COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 04.09.2025 N= 22105

OBIIASI XAPAKTEPUCTHKA JIEKAPCTREAHOTOTIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

[ucarpaxypust 6e3unat, 2 Mr/MiI, pacTBOp JUIsl BHyTPUBEHHOTO BBEICHUS.

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB

JlelicTByoOIIIee BEIECTBO: IIMCATpaKypusi Oe3uar.
Kaxprit M1 pactBopa coaepxut 2,0 Mr nucarpakypus (B Buae Oe3uiara).

[TonHblii epeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEIEH B pazjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp Il BHYTPUBCHHOI'O BBECACHMU .

[Tpo3paunblii pacTBOp OT OECIIBETHOTO JI0 CBETIIO-KEJITOTO WM 3€JICHOBATO-KEITOTO I[BETA.

4. KIMHNYECKHUE JAHHBIE
4.1. IlokazaHusA K NPUMEHEHHUIO

[Tpenapat Llucarpakypus Oe3mnar nmokasaH K MPUMEHEHHIO Y B3pOCIBIX U JeTeil B Bo3pacTe oT 1
MecsLa.

[Ipenapar Lucarpakypust 6e3uaT IpUMEHSETCS BO BpEMsi XHPYPIUYECKUX ONEpaluid, Jpyrux
BMEILIATENBCTB U B OTAeNeHNU UHTeHCUBHOM Tepanuu (OUT). On ucnons3yeTcs sl MUOILIIETUH
B KauecTBe JIOTMOJHEHUs K o0mielt anectesun win cegauuu B OUT, mia npoBeneHus UHTyOAIu
Tpaxeu U UCKYCCTBEHHOH BeHTHsALuy jerkux (MBJI).

4.2. Pe:xxuM 103MPOBAHUS U CIIOCOO NMPUMeEHEHHs

Pexxum no3upoBanus

Bspocavie

boniocnoe enympusennoe gsedenue

Humybayua mpaxeu

Jlis uHTYOauu Tpaxeu y B3pOCIBIX PEeKOMEHIyeMas no3a mpemnapara [ucarpakypusi 6e3unar,
KOTOPYIO CJeIyeT BBOIUTH ObicTpo B TeueHue 5—10 cekynn, coctaBmser 0,15 Mr/kr u
obecrieunBaeT ONTUMAbHBIE YCIOBHUS Ui MHTyOaruu Tpaxeu B TeueHue 120 cekyHn mociie
WHBEKIINH.

[Tpu BBeneHnu OoJiee BBICOKHMX JI03 Mpenapara HepBHO-MbIIIEYHas 0JI0OKa/ia HacTymaeT ObICTpee.
B tabnune 1 npuBenensl cpeanue papmMakoqMHaMUUecKue MmokasaTenu npenapara Llucarpakypus
6e3unar npu BBeaeHUH B 703ax oT 0,1 10 0,4 MI/KT 310pOBBIM B3pPOCIIBIM 100POBOJIBLIAM BO BpeMs
ONMOMJIHOW aHecTe3UH (THUOMEHTA] HaTpus, (EeHTaHWJI U MHUJA30jaM) WM aHECTEe3UU
ponodosioMm.
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COOTBETCTBYET SKCNEPTHOMY OTYETY

npenapama Llucampaxypus bezunam

HavaabHasn Bun Bpems no Bpems no Bpems no
ao3a aHeCcTe3UH HACTYIJIEHUS HACTYIJIEHUS HacTyieHus 25%
npenapara, 90% MaKCHMAaJIbHOM CIIOHTAHHOI'0
MI/KT cynpeccuu T1%, | cynpeccun T1?, BOCCTAaHOBJICHUS
MHUH MHUH T1?, MuH
0,1 Onuounguas 3,4 4.8 45
0,15 [Tponiodon 2,6 3,5 55
0,2 OnunoungHas 2,4 2,9 65
0,4 OnuoungHas 15 1,9 91

? — OJMHOYHOE COKpAIIEHNE MBIIIIBI, TPUBOJAIICH OONBIION Manel pyKH, a TaKKe MepBoe ee
COKpAIIEHHE B OTBET HA CEPUIO U3 YETHIPEX UMITYJIbCOB IPU CYIPAMaKCUMAIbHOU JIEKTPUUECKON
CTUMYJISILIMY JIOKTEBOTO HEPBA.

Oubnypan wuian u30(IypaH MOTYT YIJIUHATH TNPOJOJDKUTENBHOCTh OJIOKA/Ibl, BBI3BAHHOM
NepBOHAYANBHOM 10301 npenapata Lucarpakypus 6e3unart, Ha 15 %.

Iloooeporcusarowas doza

[TpooIKUTENTLHOCT HEPBHO-MBIIIEYHON OJOKagsl MOXET OBITh yBETHYEHA C IOMOIIBIO
MOJIEP’KUBAIONINX 1103 ipenapata Llucarpakypus Oe3unar. Tak, BO BpeMs aHECTE3UH OITMOUIaMH
w nponodosnom mpenapar Lucarpakypus 6e3unar B no3e 0,03 MI/Kr yJIMHSET HEPBHO-
MBIIICYHYIO Oyiokamy mpuOmu3urenbHo Ha 20 muH. OpHako MOCTenyromiee BBEICHHE
MOJIEP’KUBAIOLIHNX 703 HE MPUBOAUT K MPOTPECCUPYIOIIEMY YATHHEHUIO OJIOKAIBI.

Cnonmannoe 6occmanogienue
ITocne TOro kak CHOHTaHHOE BOCCTAHOBJIEHNE HEPBHO-MBILIEYHOHN MPOBOIMMOCTH HA4alloCh, €I0
CKOPOCTh HE 3aBHCHUT OT BBEJICHHOH 103kl Ipemnapata Lucatpakypus Oe3unar.

Bo Bpems aHecTe3nn ONMMOMAAMHU WM MPONOQOIOM CpeaHee BpeMsi BOCCTAHOBIICHUS HEPBHO-
MBIIIEYHOM MPOBOAUMOCTH OT 25 110 75 % 1 oT 5 10 95 % cocraisier npubnau3uTenbHo 13 MuH
u 30 MHH, COOTBETCTBEHHO.

Obpamumocmyp

BrizBannas mpemapatom Lucarpakypus 6e3uiaT HepBHO-MBIIIEYHAs 0JIOKaa JIETKO YCTPaHIeTCs
Mo JACWCTBHEM WHTHOMTOPOB XOJNWHACTEpa3bl B CTAaHAAPTHBIX J1o03aX. [locrme BBeaeHUS
MHTHOUTOpA XOoNMHACTepasbl B cpeaHeM mpu 10 % T1 BoccTaHOBIECHHS TPOBOJAUMOCTH CpeliHEee
BpeMsi BOCCTAaHOBJIEHUSI MPOBOAUMOCTH OT 25 10 75 % W 10 TOJHOrO BOCCTAHOBIICHMS
(cootnommenue T4:T1 > 0,7) cocTaBmnsier mpuOIMUTENHEHO 4 MUH B 9 MUH, COOTBETCTBEHHO.

Ungyszuonnoe ssedenue

Jns mopnep:kaHus HEpBHO-MBIIIEUHOW Ojokansl mpemapar Llucarpakypus Oe3uiaaT MOXKHO
BBOAUTH MH(Y3HOHHO. J{71s1 BoccTaHOBIeHUs Oyiokaasl T1 Ha ypoBHE 89-99 % mociie nosBieHHs
MPU3HAKOB CIIOHTAHHOTO BOCCTAHOBJICHHSI HEPBHO-MBIIICYHON MPOBOJUMOCTH PEKOMEHIYETCS
HavanbHasg ckopocTb UHOY3un 3 Mkr/kr/muH (0,18 wmr/kr/g). Ilocme mnepBoHayaIbHOM
CTa0MJIM3allM HEPBHO-MBIIICYHOM OJIOKaAbl JUIs €€ TMOAJCep)KaHWsS Ha STOM YPOBHE Y
OO0JIBITMHCTBA MAIEHTOB JOCTaTOYHA CKOPOCTh MH(Y3uH B nipeaenax 1-2 mkr/kr/mus (0,06-0,12
MI/KI/4).

Bo Bpems anecTe3nn n3odaypaHoM Wi SHPIypaHOM MOKET HOTPEOOBATHCS CHIKEHHE CKOPOCTH
uHOy3un npenapara Lucatpakypus 6e3unar Ha 40 %.

CkopocTh MH(Y3UH 3aBUCUT OT KOHIIGHTpALMH IUcaTpakypus Oe3uiara B HMH(Y3MOHHOM
pacTtBope, TpeOyeMoii rTyOrMHBI HEPBHO-MBIIIEYHOM OJOKAIbI M MAaCChI TeJIa MalMeHTa.

B Tabnuue 2 npuBeneHbl peKOMEHIAIMHM MO BBEIACHUIO HEPa3BEICHHOIO pacTBOpa Ipernapara
[Mucarpaxypust Ge3unar.
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Tabauya 2. Ckopocmv ungysuu npenapama 115 B o T VSl a1 ous
BHYMPUBEHHO20 88e0eHUs 2 Me/M]L
Macca Tena Jo3a (MKr/Kr/MuH) CkopocTtb
NanueHTa, Kr 1,0 15 2,0 3,0 UHPY3UU
20 0,6 0,9 1,2 1,8 MJ1/9
70 2,1 3,2 4,2 6,3 MII1/4
100 3,0 4,5 6,0 9,0 MI1/4

HenpepoiBnast uH]y3us mnpenapara lLlucarpakypus Oe3mnar ¢ MOCTOSIHHOM CKOPOCTBIO He
COIIPOBOKIAETCS MPOTPECCUPYIOIIMM YCHJICHHEM WIM OCJIA0JeHHEM HEPBHO-MBIIICUYHOM
OJI0KAIBI.

[Tocne npekparenus nHy3un npenapara Lpcarpakypus 6e3miiaT CIOHTAaHHOE BOCCTaHOBIICHHE
HEPBHO-MBIILIEYHON IPOBOAUMOCTH MPOUCXOAUT CO CKOPOCTHIO, COTIOCTABUMOM € TAKOBOM 1OcCIe
OJTHOKPATHOT0 OOJIIOCHOT'O BBEACHUS Ipenapara.

Oco0bl€e IpyIInbl TalHEHTOB

THayuenmoi nodxcunoeo eospacma

Koppekiuu 10361 y MAIMSHTOB MOXKHUIIOTO BO3pacTa He Tpedyercs. DapmakoMHaMKKa Mpernapara
[Mucarpakypusi Oe3uinaT y HUX CXOJHA C TaKOBOW y TAIIMEHTOB MOJIOJOTO BO3pacTa, OJIHAKO
JICUCTBHUE Tpernapara, Kak u IPyrux MHOPEITaKCaHTOB, MOXET HA4YaThCsl HECKOJIBKO TTO3XKE.

Iayuenmoi ¢ Hapywienuem GYHKYUU NOYEK

Koppekumu 110361 'y TAalMEHTOB C IOYEYHOM  HEIOCTAaTOYHOCTBIO HE  TpedyeTcs.
dapmakoauHaMuKa npenapata LlucaTpakypus 0e3mnar y HUX CXOJHA C TAKOBOHM y MAlMEHTOB C
HOpMaJIbHOM (DyHKIIMEH MOYEeK, OHAKO JeHCTBUE MpernapaTra MOKET Ha4aThCsl HECKOJIBKO TTO3KeE.

Ilayuenmoi ¢ Hapywienuem @yHKYUU neyeHu

Koppekuuu 10361 y HaneHToB ¢ TEPMUHAIBHOM CTagueil MEeUYeHOYHOM HEJIOCTATOUYHOCTH HE
tpedyercs. dapmakoauHamuka npenapara L{ucarpakypust 0e3unar y HUX CXOIHA C TaKOBOU y
NAIMeHTOB C HOPMaJbHOM (yHKUIMEH meueHHw, ogHako neiicTBue mpemnapara Llucarpakypus
0e3usIaT MOXKET Ha4aThCsl HECKOJIBKO PaHBIIIE.

Iayuenmsi ¢ 3a601e6aHUAMU CEPOEYHO-COCYOUCMOU CUCTEMbL

brictpoe BBenenue mpenapara Lucatpakypusi Oesunar (B TeueHue 5—10 c) B Buzme Oomtoca B
moboi u3yueHHou nmo3e (1o 0,4 mr/kr BkmouuTenbHO (8 X DJlgs)) MalnMeHTaM C TAKEIBIMU
cepaeuHo-cocyucthiMu 3aboneBanusamu (I-1I1 ¢yHxmmoHansHb Knace 1o Hero-Mopkckoit
kapauosorudeckoit accorranuu (NYHA), noasepriinecss a0pTOKOPOHAPHOMY HIYHTHPOBAHUIO)
HE COINPOBOXKIAETCA KIMHUYECKH 3HAYMMBIMU PEAKLMSIMH CO CTOPOHBI CEPIAEUYHO-COCYIUCTOMN
CUCTEMBI.

JlaHHble 1O TpUMEHEHHIO Tmpenapara llucaTpakypus Oe3wynaT y JAeTei, MOJIBEPrIIUXCS
KapAUOXUPYPTrUYECKUM OIlepaLusM, OTCYTCTBYIOT.

Ilpumenenue 6 OUT
B3pocabsim manmentam B OUT npenapat Lucarpakypus 6e3uiaT MOXHO BBOJUTH BHYTPUBEHHO
CTpY¥HHO (B Bue 00I0Ca) M/UITH KarenbHO (B BUAE HHPY3HH).

Jnst B3pocnbix nauueHToB B OUT pexomeHyemasi HavyajdbHass CKOpOCTh MH(Y3UHM mpemnapara
ucatpakypus 6e3unar cocrapinseT 3 MKr/kr/muH (0,18 mr/kr/4). TpeGyemas 103a BapbHpyeT B
IIMPOKHX MpeJesiaX Y pa3HbIX MallMEeHTOB U MOXKET CO BPEMEHEM BO3pacTaTh WM CHWXaTbcs. B
KJIMHUYECKUX HUCCIEIOBAHUSAX CPEHSS CKOPOCTh MH(PY3UU cocTaBisuia 3 MKr/kr/muH [oT 0,5 1o
10,2 mxr/kr/muH (ot 0,03 1o 0,6 mr/kr/4)].

CpenHee BpeMs 10 IOJIHOTO CIIOHTAaHHOIO BOCCTAHOBJIEHHS POBOJUMOCTHU I0OCIIE JUIUTEIbHON
(o 6 nmueit) mHdy3un npenapata Llucarpakypus Oeszunar y mauumeHtoB B OUT cocramiser
npubiu3uTenbHo 50 MUH.
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narueHToB B OUT He 3aBUCUT OT ATUTENBHOCTH HH(DY3HUU.

IIpumenenue y nayuenmos, KOMopuiM NPOBOOAMCS Onepayull Ha cepoye 8 YClo8Usax unomepmun
Her nannbIX mo nmpuMeHeHHo npemnapara Llucarpakypust 6e3uiat Bo BpeMsi orepanuii Ha cepaie
B ycioBusix runotepmun (25-28 °C). Kak u y Apyrux MHOpPEIaKCaHTOB, CKOPOCTh MH(]Yy3uH,
HeoOXouMast JUTs OIeP KaHusl aIeKBaTHOW XUPYPruiecKoil MUOpEIaKcallui B 3TUX YCIOBUSX,
KaK 0’KHJIAETCs, MOXKET ObITh 3HAYUTEIHHO YMEHBLICHA.

Monumopune
Kak v npu ucnosib30BaHuM Ipyrux MUOPETAKCAHTOB, PU MpUMEHEHUH nipenapara [{ucarpakypus
Oe3wiar Uisi MTHAUBUAYAIBHOTO MOA0O0pa 036l PEKOMEHIYEeTCSI MOHUTOPHUHT HEHPOMBIIICYHON

byHKIMH.

eTu
Hoeopoorcoennvie 6 ozpacme 00 1 mecaya
JlaHHbIE 1O MpUMEHEHHIO npenapara Llucarpakypus Gesmnat y aereil B Bo3pacte A0 1 mecsua
OTCYTCTBYIOT, II0O3TOMY JaTh PEKOMEHAIUU 110 JO3UPOBAHUIO IIpenapara y JaHHONH BO3PACTHOU
IPYIIIBI HENb3S.

bontocnoe enympusennoe gsedenue

Jemu 6 6o3pacme om 1 mecsya 0o 12 rem

HUnmybayus mpaxeu

Kak u y B3pocibIx, HauanbHas g03a npenapata L{ucarpakypus 6e3miaT st UHTyOaly Tpaxeu y
nereit cocrasiser 0,15 mMr/kr, KoTopast BBOAUTCS OBICTPO BHYTPUBEHHO B TeueHue 5—10 cekyHI u
CO3JIaeT ONTHUMAJIbHbIEC YCIOBHS Ul MHTYOAlMu Tpaxen B TeueHue 120 cekyHa mociae HHBHEKIHH.
dapmakoJMHAMUYECKHE JaHHbIE JUISL 3TUX 103 MPEACTaBIeHbl B Tabnuuax Huxe. Ha ocHoBaHun
(apMakoIMHAMMYECKUX JaHHBIX JUIg OOeCHeueHHs HEPBHO-MBIIICYHON OJIOKaabl MEHBIIEH
MIPOJOIDKUTEILHOCTH PEKOMEHIyeTCcs HadaibHas no3a npemnapara Llucarpakypus Oesummar 0,1
MI/KT; B 3TOM CJy4ae CXOJIHbIE YCIIOBHUS JJsl MHTYOaluu Tpaxeu cosjaroTcs uyepes 120-150
CeKyHJ mociie BBeleHus mnpenapara. llpemapar Lucarpakypust Oesunar He u3ydancs Uis
npoBeieHuss uHTYyOarmuu y gereil ¢ wiaccom II-IV mo Awmepukanckomy oOOIIECTBY
anecte3nosioroB (ASA). /laHHble O pUMEHEeHUIO Tpernapara Llucarpakypus Oe3uiar y nerei
Mutaie 2 JeT Ipy MPOBeICHUH JITUTENbHBIX UM OONBIINX ONepaluii OrpaHHYEHBI.

[Tpu npumenenun npenapara Llucarpakypus 6e3unar y aereit B Bo3pacte ot 1 mecsua g0 12 ner
MPOJOKUTENLHOCTh ~ HEPBHO-MBIIIEYHONW  OJIOKaJbl YMEHBINAETCS, a €€ CIIOHTAaHHOE
BOCCTAHOBJICHUE MTPOUCXOUT OBICTPEE MO CPABHEHHUIO CO B3POCIBIMU MPHU OJMHAKOBBIX YCIOBHSIX
aHecTe3WH. BBIABIAIOTCS HE3HAYUTENbHBIE OTIMYMS (apMaKOJMHAMHYECKUX TOKa3aTelei
npemapata [{ucarpakypus 6e3munat y aereit B Bo3pacte oT 1 10 11 MecsiieB OT TaKOBBIX y JeTel B
Bospacte ot 1 1o 12 ner. @apmakoquHaMU4ecKre oka3aTenu npenapara [lucarpakypus 6e3mar
y nereit B Bozpacte oT 1 10 11 mecsiieB u oT 1 roga 10 12 ner mpencTaBieHbl B TaOIUIIAX HUXKE:

Tabnuya 3. [lemu 6 6o3pacme om 1 do 11 mecsayes

HavaabHasn Bua anecresuu Bpems no Bpems no Bpems no
no3a HACTYIJICHUS HACTYNJICHUA HACTYNJICHUS
npenapara, 90% cynpeccuu | MaKCHMAJIbHOI 25%
MI/KT T1, MuH cynpeccuu T, CIIOHTAHHOI' 0
MHH BOCCTAHOBJICHHS
T1, MUH
0,15 TI'anoraun 1,4 2,0 52
0,15 Onuounguas 1,4 1,9 47
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Tabnuya 4. Jlemu 6 6o3pacme om 1 200a do 12 jem

HavaabHas Bun Bpems no Bpems no Bpems no
032 aHecTe3UM HACTYNJICHUA HACTYNJICHUA HacTymieHust 25%
npenapara, 90% MaKCHMAaJIbHOM CIIOHTAHHOI'0
MI/KT cynpeccuu T, cynpeccuu Ty, BOCCTAHOBJICHHS
MHH MHH T1, MUH
0,15 Tanoraun 2,3 3,0 43
0,15 OnunoungHas 2,6 3,6 38

B cinydae mpumenenus mpemapata [{ucatpakypust O6e3miiaT He I UHTYOAIlMu: MOXKET OBITh
ucrnoib3oBana go3a menee 0,15 mr/kr. @apmakoannamudeckue nanubie st 103 0,08 u 0,1 mr/kr
IUIsL IeTel B Bo3pacte oT 2 10 12 jeT mpeacTaBieHbl B TAOIUIE HUXKE:

Tabnuya 5. [lemu 6 6o3pacme om 2 do 12 nem

HavajabHasn Bun Bpems no Bpems no Bpems no
n03a aHecTe3MH HACTYILICHUS HACTYILICHUS HacTymieHus 25%
npenapara, 90% MaKCHMAaJIbHOM CIIOHTAHHOI'0
MI/KT cynpeccuu Ty, cynpeccuu Ty, BOCCTAHOBJICHHS
MHH MHH T1, MUH
0,08 ["ajioTan 1,7 2,5 31
0,1 Onuounguas 1,7 2,8 28

["amoTan MOXeT yBENMYMBATh MPOJOJKUTEIBHOCTh HEPBHO-MBIIICYHOM OJOKaIbl, BHI3BAHHOM
npenaparom Lucarpakypus 6e3unar, He 6onee yem Ha 20 %.

Wudopmanus 06 ucronszoBanu rnpenapara L{ucarpaxypust 6e3umnar y qeteit Bo BpeMs aHeCTe3HH
n30QIIypaHOM WM SH(IypaHOM HET, OJJHAKO MOXHO OXKMAATh, YTO JAHHBIC WHTAISALUOHHBIC
AHECTETHKH TaK)Xe CIIOCOOHBI YBEIWYMUTH MPOJOKUTEIEHOCTh HEPBHO-MBIIICYHON OJIOKaIbI,
BBI3BaHHOH MpenapaTom, He 6oinee uem Ha 20 %.

Iloooeporcusarowasn 0oza (demu 6 so3pacme om 2 0o 12 nem)

[TpomoIKUTETLHOCT HEPBHO-MBIIIEYHON OJOKagsl MOXET OBITh yBETHYEHA C IOMOIIbBIO
BBeleHUs npenapata Llucatpakypusi Oe3mnar B moanepkuBaromux jgo3ax. llpu aHecte3uu
rajJloTaHOM BBeJieHue npenaparta L{ucarpakypust 6e3miiaT 1eTsiM B Bozpacte oT 2 10 12 et B 103e
0,02 MI/KT yBeTUYMBAET MPOJOKUTEIIEHOCT HEPBHO-MBILIIEUHON OJI0Ka (bl TPUOIU3UTEIBHO Ha
9 wuHyr. OnHako TmoOcHeayroliee BBEJACHHWE TOJJICPKUBAIOIMIMX /103 HE MPHUBOAUT K
MPOTPECCUPYIOLIEMY Y/UIMHEHUIO OJIOKA/IBI.

JIaHHBIX HEJOCTaTOYHO JMJSI TOrO, YTOOBl JaTh KOHKPETHBIE PEKOMEHJALMU MO0 ToA0opy
MOJIEP’KUBAIOLICH JI03bI y JIeTei B Bo3pacte 110 2 jer. OHako, OYeHb OTpaHMYCHHbIC JJAHHBIC
KIIMHUYECKUX HCCIIEIOBAaHUM y JeTel 0 2 JIET MOKa3bIBaIOT, 4TO mojjaepkuBatomas nosa 0,03
MT/KI' MOKET MPOMIUTh KIMHUYECKH 3(P(PEKTHBHYIO HEPBHO-MBIIICUYHYIO OJIOKaay 10 25 MUHYT
IIPU OITMOUTHOM aHECTE3UH.

Cnonmannoe eoccmanogienue

ITocne Toro, Kak CIIOHTaHHOE BOCCTAHOBJIEHUE HEPBHO-MBIIIIEYHOU ITPOBOMMOCTH HAYAJIOCh, €TI0
CKOpPOCTh HE 3aBUCUT OT BBEICHHOW 103bI mpemapara [lucatpakypusi Oesunar. Bo Bpems
aHECTE3UH ONMOMIaMU WIH TaJIOTAHOM CPEHEE BpPEMSI BOCCTAHOBJIEHHSI IPOBOIUMOCTH OT 25 10
75 % u ot 5 10 95 % cocraBiusier nmpubauzuTensHo 11 MuH U 28 MUH, COOTBETCTBEHHO.

Obpamumocmyp

BrizBannas mpemapatom Lucarpakypus 6e3uiaT HepBHO-MBIIIIEYHAs 0JIOKaJa JIETKO YCTPaHIeTCs
Mo JIeHCTBMEM HWHTHOUTOPOB XOJMUHACTEpa3bl B CTaHAAPTHBIX Jo3ax. CpemHee BpeMs
BOCCTAHOBJICHUS MPOBOJIUMOCTH OT 25 10 75 % W 10 MONHOTO BOoccTaHOBIICHUs (K0d(DdUIreHT
T4:T1>0,7) mocine BBeAeHHWs WHTHOUTOpa XOJNMHACTEpa3bl, B cpemHemM mnpu 13 % Ti
BOCCTAHOBJICHUS TIPOBOJUMOCTH COCTABIISET, MPUOTU3UTEIHHO 2 MUH U 5 MUH, COOTBETCTBEHHO.
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Pexxum no3upoBanus uist geredt ot 2 1o 12 jieT He OTJIMYAeTCs OT peXUMa JO03UPOBAHUS IS
B3POCIIbIX.

Hecmotps Ha To, uTO BBeaeHue npenapara L{ucarpakypus 6e3miat B BUE HHPY3UU CIIEHUAIBHO
HE U3y4aloch y JeTeil B BO3pacTe 0 2 JIET MO aHAJIOTUHU C J03aMH JIsi OOJIOCHOTO BBEICHUS
MOJKHO TPEATONIOKHUTh, YTO CKOPOCTh MH(Y3UH B 3TOM BO3PACTHOM IpyIINe A0JKHA OBITH TaKOM
’Ke, Kak 1 'y JieTeit 6oJiee crapiiero Bo3pacra.

Cnocob mpuMeHeHus
IIpenapar npUMeHSIOT BHYTPUBEHHO.

NHcTpykuuu 1no ucnoyib30BaHUIO pacTBOpa cM. B pazjene 6.6.
4.3. IIpoTuBONOKA3aAHUS

['unepuyBCTBUTENBHOCTD K IIMCATpaKypusi Oe3miaTy, aTpakypus Oe3maty, 6eH3051cyIb()OHOBOM
KACIOTEe W K JPYyTUM MPOU3BOJHBIM OUC-OCH3WIM30XMHOJIMHOB WM K JI00OMy W3
BCIIOMOTaTEJIbHBIX BEIECTB, IEPEUNCICHHBIX B paszene 6.1.

4.4. OcoOble yka3aHusi 1 MepbI PEJIOCTOPOKHOCTH NPH NPUMEHeHUH

C 0CTOPOKHOCTBIO

Cne;[yeT HpI/IMeHHTB C OCTOpO)KHOCTBIO HpI/I HapyH_IeHI/II/I KHUCJIIOTHO-IIICJIOYHOI'O paBHOBeCI/IH nu
BHGKTpOHI/ITHOFO 6aJ1cha; KapI_II/IHOMaTO?)e 1501058 HepBHO-MBIHIe‘IHBIX 3&60H€BaHI/I$IX (B T. Y.
MHUACTEHUSl gravis ¥ MHACTCHHMYECKHH CHHAPOM) WM APYTUX COCTOSHHSX, KOTOPHIE MOTYT
HpI/IBeCTI/I K HpO,Z[OJI)KHTGJIBHOfI HepBHO-MBImeqHOﬁ 6J'IOKa,Z[e; OXorax, reMHHape3e NIIN
naparrapese.

[Tpenapat Llucarpakypus Ge3miar BbI3BIBACT APy JbIXaTEIbHBIX U CKEJIETHBIX MBIIII, HO HE
BJIMSIET HAa CO3HAHME MM TOpor OosieBoii uyBcTBUTENbHOCTHU. [Ipenapar Lucarpakypus 6e3umnar
JOJDKHBI Ha3HAYaTh BPA4YU-aHECTE3UOJIOTH WM Bpayu APYIUX CIELUATbHOCTEM, UMEIOLIUE OIBIT
IpPUMEHEHHs] MuopenakcaHToB. HeoOxomumo obecnednTh JOCTYNHOCTH M TOTOBHOCTD
00OpyZOBaHUS /Il MHTYOALMU TPaxeu W MOJICP>KaHUs JIETOYHOM BEHTWIALMU U aJIeKBaTHOTO
HACBIIICHUSA KPOBU KUCIOPOJAOM.

[Tpu Ha3HaYEeHUH MUOPENIAKCAHTOB, B TOM uuclie penapata Llucarpakypus Oe3unar, He00X0IUMMO
HaOII0aTh 32 HEPBHO-MBIIICYHOM MPOBOJMMOCTBIO, YTOOBI TMOJ00paTh HEOOXOIUMYIO
WHMBUIYaTbHYIO 103y Mpernapara.

Cnenyer coOmonaTh 0COOYI0 OCTOPOXKHOCTb TpH IMpHUMEHEHMM mpemnapara llucatpakypus
0e3usaT y MaMeHToB, Y KOTOPHIX HaOMIOAUCh PEaKIMi TUIIEPUYyBCTBUTEILHOCTH Ha JPYyTrHe
MHUOpPENIAaKCaHThI, MMOCKOJIBbKY OblIa BBISBJICHA BBICOKAs YacTOTa BCTPEYAEMOCTH IEPEKPECTHOU
YyBCTBUTEILHOCTH MEX1y MHOpenakcanTamu (6onee 50 %).

[Mucarpakypust ©Oe3unar He 00JIaAaeT BBIPAKEHHBIMU  M-XOJIMHOOIOKUPYIOIIUMU WM
TaHTIMOOJIOKUPYIOUIMMHU CBOMCTBAMH, 03TOMY npenapat L{ucarpakypus 0e3nnar He OKa3bIBaeT
KJIMHUYECKH 3HAYMMOro 3(@Qekra Ha YacTOTy CEpACYHBIX COKpALICHMH M HE BIHUACT Ha
OpanuKapauio, BBI3BIBAEMYIO MHOTHMH CpEICTBAMH Ul aHECTE3UH WM CTUMYJSIUEH
Oy /IaI0IIero HepBa BO BPEMS OIIEPALIIH.

Y manueHToB ¢ MHACTEHHEH gravis u JIpyrumMu (popmMamu HEPBHO-MBIIICYHBIX 3a00JIeBaHUI
3HAQUUTENIbHO TOBBIIIEHA YYBCTBUTEIBHOCTh K HEJICTIOSPU3YIOUIUM  MHUOpPEIAKCAHTaM.
Pexomennyemass HaudanpHas nqo3a mpemapaTta Llucarpakypus Oe3mwiiar y TakuX MAllMEHTOB HE
nomkHa npessimath 0,02 Mr/kr.

BbipakeHHbIe HapyIIEHUS KUCIOTHO-IEJIOUHOTO PABHOBECHUS W/WIIM DJIEKTPOJIUTHOrO oOMeHa
MOT'YT ITOBBIIIATh WJIA CHUXKATh YyBCTBUTEIBbHOCTD ITALIMEHTOB K MUOPEIAKCAHTAM.
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B aHAMHEC3€C HC N3YYaJIOCh.

HccnenoBanusi, NpOBEACHHBIE HA )XKUBOTHBIX (CBHHbBSIX), BOCIPUUMYMBBIX K 3JI0KAYECTBEHHOMN
THIIEPTEPMHUH, TIOKa3aiH, 4To npenapar L{ucarpakypust 6e3miar He BBI3BIBAET 3TOT CHHIPOM.

Ilayuenmoi, nepenocawue onepayu ¢ UHOYYUPOBAHHOU 2UnoOmepmuell

He npoBoaunocs uccnenoBanuii npenapata Llucarpakypus 0e3miar y maideHToB MU ONepalusix
¢ uHAYHupoBaHHOM runorepmueii (ot 25 no 28 °C). Kak u y 1pyrux MuopenakcaHToB, CKOPOCTh
uHQY3UH, HeoOXoauMas ISl OJIEP/KaHuUs a/IeKBaTHOW XUPYPrHUECKOW MUOPENIAKCAI[MH B 3TUX
YCIOBHSIX, KaK 0XKHJIAETCS, MOXKET OBITh 3HAYUTEIHHO YMEHbBIIICHA.

Bnusaue npemapara L{ucarpakypust 6e3uiaT y HallMEHTOB C OXKOTaMHU TaKKe HE H3ydasocCh.
Opnnako NMpu Ha3HAYCHMM TaKUM MalueHTaM npenapata Llucarpakypus Oe3uiar, Kak U APYTHX
HE/ICNOJISIPU3YIOIINX MUOPEJIAKCAaHTOB, HEOOXOIMMO UMETh B By OOJIBIIYIO BETUYHHY 03Bl U
MEHBUIYIO POJIOJIKUTEIBHOCTD IEHCTBUS IIperapara.

[Ipenapar Llucarpakypust Oe3unar sBISETCS THIIOTOHHYECKAM pPACTBOPOM U HE JOJDKEH
BBOJUTHCS B HH(Y3UOHHYIO CUCTEMY, Yepe3 KOTOPYIO OCYIIECTBISETCS EPETUBaHUE KPOBH.

VY nanueHToB ¢ reMH- U [apanape3oM IIpH MOBPEKACHUAX HUKHUX KOHEYHOCTEH TaKKE MOXKET
OTMEYAThCsl PE3UCTEHTHOCTb K JCHCTBUIO HEACHOJSAPU3YIOIUX MHUOpPEIakcaHToB. [l
MPAaBUIILHOTO MO00Pa 10361 HEOOXOAUMO MPOBOIUTH MOHUTOPHHI HEHPOMBIILIEYHOr0 OJI0Ka Ha
HENOPA)KECHHOW KOHEYHOCTH.

Tayueumor 6 OUT

BBenenue >KMBOTHBIM JlaylaHO3WHA (MeTa0OJIUTa MHMCATpaKypusi Oe3winara W arpaKypus
O0e3miata) B BBICOKHX /033X OBUIO CBSI3aHO C TPAH3UTOPHBIM CHUKEHHEM apTepUaIbHOTO
JABJICHUS ¥ B HEKOTOPBIX CIy4asX — C CUMIITOMaMHU BO30YKJCHHS KOPBI TOJOBHOTO Mo3ra. Y
HamOoJee YyBCTBUTENBHBIX BHUIOB >KUBOTHBIX HAOMIOJAMCh pEAKIMU Ha JayJaHO3WH B
KOHIIEHTPALHAX, COIMOCTABUMBIX C TAaKOBBIMHM, JIOCTUTa€MbIMHU Yy HEKOTOPBIX IALKUEHTOB,
Haxozsmuxcsi B OUT, nmocne qmrenbHON HHPY3UH aTpaKypus.

HmeroTcs oTaenbHbIe COOOIIEHHS O Pa3BUTUHU Cyopor y nauueHToB B OUT, koTopble nmomyydanu
aTpakypusi Oe3ujiaT B COUYETAaHMM C APYTUMH IpernaparaMu. [IoCKoIbKy OHM OOBIYHO CTpajayiu
OJHUM WM HECKOJBKMMH 3a00J€BaHUAMH, NPEAPACIONATAIONIMMH K MOSBICHHUIO CYAOpPOT
(HarpuMep, YepermHO-MO3roBasi TpaBMa, THIIOKCHYECKast SHIE(anonaTus, OTeK rOJIOBHOTO MO3Ta,
BUPYCHBIH SHIEPATUT, YpeMHus), TO NPUUYUHHO-CICICTBEHHAs CBS3b Pa3BUTUS CYAOpPOr C
JayJaHO3MHOM HE ycTaHoBiieHa. Kpome Toro, ciemyer MMeTh B BHUJAY, YTO KOHLIEHTpAIHS
JayZaHO3MHA B IUIa3Me KPOBH IPH BBEJICHNH IpemnapaTa Llucarpakypus 6e3unat npuOiIn3uTenbHO
B 3 pa3a MeHbIIIe, 4eM Npu UH(DY3UHU aTpakypus Oe3umiaTa.

4.5. B3amMojgelicTBMe ¢ JPYrMMH JE€KAPCTBEHHbIMHM IMpenapaTamMd W JApyrue BH/bI
B3aNMOIeCTBUA

Mmuorue npenaparbl OKa3bIBAIOT BJIMAHUC Ha BbBIPAKCHHOCTD H/UIn NpOAOJIKUTCIIBHOCTD
HeﬁCTBHH HCACTIOJIAPU3YIOIUX MUOPCIIAKCAHTOB.

Yeunusaiom s¢pghexm muopenaxcanmos

Cpeocmea ons obuieii anecmesui.:

- CpPEICTBA I MHTASIIIMOHHOTO HApK03a, TaKhe Kak dHGIIypaH, n30(IypaH U rajioTaH;

- KETaMUH;

- IpyTUe HEeJCTIONSIPU3Y OIS MUOPEITAKCAHTHI;

Ipveue npenapamol.

- aHTUOMOTHKH, B TOM YHCJIC AaMHUHOTIIMKO3H/IbI, TOJTUMHKCHHBI, CTIEKTHHOMHIIUH, TETPAIIUKIIHHBI,
JIMHKOMHIIMH U KJIIMHJIAMULINH;
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KaJIbIIMEBBIX KaHAJIOB, JIMIOKaNH, IPOKAaMHAMU] U XUHUNH;
- TMYPETUKH, B TOM YHUCIie PypOCEMH]T ¥, BO3ZMOXHO, THA3U/Ibl, MAHHUTOJ U alleTa30JIaMHI;

- COJIM MarHus;

- COJIU JINTHS;

- TAHITMOOJIOKUPYIOLIHE MTpenapaThl: TpuMeTadana KaM3uiIaT, reKCaMeToOHHs OeH30CyTb(OHAT.

B penkux ciaydasx HEKOTOpBIE Mpenaparbl MOTYT YXyALIaTh TEYEHHUE WIIM CIIOCOOCTBOBAThH
NPOSIBJICHUIO JIATEHTHOM MHMACTEHHM gravis WM BbI3bIBATh MHACTEHHUYECKUH CHHAPOM, B
pe3yabTaTe MOXET HaOIIOAaThCs TOBBIIICHHAS YYyBCTBUTEIBHOCTh K HEICTIONSPH3YIOUIUM
MuopenakcantaM. K THOJOOHBIM mpernaparaM OTHOCST pa3idyHble aHTUOMOTHKH, OJOKAaTOPHI
OeTa-aJJpeHOPeLenTOPOB  (MPOIPAHOIION, OKCIPEHOJION), AHTHAPUTMHUYECKHE IpernapaThl
(mpoxamHamuj, XUHUAMH), MPOTHBOPEBMATHYECKUE IpenapaThl (XJIOPOXUH, NEHULIHWIIIAMHH),
TpuMeTadaHa KaM3HUJIaT, XJOPIPOMAa3HH, CTEPOUIbl, ((EHUTOUH U JTUTHH.

[TpuMeHeHre CyKCaMETOHUS C LENbI0 YBEIHMUCHHS ATUTEILHOCTH HEPBHO-MBIIIIEYHON OJIOKa/IbI,
BBI3BAaHHON HEACMOJSAPU3YIOIUIMMUA MHOpPENAKCAaHTaMHU, MOXET TMPHUBECTH K JUIMTEIbHOU
KOMIUIEKCHOW OJioKaze, KOTOpylo ObIBaeT TPYIHO YCTPAaHUTh C TIOMOIIbI0 HHTHOUTOPOB
XOJIMHACTEPA3Hl.

Ocnabnsiom 3¢hghexm muopenaxcanmos

- IPEIECTBYIONIEE UTUTENFHOE PUMEHEHNE (DEHUTOMHA WITH KapOaMa3ernuHa;

- Tepamusi UHrMOUTOpPaMH XOJIMHACTEPAa3bl, YaCTO HUCIOJB3YIOIUMHUCS ISl JICYCHUS OOJIe3HU
AunblreiimMepa, HapuMep, JOHENE3UIOM, MOXKET YKOPAYHBATh JUTUTEIBHOCTh HEPBHO-MBIIIICYHON
670KaIbpl ¥ 0CnabATh OJ0Kupyrouuii 3¢ ekt npenapara Llucarpakypus Ge3unar.

be3 agpgpexma

- IIpeIBapUTEIbHOE BBEACHHE CYKCAMETOHUS HE OKa3bIBaeT BIHMSHHUS HA JUTUTEIBHOCTh HEPBHO-
MBIIICYHOH OJIOKa/bl, BBI3BAHHOI OOJIIOCHBIM BBe/IeHHEM mpernapata LlucaTpakypus Oe3mnat, u
HE JIOJDKHO YYHUTBIBAThCS TIPU BEIOOPE CKOPOCTH MH(Y3UH Mpernapara.

[Ipu BBeI€HUU B YCIIOBUSIX, UMUTHPYIOIINX UH(Y3HOHHYIO CUCTEMY C Y-00pa3HBIM KaTeTepoM,
npenapar {ucarpakypust Oe3ujaT COBMECTHMM CO CIEAYIOIIMMHU IpernaparaMd, OOBIYHO
UCTOJb3yEMbIMA BO BpeMsl OINEPATUBHOI'O BMEIIATENbCTBA: aJb(EHTAHWIA THAPOXIOPHIOM,
JPOTIEPHUIONIOM, (DeHTaHMIIA LUTPATOM, MHJIa30JIaMa THAPOXJIOPUIOM U Cy(EeHTaHHIIA [IUTPATOM.
[Ipemapatr He COBMECTMM C KETOpOJaKa TpPOMETaMOJIOM M AMyJbcued mponodona s
BHYTPUBEHHOI'O BBE/ICHUS.

4.6. ®epTWILHOCTD, 0€PEMEHHOCTDH U JAKTALHUA

bepemeHHOCTD
[Tpenapat Lucarpakypus Oe3myaT cieayeT MpUMEHSITh BO BpeMsi OEpEMEHHOCTH TOJBKO B TOM

cjIydac, €CJIM OxxuJgacMas 1mojib3a il MaTepu NpCBOCXOANUT HOTGHHH&HBHBIﬁ PHUCK 1A IJ1044.

HccnenoBanusi Ha KUBOTHBIX IMOKa3ayd, uTo mpenapar Llucarpakypust 6e3myiaT HE OKas3bIBaeT
TEPaTOre€HHOI'0 U TOKCHUYECKOTO IEHCTBUS Ha IUIOA.

JlakTanms

HewusBecTHO, BhIIENSETCS JIM MIECATPAKypHust OC3UIIAT WIIH €r0 META0OJUTHI C TPYIHBIM MOJIOKOM
y uenoBeka. [Ipenapar ciienyer npuMeEHATh B MEPUOJ IPYIHOTO BCKaPMIIMBAHUS TOJBKO B TOM
ciydae, €ClId O)KHJIaeMasi TI0JIb3a Il MaTePU MPEBOCXOUT MOTEHITMABHBIN PUCK I peOeHKa.

DepTUabHOCTD
Brnusinue Ha penpoayKTHBHYIO (PYHKIHIO HE U3Y4aloCh.
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4.7. BausiHue HA CHOCOOHOCTH YNPAaBJIATH Tpchnbg'mmlm]Uﬁ"encmalim”h D‘ﬂﬁ'ﬁ”ll‘li;lTb c

MEXaHM3MaMHu

[Tpenapar Lucatpakypusi Ge3msiaT BCerga MCMONb3YeTCS BO BPEMs HapKo3a, CJIEeIOBATENbHO,
BIIMSIHME HA CIIOCOOHOCTH YNPABIISITh aBTOMOOUIIEM MJIH APYTHUMHU IBUKYIIUMHUCS MEXaHHU3MaMH
OyZIeT Takoe ke, KaK M y IpernapaToB JJsl HApKo3a.

Ecnu nocne npumenenus npenapara L{ucarpakypust 6e3mnar npexycMoTpeHa paHHss BBINHCKA,
MaLMEHTaM HE CIIEyeT BECTH aBTOTPAHCIIOPT WIX YIPABIIATh MEXAaHU3MAMH.

4.8. HexkesaTeJIbHbIE PeaKIUH

Pestome HexxenaTesbHbIX PeakIuit

HesxenarenbHble peakiinu, MPEICTaBICHHBIC HIDKE, IEPEYUCIICHBI B COOTBETCTBHH C TOPAKECHUEM
OpPraHOB U CHCTEM OPI'aHOB M YaCTOTOM BCTpeyaeMOCTH. YacToTa BCTPEUaeMOCTH HEKeaTeIbHbBIX
peakiuii onpeaenseTcs cIeayonmM oopa3oM: odeHb 9acto (> 1/10), gacto (> 1/100 u <1/10),
HedacTo (> 1/1 000 u <1/100), peaxo (> 1/10 000 u < 1/1 000), ouens penko (< 1/10 000), yacrora
HEU3BECTHA (HA OCHOBAHHMU MMEIOIIMXCS JaHHBIX OIICHUTh HEBO3MOXKHO). KaTeropuu 4actoTsl
Obutd  COPMHPOBAaHBI HA OCHOBAaHMM KJIMHUYECKUX  HCCIICJOBAaHUN  mperapara W
MOCTPETHCTPAIIMOHHOTO HAOIIOICHUS.

JlaHHbBIE KIMHUYECKUX UCCIIEIOBAHUMN
Hapywenus co cmoponwvl cepoya
Yacro: Opaauxapaus.

Hapywenus co cmoponwl cocyoos
YacTo: CHWKEHUE apTepUAIBHOTO JIaBICHMUS;

Heuacro: MOKPAaCHCHHUEC KOXHU.

Hapywenus co cmoponsl 0bixameivbHo cucmembl, Op2aHos epyoHOU KIemKu U cpedocmeHus
Heuacto: 6ponxocnaszm.

Hapywenus co cmoponwl Kodicu u NOOKOICHbBIX MKAHell
HeuacTo: cbIIIb.

JlaHHBIE TOCTPETUCTPALIMOHHOT O HAOIIOACHUS
Hapywenus co cmoponvl uMMyHHOU cucmembl
OueHb peako: aHaQUIAKTHYECKHE PEAKIIHH.

AHapIaKTHYEeCKUE PEAKIIUU MOTYT BapbUPOBATh MO CTENEHH BBIPAXXECHHOCTH U TSHKECTHU IMOCIIE
BBEJCHUS MHOpenakcaHToB. QOueHb peako cooOmanoch O BO3HUKHOBEHHUH — TSDKETBIX
aHa(pUIAKTHYECKUX PEaKUU{ y MAlMeHToB, MOJyyaBIIMX mpernapar Llucarpakypusi Oezumnar B
COUYETAaHUHU C OJHUM WM HECKOJIIBKUMHU aHECTETUKAMM.

Hapywenus co cmopoHbvl mbiuieunotl, KOCMHOU U COeOUHUMENbHOU MKAHU
OdeHb peKo: MUOTATHS, MBIIIIEYHAs CTA0OCTh.

3aperucTpupoBaHO HECKOJIBKO CIIly4yaeB MMOMATHU W/MIM MBIIIEUYHOW criaboctu Ha (oHe
MPOAOIDKUTEIHHOIO TMPUMEHEHHSI MHOPENAKCAHTOB Y TSDKEJIBIX IAallMEHTOB B OTICICHHH
MHTCHCUBHOW Tepamnuy, OOJBIIMHCTBO W3 KOTOPBIX TMOJYYajdH COIYTCTBYIOIIYIO TEPAIuio
KopTuKocTepouaMu. [IpuuMHHO-CIeICTBEHHAsI CBsI3b C BBEIEHHEM IlMcaTpakypus Oe3uiara B
ATHUX CITy4asiX, BCTPEUAIOLINXCS PEIKO, HEe ObLIa yCTaHOBJICHA.

Coo0111eH1E 0 10/103PEBAEMBIX HEKEIATEIbHBIX PEAKIIUAX

BaxxHo coo01maTh 0 1Mo103peBaeMbIX HeXXEIaTeIbHbIX PEAKIUAX MOCIIE PErHCTPALH ITperapara ¢
LENbI0  O0ECTIEYEeHUs HENPEpPhIBHOTO MOHMTOPHHIA COOTHOLICHHS «II0JIb3a —  PHCK»
JICKApCTBEHHOTO Tpenapara. MeauuHCKUM pabOTHUKAM PEKOMEHAYETCs coOOIIaTh O JIIOOBIX
MIOJIO3PEBAEMBIX HEXKENATeIbHBIX PEAKLHUAX JICKApCTBEHHOTO Iperapara 4yepe3 HallMOHaJIbHbIC




COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 04.09.2025 N= 22105

CUCTEMBl COOOINECHUS O HEXKETATeIbHBIX PEAKIUIX 'FBE'&QE&Q EE"T%QE'BB:CEEEdg;ig&OFO

9KOHOMHUYECKOT'0 COH03a:
Poccuiickas ®@enepanus

Apnpec: 109012, r. Mocksa, CrnaBsiHcKas ruiomanp, 1. 4, ctp. 1

denepanbHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3apasHamzop)

Tenedon: +7 800 550 99 03

daxc: +7 495 698 15 73

OnekrponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAITUOHHOM ceTu «HTepHeT:
https://www.roszdravnadzor. gov.ru/

4.9. llepeno3upoBka

CHUMIITOMBI
OCHOBHBIMM CHUMITOMaMHU TIEpEO3UpPOBKH TpemapaTta llucarpakypusi Oe3mnar SBISIOTCS
JUIUTENIbHBIN MTapaiiy MBIIILL, BKJIIOYas JbIXaTeIbHbIC, U €r0 MOCIEeICTBUSI.

Jleuenune

JIo BOCCTAaHOBIICHHMS aJIeKBaTHOTO CIIOHTAHHOTO [IBIXaHHWS O4YEHb BAXXHO TOIJICPKUBATH
BEHTHISLIMIO JIETKUX M OKCUTEHalMIo KpoBu. HeoOxoanMma mosHas cemanusi, Tak Kak Ipernapar
[Mucarpakypust Oe3minar He BIUSET Ha co3HaHWe. [Ipu MOsSBIEHMM MPU3HAKOB CIOHTAHHOTO
BOCCTAQHOBJICHHSI HEPBHO-MBIIICYHOW TPOBOAUMOCTH, €r0 MOXXHO YCKOPUTH C IOMOIIBIO
MHTUOUTOPOB XOJIUHACTEPA3bI.

Haznauenue 0,04-0,7 wmr/kr HeocturmuHa wmetwicynspata npu 10 % BoccTaHOBIECHHH
npoBoauMocTH obecnieunBaet 95 % BocctaHoBneHue (cootHomeHnue T4:T1> 0,7) B cpenHem B
tedyeHne oT 9 no 10 muHyT. Bpems BoccTaHOBIEHMsI MPOBOAUMOCTH OT 25 % 10 IOJHOrO
BoccTaHOBJIeHUS (cooTHomeHue T4:T1 > 0,7) mpu NpUMEHEHUM yKa3aHHBIX 103 HEOCTUIMHHA
MeTHicyibgara nocturaer 7 mMunyT. CpemHuil MHIEKC BoccTaHOBIeHHS oT 25 % mo 75 %
COCTaBJISET OT 3 10 4 MUHYT.

Haznauenue >npodonus xmopuaa B 1o3e 1,0 Mr/kr npu npubiu3utensHo 25 % BOCCTaHOBICHUH
HelpoMmbImedHoro 6yoka (16-30 %) obecieunBaet 95 % BoccTanoBneHue (cooTHomeHue T4:T1>
0,7) B cpeaHeM B T€YEHHE OT 3 10 5 MUHYT.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapMakoTepaneBTHUECKas TPYyNNa: HEASHOMSPU3YIOMMNA MHUOpPETaKCaHT MepudeprHIecKoro
JIENCTBUS.

Kong ATX: MO3ACI11.

MexaHusm AeUCTBUA
[ucarpaxypust 6e3uaT — HeACTIONAPU3YIOIINIA OCH3MITN30XUHOIMHOBBIN MUOPEIAKCaHT CpeIHeH
IIPOJIOJIKUTEIIBHOCTU JCUCTBUSA.

[To naHHBIM KIMHUYECKUX MCCIEIOBAHUN y MYXUYUH LMcaTpakypus Oesujar B 103e, 10 8 pas
npeBbIaoniei 3pGeKTUBHYIO 103y, HE0OX0AUMYIO A7 95 % momaBiIeHUs peakuy OTBOASALICH
MBI OOJIBIIOTO MaJbIAa KUCTH B OTBET HA CTUMYJISIIUIO JJOKTEBOTo HepBa (D /lgs), HE BHI3bIBACT
7I0303aBUCUMOE  BBICBOOOXKIeHME TuctamuHa. Llucatpakypusi Oe3mnar CBS3bIBaeTCs C
XOJIMHOPELENITOPaMU OKOHYAHHUI JIBUTaTEIbHBIX HEPBOB M BBICTYNACT B POJIM AHTArOHUCTA
alleTUIXOJIMHA, BBI3bIBAsi KOHKYPEHTHYIO OJIOKaTy HEPBHO-MBIIICYHON MPOBOJIUMOCTH, KOTOpAs
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METHJICYIB(PATOM U 3IPOGOHHUS XITOPUIOM.

3195 ucaTpakypus O6e3miiata BO BpeMsi OIMOUTHON aHECTe3UH (THONCHTA HaTpus, GEHTAHIII U
MHu1a3ojaM) coctapiseT 0,05 Mr/kr.

O 1gs nmcaTpakypusi Oe3unaTa y AeTeil BO BpeMs rajloTaHOBOM aHectesun coctapisieT 0,04 Mr/kr.
5.2. ®apMaKOKHHeTHYECKHE CBOHCTBA

HexomnapT™meHTHass QapMakOKMHETHKA IMcaTpaKkypus Oe3miiaTa HE 3aBHUCUT OT JIO3bI B
uccinenoBanHoM auana3one (ot 0,1 g0 0,2 mr/kr, T.€. 0T 2 10 4 % D ]lgs).

[MonyssiinonHoe  (hapMaKOKHHETHIECKOE MOJICIUPOBAHUE IMOATBEPIKIAET M PACIIHPSACT STOT
nuama3on 10 0,4 mr/kr (8 x D/1gs).

Pacnpenenenue

ITocne BBemenust 103 0,1 m 0,2 Mr/kr nucarpakypusi Oe3usiaTa B BUAE WHBEKIIMH B3POCIBIM
XUPYPTUYECKUM TalMeHTaM 00beM paclpesieieHUs] B paBHOBECHOM COCTOSHHUHM COCTABIISIET OT
121 mo 161 mu/kr.

buotpancdopmanus

[ucarpakypust Oe3myiaT pacrajaercss B OpraHu3Me Npu (QU3HOIOrHYecKux 3HaueHusXx pH wu
Temmepatypsl Tena  (dnuMHuHAIUsA  XodmanHa) ¢ oOpa3oBaHMEM = JlaylaHO3MHA |
MOHOYETBEPTUYHOTO aKPUJIATHOTO METa0OINTa, KOTOPBIM IOABEPraeTcss TUAPOIU3Y TOA
NelcTBUEM Hecnenu(puyeckoi scTepa3bl IUIa3Mbl ¢ 00pa30BaHUEM MOHOYETBEPTUYHOIO
MeTabonuTa cnupra. MeTaboauThl He 00J1aAal0T MHOPETAKCUPYIOIIUMHU CBOHCTBAMH.

DauMHUHALUS
BreiBenenne mucarpakypus Oe3uiara sIBISETCS B OCHOBHOM OpPraHOHE3aBHCHMBIM, OJTHAKO,

BBIBCACHUC YCPC3 NCUCHDb U MOYKHU ABJIACTCA IICPBUYHBIM ITYTEM KIIMPCHCA €TO MeTa00IUTOB.

dapMakOKMHETHYECKUE TTapaMeTphl Ipernapara, BBOJUMOIO B BUIe OOTIOCHBIX HHBEKIMN B 103€
cepimie 0,1 u 0,2 MI/Kr B3pOCIIBIM XUPYPTUUECKUM HallMEHTaM, IPECTaBICHbI B TabuIIe 6.

Tabnuya 6. Cpednue 3nauenuss OAGHHbIX NO BAPMAKOKUHEMUKe, COOMBENMCmMaEyoujue npeodeiam
CPEOHUX 3HaAUeHUl 003 YUCAMPaKypus

ITapamerp IIpeneibl cpegHUX 3HAYECHHH
Knupenc 4,7-5,7 Ma/MUH/KT

OOBeMm pacrpesienieHus: B pABHOBECHOM COCTOSTHUH 121-161 mr/kr

Ilepuon noayBbIBEAEHUS 22-29 mMuH

dapmMakOKMHETUKA PU MH(Y3MOHHOM BBEJICHHH

dapmMakOKMHETHKA IUcCATpaKypHs Oe3ujara Irocjie MHbEKLIUU Ipernapara B BUIAC MHPY3UU U
Oonoca oguHakoBas. CpeqHHUI KIMpPEHC IucaTpakypus Oe3miata coctaBisieT 6,9 Mil/Kr/MuH, a
NepuoJl TONyBbIBeIeHUsT 28 MHHYT. BbiBeneHue mnpenapata HE 3aBUCHT OT JJIMTEIBHOCTH
MHQY3UH U HE OTIMYAETCS OT TAKOBOT'O IMPH €ro OOIIOCHOM BBEJICHHH.

Oco0ble rpynnbl NalUeHTOB

THayuenmuvr nodcunozo eospacma

Knuanueckn 3HauMMON pa3HHLBI B (papMaKOKHMHETHKE IMCATpaKypus Oe3miaTa y HallMEeHTOB
MOJIOZIOTO U MIOYKHJIOTO BO3pAcTa HET, €T0 KIMPEHC B IIa3ME KPOBU HE U3MEHSETCS B 3aBUCHMOCTH
OT BO3pacTa MO JaHHBIM CpPaBHUTENBHOrO HccienoBaHus. HeGomblioe yBenndeHue oObema
pacnpenenenus (+ 17 %) n nepuoga mnosyBbiBeneHus (+ 4 MUHYTHI) HE BIMSET Ha BpPEMs
BOCCTAHOBJIEHUS! HEPBHO-MBIIIEUYHOM MPOBOJUMOCTH Y MOKUJIIBIX TALIUEHTOB.

Ilayuenmsi ¢ HapywieHuem hyHKyuu novex
Knuanueckn 3HaUuMON pa3HUIBI B (papMaKOKMHETHKE LUcaTpaKypus Oe3usara y MalleHTOB C
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TEPMHUHAJIBHOW CTaJAMEN TOYEYHOH HeHOCTarquOCTIEInIﬁ::QE%ﬁgJ;wtjﬂ)'ggoE&%ﬂ%y HE

HaOmomaercs. [lo  f1aHHBIM  CPaBHHUTENBHOTO HCCIENOBAHUS He OBLJIO CTaTUCTUYECKH
JTOCTOBEPHBIX WIM KIMHUYECKH 3HAUYUMBIX pa3inyuii (papMaKOKMHETHUYECKHX MapaMeTpOB
nucarpakypus 6esmiata. Bpems BoccTaHOBICHHS HEPBHO-MBILIICUYHOW MPOBOAMMOCTH TAaKKE HE
U3MEHSETCA IIPU ITOYEYHON HENOCTaTOYHOCTH.

Ilayuenmoi ¢ Hapywienuem @yHKYUU neyeHu

Knuanueckn 3HaUMMON pa3HUIBI B (papMaKOKMHETHKE LUcaTpaKypus Oe3usara y MaIleHTOB C
TePMHUHAIBHON CTaauell MeYeHOYHON HEIOCTATOYHOCTH M Y 3JIOPOBBIX JOOpPOBOJIBIIEB HET. B
CPaBHUTEIBLHOM HCCJIEIOBAaHUM Yy MAlMEHTOB, KOTOPHIM IOKa3aHa TpaHCIUIAHTALMs IEYEHH, U
3JI0POBBIX MAIMEHTOB HaOM0aIach HeOOIbIIas pa3HUIla B oobeMe pacnpenenenus (+ 21 %) u
kiupence (+ 16 %) mucarpakypust 6e3uiara, HO MEPHOJ] MOTYBBIBEICHHUS IpenapaTa U BpeMs
BOCCTAHOBJIEHUSI HEPBHO-MBIIIEYHOM IPOBOIUMOCTH HE U3MEHSIINCH.

Tayuenmvr OUT

dapmakoKMHETHKA Iucatpakypus Oesunara y mauumeHToB B OUT, momywarommux ero B BUAE
JIUTeNbHOW WHQY3UHM, HE OTJIMYAaeTCs OT TAaKOBOM Yy 370pPOBBIX B3pOCIBIX WJIM OT
(apMaKOKMHETUKU TPH OJHOKPATHOM O0JII0oCHOM BBeleHHH. CpelHuil KIMpEeHC HHUCcaTpaKkypus
Oe3uyata cOCTaBisieT 7,5 MI/KI/MMH M TEpHOJ MOJYBBIBEAECHUS paBeH 27 MuHyTaMm. Bpewms
BOCCTAQHOBJICHHsI TIperapara Mocjie UIMTEIbHOrO WH(QY3MOHHOTO BBEJCHUS HE 3aBUCHUT OT
IPOAOCIDKUTENHOCTH HHPY3un. KoHIeHTpalus MeTaboauToB BhIle y Tex nanueHToB B OUT, y
KOTOPBIX HapymieHa (yHKIHS MoyeK W/uiaM nedeHu. OHaKo 3T MeTaboIuTHl He BIMAIOT Ha
HEPBHO-MBIIICYHYIO OJOKamdy.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeueHsb BcoMoraTebHbIX BelleCTB

BbenzoncynbhoHoBoi KucinoTsl pactBop 32 %

Boga o1 nHbEeKIINn
6.2. HecoBMecTHMOCTE

JIaHHBIA JIeKapCTBEHHBIH MpenapaT He CIEAyeT CMEUIMBaTh C JPYTMMHU JIeKapCTBEHHBIMH
IpernapaTamu, 3a UCKJIIFOUEHUEM YIIOMSHYTHIX B pazzene 6.6.

6.3. Cpok roaHocTu (CPOK XpaHeHusl)
2 roja.
6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHU U

B 3amuimensom ot cBera mecte npu temmneparype ot 2°C no 8°C. He 3amopaxuBaTs.

XpaHUTh B HEAOCTYITHOM JUISL AETEU MECTE.
6.5. XapakTep u coaepxkaHue NePBUYHOI YTAKOBKH

ITo 2,5 mi wnu 5 MUl Tipenapara MOMEIIAaloT B aMITyJIbl CTEKIITHHbIE U3 OeCLBETHOIO cTekia 1-ro
TUAPOIMTUYECKOr0 KJIacca C KOJIbLIOM MJIM TOYKOW U3JI0MA.

ITo 10 Ma mpemapara MOMEIIalOT BO (DIIAKOHBI CTEKISIHHbIE M3 OECLBETHOrO CTekjaa 1-ro
THJIPOJIUTUYECKOTO KJ1acca, FTEpPMETHYHO YKYTIOpPEHHBIE TPOOKaMH PE3MHOBBIMU C TIOCIIETYIOLICH
OOKaTKOW KOJITAaYKaMU QIIFOMUHUEBBIMU HJIM KOMOMHUPOBAHHBIMHU.
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ATUKETKU U3 OyMaru caMOKJIesIeics.

ITo 5 ammyn unu (IaKOHOB MOMEIIAIOT B KOHTYPHYIO sIUEHKOBYIO YIIaKOBKY U3 TuieHku [1BX nmm
n3 maeHku [[0TO.

Ilo 1 mnu 2 KOHTYypHbIE SYEMKOBBIE YNAKOBKH C aMIyJaMH, WIM | KOHTYpHYIO SYEHKOBYIO
YHaKOBKY C (prakoHaMu BMeCTe C MHCTPYKLHMEH 10 MEAUIMHCKOMY MPUMEHEHUIO TIOMEIAIOT B
MayKy U3 KapTOHA ISl MOTPEOUTENbCKOM Taphl.

6.6. OcoOble Mepbl MNPeJIOCTOPOKHOCTH NPH  YHUUYTOKEHHM HMCHOJIb30BAHHOIO
JICKAPCTBEHHOI'0  Ipemapara WM OTX0I0B, MOJYYEHHBIX IOcCJe TpPHMEHeHHs
JIEKAPpCTBEHHOI0 NMpenapaTa u Apyrue MaHUMYJSINUYU € IPenapaTomM

WHcTpyKIKd 110 UCTIONb30BAHUIO PAcTBOPA

PasBenennbiii pactBop mnpenapata l[lucarpakypust Oe3wsiaT Juisi BHYTPHUBEHHOTO BBEICHHS
crabuiieH B TeUCHHUE, 10 KpaiHell Mepe, 24 4 npu Temreparype oT 5 10 25°C B KOHIIEHTPALUAX
ot 0,1 10 2,0 Mr/mi B cneayromuUX pacTBOPax JJIsl BHYTPUBEHHOTO BBeJICHHs (B KOHTEHHEpax U3
MIOJINBUHUJIXJIOpUJA WY TIOJIUIPOIMIIEHA):

- pacTBOp HaTpus xynopuaa it uaoysuii 0,9 % (mo maccoBoit gosne);

- pacTBOp AEKCTPO3bl st uHDY3uit 5 % (1o MaccoBoi aoie);

- pactBop Hatpus xjopuzaa 0,18 % (mo maccoBoil none) u AekcTpo3bl 4 % (110 MaccoBOl A0JI€)
111 UHQY3UH;

-pactBop Hatpus xsopuaa 0,45 % (1o maccoBoii foj€) U AEKCTPO3bl 2,5 % (110 MaccoBOH 10JIE)
111 MHQY3UH.

ITockonbky mpenapat Llucarpakypust 0e3mnar He COAEPKUT MPOTUBOMHUKPOOHBIX KOHCEPBAHTOB,
€ro pa3BelIeHUE CIEIYET IPOBOAUTH HENOCPEACTBEHHO IEpe INPUMEHEHUEM, pa3BEICHHBIN
pacTBOp HEOOXOIMMO Cpa3y BBECTH, a HEHMCIIOJIIb30BAaHHBIN pacTBOp mpenapara Llucarpakypus
Oe3unar cieayeT yHUUTOXKHUTb.

[Tpenapat Hucarpakypus 6e3miiaT XUMHUYECKH HECTaOUIICH IPU pa3BeIeHUU B pacTBope Punrepa.

IIpu BBenEHUM IpYruX MpPENapaToB Yepe3 Ty K€ UINIY WIM KaHIONIO, Yepe3 KOTOpbIe BBOAMIICS
npenapar Llucarpakypust Oe3uiaT, WUIy U KaHIONIO TOCJIE BBEACHMS KaXJOTO Ipernapara
PEKOMEHIYETCSl NPOMBIBATh JOCTAaTOYHBIM KOJIMYECTBOM COBMECTHMMOIO pacTBOpa JUid
BHYTPHUBEHHOI'O BBEJICHUS, HAIIPUMED, pacTBOpoM Hatpus xjopuaa 0,9 % (o maccoBoii 1oie).

[Ipenapar Lucarpakypust Ge3msiaT cTaOMIEH TOJNBKO B KHCIBIX PAacTBOpax, MO3TOMY €ro He
ClleqyeT CMEUIMBaTh B OJHOM INIPHUIIE WM BBOJUTH OJHOBPEMEHHO 4YEpE3 OJHY MINIY C
LIEJIOYHBIMU PaCTBOPaMH, HAIIPUMED, C THOIIEHTAJIOM HATpusl.

Ecmu s mabekuuu npenapara Llucatpakypusi 0e3miar HCIoONb3yeTcs mnepudepruieckas BeHa
MEJIKOTO KanuOpa, ee cieayeT MPOMBITh TOCIe BBEACHUS MpernapaTa COBMECTUMBIM PacTBOPOM
JUIl BHYTPUBEHHOI'O BBEJIEHUS, HampuMmep, pactBopoM Hatpus xinopuzaa 0,9 % (mo maccoBoit
JI0JIE).

Het oco0bIx TpeOOBaHU K YTHIM3AIIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

Poccuiickas ®@enepanus

000 «b-®APM»

143026, MockoBckasi o0macth, r. 0. OnuHIOBCKUH, p. 1. HoBomBaHOBCKOE, yi. ATPOXUMHKOB,
cTp. 2A, KOM. 2

Ten.: +7 (499) 145-59-99
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(MOCNEOCBATENEHOCTE 0001)

DnekrponHas nmoura: inbox@b-pharm.ru

7.1. IIpeacTaBuTe/Ib JEPsKATEISI PETrHCTPALIMOHHOIO YI0OCTOBEPEHHA

[IpereH3uu noTpeOUTENICH HAIPABIIATH 10 aPECY:

Poccuiickas ®@enepanus

000 «b-©APM»

KOpuamueckuii anpec: 143026, MockoBckast 001acTh, r. 0. OAUMHIIOBCKHH, p. 1. HOBoMBaHOBCKOE,
yi1. ATpOXUMHKOB, CTp. 2A, KOM. 2

[ToutoBsrit agpec: 121309, Mockga, a/s 15

Temn.: +7 (499) 145-59-99, ten. 'opsiaeit muauu: +7 (926) 601-20-45.

OnexkrponHas nmoura: inbox@b-pharm.ru

8. HOMEP PETNCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPUS OTIIYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapcTBeHHBIN IpenapaTr OTHOCUTCS K KaTETOPUM OTIIyCKa 110 pEeLEnTy.
OOm1ast xapaKTepHCTHKa JIEKapCTBEHHOT O npenapara L{ucaTpakypus 6e3uiat JOCTyIHA B €ITHOM

peecTpe 3aperucTPUPOBAHHBIX JICKAPCTBEHHBIX CPeICTB EBpa3uiickoro S5KOHOMUYECKOTO COK3a U
Ha o(UIMATILHOM CaiiTe YIoJHOMOUEHHOTo opraHa https://eec.eaeunion.org.
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