COOTBETCTBYET IKCNEPTHOMY OTUYETY

ot 25.05.2026 N= 10344

OBIIASI XAPAKTEPHCTHKA JEKAPCTBEHHOFG TIPEITAPATA 7707

1. HAUMEHOBAHMUME JJEKAPCTBEHHOI'O ITPEITAPATA

Kpyapown, 10 mr/mi, pacTBop AJ1si BHyTPUBEHHOT'O BBEACHUS

2. KAYECTBEHHBIN 1 KOJJUYECTBEHHBIN COCTAB

JleiicTByto111€€ BEIIECTBO: POKYPOHUS OPOMHUI.

Kaxxmpiii M1 pacTBOpa coaepkuT 10 Mr pokypoHust Opomua.

Kaxnprii hmakoH o0beMoM S M1 coaepkuT SO Mr poKypoHHS OpoMHuIa.

BemecTBa, Hanmu4re KOTOPHIX HAJO YYUTHIBATh B COCTaBE JIEKAPCTBEHHOIO Mpemnapara: HaTpun
(cMm. paznen 4.4.).

[TonHbIii MepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pasjene 6.1.

3. JIEKAPCTBEHHASA ®OPMA
PacTBOp 4151 BHYTPUBEHHOTO BBEJICHHSI.

[Ipo3padnast OT GECIIBETHOTO JI0 CBETJIO-KOPHUYHEBOTO IIBETA YKUIKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHHIO

[Ipenapar KpyapoH moka3zaH K TPUMEHEHUIO y B3POCIBIX, MJIAJICHIIEB, I€T€H, MOAPOCTKOB B

BO3pacte oT 1 mecsaua 1o 18 ner:

— g oOjerdyeHuss MHTYyOauMM Tpaxeu TMpH IPOBEICHUU IUIAHOBBIX XHUPYPrU4ECKHUX
BMEIIATEIbCTB M OBICTPOM MOCHIen0BaTeIbHON MHIAYKIMU aHECTe3Ud M Uil oOecreyeHHs
pelakcaly CKEJIETHONH MYCKYJIaTypbl BO BpEMS XUPYPru4eCKUX BMEUIATENbCTB Y B3POCIIbIX;

— Jg  oOjeryeHuss MHTYOauM Tpaxeu TMpH MPOBEACHUU IUIAHOBBIX XHUPYPrUYECKHUX
BMEIIATEIILCTB U JUIsI OOecmeueHHs] pejlakcallMd CKEeJeTHOM MYCKyJaTypbl BO BpeMs
XUPYPrU4EeCKUX BMELIATENbCTB y JeTel ¢ 1 Mecsna;

— Ui o0JierdyeHust MHTYOAluu TpaxeH MpHU NMPOBEJICHUN MUCKYCCTBEHHOW BEHTUJISIIIMU JIETKHUX B
OTJEJICHUSIX WHTEHCHUBHOM Tepanuu y B3pOCHbIX (KpoMe JeTedl M MAlUEeHTOB MOXHIIOro
BO3pacTa).

4.2.  PexxuMm 103MpOBaHMS U CNIOCO0 MPUMEHEHUSs!

TonbKko ISt CTAlMIOHAPHOTO IPUMEHEHHS.

PesxuM 103upoBaHus

HpenapaT prapOH JOJIZKCH BBOAUTBHCA TOJIBKO OIBITHBIMHU KIIMHUIIUCTAMHA, KOTOPBIC 3HAKOMBI C

JIeCTBUEM MHUOpPENIAaKCaHTOB, WM Mo ux Habmoxenuem. Jlo3zy mpemnapara KpyapoH, kak u B
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nanuenta. [Ipu mombope 103kl cienyeT MPUHUMATh BO BHHMAHHME METOJl AaHECTE3UH U
IpENIoiiaraéMyl0  MPOJOJDKUTENIbHOCTh — ONEpalMH, METOJ  CeJali M OXKHUAAEMYIO
MPOAOHKUTEILHOCTh MEXaHWYECKOW BEHTHIIALIUM, BO3MOXKHOE B3aUMOJACHCTBHE C IPYTHMH,
COBMECTHO Ha3HAYaeMBIMU TIperaparaMu, a TakkKe oOIee COCTosiHHMe nanueHTa. st oneHku
CTCTICHH HEPBHO-MBIIIEYHOTO OJIOKA M BOCCTAaHOBJICHUS HEPBHO-MBIIICYHON MPOBOIUMOCTH
PEKOMEHAYeTCs HCIOIb30BaTh COOTBETCTBYIOIINE METOAbI HEPBHO-MBIIIIEUHOTO MOHUTOPHUHTA.
WNHranauroHHble aHECTETHKH YCUIUBAIOT HEPBHO-MBIIICYHBIA OJIOK, BBI3BAHHBIN MpemnapaToM
Kpyapon. D10 ycuiienue, 0JHaKO, CTAHOBUTCSI KJIIMHUYECKH 3HAYMMBIM TOJIBKO TOTJIa, KOTJa B
mpoiiecce OO0IIeH aHeCTe3WH KOHIIEHTpAIMsl JIETYYHMX BEIICCTB B TKaHSIX JOCTHTaeT YpPOBHS,
JIOCTAaTOYHOTO JUIsl TaKOro B3aummojeicTBus. CiaenoBarenbHo, moadop a03 npemnapara Kpyapon
ClelyeT MPOBOAUTH IyTEM BBelEHHUs Oojee HHU3KUX MOJICPKUBAIOIIUMX 1103 dYepe3 Oolee
JUTUTETIbHBIE WHTEPBAIBl WM JK€ HCIONB3ys Oojiee HU3KHE CKOPOCTH WH(Y3UM Tpernapara
Kpyapon Bo Bpemst mmrenbHbix (Oosee 1 yaca) mpouenyp, MPOBOASIIUXCS C UCTIOIb30BAaHUEM
WHTQJSIITIOHHOTO HapKo3a (cM. pasnen 4.5).

Puck meouyunckux ouubok

CrnyualiHoe BBEJCHHE MPENapaTroB, OJOKUPYIONUX HEPBHO-MBIIICUHYIO MTPOBOANMOCTh, MOKET
MIPUBECTH K CEPhE3HBIM HEXKENIATeIIbHBIM PEaKIUsIM, BKIIIOUas JCTANbHBIA Hcxo. Heobxoamumo
XpaHuTh npenapat KpyapoH ¢ HENOBpekAEHHBIM OO0KHMMHBIM KOJIMTAYKOM M KPBIIIKON TaKUM
0o0pazoM, 4YTOOBI MHUHHUMH3HPOBATH BO3MOXHOCTH BBIOOpA HEMPABHIBHOTO Tpemapara (CM.
pazznen 4.4).

VY B3pOCHBIX NAaIMEHTOB B KadecTBE OOIIEH CXeMbl NPU TMPOBEICHHHM HHAOTpaxealbHOU
UHTYOAMM W IS OOECIeYEHHUs] MBIIICYHOW peJjaKkCcallMi TpU OIepalusix pas3IudHOu
JUINTEJILHOCTH W JJIS HWCIOJB30BaHUS B OTAEJICHUM HMHTEHCHUBHOI Tepamuu MOTYT OBITh
PEKOMEHI0BaHbBI CIIEIYIOIIHE O3B

Ilpu xupypauueckux emewiamenscmeax

Duoompaxeanvras unmybauus

CranpmapTHas 7032 POKYpOHHS OpoMHIa JJIsi TMPOBEICHHS SHIOTPaxeadbHOW HWHTYOAlluu BO
BpeMsi OOBIYHOUM aHecTe3uu coctaBisieT 0,6 MI/KT, TOciie KOTOPOW aJeKBaTHBIC YCIOBUS IS
MHTYOALMU Tpaxeu pa3BUBAIOTCS MPUMEpHO yepe3 60 cekyHnI y OonbIIMHCTBA ManueHToB. [Ipu
MPOBEACHUN OBICTPOM TOCIIEIOBATEILHON WHAYKIIMHM AHECTE3UU JUIsi OOJIETYeHHs YCIIOBUM
MHTYOAIMM Tpaxeu peKoMeHayeMas no3a coctaiseT 1,0 Mr/kr pokyponus Opomuaa. B atom
cilydae aJicKBaTHBIC YCJIOBHUS JUIsl MHTYOAllMU TpaxeH pa3BHUBAlOTCs 4yepe3 60 CEKyHI MOYTH Y
Bcex marueHToB. Ilpu ucmonb3oBanuu 10361 0,6 MI/KI POKYpOHHMS OpoMHIa sl MPOBEICHHUS
OBICTPOI TOCNEOBATEIPHOW MHIYKIIMM AHECTE3UHM PEKOMEHYETCS TPOBOJIUTH HWHTYOAIHIO
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MPUMEHCHUS POKYPOHUSI OpOMHIa BO BpeMsi OBICTPOU MOCIIEA0BATEIFHON HHIYKIIMH aHECTE3UN
y MaIMeHTOB, KOTOPBIM TMPOBOAMTCS KECAPEBO CEUYCHHUE, yKa3aHa B paszede 4.6.

Buicokue 003l

Bri6op Gosee BBICOKOW 03Bl JOMKEH OBITh OOOCHOBAH y Ka)JIOTO KOHKPETHOTO MaIlMeHTA.
OTMedeHO, YTO BBEJCHHE HAYAIBHBIX JI03 O 2 MI/KT POKYpPOHHsI OpoMHIA TIPH MPOBEICHUU
XUPYPrHUECKUX OIepaluid MpoTekano 0e3 MmoO00YHBIX 3(P(HEKTOB CO CTOPOHBI CEPIIEUHO-
COCYIUCTON CUCTEeMBI. [IpuMEHEeHnEe 3THX 1103 POKYPOHHsI OpOMHIa COKpAIaeT BpeMsl Hadaia
€ro JICUCTBUS U YBEIIMYMBAET MPOIOJDKUTEILHOCTD IEHCTBUS (cM. pa3aen S5.1).

Tloooeporcusarowiue 0o3vl

Pexomenayemast moanep:xkuBaromas go3a cocrapiser 0,15 Mr/kr pokypoHust Opomuza; B ciaydae
JUTUTEIHLHOTO MHTAJISIIMOHHOTO HapKo3a ee cieayeT yMeHbHUTh 10 0,075-0,1 Mr/kr pokypoHus
6pOMI/II[a. HO,Z[I[ep)KI/IBaIOH_II/IC A03bI JIy4II€ BCCTO BBOAWTL B TOT MOMCHT, KOIrJla aMIUIMTyOa
MBIILIEYHBIX COKpPALLEHUN BOCCTAHOBUTCA A0 25 % OT KOHTPOJIBHOTO YpPOBHS WIW IpHU
MOSIBJIEHUU 2—3 OTBETOB MPU MOHUTOPHUHTE B PEKUME UeThipexpaspsaanoi ctumyisauu (TOF).

HenDEDbIGHCl}Z MHd)VBM}l

Ecnu poxyponust OpoMua BBOAAT MOCPEACTBOM HENPEPHIBHON HMHEQY3UH, PEKOMEHAYeTCs
HAuYMHATh C HArpy304HOil 10361 0,6 MI/KT pOKypoHHs OpommHIa, a KOrJa HEPBHO-MBIIICYHAS
POBOJUMOCTh HAYHET BOCCTAHABIMBATHCSA, HadaTh WHQY3u0. CKOpoCTh WHOY3HH CIEIyeT
oJ00paTh TaKUM 00pa3oM, YTOOBI COKPATUTEIbHASI PEAKLIUS CKEJIETHBIX MBIIII] HAXOAMUIach Ha
ypoBHEe 10 % OT KOHTPOJBHOIO ypOBHS WJIN NOJAEpXkKaHHs 1—-2 OTBETOB NPU MOHUTOPUHIE B
pexxume uetsipexpaspsanoil ctumyssinuu (TOF). V' B3pocnbIX mpu BHYTPUBEHHOH 00IIei
aHEeCTe3WH CKOPOCTh MHQY3UH, HEOOX0auMast Uil TOIep>KaHHsI HEPBHO-MBIILIEYHOTO OJIOKa Ha
3TOM ypoBHe, coctaisier 0,3—0,6 Mr/kr/4, a mpu MHTAIAIHOHHOM Hapkoze — 0,3—0,4 Mr/kr/4.
Pexkomennyercss NpoOBOAUTH MOCTOSIHHBIM MOHMTOPUHI HEPBHO-MBIIIEYHOW IPOBOJUMOCTH,
IIOCKOJIBKY HEOOXOAMMasi CKOPOCTb HMH(Y3MH MOXET BapbHpOBaThb B 3aBUCUMOCTH OT
WH/IMBUAYAIBHBIX OCOOCHHOCTEH MAMEHTa U OT Pa3IMYHBIX METOJIOB aHECTE3HH.
Hcnonvsosanue 6 omoenenuu UHmMeHCUSHOU mepanuu

HHMV6CZI4M}Z mpaxeu

I[O3I:I AHAJIOTUYHBI TAKOBBIM IIPU XUPYPIrUiCCKUX BMCIIATCIILCTBAX.

Tloooeporcusarowiue 0o3vl

Pexomennyercst HaunHaTh ¢ 10361 0,6 MI/KT pOKYpOHHsI OpoMH[a, ¢ MOCIEAYIONIMM IEPEBOIOM
Ha HENpephlBHYIO HMH(Y3MI0 @permapara IMpd  BOCCTAHOBICHUHM  HEPBHO-MBIIICYHOM
npoBoaAUMOcTH A0 10 % OT uCXOAHOr0 YpOBHS MJIM MOJIyYEHUU 1—2 OTBETOB NPU CTUMYJISALIMU B
pexxume TOF. Jlo3sl pokypoHHs OpoMuaa JOIDKHBI OBITH TOJOOpaHBl HMHIMBHIYaTbHO B
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3aBHCUMOCTH OT 3¢ Pexra.

Pexomenmyemasi HayaimbHasi CKOPOCTh WHQPY3UH ISl TOJACP)KaHUSI HEPBHO-MBIIIEYHOTO OJIOKa
Ha ypoBHe 80-90 % (1-2 otBeroB mpu ctumynsauuu B pexume TOF) y B3pocibIX HanueHToB
cocraBisger 0,3—0,6 MI/Kr/4 B Te4eHHE MEpPBOro 4aca BBEACHUS, MOCIE YEro, Ha MPOTSKECHUU
6—12 yacoB HEOOXOAMMO CHW)XKaTh CKOPOCTb MH(Y3UH, B COOTBETCTBUHM C WHIMBHIYaTbHON
peakmuel marnuenTta. llocie 3TOro WHAWBUAYaIbHBIE MOTPEOHOCTH B OINPEACICHHOW [103€
npenapara OCTalOTCS OTHOCUTEIbHO IOCTOSHHBIMU. B KOHTpOIMpYeMBIX KIMHHUYECKUX
UCCIIEIOBAaHUSX ObUla BbISIBIIEHA 3HAYMTENIbHAS MEKUHAMBUIyalbHas BapHaOElbHOCTh B
OTHOIICHUM 4YacoBOW cKopoctu wuHGY3uH, co cpeaaum 3HaueHueMm 0,2—0,5 mr/kr/a B
3aBUCUMOCTM OT HPUYMHBI U CTENEHM OpPraHHOro(bIX) HApyIIEHUsi(Mil), COMYyTCTBYIOILErO
MEIMKaMEHTO3HOT0 JICYEHUS! M MHIUBHYyAJIbHBIX XapaKTePUCTHK NanueHTa. s obecrieueHus
ONTUMAJILHOTO  KOHTPOJS  HaJ  KaXIbIM  IAalMEHTOM  HACTOATEJBHO  PEKOMEHAyeTCs
OCYLIECTBJISATh HENPEPHIBHBI MOHUTOPUHI HEPBHO-MBIIIEYHON MpoBoAauMocTH. MccienoBaHo
BBEJICHME MperapaTa IpoJ0JKATEIbHOCTBIO 10 7 AHEH.

Ocobnie T'PYIIIBI TAIIMECHTOB

[Ipenapar KpyapoH He peKOMEHAyeTcs NpPUMEHATh Ui OOJIerdeHus IMPOBEACHUS
VCKYCCTBEHHON BEHTWJISLIUU JIETKUX B OTACJIEHUM MHTEHCUBHON TEpanuu y AeTed U NaleHTOB
MOXKHJIOTO BO3pAcTa M3-3a OTCYTCTBHS JAHHBIX 1O O€30MAaCHOCTH U dPPEKTHBHOCTH Iperapara y
STUX I'PyNI MalUEHTOB.

Jluya nodcunozo eo3pacma u nayueHmvl C NEYEHOUHOU HeOOCMAmOYHOCMbIO, U/UNU
3a001€8AHUAMU IHCENYEBBIBOOAWUX NYMeEU, U/UTU NOYEYHOU HeOOCMAmMOYHOCNbIO

CranpmapTtHass MHTYOAallMOHHAs 1032 JUI IALMEHTOB IOKWIOIO BO3pacTa W MAalUEHTOB C
3a00JICBaHUSAMHU TI€YCHHU, W/MIM SKETYEBBIBOMSIIUX IyTEeH, W/HWIM TPU HAUIWMYAHA TTOYCHHOM
HEI0CTaTOYHOCTH IpH TPOBEJEHUHM OOBIYHOM aHecTe3uu cocTasiseT 0,6 MI/KT pOKypOHHs
O6pomuna. Ilpu nmpoBeaeHuu mporerypsl ObICTPOI Mocae10BaTeIbHON HHAYKIUH Y TAllUEHTOB C
IPEANOIAarac Mo  MPOJIOHTUPOBAHHOW — MPOAOJKUTEIBHOCTBIO  JEHCTBUA ~ MHOpEIaKCaHTa
PEKOMEHIyeTCsl UCTIONB30BaTh 103y 0,6 MI/Kr pokypoHust Opomuia. HezaBUCHMO OT TEXHHKH
BBCJICHUS PEKOMEHJyeMas MOAJEPKUBAKOIAs J03a JUId OTUX MAlUEHTOB COCTABIIAET
0,075-0,1 Mr/kr poxypoHus OpoMuaa, pekomeHayemasi ckopocts uHPy3un — 0,3-0,4 mr/kr/a
(cM. Taxke «HenpepbiBHast UHDY3HUS»).

Tayuenmol ¢ u30bLIMOYHOU MACCOU MeENA U OHCUPEHUEM

[Ipyn ucmonp30BaHWM TIpenapara y MalMeHTOB C M30BITOYHOW MAcCOW Tela WM OXKHUPEHUEM
(TakOBBIMU CUMTAIOTCS MALIMEHTHI, 3HAaUEHUE MHJEKCa Macchl Teaa KOTOphIx Oosbiie 30) 10361
POKYpOHHsI OpoMHIa CIEAyeT CHIKATh, PACCUNUTHIBAsL UX, UCXOJIS U3 HOPMAJBHBIX JJIS JAHHOTO
BO3pacTa U oJjia nokas3aTeyel HHIeKca Macchl Tea.
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ot 25.05.2026 N= 10344
(MOCNEOQOBATENEHOCTE 0009)

CTH

COOTBETCTBYET IKCNEPTHOMY OTUYETY

Hns nmereir ¢ 1 Mecsima pekoMeHIyeMas 1103a Il WHTYOAalWu TpPH TPOBEICHHH OOBITHOM
anecre3un (0,6 Mr/kr pokyponusi Opomuaa) u nojaepkuBaromias mo3a (0,15 Mr/kr pokypoHus
OpomuIa) Takue ke, Kak U JJis B3POCIIbIX.

[Ipu npoBeneHny HenpepbIBHONW NH(Y3UH B IEAUATPUH CKOPOCTh MH(Y3UHU Takas ke, KaK H JUIs
B3pocibix  (0,3-0,6 mr/kr/4), 3a wuckmodeHneM neteid  (2—11 1er), KOTOpPBIM  MOTYT
noTpedoBaThes Oojee BBICOKHME CKOpocTH MH(Dy3uu. HadanpHas ckopocTh MHGY3UH I IETEH
peKoMeHayeTcs Takoi ke, kak u i B3pocislx (0,3—0,6 Mr/kr/4). Ye BO BpeMsi MPOLEAYPHI
CKOPOCTh JIOJDKHA OBITh CKOPPEKTUPOBaHAa ISl TOTrO, YTOOBI MONJCPKHUBATH AMIUIUTYIY
MBILLIEYHBIX COKpamieHuil Ha ypoBHEe 10 % OT KOHTpPOJIbHOM aMIUIUTYJbl WIM Hanuuue 1-2
OTBETOB MPU MOHUTOPHHTE B pexkuMe YeThipexpazpsanoi ctumyssiiuu (TOF).

bezomacHocth u 3¢ dextuBHOCTS Mpenapata Kpyapon y nereit B Bozpacte ot 0 10 1 mecsia He
yCTaHOBIIEHBI. /laHHbBIE OTCYTCTBYIOT.

OnpIT mpuMEeHEHUs] POKYpOHHs OpoMHIa BO BpeMs NMpoLELyphbl OBICTPOIl mocieaoBaTelbHON
WHAYKIUY aHeCTe3UH y JeTeil orpanuydeH. [loaToMy pokypoHHst OpoMua HE peKOMEHA0BaH st
oOJeryeHus MPoOBEACHHUS UHTYOAllMU Tpaxer BO BpeMsi OBICTPOI MOCIeI0BATENbHON MHAYKINUU
AQHECTE3UH Y JETEH.

Crocob nmpuMeHeHUs

KpyapoHn BBoAHTCSI BHYyTPUBEHHO KaK B BUE OOJFOCHOW MHBEKINH, TaK U B BUIE HETIPEPHIBHOM
uHpy3un (cM. pazaen 4.5).

WHCTpyKIIMM 1O TPUTOTOBIICHHIO JIEKAPCTBEHHOTO IperapaTra mnepel NPUMEHEHHEM CM. B
paszene 6.6.

4.3. IIporuBomoka3zaHus

['mnepdyBCTBUTEIBHOCT K POKYPOHUIO HIIM K OPOMU/I-MOHY, WX JIIOOOMY M3 BCIIOMOTATEIbHBIX
BEILIECTB, IEPEYHCICHHBIX B pa3zaedie 6.1.

4.4. OcoOble yka3aHHsA M Mepbl IPEeJOCTOPOKHOCTH NPH NIPUMEHEHUH

[Ipenapar crieayeT Ha3HAYATH C OCTOPOKHOCTHIO B CIICAYIONINX CIyYasX:

[leyenounass wW/mnM TOYEYHAs HEIOCTATOYHOCTh, CEPACYHO-COCYIHCTHIC 3a00JIeBaHMA,
CONPOBOXKIAIOIINECS BBIPAKEHHON HEIOCTaTOYHOCTHIO KpOBOOOparmieHuss (TOPOKH Cep/a,
JeroyHas TUIEpTEH3us), 3a00JieBaHUS HEPBHO-MBIIICYHOW CHCTEMBI (B T.4. MHACTCHHs),
OKUpEHHUE, HapyIIeHHEe KUCIOTHO-IIEJIOYHOro OajaHca, OXOTH, KaXeKCHs, MOKWIION BO3pacT,
MHOpeNaKkcays Npu KecapeBOM ceueHHu. [Ipu mpoBeNeHMHM omepanuy KecapeBa CEUeHUS
peKoMeHayeMas j103a pokypoHus O6pomuaa 0,6 MI/KT Maccel Tena, T.K. HUCIIOJIB30BaHUE Ooee

BbICOKHX /103 (1,0 MI/KT Macchl Tena) He UCCIEeT0BATIOCh.
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Buumanue: napanusyrowee eewjecmeo. Buvizuisaem IOE%ICI;[J%CEEJICEIQEHEYIO-JIOIE‘I;g I:Igzllmb
PAnU3YIoWY W

obecneyena 603MONCHOCIb HEMEONEHHO20 NPOBEOEHUS UCKYCCMEEHHOU 8EHMUNAYUU JIECKUX.
Haoneocawee ssedenue u monumopume

[Tockonpky mpenapatr KpyapoH BbI3bIBa€T Napajiuy AbIXaTEIbHBIX MBI, [alMEHTaM,
NOJYYaroIluM 3TOT TpenapaTr, aOCOJIOTHO HEOOXOIUMO TPOBOAUTH HCKYCCTBEHHYIO
BEHTWISILIMIO JIETKMX BIUIOTH /10 a/I€KBAaTHOI'O BOCCTAHOBJIEHHUSI CaMOCTOSITENIBHOTO JIbIXaHUS.
Kak m mnpu wncrnonb3oBaHWHM JPYTUX MHOPEIAKCAHTOB, BA)XXHO MPEIyCMOTPETH BO3MOXKHBIE
TPYJHOCTH HMHTYOAIlMM Tpaxeu, OCOOEHHO B CIIy4ae HCIOJIB30BaHUS Tpernapara B COCTaBe
METOAMKH OBICTPOI MOCIeI0BATEIbHON NHAYKIINN aHECTE3UH.

Ocmamounas Kypapusayusl

Kak v npu npuMeHeHHH APYyrMX MHOPEIAKCAHTOB, MOCIE MCIOJIb30BaHuUs INpenapata Kpyapon
OBUIM OTMEUEHBI CIIy4au Pa3BUTHS OCTAaTOYHOro Ojoka. UToObl MpenynpeauTh OCIOKHEHUS,
BO3HHMKAIOIIME B pE3yJIbTaTe pPa3BUTHUA OCTATOYHOTO OJIOKAa, PEKOMEHIYeTCs MPOBOIHUTH
9KCTYOalMIO0 TPAXEeH TOJBKO MOCIE TOTO, KAK HEPBHO-MBIIIEYHAs! TPOBOAMMOCTb BOCCTAHOBUTCS
B JIOCTaTOYHOW CTemeHW. Y TMOXWIBIX TaIluMeHToB (65 er u crapiie) pUcCK pa3BUTHUS
OCTAaTOYHOTO HEPBHO-MBIIIEUHOTO OJI0OKAa MOKET OBITh MOBBIIICH. Takke cleAyeT YUYUThIBATh U
npyrue (HakTopbl, KOTOPBIE MOTYT BBI3BIBATH Pa3BUTHE OCTATOYHOrO OJIOKA MOCIIE SKCTYOaIuy B
MOCJICONEPAL[MIOHHOM NepUoje (HampuMep, JEKapCTBEHHOE B3aMMOJCICTBHE WM COCTOSIHHE
NAIUEHTA). HeoOxonumo paccMoTpeTh BO3MO>KHOCTh BBEJICHUS [IpenapaTos,
BOCCTAHABIIMBAIOIIUX HEPBHO-MBILIICYHYIO TPOBOJUMOCTh (TaKMX KaK CyraMMaJeKkc WIn
MHTHOUTOPHI alleTUIXOJIMHACTEPA3bl), OCOOCHHO B TE€X CIyd4asX, MPU KOTOPHIX BOZHUKHOBEHHE
0CTaTOYHOTO 0JI0Ka HanboJee BEpOSATHO.

Anagpunaxcus

[Tocne BBeIeHMSI MHOPETAKCAHTOB MOTYT pa3BUBAThCS aHA(DMIAKTUYECKUE PEAKIMU, TTOITOMY
BCer/a cleAyeT MpearnpuHUMAaTh HEOOXOAUMBIE MEPhI MPEIOCTOPOKHOCTU IS JI€UEHUST TAaKUX
peakiuii. B ocoOeHHOCTH TpW HaIMUMU aHAQWIAKTUYECKUX PEaKIMii Ha MUOPENIAaKCAaHTHI B
aHaMHe3€ JOJHKHBI OBITh MPEINPUHSTHI MEPHI IPEIOCTOPOAKHOCTH, TOCKOIbKY U3BECTHBI CITydan
NEePEKPECTHOMN AITIEPTUYECKON PEAKTUBHOCTH HA MUOPEIIAKCAHTHI.

Jnumenvroe npumenenue 6 omoeieHuu UHMEHCUBHOU mepanuu

[locie AMUTENBHOTO BBEACHMSI MUOPEIAKCAHTOB MALMEHTaM, HAXOISAIIMMCS B OTIEICHHUU
MHTEHCUBHON TE€panmuu, MOKET OTMEYAThbCs PA3BUTHE MPOJIOHTUPOBAHHOTO HEPBHO-MBILLIEYHOT'O
0JioKa W/uiau MbleyHoU ciaboctu. st mpenoTBpaiieHus BO3MOKHON MPOJIOHTAallUH HEPBHO-
MBIILIEYHOTO OJI0OKa W/WIM TEepelo3UpPOBKH HEOOXOIMMO, YTOOBI B TEUYEHHE BCEro IMepuoja
IPUMEHEHUs MHUOPEIAKCAaHTOB OCYILIECTBIISIICS MOHHUTOPHHT HEPBHO-MBIILIEYHON
IPOBOJUMOCTH, a TAK)KE YTOOBI TMAIMEHTHI TOTyYalIl aleKBaTHOE 00e300IMBaHNE U CEaTUBHBIC
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MY OTYETY

COOTBETCTBUHN C HHI[HBHHyaHBHOﬁ peaKHHeﬁ manueHTa, npu4eM BBCACHUC JOJI’KHO
OCYIIECTBIIATHCS OMBITHBIM BpPAvyoOM, 3HAKOMBIM C JICHCTBHEM MHOPEIAKCAHTOB WJIM IOJ €ro
HaOJIIOJICHUEM, a TaK)Ke TPHU MCIIOJIb30BAHHHM COOTBETCTBYIOIICH TEXHUKH HEPBHO-MBIIICYHOTO
MOHUTOPHHTA. Ilocie MNPpOAOJIKUTCIILHOIO BBCACHHA HCACIIOJAPUIYIOIIUX MHOPCIAKCAHTOB B
KOM6I/IHaHI/II/I C Tepam/leifl TJIIOKOKOPTHUKOCTECpONAaMU B OTACICHUU HHTECHCUBHOU TCpannun
BO3MOXKHO pa3BUTHE MHONATHH, TOITOMY MAlMEHTaM, TMOJyYarolUM M MHOPEIAKCAHThI, U
TIIFOKOKOPTHKOCTEPOUIBI, TIEPUOJ BBEIACHUS MHOpEIAKCaHTa JOJDKCH OBITh MO BO3MOXHOCTH
MaKCUMAaJIbHO OIr'paHUYCH.

CosmecmHoe npumenenue ¢ CyKcamemonuem

Ecnu s mHTYOannMu NMpUMEHSIETCsl CYKCaMETOHHIA, TO BBeIeHHE Tpernapara KpyapoH ciemyer
OTJIOKUTh JI0 KIMHUYECKOTO BOCCTAHOBJICHHUS HEPBHO-MBIIICYHOM MPOBOIUMOCTH MOCIE OJI0Ka,
BBI3BAHHOTO CYKCAMETOHHEM.

Puck cmepmu ecnedcmeue MeOUYUHCKUX OUUOOK

BBezenue jekapcTBeHHOTo mpemnapara KpyapoH MPUBOAMT K Pa3BUTHIO Mapajinya, 4TO B CBOIO
o4epeib MOXKET BbI3BATh OCTAHOBKY JIBIXaHUS M CMEPTh. Takas CHUTyaluss MOXET BO3HHUKHYTh
BEpOsITHEE Yy NAIMEHTOB, KOTOPHIM JAaHHBIM Npenapar He npeaHasHayeH. Heobxomumo
NOJATBEPANUTh NPAaBUIBHBIM BbIOOpP HA3HAYEHHOro Ui THalueHta npenapara Kpyapon u
IPEIOTBPATUTh OLIMOOYHYIO 3aMEHY JPYTMX PACTBOPOB JUIsl MHBEKIMM, KOTOPbIE IPUCYTCTBYIOT
B OTJEJICHUSX WHTCHCHBHOW Tepamud W JIPYyruX KIMHHYECKHX OTHeNeHUsAX. Ecnu mpemapat
BBOJHUT JAPYTOi MEAMIIMHCKUAN pabOTHHK, yOeauTeCh, YTO Ha3HAUYEHHAs J03a YETKO yKa3zaHa Ha
ITHKETKE U COOOIIeHa eMy.

Daxmopwi, KOmopvle MO2ym GIuUAMb HA QAPMAKOKUHEMUKY W/ Ui  DapmMakoOuHAMUKY
npenapama Kpyapon:

3abonesanusn nevenu u/uiu cheﬂ’{€8bl600ﬂmux nymeﬁ U NOYeYHAs HeQOCMAMOYHOCHIb

[Tockonbky pOKYpOHHST OpOMHJ BBIBOJUTCS C MOYOM M JKEIYbID, TO €ro CleayeTr ¢
OCTOPO’KHOCTBIO HCIOJIb30BaTh y MAIlMEHTOB C KIWHWUYECKHU BBIPAKEHHBIMHU 3a00JICBaHUSMU
MEYCHU W/WIH KETYCBBIBOJAIINX TYTEH, W/UIW TIOYEYHON HEIOCTATOYHOCTHIO. Y ITHX TPYIIII
MaIMeHTOB HA0I01amach MPOJIOHTAIUS ISUCTBUS POKYPOHUS Opomuaa mpu no3ax 0,6 Mr/kr.

Yeenuuenue epemeru yupKyIauuu

CocTosHUS, CBSI3aHHBIE C YBEJIMYEHHEM BPEMEHU LMPKYJSILMM Mpernapara B KPOBHU, TaKue Kak
CepJEUHO-COCYIUCThIE 3a00J€BaHUsA, IOKWIOH BO3PaCT U OTEYHOCTb, HIPUBOAALIAS K
YBEJIMYEHUIO O00BbEMa paclpelesieHusl, MOTYT CII0OCOOCTBOBaTh Oojiee MO3AHEMY Hayaly
neiictBust mpenapata. [IpogomKUTeNbHOCTh JACUCTBUS MOXKET OBITh TaKXKE YyBEJIHUEHA H3-3a

CHMXXCHHOT'O KJIIMPCHCA IIJIa3MBlI.
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3abonesanus HEPBHO-MbIUUEYHOU CUCHIEMbL

Kak w npyrme mmopenakcaHTh, npemapaT KpyapoH cieayer ¢ KpaiHEH OCTOPOKHOCTBIO
NPUMEHATh Yy MAalUEHTOB C 3a00JeBaHUSIMU HEPBHO-MBIIIECYHON CHUCTEMBl WM MEPEHECHINX
MOJIMOMHENUT, TOCKOJIbKY MOXKET 3HAUYHUTEIbHO HM3MEHHUTHCS OTBET Ha HEHPOMBILIICYHYIO
Onokany. BeIpaXeHHOCTh M HAMPaABJICHHUE STUX U3MEHEHHI BapUPYIOT B IIMPOKUX Mpeaenax. ¥
MAIUCHTOB C TSDKEJIOW MHMACTeHWEH WM MHACTCHWYECKUM CHHIpoMoM (cuHapoMm WrToHa-
JlambepTa) HeOosbliue 103bl mpenapata KpyapoH MOryT BbI3bIBaTh BBIPa)KEHHBIH HEPBHO-
MBIIIEYHBIN OJIOK, MOATOMY 103y npenapara KpyapoH cienyer moadupats WHANBUAYAIBHO.
Lunomepmus

[Ipu npoBeAcHUH XUPYPTUYCCKUX BMEIIATEIBCTB B YCIOBHSX THIIOTEPMHH HEWPOMBIIICYHBIN
onokupytromuii d¢pdext npenapara KpyapoH Ha HEPBHO-MBIIMICUYHYIO CUCTEMY YCHIIMBACTCS, a
JUTUTEIHHOCTh ACUCTBUS YBEIMUNBACTCSI.

Oorcupenue

Ecim no3a poxypoHus OpoMuia, Kak U IPYrUX MHOPEIAKCAHTOB, Y MAlMEHTOB C OXHPECHUEM
paccuMThIBaeTCsl Ha OCHOBaHUM (DaKTHUYECKOHl Macchl Tena, TO BO3MOXKHO YBEJIMYEHHUE
JUIMTETILHOCTU €ro ACWCTBHUS U 3aMEAJICHHOE BOCCTAHOBJICHHE HEHPOMBIIIEUHON Mepenadm.
Ooxcoeu

Y TanueHToB C OXKOTaMHW MOXKET pPa3BUBATBCS PE3UCTCHTHOCTh K HEICHOJSPHU3YIOIIHM
MuopenakcanTam. Jlo3y pexkomMeHayeTcs NOoA0MpaTh WHAMBUIYAIBHO C YYETOM OTBETHOU
peakuuy narueHTa.

COCI’I’ZO}ZHM}Z, Komopbvle mocym ycuiueaniv 3d)(;b€l(’m npenapama KDVCIDOH

['inokanuemus (HampuMmep, MOCJHE TSDKEIOW PpBOTHI, JUAPEU WM JIEUEHUS JUYPETHKAMHU),
THIEPMAarHUEeMus, THUMOKaJIbIMEeMHUs (TOCIE€ MACCHUBHBIX TpaHC(Y3Wil), THUIOMPOTCHHEMUS,
00€3B0O’KMBaHUE, al1]103, TUIIEPKAITHUS, KaXEKCHS.

B cBs3u ¢ 3TUM TsDKenble HapylleHUs OajlaHca 3JIEKTPOJMTOB, M3MeHeHus pH kpoBu wuim
JeTuApaTanus J0JKHBI ObITh, IO BO3MOXXHOCTH, CKOPPEKTUPOBAHHI.

BcrnomorarensHble BElIECTBA

[Tpenapatr Kpyapon coxepxut menee 1 mmoinb (23 mr) Hatpust Ha 1 MJI pacTBopa, TO €CTh, IO
CYTHU, HE COACPKUT HATPHSL.

Tak kak WHAUBHAYyaJIbHasA [O03a Hpcrapara pacCYUTBIBACTCA OTACIBHO Ui KaXXI0ro
KOHKpETHOro ciyyas (cM. paszznen 4.2), To colep)kaHue HaTpus JIOJDKHO OBbIThb pacCYUTAHO B
3aBHCHUMOCTH OT J103bl, HA3HAYEHHOU MaIlUEHTY.

4.5. B3aumopeiicTBHe ¢ JPYrHMHU JeKAPCTBEHHbIMHM MpenapataMd W JApyrue BHJbI

B3auMOIEeHCTBUA
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JUINTEIBHOCTh ACUCTBUS HEAETOIAPU3YIOIIUX MUOPEIAKCAHTOB.

BansHue Ipyrux JIeKapCTBEHHBIX IPENapaToB HA POKYPOHHUS 6DOMI/II[

Ycunenue s¢pghexma

— MHransuuoHHbIE AHECTETUKUW — TaIOT€HU3UPOBAHHbBIE JIETyYHWE AHECTETUKHU YCHIMBAIOT
HEPBHO-MBIIICYHBIN OJIOK, BBI3BAHHBIN MPUMEHEHHEM POKYpoHHUs OpoMuaa. IToT 3hdexT
CTAHOBUTCS 3aMETHBIM MPHU BBEACHUHM MNOJJAEpPKHUBAOIMX 1103 (cM. paznen 4.2).
BoccranoBneHre  HEPBHO-MBIIIEYHOW  MPOBOJMMOCTH €  TOMOIIBIO  HWHTHOMTOPOB
AlETHIIXOJIMHACTEPa3bl MOXKET 3aMeISATHCS

— IlpenmecTBytoriee BBeIeHUE CyKcaMeTOHUs (CM. pasaen 4.4)

— JlnurenbHOE COMyTCTBYIOIEEe BBEACHUE TIIOKOKOPTUKOCTEPOUIOB U POKYPOHHS OpoMUIa B
OTJICJICHUH MHTEHCUBHOW TEeparuu MOXET MPUBECTH K YBEIUYEHHUIO MPOJOJIKUTEIBbHOCTU
HEPBHO-MBIIIEYHOTO OJIOKA WK K MUoONaTuu (cM. pasaensl 4.4, 4.8)

Hpyrue npenaparsi:

—  aHTHUOMOTHKH: aMHUHOTJIMKO3HbI, JIMHKO3aMUABl ¥ TOJUICNTUAHBIE aHTHOMOTHKH,
AHTUOMOTHKY allMIAMUHOIICHUIIMIUIMHOBOTO Psfa;

—  JMYpEeTHKH, XUHHJIWH W €ro W30Mep XUHUH, COJIM MarHus, OJIOKATOPBI «MEIJICHHBIX)
KaJbIIMEBbIX KaHAJOB, COJM JIUTHS, MECTHbIE AHECTETUKU (JHMIOKaHMH BHYTPHUBEHHO,
OynuBaKawH SMHIYPATbHO) W OCTPOE BBEJACHHWE (EHUTOWHA WM [-aApeHOOIIOKAaTOPOB.
Pekypapuzanusi B MOCJIE€ONEpallMOHHOM TMEpPHOJE OTMedajach IOCie  BBEACHMS:
AMUHOTJIMKO3HM/a, JIMHKO3aMH[Ia, TMOJHIENTUAHBIX W AlWIAMHUHONCHUIIMITHHOBBIX
aHTHOMOTHKOB, XUHUIMHA, XUHUHA U cOJei MarHus (cM. pazuen 4.4).

Cruorcenue s¢ghgpexma

— IlpenmectBytolee AIUTENbHOE BBEeIeHHE (DEHUTOMHA WM KapOaMa3enHa

—  HWurubutopsl mporteas (radekcar, yIMHACTATHH)

Hszmenenue sghgpexma

— BBemenue apyrux HeAEMONSAPU3YIOUIMX MHOPEIAKCAHTOB B KOMOMHAIIMU C POKYPOHHSA
OpOMHIIOM MOKET BBI3BaTh OCITA0JICHWE WJIM YCHJICHHE HEPBHO-MBIIICYHOTO OJIOKa B
3aBHCHMOCTH OT OYEPETHOCTU BBEJICHUS U OT MPUMEHSEMOT0 MHUOPEIaKCaHTa

— CykcaMeTOHHWH, KOTOPBIH BBOJST IOCIE POKYPOHHS OpOMHIa, MOXXET YCWINBATh HIIH
0CJIa0JIsATh HEPBHO-MBIIIEYHBINA 010K, BBI3BAHHBINH POKYPOHHS OPOMHUIIOM

Biusinue pokypoHHs 6DOMI/II[8. Ha ApYTruc JCKAPCTBCHHBIC NIPCIIapaThl

Kombunarust pokypoHust 6poMua ¢ JIMJOKaMHOM MOXKET IPUBOJIUTH K OoJiee OBICTpOMY Havaiy
JIEUCTBHUS ITOCIIEIHETO.

4.6. @epTWIBHOCTb, 0€PEMEHHOCTb U JIAKTAIUA
9
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bepeMenHocTh

Kinunnyeckue paHHble O NPUMEHEHUM POKYpOHHS Opomuaa BO BpeMsi OepeMeHHOCTH (3a
UCKIIFOUECHHEM KecapeBa CEueHHs) OTCYTCTBYIOT. Ha3HaueHwe poKypoHHUs OpoMuma y
OCpEeMEHHBIX B CBS3M C HEIOCTATOYHOCTHIO JAHHBIX KIMHUYCCKHX HCCICIOBAHUN HE
peKoMeHayeTcs (3a UCKIIIOUEHHEM KecapeBa CeUeHus).

Kecapeso ceuenue

VY TnanueHTOK, MOJBEPTrarolIuXcs KEecapeBOMY CEYCHHUIO, POKYPOHHUS OpOMHI MOXKET OBITh
NPUMEHEH B COCTaBe OBICTPO TIOCIEIOBATEIILHOM WHIYKIIMA aHECTE3UH, TNPHU YCIOBHU
OTCYTCTBUS PUCKA pr,Z[HOﬁ I/IHTyGaI_II/II/I, npu NpUMCHCHHUU NOCTATOYHLIX 103 aHCCTCTHKOB WJIA
MocJie TPOBEJACHUS HWHTyOanuu Ha (QOHE TMNPUMEHEHHs cykcameToHus. llokazaHo, dTO
MpUMEHEHHWE POKypoHHs Opomuma B go3e 0,6 MI/Kr siBasieTcss O€30mMacHBIM Y KCHIIWH,
TIOJIBEPTarOIINXCS KecapeBy ceYeHHI0. POKypoHHs OpoMUI HE BIIMSET HAa OLCHKY MO IIKaie
Arnrap, Ha MBIIIEYHBIN TOHYC IUIO/Ia WJIM HAa €ro KapJUOpPECHUPATOPHYIO aJanTanuio. ToJIbKO
OYCHb HE3HAYHMTCJIBHBLIC KOJIHWYCCTBA POKYPOHUA 6pOMI/II[a IMPOHUKAIOT YCPE3 HJ'IaIIeHTapHBIfI
0apbep, YTO HE MPUBOJAUT K BOZHUKHOBCHHIO KJIMHUYCCKH 3HAYMMBIX HEKEIIATSIbHBIX PEaKIIHA
Yy HOBOPOXK/ICHHBIX.

Ipumeuanue 1: no3bl 1 MI/Kr UCCIEIOBAINCH NPU MPOBEACHUU OBICTPON IMOCIENI0BATEIBHON

WHJYKIIUM AHECTE3UH, HO HE Yy IMAIMEHTOK, MOABEPIIIMXCS OIEpaly KecapeBa CEUYCHHS.
[Toatomy 3toii rpynme mo3a 0,6 MI/Kr SBISETCS pEKOMEHI0BAHHOM.

Ilpumeuanue 2: BOCCTaHOBJICHHE HCpBHO-MHH.IC‘IHOﬁ IpOBOAMMOCTH IIOCJI€ BBCACHUA

MHUOPETAKCAHTOB MOKET ObITh 3aMEJICHHBIM UM OBITh HETMOJIHBIM Y MAIMEHTOK, MOTYYaroInX
CONM MarHusl /IS JICYCHHS TOKCHUKO3a OCpEeMEHHBIX, MOCKOJIBKY COJM MAarHus YCHUJIUBAIOT
HEPBHO-MBIIEYHBIA OJ0K. [103TOMY y Takux MalMeHTOK 03kl POKYpPOHHsI OpomMuaa JOHKHBI
OBITH CHIDKEHBI M IX HEOOXOUMO TUTPOBATH B 3aBUCHMOCTH OT MBIIIICYHOTO OTBETA.

JlakTanms

CeeneHus: 0 MPOHUKHOBEHUH POKYPOHHS OpOMHIIa B TPYAHOE MOJIOKO YEJIOBEKa OTCYTCTBYIOT.
Hasnauenue poxkypoHHs OpomuIa B TIEpUOA TPYAHOTO BCKAPMJIMBAHUS B CBSI3H C

HEAOCTATOYHOCTHIO JAHHBIX KIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ HE PCKOMCHAOYCTCH.

4.7. BuausiHue Ha CIOCOOHOCTH YNPABJIATH TPAHCNOPTHBIMHU CPeACTBAMH U padoTaTh €
MeXaHu3MaMu

[Tockonpky pOKypOHHSI OpOMHUI TPUMEHSIOT B KAaue€CTBE BCIIOMOTATEIBHOTO CPEICTBA TPHU
MPOBEJCHUHN OOIIEH aHECTE3WH, CIEIYyeT COONI0AaTh OOBIYHBIE MEPBhI MPEIOCTOPOKHOCTH,
pPEKOMEHIyeMble TOCJie MPOBENEHUs OOIIel aHecTe3uu g aMOylaTOpHBIX ManueHToB. He

PCKOMCHAYCTCA YHNPABJIATH IMOTCHLHUAJIBHO OIMACHBIMHU MCXAHHU3MAMH WM BOAWUTH MAIIWHY B

10
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BbI3BaHHOU POKYpPOHHSI OPOMUIIOM.
4.8. HexenareabHble peakUnu

Pesrome npoduiist 6e3onacHOCTH

Haubonee 4acTo BO3HUKAOIIMMHU HEXKETATEIbHBIMH JICKAPCTBECHHBIMHU PEAKIUSIMU SBISIOTCS
00JIb WM PEaKIMd B MECTE€ BBEJCHHUS, W3MEHEHHUS OCHOBHBIX KU3HEHHBIX TIOKa3zaTeyen
COCTOSTHUSI OpTraHu3Ma (TaXUKapJusi, TUIIOTEH3Ms) U yBEJIMYEHHE MPOJIOJIKUTEILHOCTH HEPBHO-
MbIlIeYHOTO Onoka. Hawmbonee dacto cooOmaeMbiMU —CephE3HBIMH — HEXKENAaTeIbHBIMU
JICKaPCTBCHHBIMU PEAKUUsSIMU B TOCTPETUCTPAIMOHHBINA TEpPUOJ HAOTIOACHUS SBISIOTCS
aHaduakTHYeCKue U aHA(UIAKTOUIHBIC PEAKIINH U CBSI3aHHBIC C HUMU CUMITTOMBI.

TabauyHOE pe3rOMe HEKENATEIbHBIX PEAKIINI

HesxenaTtenbHble peakiMyd MO CHCTEMHO-OPTaHHBIM KiaccaM M YacTOTe MOsiBICHHs. YacToTy
peaknuii KiacCu(UIMPOBAIH CIIEAYIOIIAM 00pa3oMm:

Hevacto (> 1/1000, vHo <1/100);

penko (= 1/10000, vHo <1/1000);

oueHsb penko (<1/10000);

4acTOTa HEM3BECTHA (HA OCHOBAaHMH MMEIOIIMXCS TaHHBIX OLIEHUTh HEBO3MOXKHO).

CucreMHO-opranHblii knace | Yactora BeTpeuaemocT! HexenarenbHble peakuuun

Hapymenuss co cropons! | OueHb peako ['unepuyBCcTBUTEIBHOCTH

MMMYHHOH CUCTEMBI AnadunakTudeckas peakius
AHaduakTonIHas peaKus
AHaduIaKTHYECKHUI OK
AHapUIaKTOUTHBIN MOK

Hapymennss co  croponsl | OueHb peko Bsnblii napanuu

HEPBHOM CUCTEMBI

Hapymennst co  croponsl | OueHb peko Munpuas®

opraHa 3peHus Heno BUKHOCTb 3padyKoB >

Hapymenus co cropossl | Hewacto/penko’ Taxukapaus

cepaua

Hapymenus co croponsl | Hewacto/penko’ ApTepualibHasi TUIIOTEH3HSI

COCYJIOB Ouensb penko CocyaucTslid KOJIAINC U MIOK
I'mnepemus KOJKHBIX
MIOKPOBOB

Hapymenuss co cropons! | OueHb peako bponxocnasm

JIbIXaTeIbHOMN CHUCTEMBHI,

OpraHOB T'PYJHOW KJIETKH H

CpPEeIOCTEHUs

Hapymenuss co cropons! | OueHb peako AHTMOHEBPOTUYECKUH OTEK

KOXH U TIOJIKOKHBIX TKaHEH Kpanusauna
Ceimib
DOpuUTEeMaTo3Hasl ChIIlb

11
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Hapymienuss co  cropons! | OueHb peaKo T TEE MRt aHAY CITaGOCTE -
MBIIIIEYHOH,  KOCTHOM W Crepounnas muonarus’t

COEIMHUTEILHON TKaH!

O6mmue HapyLIeHUS u | HewacTo/penxo? HesddextuBHOCTH Mpenapara

peaklMK B MECTE BBEJICHUS CHM)XEHHBIN JIEKAPCTBEHHBIN
3¢ ekT/TepaneBTUICCKHIA
OTBET

IToBBIICHHBIH
JIEKapCTBEHHBIN

3¢ hexT/TepaneBTUICCKHIA
OTBET

bonb B MecTe nHBEKIINU
Ouensb penko Ortexk nuna
310KaueCcTBCHHAS
TUIIEPTEPMHSI

TpaBmbl, uHTOKCHKamuu u | Hewacto/penko’ [IpononrupoBanue  HEpPBHO-

OCJIOXHEHUS TIPOIICITYP MBIIIEYHOT0 OJI0Ka
3aMmeieHie BOCCTAHOBIIEHMS
HEPBHO-MBIIIEYHOM

MPOBOJUMOCTH rnocie
AHECTE3UU
Ouensb peako JpIxaTenbHble  OCJIOKHEHUS

I10CJIC aHCCTC3HUHU

! YacToTa BCTPEYaeMOCTH OLIEHMBAETCS HA OCHOBAHWM JAHHBIX, MOJYYEHHBIX B MEPHOJ MOCTPETUCTPAMOHHOTO
HaOJIIOJICHUS U INTEPATYPHBIX JAHHBIX.

2 JlanHble HaOMIOJEHMI 3a IPENapaTtoM B MOCTPEMMCTPALMOHHBIA MEPUOJ HE TO3BOJSIOT ONPENEIUTh TOYHYHO
Y4aCTOTY BCTPEYaEMOCTH, B CBSI3H C 3THM coollaeMast yacToTa Oblia pa30uTa Ha JIBe, a HE Ha IIATh KaTeropHi.

3B cBA3M ¢ NOTEHUMANbHBIM  YBEJHMYEHHEM  TPOHMIAEMOCTM WM  HApylIEHHEM  LEJIOCTHOCTH
reMaTodHIEe]aTIecKoro 6apeepa.

4 Tlocye JUTMUTENBEHOTO MPUMEHEHHS B OT/IEIEHHH HHTEHCUBHON TEPAITUH.

OmnucaHue OTIEIbHBIX HEKEIATSAbHBIX PEaKIUi
Anagunaxcus

O BO3HMKHOBEHMH TSDKEJIBIX aHAaQUIAKTUUYECKHX peakuuid B pe3yjbTaTe MpPUMEHEHUs
MHUOpEIAKCaHTOB,  BKIJIOYas  POKYpOHHs  OpomMua,  cooOmiaercs  OYeHb  PEJKOo.
Anadunaktuueckue/aHaQUIAKTOUIHBIE peaKIuu: OpoHXOCHa3M, HU3MEHEHHUS CO CTOPOHBI
CEPJIEYHO-COCYAUCTON CUCTEMBI (HAlpUMeEp, TMIOTEH3Us, TaXUKapIus, COCYAUCTBIN KoJIarc —
II0OK) ¥ U3MEHEHHsSI CO CTOPOHBI KOKU U MOAKOKHBIX TKaHEH (HarpuMep, aHTHOHEBPOTHYECKUN
OTeK, KpamuBHHIA). B HEKOTOpBIX ciyyasx 3TH peakiuu Obuth ¢aTanbHbIMU. BcnenctBue
NOTEHIMAJIBHON TSKECTH STHX pEaKIUil Bcerja HEO0OXOAWMO YUYHUTHIBATh BO3MOXHOCTH HX
BO3HHKHOBEHUS M COOIIOIaTh COOTBETCTBYIOIINE MEPHI MTPEIOCTOPOKHOCTH.

[TockonbKy HW3BECTHO, YTO MHOpPEIAKCAHTHI MOTYT BBI3BATh BBHICBOOOXKIACHHE THMCTaMUHA Kak
JIOKQJIbHO B MECT€ WHBEKLUHU, TaK U CUCTEMHO, TO, IPU BBEJACHUU ITUX IMpEnapaTroB Bceraa
HEOOXOJUMO YYHUTHIBATh BO3MOXKHOCTh BO3HHUKHOBEHHUS 3yJla U JPUTEMATO3HBIX DPEAKIMil B
MECTe WHBEKIHH U (WJIHM) TEeHEepalM30BaHHBIX THCTaAMUHOMOJOOHBIX (aHA(PUIAKTOUIHBIX)

peaxmii (cM. Taxke aHaQHUIAKTHUECKUE PEaKI|H, ONTMCAHHBIC BHIIIE).
12



COOTBETCTEBYET

ot 25.05.

3KCMEPTHOMY OTYETY
2026 N= 10344
B xinuHHUYecKux HUCCIICAOBAaHUAX OBLIIO TTOKa3a TOJ'IBK(I)q{IEIIfHQEFH’Ie:JRﬁgg U&éﬁh%ﬂﬁé_legﬁHeﬁ

KOHIICHTpAIlMU TUCTAMHHA B IUTa3Me Imociie ObicTporo OosocHoro BeeacHus 0,3—0,9 mr/kr
poKypoHust OpomMua.
IIpononeuposarnue HepeHO-MblULEYHO20 OI0KA
Haubonee yacToii HexenaTeabHON peakiuel HeIeToIIPU3YIONINX MHOPEIaKCAHTOB KaK Kiacca
JIEKApCTBEHHBIX MPENapaToOB SBISETCA YJIMHEHHUE Mepruoaa ux (GapMaKkoJIOTHYECKOTO JEHCTBUS
CBepX HeoOXoaumoro nepuoja BpeMeHu. CTeneHb TSKECTH 3TOW peakuy MOXET BapbUpOBaTh
OT CKEJIETHO-MBIIICYHOH cIa00CTH 10 TIyOOKOT0 M MPOAOJDKUTENBHOTO Mapainya CKEJIETHBIX
MBI, TPUBOASAIIETO K JbIXaTEIbHON HEOCTATOUHOCTH WJIHM AITHO?.
Muonamus
[locne mnpuMeHEHHsI pa3IMYHBIX MHOPEJIAKCAaHTOB B OTACJICHUM HMHTEHCHBHOM Tepanmuu B
KOMOHMHAIIMU C TTIOKOKOPTUKOCTEPOUIaMHU OTMedanack Muomnatus (cm. paszaen 4.4).
Mecmmnule peakyuu 6 mecme UHbEKYUU
Bo Bpemsi ObICTpo# mocieAoBaTebHOW WHAYKIIMM AHECTE3WH COOOIIANIOCh O OOJIE3HEHHBIX
OILIYIIEHUSAX TPU HHBEKLIUH, OCOOCHHO €CIM MAlMeHT elle HaXOAWUTCS B CO3HAHWU, U B
O0COOCHHOCTH MpHU MPUMEHEHUHU Mporodoiia B KaYeCTBE CPEACTBa A MHAYKIHUU aHecTe3uu. B
KIMHUYECKUX HCCIEOBAaHUAX OOJb TMpPH UWHBEKIMH oOTMedanach y 16 % manueHToB,
MOJABEPTIIUXCS OBICTPON MOCIEIOBATEIFHON MHAYKIIMH aHECTE3UH MPOIodoIOM, U MEHEE YEM Y
0,5% manuMeHToB, TOJBEPrIIMXCS OBICTPON IMOCIEAOBATEIIBHOW WHAYKIMU aHECTE3UU
(eHTaHUIIOM U TUOTIEHTAJIOM HaTpPUS.

eTu
Merta-ananu3 11 KIMHUYECKMX HCCIEAOBaHUN y JeTedl W moApocTkoB (n = 704), B KOTOpPBIX
NPUMEHSIICS POKYPOHHS OpoMua (0 1 MI/Kr), mokasai, 4To TaXWKapAHus BO3HUKAIAa C 9YaCTOTOU
1,4 %.

COOGH_IGHI/IC 0 IMOA03pEBACMBIX HCKCIIATCIIbHBIX PCAKIIMAX

BaxxHo cooOmarh 0 TOJ03PEeBAEMBIX HEXKENATENbHBIX PEAKIUAX IOCJIe PETUCTPALUU
JICKApCTBEHHOTO TIperapara C HeNbl0 00eCTIeYeHHsT HeTPEPHIBHOIO MOHUTOPHUHTA COOTHOIICHHS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeaunuHCKUM pabOTHHUKAaM pPEKOMEHIYeTcs
coo0IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKeJIaTelIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHHS O HEXENATENbHBIX PEaKIUsiX rocyJapcTB — YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOTO COH03a.
Poccniickas @enepanms
Oenepanbras Ciyx0a 1o Haa30py B chepe 3paBoOXpaHCHHS
Anpec: 109012, r. MockBa, CnaBstHcKast riiomanis, a. 4, ctp. 1
Tenedon: +7 (800) 550 99 03
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 25.05.2026 Nz 10344

OnektpoHHas nouta: pharm@roszdravnadzor.gov.ru HHI&QIQI‘E@I%Q&IEJVII%QH-EB{;EP 0oos)

Caiit B m”HGOpMallMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn «IHTepHET»:!

https://www.roszdravnadzor.gov.ru

4.9. Ilepexo3upoBka

CumMnromsl

CuUMOTOMBI Pa3BUTHSI HEPBHO-MBIIIIEUHOTO OJIOKA.

Jleuenue

B cnydae mnepemo3upoBKM U pa3BUTUS MPOJOHIMPOBAHHOIO HEPBHO-MBIIIEYHOTO OJ0Ka
HalMEeHTY HeOOXO0IMMO MPOAOIIKATh BCIIOMOTaTEIbHYIO0 UCKYCCTBEHHYIO BEHTUIISALMIO JIETKUX U
BBEJICHUE CENAaTUBHBIX IpernaparoB. Korja HadHETCs CIIOHTAaHHOE BOCCTAaHOBJICHHE HEPBHO-
MBIIIEYHOW TIPOBOJMMOCTH, HEOOXOIMMO BBECTH COOTBETCTBYIONIYIO /03y WHTHOUTOpPA
aleTWIXOJUHACTEPas3bl (HalmpuMep, HEOCTUIMHMHA METWICYJb(OHATa, 3APO(OHUSI XJIOpUAA,
NUPUAOCTUIMUHA Opomuia). Ecnu BBeneHue MHrHOMTOpa aleTHIXOJIMHACTEpa3bl HE CHUMAeET
onmokupyromero g ¢ekra npenapara, HL0OX0AUMO IMPOJOJIKUTh BEHTUWISILIMIO 10 TEX TOp, MOKa
HE BOCCTAHOBHTCSl CaMOCTOSITEJIbHOE JbIxaHue. [loBTOpHOE BBEACHHWE HMHTHOUTOpPA

ANCTUIIXOJIMHICTEPA3BI MOXKET OBITH OITACHBIM.

5. ®APMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoguHamMHYecKHe CBOWCTBA

@dapmMakoTepaneBTUYeCKas TpyIa: MHOPEIAKCAHTbl; MHUOPETaKCaHThl MepudepruuecKoro
NENCTBUS; IPYTUE YeTBEPTHUUHBIE AMMOHHEBBIE COSTUHEHUSI.

Kon ATX: M03ACO09

Mexanusm nelicTeus

Pokyponust 6pomus — OBICTPOAEHCTBYIONMINN, HEACTIOSIPU3YIOIINN MHUOPETAKCAaHT CpeaHen
MPOJIOJDKUTEILHOCTH  ACHCTBUA, oOOyamaomuii  BcemMu (papmakosorndeckumu  dddexramu
(KypapenofgoOHbIMU), XapaKTEepPHBIMU UIS JAaHHOTO Kiacca mpenaparoB. OH Olokupyer
H-XOJIMHOPCUCIITOPHL CKeJICTHOH MbBIIIOBI W HOPCHATCTBYCT ACHOJAPU3YIOLICMY I[GflCTBHIO
AllCTHUIIXOJINHA. AHTaronucramMu 3TOI'0 I[CﬁCTBI/I?[ SABJIAKOTCA I/IHFI/I6I/ITOpI)I
AlETUIIXOJMHACTEpa3bl, TaKHMe KaK HEOCTUIMHHA MeTwicyinbdar, >3apodoHHUs XJIOpUI U
MUPUIOCTUTMUHA OPOMUT.

dapmakoauHamuyeckue d3PPeKTol

EDoo (mo3a, nHeobxomumas st momaBieHuss Ha 90 % COKpaTUTENbHOW PEAKIUU JITMHHOTO
crubaresnst OONBIIOTO Tajblla KUCTH B OTBET HAa CTHMYJIUIO JIOKTEBOTO HEpBa) IIpH
BHYTPHBEHHOM 001eli aHecTe3uu coctariseT npuMepHo 0,3 Mr/kr pokyponust opomuaa. EDos y
MIIaJieHIeB Hke, yem y B3pocibix u gerei (0,25, 0,35 u 0,40 MI/Kr COOTBETCTBEHHO).
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COOTBETCTEBYET

ot 25.05.

SKCNEPTHOMY OTYETY
2026 Nz 10344
KinnHnyeckass NponOIKUTENBHOCTh JIEHCTBUA ( BpeM'-;!I_l I"ﬁ'('r-l Ecﬂb}ﬁfﬁll}%;lgH %GCETTQHG]ISIJ?CIHI/M

COKPATUTEIBHON CIIOCOOHOCTH CKEJICTHBIX MBI 10 25 % OT KOHTPOJIBEHOTO YPOBHS) TIPU J103€
0,6 mr/kr poxyponus 6pomuaa cocrapisger 30—40 mMunyT. OOIIast TPOJODKUTEILHOCTD (BpeMs
JI0 CTIOHTAHHOTO BOCCTAHOBJICHUS COKPATUTENbHON CIOCOOHOCTH CKEeNEeTHBIX MBI 10 90 % oT
MPOMEXKYTOUHOTr0) coctaBisier 50 munyT. CpenHee BpeMsi CIOHTAaHHOTO BOCCTAHOBJICHUS
COKpPAaTUTENbHON CIIOCOOHOCTH CKEJETHBIX MBI OT 25 10 75 % OT KOHTPOJBHOTO 3Ha4Y€HUs
(MHIEKC BOCCTAHOBJICHHS) Toche OOMtocHOW 103kl 0,6 MI/KT pOKypoHHsi Opomuaa paBHO
14 munytam. [Ipu Gonmee Hmskux noszax (0,3—0,45 mr/kr poxyponust 6pomuaa (1-1,5%XEDyo))
HA4yaJlo JEHCTBUS HACTYIAET I03XKE, a MPOJOJDKUTEIBHOCTh NEeUCTBUS Kopoue. IIpu BeICOKMX
7103ax 2 MI/KT POKYpOHHsI OpoMHUaa KIMHHYECKAs MPOJOJIKHTEIBHOCTh JIEHCTBHS COCTaBIISET
110 MunyT.

I/IHTV68.I_II/I5{ Tpaxeu OpU IPOBEACHUH MIIaHOBOM aHECTE3UH

B Teuenne 60 cexyHn nocne BHyTpUBeHHOTO BBeneHHs 0,6 MI/kr pokyponust Opomunaa (2xEDoo
IpY BHYTPHUBEHHOW aHECTE3WH) MPAKTHYECKH y BCEX MAIMEHTOB JOCTUTACTCS MPHEMIIEMOE IS
UHTyOauuu coctosHue, a y 80 % M3 HHUX YCIOBUS A MHTYOAalMM PpacLEHHMBAIOTCS Kak
orinuuHble. OOmee paccinabieHue CKEeNeTHOH MYCKYJIaTypbl, JOCTaTOYHOE MJs JIHOOBIX
XUPYPTUYECKUX BMEIIATENIbCTB, AOCTUraeTcss B TeueHue 2 munyT. [locne BBenenus 0,45 Mr/kr
POKypOHUsI OpoMHIa MpUEMIIEMbIE YCIIOBUS sl HHTYOauu co3natorcs uepes 90 cexyH.

EI)ICTDBJI nocCacaA0BaTCIbHAd MHAYKIINA aHCCTC3UNU

[Ipu ObIcTpOil TOCIIEIOBATEILHON WHAYKIIMHM AHECTE3MH C MPUMEHEHHEeM Tporodosa WIn
(eHTaHWIa/THONIEHTaIa HATPpus, 1ocie BBeeHUs | MI/KT pokypoHus 6pomuna, y 93 % u 96 %
NAIMEeHTOB COOTBETCTBEHHO dYepe3 60 CeKyHJ IOCTUTaloTCs MpUEeMIIEMble s HMHTYOaIuu
ycioBus. M3 Hux y 70 % mnanueHTOB OHM pAacLiEHHMBAIOTCA Kak OTiAMYHble. KinHuueckas
MPOJIOJDKUTEILHOCTD JCHCTBUS POKYPOHHsI OpoMUa TIPH 3TOM J03€ COCTaBJIsAeT OKoyo 1 daca,
Mociie 4ero HEpPBHO-MBIIIEUHAs MPOBOAMMOCTE MOXKET OBITh BoccTaHoOBNeHa. [Ipu OwicTpoit
NOCJIEOBATENbHOM ~ MHAYKIMM ~ aHECTe3MH  C  INpUMEHEHHWeM  mporodona  wim
(dbeHTaHMIa/THOTICHT AN HATPHS, Tociie BBeaeHus 0,6 Mr/kr pokyporust Opomuna, y 81 % u 75 %
MAIMeHTOB COOTBETCTBEHHO uepe3 60 CeKyHA OOCTUTAIOTCS NpUeMJIeMble UIs HUHTyOauuu
YCIIOBUSL.

OTI[CJIGHI/IC WHTCHCUBHOM TepaITuu

[Tocne nHenpepriBHOM HH(DY3UU POKYpOHHUST OpoMHIa B OTICIICHUH HHTEHCUBHOM TE€paruu BpeMs
BoccTaHoByeHus train-of-four (TOF)-oTHOImEeHMsT (OTHOIIEHUST BEIMYMH YETBEPTOTO U MEPBOTO
0oTBeTOB MbIIIbl Ha ueThipexpaspsaanyto (TOF) crumymsmuio) go 0,7 3aBUCHUT OT ypOBHS
6mokanel B KoHue MH(y3uu. [locne HenmpepsiBHOW MH(Y3un B TeueHue 20 yacoB uim Oolee,
cpeiHee Bpems (quamna3oH) MEXIy MOBTOPHBIM TOsIBIEHHEM T2 (BTOPOrO OTBETAa MBIIIIBI) B
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COOTBETCTEBYET
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SKCNEPTHOMY OTUYETY
2026 Nz 10344

orBeT Ha TOF-CTUMYNSIMIO U BOCCTaHOBIEHUEM TOﬂj&ﬁ&Eé}iﬁEi'ﬂ(—)Ea%%n J{'i/fsjﬁll‘lé-'lﬂLHO

coctasiset 1,5 (1-5) yaca y mariueHTOB 06€3 MOTMOpPraHHON HepocTaTouHOCTH U 4 (1-25) vaca 'y
NAIMEeHTOB C MOJIMOPTaHHOW HEI0CTaATOYHOCTHIO.

CepJIeYHO-COCYNCTAs] XUPYPTHS

VY nmanueHToB, NOArOTaBIMBAEMBIX K OINEpallUsaM Ha ceplie, Hanboee YacThIMU H3MEHEHUSIMH,
HAOJIFOJTAEMBIMH BO BpPEMs Pa3BHTHS MaKCUMaJIbHOTO OJyioka mociie BBeaeHus 0,6—0,9 mr/kr
pPOKypoHHsI Opommua, SABISIOTCSA ciaaboe M KIMHUYECKH HEBBIPAXKEHHOE YBEIWYEHHE YaCTOThI
CEpIICYHBIX COKpalleHui (MakcuManbHO Ha 9 %) W yBenWYeHHE CPEIHEro apTepUuaIbHOTO
IaBJICHUS — MaKCUMaJILHO Ha 16 % OT UCXOMHBIX 3HAYEHUH.

BoccranosneHme HCDBHO-MBIHIC‘-IHOfI IPpOBOAMMOCTH

BBenenne MHIHOMTOPOB — AllETWIIXOJMHACTEPa3bl  (HEOCTUIMUH, MHMPUAOCTUIMHMH  WIH
5apodOHUIl) NpU HOBTOPHOM MOSBICHUU T2 WIM NpPU MNEPBBIX NpPU3HAKAX KIMHUYECKOIO
BOCCTAHOBJIEHMSI MPUBOAMT K BOCCTAHOBJIICHHIO HEPBHO-MBIIIEUHOM IMPOBOJUMOCTH IOCIIE
0J10Ka, BEI3BAHHOTO JICHCTBHEM POKYpPOHHUSI OpOMHUA.

Ocobnie T'PYIIIBI TAIIMCHTOB

[IpomomxutensHOCTh JelcTBUS moanepkuBaromux a03 (0,15 Mr/kr) pokyponust O6pomuaa
MOXET OBITh HECKOJBbKO OOJbIIEe Yy TMAalMeHTOB IOXHUIOITO BO3pacTa M Yy MAIMEeHTOB C
3a00JIeBaHUEM TI€UYCHH W/WIK To4YeK (mpumepHo 20 MHHYT) NMPH KCHOJIH30BAHWU AHECTE3UH
SH(pIypaHOM U M30(IIypaHOM, Ye€M y MAalUUEHTOB 0Oe3 HapylleHus (PYHKIHHU SKCKPETOPHBIX
OpraHOB TpPU BHYTPUBEHHOW aHecTe3nw (mpubiusutenbHo 13 mMunyT). Ilpm MHOTOKpaTHOM
BBEJICHUU TIOJACPKHUBAIONINX 03 HAa PEKOMEHJOBAHHOM YpPOBHE KYyMYJSATHUBHBIN 3(QeKT
(IporpeccuBHOE YBEIUYCHUE MPOIOIHKUTEIBHOCTHU ICHCTBHSI) HE HAOIII0JalCs.

eTu
Cpennee Bpemsi Hauaja JEHCTBHs y MJIAJCHIEB M JeTeH Mpu MHTYOaMoHHOU mo3e, 0,6 Mr/Kr
POKYpOHHs OpOoMHAa, HEMHOTO KOpode, 4eM Yy B3pocibiX. [IpomomKUTeNnbHOCTh ACHCTBUS U
BpEeMs BOCCTAHOBJICHUS HEPBHO-MBIIICYHON MPOBOAMMOCTH MOTYT OBITH KOpoue y JAeTeil 1o
CPaBHEHMIO C MJIa/ICHLIaMU U B3POCIIBIMHU.
5.2. @@apmakokMHeTH4YeCKHEe CBOMCTBA
AOcopbuus
[Ipu BHYTpUBEHHOM BBeJleHHH OMOAOCTYHOCTH paBHa 100 %.

Pacnopenenenne

[Tocne BHYTPMBEHHOTO BBEIEHUS OJHOKPATHOW OONIOCHON J03BI POKYpOHHS Opommuaa

N3MCHCHHEC €T0 KOHICHTpPALUH B INIA3ME KPOBU NPOXOAUT TPU 3KCITIOHCHIIUAJIBHBIC (1)213[:1.
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COOTBETCTBYET IKCNEPTHOMY OTUYETY

ot 25.05.2026 N= 10344

VY 310pOBBIX B3pOCIHBIX (KKYIIUNCS) 00beM pacnpeneﬂg%-ggé;&&%mlf# %ﬁgﬁﬁ;ll;:@'S %

JIOBEPHUTENbHBIN nHTepBai) coctaiseT 203 (193-214) mu/kr, Tuia3MeHHBIH KIMPEHC paBeH 3,7
(3,5-3,9) ma/kr/mMuH.

[Ipu BBegeHHMM pOKYpOHHs OpomHJa B BUAE HENPEpbIBHON HHOQY3UM i OOJeryeHus
NPOBEICHUS CKYCCTBEHHON BEHTWISILIUMU JIETKUX B TedeHue 20 yacoB u 0ojiee, CpeTHHUM nepro
MOJTYBBIBEJICHUSI U CpEeIHUM (KaXyluiics) o0beM pacHpelesieHHss B paBHOBECHOM COCTOSIHUU
POKYpOHUs OpOMH/Ia YBETHMUUBAOTCS.

BI/IOTDaHCd)ODMaLII/IH

B mna3zme kpoBu He 00HAPYKEHBI METAOOIHUTHI POKYPOHHS OpoMuUIa.

DIIMMUHALIHS

VY 3710pOBBIX B3pOCHBIX CpeIHUMN Mepuo] mnoiyBbiBeAeHUs (95 % noBepUTenbHBIH HMHTEpBaN)
cocrtapnsieT 73 (66—80) MUHYT.

PokypoHust OpomMu BBIBOIUTCS C MOYOW M >kenublo. B Teuenwe 12-24 gacoB sKCKpenus c
mouoil nocturaer 40 %. Ilocne BBeAEHUS MEUEHHOTO PaJUOAKTHBHBIM H30TOIOM POKYPOHUS
OpoMuia, ero SKCKpenusi coctaBuia B cpeaaeM 47 % ¢ mouoit u 43 % ¢ KajaoM TedeHue 9 mHei.
[Ipubnuzurensro 50 % BBIBOJUTCS B HEU3MEHEHHOM BUJIE.

Oco0ble rpyInbl NALMEHTOB

Iayuenmsi ¢ nonuopeanHou HedOCmMamo4HoCmMovio
B koHTponmupyeMmbIXx  KIMHHYECKUX  HCCJICAOBAaHUSX ObUla  BBISIBJICHA  BBIPAKCHHAS
MEXHHIMBUyallbHAsl BapuaOelbHOCTh IOKa3aTesiel, CBSI3aHHAs C pa3IMYHBIM TE€HE30M U
CTCNECHBbIO  BBIPAKEHHOCTH  MOJIMOPTaHHOW  HEJAOCTATOYHOCTH WM WHAUBUAYATbHBIMHU
XapaKTEPUCTUKaAMU TalHMEeHTa. Y MAalUEHTOB C IOJMOPraHHOW HEIOCTATOYHOCTHIO CPEIHUM
(#SD) mepuwon momyBbiBeneHus cocrtaBimsan 21,5 (£3,3) uwacoB, (Kaxymwmiics) o0BeM
pacnipeaenenus — 1,5 (£0,8) n/kr, a kimmpenc mia3mel — 2,1 (£0,8) Mi/kr/MuH.
Jluya noosicunozo eospacma
B KOHTponMpyeMBbIX YCIOBHUSX IOKAa3aHO, YTO KJIUPEHC IUIa3Mbl Y MAI[UEHTOB IOXHUIOTO
BO3pacTa W y MAIMCHTOB C HAapyIIeHHWeM (YHKIUHM IMOYEK 3aMeJICH, OJHAKO B OOJBIIMHCTBE
UCCJIEIOBaHUM HaOyIo/1aeMble pa3iuyuus HE JOCTHTajd CTaTUCTHYeCKOW 3HauummocTu. [lepuon
MOJTYBBIBEJICHUS Yy MAIMEHTOB C 3a00JIEBaHUSAMHU TEUEHU BO3pacTaeT B cpenHeM Ha 30 MUHYT,
KJIMPEHC CHIKaeTcst Ha 1 MII/KI/MUH.

eTu
YV mnagennes (ot 3 mecsieB 10 1 roma) Kaxymmuiicss o0beM paclpeesieHuss B PaBHOBECHBIX
YCIIOBUSIX YBENUYEH IO CPAaBHEHHIO C B3pochnbiMH U feThMu (1-8 mer). YV gereir 3-8 ner
HAOIOTaeTCsl TEHMCHIMS K YBEIUYCHHUIO KIMPEHCA U YKOPOUYCHHUIO MEPHOJIa IMOJTyBBIBEICHUS
(mpubnu3uTenbHo 20 MUHYT) IO CPABHEHMIO C B3POCIBIMU, J1eThbMU (1-3 51eT) 1 Mi1aicHIIaMU.

17



ot 25.05.2026 N= 10344

6. DAPMAIEBTHUECKHE CBOIICTBA (MOCNEOQOBATENEHOCTE 0009)

COOTBETCTBYET IKCNEPTHOMY OTUYETY

6.1. IlepeueHb BcOMOraTe/bHbIX BEelIECTB

Harpus anerara tpurugpat

Harpus xnopun

YKcycHast KACIIOTa JeAsHAs

Bona mis nanexknuit

6.2. HecoBmecTumoCTH

Pokyponust 6poMu; HECOBMECTHM B OJHOM IIIIPHIIE C PACTBOPAMH, COJEPKAIMMHU CIIETYIOIINE
npenapatel: am@poTepulMH B, aMOKCHIWIIMH, a3aTHONpPUH, I11e(a30iuH, KIOKCALWILINH,
J€KCaMeTa30H,  Jua3zernaM, HHOKCHUMOH,  OJpUTPOMULMH,  (QamMoTuiauH,  (ypocemus,
TUAPOKOPTU30HA  HATpPUs  CYKLUMHAT, HWHCYJHMH, METOI€KCHUTal, METWINPEIHNU30JIO0H,
MPEAHU30JIOHA HATPUsl CYKLIMHAT, THONIEHTAJl HATPHsl, TPUMETONPUM M BaHKOMULIMH. POKypoHus
OpoMHJ HECOBMECTMM Takxe C mpenapatoM WHTpamunua (KUPOBBIE HMYJIbCHU IS
apeHTepaIbHOTO BBeJeHUs). PokypoHus OpoMuJ He cieayeT CMelMBaThb C JApPYyTUMU
JIEKapCTBEHHBIMH IIpenapaTamMu, 3a UCKIIFOUEHUEM YIIOMSIHYTBIX B pazaene 6.6.

6.3. Cpok rogHoctu (CpoK XpaHEeHHS)

HeoTkpeIThili dhi1aKOH

3 roma

Tlocye mepBoOro BCKPBITUS

PacTBop HE0OX0MMO HCIONIB30BATh CPa3y MOCIe BCKPHITUSA (hiIaKkoHa.

IIpuroroBiieHHBINA PacTBOD

[Tocne pa3BeaeHust MHPY3MOHHBIMU KHUAKOCTIMHU TPETapaT OCTaeTCS XUMUYECKH U (DU3HUECKH
cTaOMIbHBIM B TeueHue 72 yacos mpu temmneparype 30 °C (cm. pa3zaen 6.6).

6.4. OcoOble Mepbl IPeIOCTOPOKHOCTH NPU XPaHEHUH

Xpanutb B XonmoamwibHuKe (2—8 °C). XpaHUTh B OPUTHMHAIBHON ynakoBKe ((hJIakoH B TTAYKe) JJIst
3alUThl OT cBeTa. He 3aMopakuBaTh. YCIOBUSA XpaHEHHs MOCIE pa3BelEHUs! JIEKapCTBEHHOTO
npenapara cM. B paszzaene 6.3.

6.5. Xapakrep u cofep:kaHue YIIAKOBKHU

I[To 5 M Bo ¢makoHbl O€CIBETHOTO, HEHUTPAJBHOTO CTEKIAa | THAPOIUTHYECKOTO Kiacca,
TEPMETUYHO YKYMOpPEHHbIE MPOOKaMH PE3UHOBBIMU XJIOPOYTHIOBBIMU, C OOKAaTKOW aItoMo-
MJIACTUKOBBIMU KOJIMaYKaMHU.

ITo 1 wmu 5, wim 10, unu 12 hnakoHOB BMECTE C JTUCTKOM-BKJIAJIBIIIEM ITOMEIIAIOT B MAYKy U3
KapTOHA C MEePeropoKaMy WIH CIIeUAIbHBIMU THE3/IaMU U3 KapToHa (JIs1 CTallMOHAPOB).

ITo 20, 50 umum 100 ¢rmakoHOB ¢ paBHBIM KOJMYECTBOM JHUCTKOB-BKJIABIINICH, MOMEIIAIOT B

KOpOOKY M3 KapTOHa (I CTallHOHAPOB).
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JIEKAPCTBCHHOI'0 npemnapara HJIHA 0TX0/10B, MOJIYY€HHBIX mocJje NMPUMEHECHUSA
JJEKAPCTBCHHOI'O IIpenmapaTa, 1 Ipyrue MaHUITyJAIUHA C IIpennapaTomM

HMHCTpYKIUS 110 IPUTOTOBICHUIO JICKAPCTBEHHOI0 IIpenapara nepea IpuMeHESHIUEM

- Iepe/l BBEICHUEM PACTBOP CIEAYET OCMOTPETh. MOKHO BBOAUTH TOJIBKO MPO3PAUYHBIN pacTBOP,
HE COAEep KAl MEXaHUYECKUX BKIFOUCHUH;

- TIOKA3aHO, YTO B HOMHUHAJBHBIX KOHIEHTpanusax 0,5 mr/ma u 2,0 Mr/mMa pokypoHust OpoMmu
comectuM ¢ 0,9 % nHatpus xjopuaoMm, 5 % aexctpos3oil, 5 % nekcrposoit B 0,9 % pactBope
HaTpus XJOpHUaa, CTEPHUIHLHON BOAON I HHBEKIIMH, paCTBOPOM PHHIrepa v MoJureImHoOM.

- TMOCKONbKy TmpemapaT KpyapoH He COOEp>KUT KOHCEpBaHTa, pAcCTBOP HEOOXOIUMO
HCIIONIb30BATh Cpa3y MOCIE BCKPBITUS (IaKOHA.

[Tocite pa3BeacHusI HHPY3HOHHBIMA KHUAKOCTSIMHU TPEMapaT OCTACTCS XUMUYCCKH U (PU3HUSCKH
cTabmwiIbHBIM B TedeHue 72 dacoB mpu temmeparype 30 °C. C MHKpOOHMONIOTHYECKON TOUYKH
3peHusi pa3BelEHHBbI Mpenapar [OJDKEH NPUMEHATbCA HeMmeleHHo. Ecnu mpenapatr He
MPUMEHSIETCS HEMEJUICHHO, TO TMAIMEeHT/Bpad OTBETCTBEHHBI 32 BPEMs U YCIOBUS XpaHEHUS 10
MPUMEHEHHUs, KOTOPbIe 0OBIYHO HE JAOJIKHBI MPEBHIIATH 24 yaca rnpu temiepatype ot 2 o 8 °C,
KpOME cilydas, KOTrJa pa3BeJACHHE TIPOBOJUTCS B KOHTPOJIUPYEMBIX U BaIUIUPOBAHHBIX
acenTHueckux ycioBusix. Ecnmu mpenapar Kpyapon BBoauTcs depe3 eAuHyI0 WH(GY3UOHHYIO
CUCTEMY C APYTMMH JICKapCTBCHHBIMHU TIperaparamu, HEOOXOIUMO TIIATEILHO MPOMBIBATH
cucremy (0,9 % pacTBopoM HaTpusl XJIOpUA) MEXITY BBEICHUEM MPEIapaToB

OT0 HEoOXO0AMMO B TeX CllydasX, KOrJa pOKYpOHHMs OpoMuUI M Jpyrue mpernapaTsl
HECOBMECTHUMBI, UJTH KX COBMECTUMOCTH HE YCTAHOBJICHA.

Yruiuzauus

Bech ocraBmuniics iekapCTBEHHBIN MTpenapar U OTXO/bI CIEAYET YHUUTOXKUTh B YCTAHOBICHHOM

MOPSIZIKE.

7. JAEPKATEJDb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccuiickas @enepanns

000 «<BEPOD®APM»

601125, Bnagumupckast 001., [erymmHckuii paiioH,
noc. Bonerunckuid, yi. 3aBojackasi, Biagaenue 120.

Ten./akc: (4922) 37-98-28.

Anpec 31eKTpoHHOM mouThl: info@veropharm.ru

19


mailto:info@veropharm.ru

COOTBETCTBYET IKCNEPTHOMY OTUYETY

ot 25.05.2026 N= 10344

7.1. IlpeacraBuTeJ b AepKATEJs perHCTpaJLumHHngl ;&Mg&éﬁﬁn bHOCTE 0003)

[Iperen3uu moTpeduTeNnell HANPaBIATH 110 aJIPECy:

Poccuiickas @enepanus

000 «<BEPOD®APM»

115088, r. Mockaa, 2-it FOxuonopToBbIii poe3, a. 18, cTp. 9, stax 2.
Ten: +7 (495) 797 57 37

dakc: +7 (495) 792 53 28

Anpec anekTpoHHOM ouThl: info@veropharm.ru

8. HOMEP (HOMEPA) PETUCTPALIIMOHHOTI'O YIOCTOBEPEHMSI
JITI-Ne(000143)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA
JlekapCTBEHHBIM TIpemapar OTHOCHTCS K KaTerOpud OTIyCKa B YCJIOBUSAX JiedeOHO-

npOoUIAKTUUECKUX YUPEKICHUI.

OOmast xapakTepUCTHKa JIEKapCTBEHHOTo mpenapara KpyapoH OOCTyNHa B €IHHOM peecTpe
3aperuCTPUPOBAaHHBIX JIEKAPCTBEHHBIX CpencTB EBpa3uiickoro 3KOHOMHUYECKOTO CO03a M Ha
UHPOPMALIMOHHOM  CalTe  YNOJHOMOYEHHOTO  OpraHa  (9KCIEPTHOW  OpraHW3aIluM)

(https://Ik.regmed.ru/Register/EAEU_SmPC).
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