklBaHue (iydeHaszuHa.
[TpuHumaTh aHTaUKBI ClieAyeT 3a 1 yac 1o win yepes 2—3 yaca rnociie MHbeKIun (iaydpenasuna.

AHOpEKCHTeHHEIC CpeACTBa

AHOpCKCI/IF CHHBIC CPCACTBA ABJISAIOTCA Q)apMaKOJ'IOFI/I‘lCCKI/IMI/I dHTaroHuCtamMu (I)J'IY(bCHaZ%I/IHa.

CyOctparsl winu uaruduropsl uzodhepmenra CYP2D6

®dnydenazun merabonuzupyercs ¢ nomolpio n3opepmenta CYP2D6 u 01HOBpEMEHHO SBISETCS
MHTUOUTOPOM 3TOro n3opepmenta. Ciie0BaTebHO, KOHIEHTPALMS B I1a3Me KPOBHU U 3 (EKThI
¢bnydenasnHa MOryT Bo3pacTaTh [IpU MpUEME MIPENapaToB, KOTOPbIE TaKXKe META0OIU3UPYIOTCS C

nomo1npto nzopepmenta CYP2D6 nnu uHru6upyrot ero. BeneacTsue 3Toro MOryT nposiBIsTbCS
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OpTOCTAaTUYCCKAd T'MIIOTCH3HA.

DOeHnInponaHojaMuH

ITpu B3aumoneiicTBuu ¢ (haydheHaznHoM GEHUINPONIAHOTAMUH MOXKET BbI3bIBATH JKEITyI0UKOBYIO
aApUTMHIO.

Muarnbduropsl MoHoaMuHokcuaassl (MAQO)

OpHoBpeMeHHOE MTpuMeHeHne HHruONTopoB MAO u ¢urydeHaznHa yCUIMBaeT ceqaluio, 3amop,
CYXOCTb CIIM3UCTON 00O0JIOUKH MOJIOCTH PTa, apTePUATbHYIO TUHIIOTEH3HUIO.

MeTtunjgona

Metunona yBeJIuuuBaeT pUCK pa3BUTHUS KCTPAIIUPAMUIHBIX PACCTPOMCTB.

bokaTophl «MEIIEHHBIX» KaIbIIMEeBhIX KAHATIOB (EMKK)

AnturuneprensuBHslii 3¢p¢pext BMKK ycunmuBaercss mpu OZHOBPEMEHHOM IPHUMEHEHHH C
AHTUIICUXOTUKAMHM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemMeHHOCTD

besonacHocts npumeHeHus ¢uiypeHazuHa npu OepeMEeHHOCTH He ycTaHoBieHa. [Ipemapar
MonuTeH aeno cienyer NPUMEHATh TOJIBKO B CIydyae, €ClM O)XHMJaeMas Iojb3a JUlsl MaTepu
IIPEBBILIAECT MOTCHIMAIBHBIA PUCK AJIA IUIOAA.

Y HOBOPOXIEHHBIX, MAaTe€pu KOTOPbIX NPUHUMAIM HEHUPOJENTUKH (BKJIIOYas Mpenapar
Moguten aeno) Bo Bpems III Tpumectpa OGepeMeHHOCTH, CyllecTBYyeT pucK paszButus HP,
BKJIIOYAIOIUX 3KCTpanupaMHUIHbIE CHUMITOMBI W/WIM CHUMITOMBI «OTMEHBI», KOTOPBIE MOTYT
pa3nuyaTbCs MO CTENEHU TSHKECTH M JUIMTENBHOCTH mocie poxoB. Coolbuanoch O pa3BUTHH
BO30Y)XJI€HHsI, TUIIEPTOHYCA, TMIIOTOHYCa, TPEMOPA, COHJIMBOCTH, PECHHMPATOPHOrO JUCTpPEcC-
CHUH/IpOMA U HapylleHui npu kopmieHuu. [loaToMy crienyer TIiaTeabHO CIEAUTD 32 COCTOSHUEM
TaKMX HOBOPOXIECHHBIX.

JlakTanus

®nydenazuH BblIeNSIETCS € TPYIHBIM MOJIOKOM, IIO3TOMY BO BpeMs Tepaluu TIpyaHOe
BCKapMJIMBAaHUE HE PEKOMEHIYETCH.

4.7. Biausinue HA CHOCOOHOCTH YNPABJATH TPAHCMOPTHBIMHU CPEACTBAMH M padoTaTh ¢
MeXaHU3MaMH

[Ipemapat MoauTeH JeNO OKa3bIBAE€T BBIPAXKEHHOE BIMSHUE HAa IICUXOMOTOPHBIE PEAKLUH, B
CBSI3U C UEM B IIEPUOJL JICUEHUS CIEAYET OTKA3aThCs OT YNPaBICHUS TPAHCIIOPTHBIMM CPEICTBAMU
WK paboOThl C MEXaHU3MaMH, TPEOYIOIMMU MMOBBIIIIEHHONW KOHLIEHTPAIlM BHUMAHHSI M OBICTPOTHI
IICUXOMOTOPHBIX PEaKLUH.

4.8. He:xennaTesibHbIE peakuu

10



ot 08.07 2025 N= 16970
(MOCNEOCBATENEHOCTE 0004)

Pe3roMe HexenaTeabHbIX PeaKIIui

COOTEBETCTBYET ZKCNEPTHOMY OTUYETY

YacTtoTa BCTpeyaeMOCTH OMpefesieHa CIeayomuM obpa3oM: odeHb vacto (> 1/10), uacto
(> 1/100, no < 1/10), mewacto (> 1/1000, Ho < 1/100), peaxo (= 1/10000, no < 1/1000), oueHs
peako (<1/10000), wactoTta Heus3BecTHa (Ha OCHOBAaHMHM HWMEIOIIUXCS JaHHBIX OIICHUTH
HEBO3MOYKHO).

HP crpynnupoBanbl B COOTBETCTBUM C MOPSIIKOM HAa OCHOBAHMHM CHUCTEMHO-OPTaHHBIX KJIACCOB
(COK). B mnpenenmax kaxaoW rIpynmbl 4acToThl BcTpeyaeMocTd HP ykazanel B mopsiake
YMEHBUIEHUS CEPhE3HOCTH.

Hapywenus co cmoponul kposu u tumgamuueckotl cucmemsi:

4acTOTa HEU3BECTHA — JIEHKOTICHHUSI, arPaHyJIOIUTO3, TPOMOOIIUTONICHUS, Ty PITypa, 203UHOPIINS,
MaHLUTONEHHUS.

Hapywenusa memabonuzma u numanus:

HEYACTO — MOBBIIICHHUE ANMNETUTA, YBEIMUEHHE MAacChl TENa;

4acTOTa HEU3BECTHA — MepUPEpUIECKUE OTEKU, TUTIOHATPUEMHUS, CHHIPOM HAPYIICHUS CEKPELUU
AHTUUYPETUYECKOTO TOPMOHA.

Icuxuyeckue HapyweHus:

4acTOTa HEW3BECTHA — OECHOKOWCTBO, BO30YKIEHHWE WU SPKUE CHOBUICHHS, ICIPECCHBHBIC
COCTOSIHUSI, YCUJICHUE CYULIUIaTIbHBIX TEHICHLIUM.

Hapywenus co cmoponul nepgHoii cucmemul:

4acTO — BKCTpanMpaMUJIHbIE HApylIeHUs (MCEeBIONAPKUHCOHU3M, JUCTOHMS, aKaTU3Us,
OKYJIOTUPHBIN KPH3, OMUCTOTOHYC, TUTieppedIeKcus), TapAUBHAS TUCKUHE3HsI (HEPOU3BOIbHBIC
JBUKCHHUS SI3bIKA, MBIIIII JIUIA, PTa, TYO, TYJOBHINA U KOHEYHOCTEH);

HEYacTO — TOJIOBHAS 0OIIb;

peako — 3HC (runeprepMus, pUrHMIHOCTh MBIIIL, akKUHE3us, cHUxkeHue AJl, cTtymop, xoma,
COHJIMBOCTb, JIETAPTHsI) C BO3MOXKHBIM JIeTadbHbIM UcXo70M, 3HC MoXKeT Takke COMpOBOKAATHCS
pa3BUTHEM JICMKOLMTO3a, JIMXOPAJKH, TOBBIIMIEHUEM aKTUBHOCTU KpeaTuH(POCPOKHHA3HI B
1a3Me KpPOBH, HApYHICHHSMHU (YHKIMH TEYEHH W OCTPOW IMOYEYHOW HEJOCTAaTOYHOCTHIO,
aKUHEe3UEeH;

4acTOTa HEM3BECTHA — MAPKUHCOHOMOJO0HOE COCTOSHUE.

Hapywenus co cmoponul opeana 3penusi:

HEYACTO — HEYETKOCTh 3PEHUs, INIAyKOMa, OBBIIICHUE BHYTPUTIIA3HOTO JAABICHUS;

PEIKO — MOMYTHEHHUE XPYCTAINKA U POTOBHUIIBL.

Hapywenus co cmoponwl cepoya:

HEYaCTO — TaXUKapAUs;

penko — ymmaenue uatepsana QT u 3ybua T;

11
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OYCHb peIKO — apuUTMHUs, JKeJIyJOYKOBasl TaXUKapausl, d)I/IEIpMJ'IJ;LETHﬂ'ﬁ

Y4aCcTOTa HEM3BECTHA — OCTAHOBKA CEpP/Ila, BHE3AITHAS CMEPTh.
Hapywenus co cmoponul cocyoos:

HEYacTo — JIeTKasi apTepHabHas TUIIEPTEH3Ms, HecTadmibHoe A/Jl, opTrocTaTHdyeckas THIOTeH3NUS;
YacTOTa HEM3BECTHA — BEHO3HAs TPOMOOIMOOINMS, BKIIOYAs AMOOJHMIO JISTOYHOH apTepu U
TpOMOO03 I'TyOOKHX BEH.

Hapywenus co cmopoHul ObixamenvHou cucmemsl, Opeanos pyOHOU KIemKU U CPeOOCMeHUsL:
HEYacTo — 3aJI0)KEHHOCTh HOCAa;

OYEHB PE/IKO — OTEK T'OpTaHU, OPOHXHATIBbHAS ACTMA;

Y4aCcTOTa HEM3BECTHA — OecCUMITOMHAst (hopMa MTHEBMOHUM.

Kenyoouno-kuuieunvle HApyuleHusL:

HEYacTo — TOLIHOTA, MTOTEPS alleTHTa, THIIEPCATUBALINS, CYXOCTh CIIM3UCTOH 000JI0YKH TOJIOCTH
pTa, 3arop, napajauTHYECKHN HIIEYC.

HapymeHuﬂ CO CMOpPOHbL neverHu u 9!C€ﬂ1l€6b1600}luﬂ/tx nymed

PEIKO — XOJIeCTaTHUeCKast JKeNTyXa,

Y4aCcTOTa HEM3BECTHA — ICMIATHT.

Hapymeﬂuﬂ CO CMOPOHbBL KOJHCU U NOOKOMNCHBIX MKAHEI:

HEYacTo — MMOBBIIIEHHOE OTOOT/ICIICHNUE;

PEIKO — MUTMEHTAIMs KOKH, (DOTOUYBCTBUTEINBHOCTD, AJUIEPTUUECKHIA AEPMAaTHT, KPAallMBHUIIA,
cebopes, spuTeMa, 3K3eMa, SKC(HOIHMATUBHBIN JEPMAaTHT;

OYEHB PE/IKO — AHTHOHEBPOTUYECKUI OTEK.

Hapymeﬂuﬂ CO CMOPOHbL Mbll/l/lellHOIZ, cKeemuoll U cOeOUHUMENbHOU MKAHU:

Y4aCcTOTa HEM3BECTHA — CUCTEMHAsl KpacHasi BOJTYAHKA.

Hapywenus co cmoponul nouek u Mouesbl800AWUX Nymel:

HEYacTo — MOJNYPHs, Tapaiid MOYEBOTO My3bIPS;

PEIKO — HOYHOH HYpe3, HeJlep)KaHHe MOYH;

Y4aCcTOTa HEM3BECTHA — NOYCYHAsI HEJJOCTATOYHOCTb.

E@peM@HHOCWlb, nOC]ZepO()OGblZZ nepuod U nepunamajlbHble COCMOAHUAL.

YaCcTOTa HEM3BECTHA — CUHPOM «OTMEHBI» Y HOBOPOXKICHHBIX (CM. pa3zaen 4.6.).

Hapywenus co cmopoHnvl penpo0yKmueHOU cucmembvl U MOJIOYHBIX HCene3:

HEYacTO — T'MHEKOMACTHs, NAaTOJOTMYecKas JaKTallus, HapylIeHUs JIMOWAO W WMIIOTEHIIWS,
HapyIICHUs] PETYISIPHOCTH MEHCTPYaJIbHOTO IHMKJA, JIO)KHOIOJOXHTEIBHBI TECT Ha
OepeMeHHOCTb;

PEIKO — MPHUANIM3M, HAPYIICHHE ISKYIISIIH.

Jlabopamopnvie u uncmpymenmanvHvle OanHble:

12
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cooOmianock 00 U3MEHEHUX Moka3aTeneil QyHKuuy ney

PEAKO — TPAH3UTOPHOE IOBBIIIEHUE CHIBOPOTOYHON KOHILIEHTpALMU XOJIECTEPUHA y MALUEHTOB,
noJsryqaromux (iaydeHasuH nepopaibHo;
OUEHb PEJIKO — MOSIBJICHUE aHTUHYKJICAPHBIX aHTUTEIL.

Onucanne oTnenpHeix HP

Hmeercss HECKOJBKO COOOLICHMH O BHE3alHOM, HempeackasyeMoil M HEOOBSICHUMOW CMEpTH
Cpeay rOCHUTAIM3UPOBAHHBIX MAllUEHTOB, MPUHUMABIINX ()EHOTHA3UHBI.
ITpu pa3Butun Tspxensix HP neyenue 1omkHO OBITH IpeKpaleHo.

Coobimenue o nonospesaeMmbix HP

BaxxHo coobmaTs 0 noso3peBaembix HP nociie peructparum iekapcTBEHHOTO ITpernapara ¢ Hebio
oOecreyeHnss HEeNpepbIBHOIO MOHUTOPHHIA COOTHOILEHHS «I10JIb3a — PHCK» JIEKApCTBEHHOI'O
npenapata. MeIuIMHCKUM pabOTHUKAM PEKOMEHIYETCsl cOO0IIaTh O JII0ObIX oo3peBacMbix HP
JIEKapCTBEHHOI'O Ipernapara 4yepe3 HalMOHalbHble cucTeMbl coobmeHus o HP rocymapcts —
YWICHOB EBpa3suiicKoro 3KOHOMHUYECKOIO COI03a.

Poccuiickas ®edepayus

109012, r. Mocksa, CnaBsinckas 1., 4. 4, cTp. 1

denepanbHas ciyx06a 1o Haa30py B cepe 3ApaBOOXpaHEeHUs

Ten.: +7 (800) 550 99 03

Anpec 31. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybauxa bBenapyco

220037, r. Munck, ToBapuieckuii nep., A. 2a

VII «LleHTp dKCnepTU3 U UCIBITAHUHI B 31PaBOOXPAHCHUN

Ten.: +375 (17) 242 00 29

daxc: +375 (17) 242 00 29

Anpec 31. moutsl: repl@rceth.by

Be6-caiit: www.rceth.by

Pecnybnuxa Apmenus

0051, r. Epesan, nip. Komuraca, 1. 49/5

I'HKO «IleHTp aKkcniepTU3bl JEKAPCTB U MEAULUHCKUX TEXHOJIOTHI»

Ten.: (+374 10) 20 05 05, (+374 96) 22 05 05

Anpec 371. mouTsl: vigilance@pharm.am

Be6-caiit: http://www.pharm.am

4.9. Ilepeno3upoBka

CHUMIITOMBI

13



COOTEBETCTBYET ZKCNEPTHOMY OTUYETY
ot 08.07 2025 N= 16970

Tsixenble SKCTpanupaMuaHble HapyILICHUs, Cea3Uus, cvz':glalt;m-l EQ&VEIEJ%@MHEE BIHIOTH 110

KOMBI, COTPOBOKIAIONIeHcs apediekcueil, BeIpakeHHOE CHIKeHue AJl, MHO3, THIOTEpMHS,
3anepxka Mouu, usMeHenust Ha DK, HapylleHHs cepiIeyHOTo pUTMa.

JleueHnue

Jleuenne cumnromaruueckoe. Crenupuieckoro aHTUIA0Ta He cymiecTByeT. [lalMeHT JomKeH
HAXOJUThCS TOJ| MOCTOSHHBIM HAOMIOJCHHEM MeApaOboTHUKA. B ciydae pa3BUTHS apUTMUM:
HaTpust OuwkapOoHar, marHusi cynbdar. [Ipum sSKcTpanupaMuIHONW CHMIOTOMATHKE IOKa3aHa
Tepalnuy MPOTUBOMAPKUHCOHUYECKUMU IpenapatamMu. [Ipu  BbIpakeHHOW apTepUaIbHON
TUMOTEH3UN — HOPAJpeHaNuH (HOpIMuHEeDPHH), BBEACHUE aJpeHalnHa (dMUHE(PHH) MOXKET
MIPUBECTHU K JIONOJIHUTENILHOMY CHUKEHUIO AJl.

I'emonuanus u ¢popcupoBaHHbIN AUype3 HeI(D(PEKTUBHBI.

5. ®APMAKOJOT'MYECKHUE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHe CBOMCTBA
dapMakoTepaneBTUYECKass  Ipynna:  I[ICUXOJENTUKH;  AHTUIICUXOTUYECKUE  CPEICTBA;
NUIepa3uHOBbIE MPOU3BOIHBIE (heHOTHA3UHA
Kong ATX: NOSABO2

MexaHu3M JeUCTBUS U d)aDMaKOHI/IHaMI/ILIeCKI/Ie Bd)d)eKTLI

®nydenazuH — (HEeHOTHA3MHOBBIA AHTHIICUXOTHK (HEHPOJIENTHK), MPUHAICKAIUN K IpyIne
KJIacCHYeCKUX HelponenTukoB. O6s1agaeT BbIpa)KeHHBIM AaHTUIICUXOTHYECKUM JEHCTBUEM, KpOME
TOr0, 00Ja/1aeT MPOTUBOPBOTHBIM 3P PexToM. OCHOBHON MEXaHU3M JCUCTBHUS CBSA3AH C TEM, UTO
¢bnydenasun Onokupyer nopamuHoBble Dr- u Di-perientopsl roJoBHOTO Mo3ra, NpHYeM B
OoubLIel cTeneHu, YeM HeHpOJIeNTUKY Ipymibl peHoTHasuHa. Kak u apyrue HeWpoienTuku, Ho
B MEHbIIEH cTenenu, paydenazun takxe 6nokupyer ceporonnnoBsie SHT2- u SHT -penentopsl,
anpeHepruueckue anb(da-1 penenrtopsl, ructamMuHoBsle Hi M xonMHepruueckue MycKapHHOBBIE
peuentopsl. Takum oO0pa3oM, €ro aHTHUXOJUHEPTUYECKHE M CcelaTHBHbIE A(PQEKTHl MeHee
BBIPA)KEHBI 10 CPABHEHUIO C APYTUMHU KIACCUUYECKUMHU Helponentukamu. biokana noaMUHOBBIX
peLenTOpOB MPOMCXOAUT BO BCEX TpexX J0(GaMHUHOBBIX CHCTEMax — HUTPOCTPUAPHOM,
Me30JIMMONYEeCKOd U TyOepouH(GYHAUOYISAPHOM, MOATOMY, MOMHUMO DPAa3BUTHUS KIMHUYECKUX
3¢ deKToB, TakkKe BO3MOXKHBI pasnuyHble HP, B 4acTHOCTH 3KcTpanmupaMuiHble peakiuu U
MOBBILIEHUE CEKPELIUU IIPOJIAKTHHA.

B Buzme MacnsgHOro pactBopa OKas3bIBaeT UIMTENbHOE JeiicTBHE (BBICBOOOXKIEHME Ipernapara
nocTeneHHoe), 3phext mpogomkaercs 10 1-2 Henenb u 6omee (B 3aBUCHMOCTH OT J03bI).

5.2. apmakoKMHeTHYECKHE CBOHCTBA

AOcopbuus U pacrpeencHue
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Onydenaszuna nekanoat — 3¢up diaydenazuna u ,ueKaHogg%l IZI/;L%{)[FBF' MEEQEH&&EBOJ"H&%"CTCH

¢ BbICBOOOXAEHUEM (uydeHaznHa, KOTOPBI MOCTyMaeT B CHUCTEMHBIH KpPOBOTOK. JleiicTBue
Ipenapara MposiBIsIETCs B IepHoJ oT 24 10 72 4acos.

BI/IOTDaHCd)ODMaLII/I}I W 3JIMMHHAIMA

OnydenaznHa gekaHOAT METabOIM3UPYETCS B TIEYCHH, BEIBOJIUTCS TOYKAMHU U Yepe3 KUILICYHHK.
[Tepuon monyssiBenenus (T'2) coctamsier ot 7 g0 10 queit u yBenuuuBaetcs 1o 14,3 aHeit npu
MOBTOPHBIX MHBEKIUAX. J[lelicTBUE CTaHAApTHOM WMHBEKUUHU Mpenapata MoJauTeH Aeno y
MAalKUEHTOB C MICUX030M MpoaokaeTcs ot 15 1o 35 nueil. PaBHOBECHOE COCTOSIHME NOCTUTaeTCs

yepe3 4—6 Henenb. OnydeHazuH NpOHUKAET yepes3 IUIaleHTapHbIH Oapbep.

6. ®APMAIIEBTUUECKHUE CBOMCTBA
6.1. Ilepeyenb BcmoMoOraTe/ibHbIX BelIECTB
ben3unosslil ciupt
Kynxyra macio
6.2. HecoBmecTumMoCTH
PacTBOp a7 BHYTPHUMBIIIEYHOTO BBEIEHUS [MAacIisHBIM]| HEIb3sl CMEMMBATH C APYTUMU
pacTBopamu.
6.3. Cpok rogHocTH (CPOK XpaHeHH )
18 mecsues.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHHH
Xpanuth npu Temneparype oT 8 no 25 °C, B OpUTMHAJIbHOW YNAKOBKE (AMILyJIbl U3 TEMHOIO
CTEKJIa) JUIs 3alIUThI OT cBeTa. He 3aMopakuBaTh.
6.5. Xapakrep 1 coaep:kaHue NEPBUYHOH YIIAKOBKH
ITo 1 mu1 mpenapara B ammyse U3 TEMHOro crekia. Ha ammyny HaHeCEHbI TOYKa, yKa3bIBaIOIAs
JIMHUIO Ha/IJIOMa aMITyJIbl, ¥ [IBETHOE KOAUPOBOUYHOE KOJIBLIO.
ITo 5 ammyn nomematot B 6mucrep u3 [I1BX/amomunneBoit gonbsru. 1 6mucrep BMecTe ¢ JIMCTKOM-
BKJIAJBIIIEM TIOMEUIAIOT B MAUKy KAPTOHHYIO.
6.6. OcoOble Mepbl MNPEAOCTOPOKHOCTH MNPH  YHUYTOKEHHH  HCIOJb30BAHHOIO
JICKAPCTBEHHOI0  Mpenapara WM  OTX0J0B, MNOJYYEeHHbIX IMOCJe¢ TPHMEHEHUs!
JICKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuILyJsIUH C IPenapaToM

HWHCTpYKIMS 110 UCIOJIB30BAHUIO JIEKAPCTBEHHOI'O Ipermapara

CrepuibHo! He mpuMeHTh BHYTPUBEHHO.

Hepeﬂ MNPUMCHCHUCM aMITyJly BCTPAXHYTb. HUrna u HIITpUI JOJI?KHbBI OBITh CYXHUMHU.

Yrummszauus
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Becpb ocraBmmiics 1€KapCTBEHHBIN NIpenapaT U [0TXOAbL 'QQEVQF%TJME@%&I&&%%M C

YCTAaHOBJICHHBIMH HAlIUOHAJIbHBIM 3aKOHOAATCILCTBOM Tpe6OBaHI/I}IMI/I.

7. JEPKATEJb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA
CnoBenus
AO «KPKA, n.1., HoBo mecto», IlImapbemnika necra 6, 8501 Hoso mecto
Ten.: +386 7331 21 11
®axkc: +386 7 332 15 37
Anpec 31. noutsl: info@krka.biz
7.1. IlpeacTaBUTENb AEPKATESA PETrHCTPANMOHHOIO YI0CTOBEPEHHA

IIpereH3un HOTDeGI/ITeHeﬁ HalmpaBJIATH 110 agpeCy:

Poccuiickas ®@edepayus

000 «KPKA-PYC»

143500, MockoBckas o6., 1. Mctpa, yn. Mockosckas, a. 50

Ten.: +7 (495) 994 70 70

daxc: +7 (495) 994 70 78

Anpec 31. noutsl: krka-rus@krka.biz

Pecnybauxa bBenapyco

[IpencraButenpctBo AkmuoHepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnyonuka Cnosenusi) B Pecniy6niuke benapyce

220114, r. MuHnck, yn. @unumoHnoBa, 1. 2507, oduc 315

Ten.: 8 740 740 9230

®axc: 8 740 740 9230

Anpec 311. noutsl: info.by@krka.biz

Pecnybonuxa Apmenus

ITpencraBurensctBo «Kpka, 1.1., HoBo mecto» B PecnyOnuke ApmeHus

0001, r. EpeBan, yn. Hanbaunsu, n. 106/1 («CAAT-HOBA» BUBHEC-HEHTP), oduc 103
Ten.: +374 11 560011

Anpec 311. noutsl: info.am@krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O YJJOCTOBEPEHMSI
JITI-Ne(004692)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPAILIMU (IIOATBEPXKJIEHUS PETUCTPALIUU,
IHEPEPETUCTPAIIN)
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(MOCNEOCBATENEHOCTE 0004)

Hara nepBoii peructpauuu: 20 gpespans 2024 .

10. JATA IEPECMOTPA TEKCTA
OOmast  xapakTepucTHKa JIEKapCTBEHHOro mpemapata MOJUTEH Aerno  JOCTyIHa  Ha

I/IH(l)OpMaI_II/IOHHOM nopraje EBpa3HﬁCKOFO O9KOHOMHUYECCKOro c¢Corw3a B I/IH(l)OpMaI_II/IOHHO-

KOMMYHHKaIMOHHOM cetu «MHTepHeT» https://eec.eacunion.org.
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