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COOTBETCTEBY ET SKCNEPTHOMY OTUYETY

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO-HPEHAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
PonuBakaunH, 2 Mr/mi1, pacTBOp U1 UHBEKITUH.

PonuBakauH, 5 Mr/mi1, pacTBOp AJIs1 HHBEKIUH.

PonuBakauH, 7,5 Mr/mit, pacTBOp JJ1s1 MHBEKIIHA.

PonuBakaus, 10 Mr/mi, pacTBOp It UHBEKITUH.

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBII COCTAB
JleiicTByOIIEE BEIECTBO: POIIMBAKANH.

PonuBakans, 2 Mr/mi1, pacTBOp Ul HHBEKIIAN

1 M pacTBOpa Il MHBEKIUH COJIEPKUT 2 MI poNHMBaKawmHa (B BHUJIC pPOIMBAKAMHA
TUAPOXJIOPHUIA).

PonuBakaus, 5 MF/MJ'I, pPAacTBOP JUId HHBCKIIMI

1 M pactBopa Uil WHBEKUMH COJAEPKUT S MI pOIMBakauHa (B BUAE pOINMBAaKauHa
TUAPOXJIOPHUIA).

Ponusakaun, 7,5 Mr/mu1, pacTBOD JUIS UHBEKLIUHA

1 Ma pactBopa s WHBEKIMH COIEPXKHUT 7,5 MI pONMBAaKaWHA B BHJC POIMBAKAMHA
TUAPOXJIOPHUIA).

PonmBakaud, 10 Mr/mi1, pacTBOp JUISL MHBEKLIUHA

1 mn pactBopa st mHBEKUMi comepxut 10 mMr pomnmBakanHa (B BHIE pPONMBAKaMHA
TUAPOXJIOPHUIA).

BcmomorarenbHbie BelecTBa, HATMYNE KOTOPHIX HA/IO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuil (cM. paszaen 4.4.).

[TonHbBIN TEpevYeHbh BCIOMOTATEIBHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA
PactBop 11 uHBEKIUN.

[Tpo3paunast GecriBeTHas! )KUJIKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO

B KOHIICHTpAaIuu 2 mMr/mn nopemnapar PonmBakaua NDPpUMCHAIOT 110 CICAYIOIHNM ITOKa3aHUAM:

Kynuposanue octporo 607eBoro CHHIpOMa y B3pOCIIbIX U JIeTel cTapiue 12 jet:

- TpojaJieHHas SNuIypanbHas HHPY3Us WM TepHoauYeckoe OOJIOCHOE BBENEHUE,
Harpumep, JUIsl yCTpaHEHUS MOCIIeoNepalliOHHOM 6011 1 00e300IMBaHus POIOB;

- Onoxaaa OTAEIbHBIX HEPBOB M MHPUIBTPALIMOHHAS AaHECTE3US,
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WHBEKIHH (PU TTOCIICONEPAIMOHHON 00IIN).

KynupoBanue octporo OomeBoro cunapomMa y gered or 1 roma go 12 mer
(BKITFOUHTEIIHHO):

- OAHOKpAaTHAas M MpOAJICHHAs OJI0Ka1a mepruQeprudIecKux HEPBOB.

Y HOBOPOXKICHHBIX U JIeTeH 10 12—11eTHero Bo3pacta (BKIFOYUTEIBHO):
- KayJajbHas dNuaypasibHas 0J0Kaja;

- TIpoAJieHHAas dMUIypaibHas HHDY3US.

B xonuenTpamu 5 mr/mut penapar PonmmBakand OpUMEHSIOT 110 CHASIVIONIUM MOKA3aHUIM:

AHecTe3usl IPU XUPYPrUUYECKUX BMEIIATEILCTBAX Y B3POCIIBIX | AeTei cTapiie 12 neT:
- MHTpaTeKaibHas OJoKaja.

KymupoBanue ocTporo 6071eBOro CHHIPOMA B MEAUATPUH:

- Omokama mepudepudecKux HepBOB y jaerei oT 1 royxa g0 12 et BKIFOYUTEIIBHO.

B xonuentpaimu 7.5 mr/ma u 10 mr/ma openapar PonuBakavH OPUMEHSIOT V B3DOCIBIX U
nerert crapiue 12 geT mo CiaeayIomuM ITOKa3aHUsIM:

Amnecre3ns I[IpU XUPYPruv4eCKUuXx BMCIIATCIIbCTBAX:

- snuaypanbHas OJoKaja IpU XUPYPrU4eCKMX BMEUIATENbCTBAX, BKIIOYAs KECApEBO
CEYCHHUE;

- 0yoKaja KpYyIHBIX HEPBOB U HEPBHBIX CIICTEHUI;,
- 0J0Kaja OT/IeNIbHBIX HEPBOB U MH(PUIIbTPAL[MOHHAS AaHECTE3HUS.

BnyTtpucycraBHas HHbEKLUS IIPU ApTPOCKOIIMHU KOJIEHHOI'O CYCTaBa.

4.2. PexxuMm 103MpoOBaHNs U €c1IOCO0 NPUMEHEHUs!

IIpenmapar PonuBakavH JOJDKEH MCHOJIB30BATBCA TOJIBKO CIELUAIMCTAMU, HMEKOIIUMHA
JIOCTAaTOYHBIM OIBIT TPOBEIEHUS MECTHOW aHECTe3WH, WU TOJl WX HAOJIIOJIEHUeM, TpHU
HAIMYUU 000PYAOBAaHUS M JIEKAPCTBEHHBIX MPENaparoB sl MPOBEACHHUS PEaHMMAIMOHHBIX
MeponpusaTuii. Jlo Hayana BBIMOTHEHUS OOJBIIUX OJIOKAA JTOJDKHBI OBITH YCTAHOBJIECHBI
BHYTPUBEHHBIE KATETEPHI.

PexxuM 103upoBaHusd

B3pocnvie u 0emu cmapuwe 12 nem

B nenom st aHecTe3suu Mpu XUPYpruuecKUX BMEILIATENIbCTBaX TPeOyroTcsa Oosiee BBICOKHE
7036l U OoJiee KOHIIEHTPUPOBAHHBIE pPACTBOpHI IpernapaTra, 4YeM IpU HCIOJIb30BaHUU
aHecTeTHKa C ILelbl0  00e30omuBanus. IIpy HMCHONB30BaHMM AHECTETHKA C  ILIEJIbIO
00e30011BaHNs OOBIYHO PEKOMEHI0BaHA /103 2 MI/MII.

J171s BHYTpHCYCTaBHOI'O BBEJIEHUSI PEKOMEHI0BaHa /103a 7,5 MI/MII.

PonuBakaun B 03¢ 10 Mr/mun pekoMeHIyeTcs Uil SMUAypalbHOM aHeCTe3uH, KOTla TOoTHAas
MOTOpHas 00Kaaa SIBISETCS HE0OXOAMMOM JJIsl IPOBEICHUS OTIEpaITHii.

Jlo3b1, yka3aHHble B TaOnuuax 1 v 2, CYUTAIOTCS JOCTATOUHBIMU JUIS TIOCTUKEHHUS HAJCKHOU
0JI0KaZbl U ABISAIOTCS OPUEHTUPOBOYHBIMU IMPH MCIOJIB30BAHUM Ipenapara y B3pOCIBIX U
nerei crapuie 12 5eT, Tak Kak CYIIECTBYET WHAMBHyalbHas BapuaOEIbHOCTh CKOPOCTHU
pa3BUTHSA OJIOKAJbI U €€ IUTEITbHOCTH.
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onomn 1 QGHERQBATEREHOCTR 0005

npenapara s IpoBEIeHHs] HanboJiee 4acTo HWCIONb3yeMbIx Onokan. [Ipu mombope 10361
mpermapara CIeAyeT OCHOBBIBATHCS HA KIMHUYECKOM OMBITE C Y4eTOM (DU3HUECKOTO
COCTOSIHUSI TIAIIUEHTA.

Tabmuna 1. Pexomennanuu mo J03UpoBaHUIO Mpernapata PonmBakanH st B3pOCIBIX U JIeTEH
crapire 12 neT B KOHUIEHTpanusax 2 mr/mi, 7,5 mr/mt u 10 mr/mi:

Konuenrpanu O6bem | lo3a (mr) | Hauvasno | /liiMTeiibHOCTH
Al Ipenapara pacTBOpa AedicTBus | AelcTBUA (1)
(Mr/mu) (mJ1) (MuH)

AHecTe3us MPU XUPYPruIeCcKuX BMEIIATEeIbCTBAX
OnuaypalibHas aHECTE3Us Ha MOSCHUYHOM YPOBHE:
X 7,5 15—25 113—188 10—20 3—5

UPYyprudecKue
BMCHIATEIRCTBA 10,0 15—20 | 150—200 | 10—20 4—6
Kecapeno 75 1520 | 113150 | 1020 35
CeUYCHHUE
OnuaypanbHas aHeCTe3Us Ha TPYTHOM YPOBHE:
[Tocneonepanu-
OHHas
0besbommBaro- 75 5 15 | 38—113 | 10—20 -
mas Onokaga u
XUPYPrUYCCKHE
BMeEIIATEIhCTBA
biokaga KpynmHBIX HEPBHBIX CIIJIETEHUM:
Harpumep,
Guoxaza 75 1040 | 75—300%| 10—25 6—10
TIJICYEBOTO
CILICTCHUS
IIpoBogHUKOBAA
1 75 130 75—225| 115 2—6
UHQUIBTPALUOH-
Hasl aHeCTe3Us

KynupoBanue octporo 601eBOro CMHIpPOMA:

OnuaypaibHOE BBEJCHHE HA TIOSICHUYHOM YPOBHE:!
Bbomoc 2,0 10—20 20—40 10—15 0,5—1,5
[Tepuoanueckoe 10—15
BBEJICHHC 2.0 (MuHHI- 20—30 - -
(Harpumep, mpu MaJTbHBIN
00e300JIMBaHIH

WHTEPBaJ
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POJIOB) 30 Muny,

[Tpoiennas uHGYy3uUs IS

00e300/IMBaHus 20 6—10 12—20 ) i

pOJIOB ' /9 M/

[Tocneonepa- 614 1298

[IUOHHOTO 2,0 s r/ - -

00e300/IMBaHus T

brokana nepudepuyeckux HEPBOB:

Hanpuwmep,

OJIoKama

OePEeHHOTO

HEpBa WU -

MEXJIECTHUYHAS 2,0 5—10 mur/y 10—20 - -
MI/4

6sokana (rmpoj-
JICHHBbIC HHPY3UH
WJTH TIOBTOPHBIC
UHBEKITIH )

BHHz[ypaanoe BBCICHUC HA I'PYAHOM YPOBHC!:

[Iponnennas
uHpy3us

(Harpumep, A 20 6—14 12—28 ) i
rocJeorepa- ' MJ1/9 MTI/9
IIUOHHOTO

00e3001BaHNs)

IIpoBoHUKOBAs
6sokana u
MHQUIbTPALIUOH-
Hasl aHECTE3Us

2,0 1—100 2—200 1—-5 2—6

BuyTpucycTaBHOE BBeeHHE:

ApTtpockonus
KOJIEHHOT'O 7,5 20 150*** - 2—6
cycraBa**

*I[osa AJIA 6JIOK3.I[BI KPYIHLBIX HECPBHBIX CILICTCHHUM JOJIKHa HO,Z[6I/IpaTBC$I B COOTBCTCTBHUHU C
MECTOM BBCACHUA U COCTOAHUEM ITallMCHTA. Bnoxana JI€9€BOTO CINIECTCHUA MCXKICCTHHYHBIM
U HAJKIIIOYUYHBIM HJOCTYIIOM MOXKET OBITh COIIps’KCHA C BBICOKOM YacTOTOM CCPBE3HBIX
MOOOYHBIX peaxunﬁ BHC 3aBUCHUMOCTH OT UCIIOJB3YEMOI'0O MECTHOT'O aHECTCTHUKA.

**CooOmanoce ©0  ciydasX XOHAPOJIW3a TMpPH  IOCICONEPAMOHHON  MPOAJICHHOM
BHYTPUCYCTaBHOM MH(Y3UH MECTHBIX aHECTETUKOB. PonuBakauH He cieqyeT NPUMEHSTh JUIs
IPO/JICHHOM BHYTPUCYCTaBHON MH(DY3UH.
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MaKCHUMaJIbHas /1032 HE TOJKHA MPEBBIIIATh 225 MT.

Tabmuua 2. PexoMeHaanuy no 103MpOBaHUIO Npenapara PonuBakanH st B3pOCIHbIX U ETEH
crapiie 12 neT B KOHIEHTPAIUU 5 MI/MII:

Konuenrpamusi | O6bem | [do3a (Mr) HauaJjo JIMTeJbHOCTH
npemnapara | pacrsopa AeHCTBUSA AeicTBus (1)
(Mr/mu) (MJ1) (MuH)

AHecTe3ust Ipu XUPYpPru4eckuX BMENIaTeIbCTBAX:

I/IHTpaTeKaJ'IBHaH 6n0Kaz[a:

Xupypruueckue 50 3—4 15—20 1—5 2—6
BMeEIIATEIbCTBA

I[J'IH O3HAaKOMJICHHU C q)aKTopaMI/I, BIIMAIOIIMMHA Ha MCTO/J BBIITOJIHCHHA OTACIBHBIX 6J'IOKaI[, u
C Tpe6OBaHI/I$IMI/I, nNpeaAbABIAACMBIMU K KOHKPCTHBIM TrpylaM M[MaluceHTOB, CICAYCT
HCIIOJIB30BAaTh CTAHAAPTHLIC PYKOBOJACTBA.

Jis mpemoTBpalieHusl MONaJaHusl aHEeCTETUKa B COCYH CIEAyeT 00s3aTeNbHO MPOBOJIHUTH
acmupalrMoHHyl0 1poOy J0 BBeIEHHUS M B IIpollecce BBeAEHHUS IMpemapaTta. Ecmu
IPEIOIaraeTcsl HCIOIB30BaTh IpenapaT B BEICOKOW J103€, PEKOMEHIYETCsl BBECTH MPOOHYIO
no3y 3—5 Mmi ponuBakauHa ¢ snuHeppuHOM. CiydailHO€ BHYTPUCOCYAUCTOE BBEICHHE
pacno3HaeTcs 0 BpEMEHHOMY YBEJIMYEHHIO YaCTOThI CEPJCUYHBIX COKpAILlEHUH, a cliydyaliHOe
WHTpAaTEeKallbHOE BBEJIEHHWE - [0 MpU3HAKaM CHOUHAIbHOro Onoka. [Ipu mosBIeHUN
TOKCHYECKUX CUMIITOMOB CJIEYET HEMEAJIEHHO MIPEKPATUTh BBEJICHUE TIpernapara.

Jlo BBeneHUs U BO BpeMs BBeJeHMs npemnapata PonuBakauH (KOTOpoe cienyeT MpOBOAMTH
MEUICHHO WJIH IIyT€M YBEJIWYEHUs BBOAMMBIX IIOCIEAO0BATEIBHO [J03 IIpernapara co
CKOpPOCThIO 25—50 MI/MHH) HEOOXOJUMO TIIATEIBHO KOHTPOJHMPOBAThH >KU3HEHHO Ba)KHBIE
(YHKIMY MalMeHTa U MOAJIEPKUBATh C HUM BepOaJIbHbIN KOHTAKT.

OnHOKpaTHOE BBEAECHUE pOIMBaKanHa B jAo3e 10 250 Mr mpu snuaypaibHOM Oiokane Juis
MPOBEJCHUSI XUPYPrUYECKOTr0 BMEIIATENbCTBA OOBIYHO XOPOLIO MEPEHOCUTCS MalleHTaMHU.
[Tpu Gnokazne miuedeBoro crieTeHus ¢ nomomibio 40 v npenapara PonuBakaun 7,5 mr/mi
MaKCHMaJbHblE IUIa3MEHHbIE KOHIIEHTPAI[MM pONHBAaKanHa Y HEKOTOPBHIX MAlMEHTOB MOTYT
JIOCTUTaTh 3HAUYEHUS, XapaKTEPU3YIOLErocs JETKUMH CUMIITOMaMH TOKCUYHOCTH CO CTOPOHBI
ueHTpaiabHoi HepBHOU cucteMsl (IIHC). [Toaromy npumenenue no3sl Boiiie 40 M npenapara
PonuBakaun 7,5 mr/mi (300 Mr poruBakanHa) He peKOMEH0BAHO.

[Ipu nauTenbHOM TPOBEACHHHM OJIOKaAbl MyTEM MPOJJICHHON WH(Y3UH WIUW TOBTOPHOTO
OOJIOCHOTO  BBENEHHUS CIEAyeT YYUTHIBATb BO3MOXKHOCTH CO3JIaHUS TOKCHUYECKUX
KOHIIGHTpAllMi aHEeCTeTHMKa B KPOBH W MECTHOTO TIOBPEXJCHHUS HepBa. BBeneHue
ponuBakanHa B TedeHue 24 4y B go3e g0 800 Mr cymMMapHO MpU XUPYPrHUYECKUX
BMEUIATENbCTBAX M U1 IOCIEONEpPAlMOHHOTO 00e300JMBaHus, a TakkKe MpojaJieHHas
amuaAypaibHas UH(Y3Us Tocie omepanuu co CKOPOCTHIO 10 28 MI/4 B TeUeHHE 72 4 XOpOIIIOo
MIEPEHOCHUTCSI B3POCIIBIMU TTAIMEHTAMH.

Jis  KynmupoBaHUS  IOCJICONIEPALIMOHHON OOJMM  peKOMEHAyeTcs Cledyrolas cxema
NpUMEHEHHs TIpenapaTa: eclid JSIUAYpajdbHBIA KareTep He ObUI yCTAaHOBJICH NpH
ONEepPaTUBHOM BMEILIATEIbCTBE, MOCIE €r0 YCTAaHOBKHM BBINOJHSIETCS SMHIypalibHas Oiiokana
OomtocHOM MHBeKuMeW npenapata PonuBakaun (7,5 mr/mi). AHanmbresusi MoJJepKUBACTCS
uHdy3ueit npenapata PonuBakaun (2 mr/mi). B GonblmMHCTBE ciiydaeB Ui KyIMHpPOBAHUS
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mi/a  (12—28 wr/4) obecneynBaeT aJE€KBAaTHYIO aHAJIBI€3WI0 C MHUHUMAJIbHON HE
MPOTPECCUPYIONICH BUraTeIbHON ONOKaAol (MpU WUCHOIB30BAHUU JIAHHOH METOJIUKU
Ha0JII0/1a710Ch 3HAYUTENIbHOE CHUKEHHE MOTPEOHOCTH B ONMUOMIHBIX aHAIBIETHKAX ).

Jlist moceonepannoHHOro 0oe36omuBanus npenapar PornuBakand (2 MI/mi1) MOXKHO BBOJUTH
HENPEpPhIBHO B BHUJE SNUAYpalibHOM HMH(Y3uM B TeueHue 72 4 Oe3 (eHTaHWIa WIH B
komOuHarmu ¢ HuM (1—4 mxr/mi). [Ipu npumenenun npenapara PonuBakaus 2 mr/mi (6—
14 wmur/gac) obecmeuMBaioCch aJeKBaTHOE 00e300JMBaHUE y OOJBITMHCTBA TAI[UECHTOB.
KomOunammst mpemapata PomuBakamH W (QeHTaHWIA TPUBOAWIA K  YIyYIICHHUIO
00€300/MBaHKs, BBI3bIBAasS NPHU ITOM MOOOYHBIE A((PEKTH, MPHUCYIIHEC HAPKOTHUYESCKUM
aHAJIbreTUKAM.

Hcnons3oBanue npenapata PonuBakavH B KOHIEHTpAIMU BbIIIE 7,5 MI/MII MPU KECapeBOM
CEYCHHUU HE U3YUECHO.

Oco0nlie I'pYHOIIbI TAIKMECHTOB

THayuenmoi ¢ Hapywenuem hyHKyuu novex

Kaxk npaBuito, mpu BBEJJCHUU OJHOKPATHOW J03bI JIMOO KPATKOCPOUHOU TepaIuy MalUeHTOB C
HapymeHneM (yHKINU 09K U3MEHEHHE 71036l He TpedyeTcsl.

HGL!MEHmbl C HapyuieHuem qbyHKl/ﬂ/llxl nevyeru

PonuBakauH Meraboiau3upyercss B IE€YEHH U IO3TOMY JIOJDKEH C OCTOPOKHOCTBIO
OPUMEHATbCS Yy MalUEHTOB C TsDKENbIMM 3a0ojieBaHMAMU IedeHU. [loBTOpHbBIE [103Hl,
BO3MOYKHO, HEOOXOIIMO CHUXKATh BCIIEJCTBHE 33JICPKKH BHIBEICHUSI.

Tlayuenmui, cmpaoarowue sunosoiemuet

VY ManueHToB ¢ TUIMOBOJIEMHEH, pa3BUBIICHCS 0 JI000I MPUYMHE, MOKET Pa3BUTHCS OCTpast
TsDKENas TMIIOTEH3Us BO BPEMs SIUAYPAIBbHOM aHECTE3MH, HE3aBUCHUMO OT HCIIOJIb3yEMOIO
MECTHOI'O aHECTETHKA.

eTH
Jemu cmapwe 12 nem

Pexxum mo3upoBanust I ieTelt cTapiie 12 JIeT He OTIMYaeTcsl OT PeXXUMa JO3UPOBAHUS IS
B3pOCIIBIX.

Hemu 6 6ospacme om 0 0o 12 nem sxnrouumenbHo

Tabmuna 3. PekoMeHnamum mo J03UpOBaHUIoO nperapara PonmBakann s aereit ot 0 mo 12
JeT B KOHLIEHTPALIUHN 2 MI/MJIIL:

Konnentpanus O6nem pacTBopa JHo3a (Mmr/kr)
npemapaTa (Mr/mi) (mi1/kr)

KYHI/IpOBaHI/Ie OCTpOro 00JIeBOTO CUHApOMa (I/IHTpaOl'IepaI_[I/IOHHOC 151 HOCHCOHCpaHI/IOHHOC)I

KaynanbHoe snunypaibHOE BBEJCHHE:

Biokana B oOmactu
ke Thy) y nereit ¢ 2,0 1 2
MaccoH Tena 1o 25 Kr

[Iponnennas snuaypaabHas HHPY3UsS y JETEH ¢ Maccoi Tena J0 25 Kr
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Bo3spact ot 0 10 6 mecsiies:

Bomoc* 2,0 0,5—1 1—2
Hudysus no 72 2,0 0,1 m/kr/u 0,2 Mr/kr/4
4acoB

Bo3spact ot 6 10 12 mecsues:

Bomoc* 2,0 051 12
Nudyzus no 72 2.0 0,2 MI/Kr/4 0,4 Mr/kr/a
4acoB

Bozpact ot 1 10 12 et BKIIIOUNTENBHO:

Bomroc** 2,0 1 2
Nudysus qo 72 2.0 0,2 MI/Kr/4 0,4 Mr/kr/a
qacoB

* Menbmme 1036l U3 MPEIIaraéMoro HWHTEpBaIa PEKOMEHAYIOTCS [JIsl SIUIYPaTbHOTO
BBEJICHUS HA TPYJHOM YpOBHE, B TO BpeMs Kak OOJNbIIME [103bl PEKOMEHJOBaHBI IS
AMUYPATHHOTO BBEJICHUS HA MOSICHUYHOM HIIA KayJalbHOM YPOBHSIX.

** PexomMeHayeTcs IS SMHUIYyPaTbHOTO BBEICHUS HA MOSICHUYHOM YpoBHE. OOOCHOBaHHBIM
SBJISICTCS] CHMPKEHHE J103bI 00JTI0CA JIJIS AMUAYPAIbHOM aHAJIbIe3UH Ha TPYJHOM YPOBHE.

Ta6nuia 4. PekoMeHIamuu 1Mo 103MpOBaHMIO Ipernapara PonuBakanH is aeteid ot 1 roga 10
12 neT B KOHIIGHTPAIMHA 5 MI/MIT:

Konuentpanus O6beM pacTBOpa Jo3a (Mr/kr)
npemnapara (Mr/mi) (mir/kr)

KyanOBaHI/Ie oCTporo 00JIeBOTO CHUHJApOMa (I/IHTpaOHepaLII/IOHHOe u HOCHCOHepaHI/IOHHOC)Z

bnokaoa nepughepuueckux nepsog y oemeti om 1 0o 12—nemmneeco 6ospacma
BKIIIOUUMENLHO.!

Hampumep, nis
OJIOKAIBI
MO/B3IOIIHO-
I1aXOBOT'0 HEPBA

5,0 0,6 3

Jlo3b1, yka3aHHbIe B Tabaumax 3 u 4, sSBIAIOTCS PYKOBOJCTBOM K HMCIOJIB30BAHUIO Mpernapara
B MeIMATPUUYECKON MpakTUKe. B To ke BpeMsl CyllecTByeT HHAUBUAYaIbHAsI BapUaOeIbHOCTh
CKOpPOCTH pa3BUTHS OJOKa M €ro JITUTEITbHOCTH.

VY ngereli ¢ u30BITOYHOM Maccod Tesa 4acTo TpeOyeTcs IOCTETIEHHOE CHMKEHUE J103bI
npernapara; mp1 3ToOM HE0OX0IMMO PYKOBOJICTBOBATHCS «HJI€AJIbHOM» MacCOU Tela MalueHTa.
3a cmpaBo4yHOW WH(poOpMaluei o (akTopax, KOTOPHIC BIUSIOT HA METOIbI BBITTOJHCHHS
OTJENBHBIX OJIOKaa U O TPEOOBAHUSIX, MPEIbABIAEMBIX K KOHKPETHBIM I'pYIINaM MalueHTOB,
cienyer oOpamarbecss K - CHEUATIM3HpPOBAaHHBIM pykoBoacTBaMm. OOBeM pacTBopa JUIs
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JIOJDKHBI TIPEBBIIATE 25 MJT JJIs TI000TO TallieHTa.

Jns npenoTBpallieHHs HENPEIHAMEPEHHOTO BHYTPHUCOCYJIHUCTOTO BBEACHUS AHECTETHUKA
CJIeIyeT THIATEeIbHO MPOBOIUTH aCIUPALMOHHYIO ITPOOY 710 BBEICHHUS U B MIPOLIECCE BBEICHUS
npemapata. Bo Bpems BBeleHHsS mpernapara HE0OXOJUMO TIHIATEIFHO KOHTPOJIUPOBATH
YKU3HEHHO Ba)kKHbIE (YHKIMM ManueHTa. [Ipu mosBieHUH TOKCHYECKHX CHMIITOMOB CJEIyeT
HEMEJICHHO MPEKPATUTh BBEJICHUE IIpenapara.

OnHOKpaTHOE BBEJEHHME PACTBOpA PONMBAKAMHA B JO3MPOBKE 2 MI/Mi (M3 pacdera 2 MI/KT,
0o0BeM pacTtBopa 1 MII/KT) IS TOCIEONEPAIMOHHON KayJaIbHON aHAIbIre3ud 00ECIIeUYnBACT
aJleKBaTHOE 00e300JIMBaHUE HUKE YPOBHA TNy y OonbIIMHCTBA nanueHToB. Jetu crapiue 4
JIeT XOPOIIO MEePEHOCAT 03bl A0 3 MI/Kr. O0BeM BBOAMMOTO PacTBOPA Ui SMHIYypPaTbHOTO
BBEJICHUS Ha KayJdaJbHOM YPOBHE MOKET ObITh M3MEHEH C LEJNIbI0 JOCTUXKEHUS Pa3IMuHON
pacIpOCTPAaHEHHOCTH  CEHCOPHOro  OJ0OKa, YTO ONKHCAaHO B  CIEIHATU3UPOBAHHBIX
pykoBojcTBax. He3zaBucumMo 0T THma aHecTe3nu, PEKOMEHAYeTcs OOJIIOCHOE BBEJICHHE
pacCcUMTaHHOM J103bI IIperapara.

[IpumeHenue npenapata B KOHLEHTpAlMM BhIIE 5 MI/MJI, a TaKKe HHTpaTeKalbHOE
IIPUMEHEHHUE JII0ObIX KOHIEHTpaluii npenapara PonuBakanH y JeTel He UCCIIe0BaIOCh.

HpI/IMeHeHI/IC npcerapara PonuBakaun Y HCJOHOIICHHBIX JeTel He N3Yy4ajioChb.

BBI/II[y OTCYTCTBUA JOCTATOYHOT'O KOJIMYCCTBA KIIMHUYCCKUX Ha6JHOI[eHI/If/'I HE PCKOMCHAYCTCHA
IMPUMCHATH POIIMBAKAWH B TO3UPOBKEC 5 Mr/mi y z[eTeﬁ B BO3pacCTC 10 1 rojga.

Cnoco0 nnpuMeHeHus

[Tpenapat PonuBakauH npuMeHseTcs Ul SIUypaIbHOM, CIIMHAIBHOM, HHPUIBTPALIMOHHON
Y IIPOBOJTHUKOBOM aHECTE3UH.

WHCTpYKIIMIO IO TPUMEHEHHIO PacTBOpa CM. B paszele 6.6.
4.3. [IpoTuBONOKA3aHUS

I'unepuyBCTBUTENBHOCTS K PONMBAaKaWHY, WIM APYTUM MECTHBIM aHECTETMKAM aMMIHOIO
THUIIA, W K JTI0OOMY U3 BCTIOMOTATEJIbHBIX BEIIECTB, IEPEUHUCICHHBIX B pazjaene 6.1.

IIpenapar PomnuBakauH ©IPOTUBOIIOKA3aH [JIsi BHYTPUBEHHOW pPErMOHApHON aHECTE3UH,
«Ooup1I0M» OJIOKaJbl, Yy MAMEHTOB C TUIIOBOJEMHUEH U MapalepBUKAIBLHOM aHecTe3Hel B
aKylLIepCTBeE.

JIOHOJHUTENLHO B KOHIIEHTpAIIMKA S5 Mr/mil mpenapar PommnBakavH HMMEET CIEAVIOIINE
OPOTUBOIIOKA3aHUS:

BBI/IHy OTCYTCTBUA JOCTATOYHOT'O KOJIUYCCTBA KIIMHUYCCKUX Ha6J'IIO}16HPII>i HE PCKOMCHAYCTCA
NpUMEHEHHE pOoNMBaKaWHa y neTedl muaame | roja, a Takke WHTPATeKaIbHOE BBEICHHE
npernapara.

4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

C 0CTOPO’KHOCTBLIO

Ocna0neHHble TMOXWIIbIE NAIMEHThl WM MAlHUEHThl C TKEIbIMH CONMYTCTBYIOIIUMU
3a00JIeBaHUAMH, TaKUMH Kak OloKazbl BHyTpHcepaedHoi npoBogumoctH II u III creneneit
(cuHOaTpuanbHasl, AaTPUOBEHTPUKYISIPHAS, BHYTPUKEIYAOUYKOBAsi), MPOrPECCUpPYIOIINe
3a00eBaHMs TIEUYEHH, TsDKeas IEeYeHOYHas HEeJOCTaTOYHOCTb, TsDKeNas XPOHUYecKas
MoYeyHasi HeJAOCTATOYHOCTh, NMPHU TEpanuM TMIIOBOJIEMUYECKOrO IIOKa, ocTpas mnopdupus,
JETCKUI BO3pacT, OEpeMEHHOCTh M B MEpHOJ JakTauuu. /[ AaHHBIX TPyl MalUeHTOB
pervoHapHasi aHeCTe3Us 4acTo SIBJISETCS MpeAnodYTuTensHoi. [Ipu mpoBeneHNN «OOIbIINX»
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pPEKOMEHAyeTCs IMPEeABAPUTEIBHO ONTHUMU3MPOBAaTh COCTOSIHME IALMEHTa, a TaKxke
CKOPPEKTHPOBATH /103y aHECTETHUKA.

[TaruenTam, HaxXONALIMMCS Ha JAMETE C OTPaHMYEHUEM HATpHsl, HEOOXOIUMO MPUHUMATH BO
BHMMaHUE COJIEp>KaHUE HATPUS B Mperapare.

Crnenyer co0uo1aTb OCTOPOXKHOCTb ITPU HHBEKIIMA MECTHBIX aHECTETHKOB B 00J1aCTH T'OJIOBBI
U 11U, B CBSI3M C BO3MOXXHOW MOBBIIMIEHHOW YaCTOTOW Ppa3BUTHS CEPHE3HBIX MOOOYHBIX
3¢ dexToB.

CrnenyeT coOmo1aTh OCTOPOKHOCTH MPHU HCIIOJIB30BAHUU Tipernapara PomwBakanH 2 mr/mi,
7,5 mr/min u 10 Mr/min y creayronmx KaTeropui marueHTOoR:

. IIPU BHYTPUCYCTAaBHOM BBEJICHHUH IperapaTa ClIeyeT cOOII0aTh OCTOPOKHOCTh IIPH
MOJO3PEHUHM Ha HaJIWuMe HeAaBHEW OOIIMPHOW TpaBMbl CycTaBa WU XHPYPrHUECKOM
ONEpali CO BCKPBITHEM OOLIMPHBIX IMOBEPXHOCTEH CYyCTaBa, B CBS3U C BO3MOXKHOCTHIO
ycusieHust abcopOuuu npernapara u 6os1ee BHICOKONM KOHIEHTPAllMKU Iperapara B Iia3Mme;

. 0co00e BHHMAHHE CIIEAyeT YACNATh NMpPU MPUMEHEHWH Nperapara y jaered o 6
MECSIIEB B CBSI3H C HE3PEIOCTHIO OPTaHOB U (PYHKIIHIA.

Oco0ble yKa3auus

Pernonapnass U MecTHas aHECTE3Msl JIOJKHA TMPOBOJUTHCS OINBITHBIMU CHEHHAINCTAMU B
COOTBETCTBYIOIIMM 00pa3oM 0O0OpYAOBaHHOM MOMEIICHHH TPH JOCTYMHOCTH TOTOBOTO K
HEMEIJICHHOMY HCIIOJIb30BaHUIO O00OpYIOBaHUS M TpErnaparoB, HEOOXOAWMBIX s
HpOBeZ[GHI/Iﬂ MOHI/ITOpI/IHFa CGpILG‘-IHOfI HCATCIIBHOCTU U peaHI/IMaHI/IOHHI)IX MGpOHpI/IﬂTHfl.
[lepcoHas, BBIMONHSIOMINNA aHECTE3UIO, JIOMKEH OBbITh KBANU(UIMPOBAHHBIM U OO0YyYeH
TCXHHUKE BBIIIOJIHEHUA aHCCTC3UH, AOIKEH 6LITI> 3HAKOM C Z[I/I&FHOCTPIKOIZ U JICUCHUCM
CHUCTEMHBIX TOKCHYECKUX pEaKIMil, HEKENaTelbHBbIX SBJICHUA W pEakUuil, U JpPYrux
OCJOKHEHHUM.

[lpn mnpoBeneHMM «OONBIIMX» OJIOKAL C LENbI0 CHIDKCHHS PHCKAa Pa3sBUTUS TSDKENBIX
HEOJIaronpusTHBIX SBICHHH PEKOMEHIYETCS NpPeABAPUTEIHFHO ONTHMH3HPOBATH COCTOSIHHE
NalMeHTa, a TAkKe CKOPPEKTUPOBATh 103y aHeCTeTHKa. J[o Hayasia BBIMOIHEHUS «OOJIBLINX»
0J10Ka]] 10JIKEH ObITh YCTAaHOBJIEH BHYTPUBEHHO KaTeTep.

Ocno)xHEeHHEeM HEeTpelHaMEPEeHHOT0 Cy0apaxHOMAAJIbHOIO BBEJIEHHUS MOXKET SBJIATHCA
CIMHAIBHBIN OJIOK C OCTaHOBKOH JIbIXaHHS W CHIDKCHHEM apTepuanbHoro nasieHus (AJl).
Cynoporu pa3BuBarOTCs 4alle npu 0J0Kajie MIIeYeBOro CIJIETEHUs U 3MUAypaibHOI O10Kaze,
BEPOSITHO, BCIIEJICTBUE CIYyYalHOTO BHYTPHUCOCYIUCTOTO BBEIECHUS UM OBICTpOM abcopOumu
B MeCTe WHBEKUUH. BbimomHeHue Oyokaa mnepudepuilHbIX HEPBOB MOXET TpeOoBaTh
BBEJIeHHUE OOJBIIOr0 00bEMa MECTHOTO AaHECTETUKa B 30HBI C OOJBIIMM KOJUYECTBOM
COCYJIOB, YacTO BOJM3M KPYIHBIX COCYJOB, 4YTO IOBBIIIAET PUCK BHYTPUCOCYAUCTOTO
BBEJICHUS W/WIN OBICTPOTO CHCTEMHOIO BCACHIBAHUS, YTO MOXKET IPUBECTU K BBICOKOM
KOHLIEHTpAllUu Ipenapara B IiazMe. HekoTopsle mpouenypsl, CBA3aHHBIE C IPUMEHEHUEM
MECTHBIX AaHECTETUKOB, TAaKHE KaK MWHBEKUMH B 00JacTM TOJOBBI W IIEH, MOTYT
COIIPOBOKIAThCS TOBBIIICHHOM YacTOTOW pa3BUTHUS CEPbE3HBIX MOOOYHBIX I(PQEKTOB, BHE
3aBHCHUMOCTH OT THUIAa IMPUMEHSIEMOro MECTHOro asnecretuka. Heobxoaumo cobionaTh
OCTOPOXKHOCTh M N30€eraTh MHHEKIMH B 001aCTh BOCHAJICHUS.

Crnenyer coOmrogaTb OCTOPOXKHOCTb IPHM BBEJICHMM IIpenapara MalueHTaM ¢ OJIoKagon
BHyTpHCcepaeyHo mnposoaumoctu II u III cremeneit, manveHTam C TKEIOM MOYEYHOU
HEJ0CTAaTOYHOCTBIO, MOKUIIBIM U 0CIa0JIeHHBIM NallHEeHTaM.

HmeroTcst cooOIIeHusT 0 peKUX cIydasX OCTAHOBKH Cepjlla Mpy MPUMEHEHUU PONMUBaKauHa
JUISL STUAYPATHHOM aHEeCTe3un WM OJokaa mepudepuueckux HEPBOB, OCOOCHHO IOCIE
CIIy4aifHOTO BHYTPUCOCYAMCTOTO BBEJEHUS TIperapara, y TMOXHIbIX MalUeHTOB U Y
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peaHrMallMOHHbIE MEPONpUATUS ObUIM 3aTpyAHHUTENbHbI. OCTaHOBKa ceplla, Kak MpaBuio,
TpeOyeT OoJiee UIMTENBHBIX pPEaHMMALMOHHBIX Meponpuatuil. [lockonbKy ponuBaKauH
MeTaboNMu3upyeTcsi B TMEYEHM, CIEAYeT TMPOSBIATh OCTOPOXKHOCTh NpPU NPUMEHEHUU
npernapara y HalueHTOB ¢ TSHKETIBIMHU 3a00JIeBaHUSMH MEYEHU; B HEKOTOPBIX CIIydasx H3-3a
3aMEJUICHHON JIIMMUHAIMM MOXET BO3HUKHYTh HEOOXOAMMOCTb YMEHBLICHHS MOBTOPHO
BBOJMMBIX J103 aHECTETHKA.

OOBIYHO Y MAIEHTOB C MOYEYHON HEJJOCTATOYHOCTHIO TP BBEJCHUH ITpenapara OJHOKPAaTHO
WIN TIPY UCTIOJIb30BAaHUM Iperapara B TE€YCHHUE HENPOODKUTENIHOTO NEPH0/ia BPEMEHU He
TpebyeTcsi KOppeKTupoBarh 103y. OIHAKO anua03 W CHIDKCHHE KOHIIEHTpAaluu OEIKOB B
IUIa3M€ KPOBHM, 4YacTO pa3BHBAIOIIUECS Yy TMAlUEHTOB C XPOHUYECKOH MOYEYHOU
HEJIOCTaTOYHOCTHIO, MOTYT IOBBIIIATh PUCK CUCTEMHOTO0 TOKCHUYECKOTO JCHCTBHS Mperapara
(cM. pasmen 4.2). Puck cHCTEMHOM TOKCHMYHOCTM TaKXe TIOBBIIIEH IIPU NPUMEHEHUU
npenapara y MalyeHTOB C MMOHMKEHHOH Maccoil Tesla M MalHeHTOB C THIOBOJIEMUYECKUM
MIOKOM. DNUAypasibHAsi aHECTEe3Us] MOKET MPHUBOAMTH K CHXeHHI0 AJ] u Opaaukapauu.
BBeznenne cocyqoCyKHMBAIOMIMX IPENapaToB WM yBEJIHMYCHHE OOBEMa LUPKYIHPYIOLIEH
KPOBH MOJKET YMEHBIINTHh PHCK pa3BUTH MOAOOHBIX MOOO0YHBIX 3(dexToB. Cremyer
CBOEBPEMEHHO KOPPEKTHPOBaTh CHXeHue A/l myrem BHyTpuBEHHOTro BBeaeHHs 5—10 mr
adenpuna, mpu HeOOXOAUMOCTH BBEICHUE TIOBTOPHTb.

[Ipu BHYTpHCYCTaBHOM BBEJIEHHM Ipernapara cieqyeT CcoOM0AaTh OCTOPOKHOCTh HpHU
MOJO3PEHNH HAa HaJWM4We HeJaBHEW OOMIMPHOW TpaBMBI CycTaBa WM XUPYPrHYECKOU
Olepalyu CO BCKPHITMEM OOLIMPHBIX IOBEPXHOCTEH CycTaBa B CBSI3U C BO3MOYKHOCTBIO
ycuieHust abcopOiun mpenapara u 6oiee BHICOKOH KOHIIGHTPAIMHK IIpernapara B IIa3Me.

[TanueHTsl, MOJyYaAIOIIAE TEpanui aHTHapuTMHYecKuMmu mpemaparamu |l kmacca
(Hampumep, aMUOJApPOHOM) JOJDKHBI HAaXOAMTHCS TOJA TINATEIBHBIM  HAOJIOJICHHUEM,
pekomenayercs DKI-MOHUTOPHHI B CBSI3U C PUCKOM YCHJICHHS CEPICYHO—COCYAMCTBIX
a¢hekToB.

Crnenyer wuzberaTb JUIMTENBHOTO IPUMEHEHMs Ipernapara PonuBakauH Yy NalMEHTOB,
NPUHUMAIOIINX MOIIHbIe HHTHONTOPHI M3odepmenta CYPLA2 (takue, kak (hIyBOKCAMHH U
DHOKCAIIHH).

Cnenyer  yuuThIBaTh  BO3MOJKHOCTb  IEPEKPECTHOW  THMIEPYYBCTBUTEIBHOCTH  IPU
OJIHOBPEMEHHOM IIPUMEHEHUU Ipenapara PonuBakauH ¢ IpyrMMHU MECTHBIMU aHECTETUKAMU
aMUJIHOTO THIIA.

[TarueHnTam, HaxXOMALIMMCS Ha JHMETE C OTPaHMYEHHUEM HATpUs, HEOOXOIUMO MPUHUMATH BO
BHUMAaHHE COJICPKAHUE HATPUS B Mpenapare.

PormmBakanH MOTEHIMANTEHO MOXXET 00JaaaTh MOPPUPHHOTEHHBIMU CBOWCTBAMU M MOXKET
NPUMEHATHCS Y TMAIUCHTOB C JIMarHO30M «OCTpasi MOpGUPHUs» TOJBKO B CIIydasX, €CIH HET
6osee 6e30macHO aTbTEpHATUBBI.

B ciry4dac MMOBBIIICHHOMN YYBCTBUTCIIBHOCTU TAIMUMCHTOB  JOJI’KHBI OLITH IPUHATBL
HCO6XO,I(I/IMBIC MCPBI MPEAOCTOPOKHOCTH.

Coobmamoch 0 ciIy4dasXx  XOHJPOJW3a TMPU  TMOCICONEPANMOHHON  MPOJICHHON
BHYTPUCYCTaBHOM MH(Y3UH MECTHBIX AHECTETUKOB. B OOJIBIIMHCTBE OMHCAHHBIX CIIy4aeB
npoBoAusiack UH(QY3us B miedeBol cyctaB. HecMOTpst Ha TO, YTO MPUUMHHO—CIIEICTBEHHAs
CBS3b C IPUEMOM AHECTETUKOB HE YCTAHOBIICHA, POIMBAKAWH HE CIIEAYET NPUMEHATH IS
MIPOJUIEHHOM BHYTPUCYCTaBHOW MH(Y3UU.

BcnomorarenbpHbIe BelllecTBa

Ponueaxaun pacmeop ona unvexyuti 2 me/mn
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Jannslii npemapat conepxut 1,48 mmons (33,88 Mmr) Ha%E%MEFHTWIbIEIQHEE NllMltl);IL

(338,3 mr) matpus Ha KoHTeiwHep 100 My, 9TO HEOOXOAMMO YYHMTHIBATH ITAlIMCHTAM,
HaxoJdmuMcesa Ha JUCTC C OTPaHUYCHHUEM NOCTYIIJICHUSA HATPUA.

Ponueaxaun pacmeop ons unvexyuti 5 me/mn

Hannsiii npenapat copepkut 1,38 mmons (31,47 mr) natpus Ha dutakon 10 mi, 13,75 mmounb
(314,7 mr) matpus Ha KoHTeiHep 100 My, 9YTO HEOOXOAMMO YYMTHIBATH ITAlIMCHTAM,
HaXOJAIIMMCS Ha IUETE C OIPaHUYEHUEM [TOCTYIUIEHUS HAaTPHUSL.

Ponueaxaun pacmeop ons unvexyuti 7,5 me/mn

Jannsnii npenapat conepkut 1,29 mmons (29,5 mr) marpus Ha ¢aakon 10 mu, 12,89 mmoinb
(295 wmr) Harpuss Ha KoHTeWHep 100 MJ, YTO HEOOXOJUMO YYHMTHIBATH IAlIMCHTAM,
HaXOJAIIMMCS Ha IUETE C OIPaHUYEHUEM [TOCTYIUIEHUS HAaTPHUsL.

Ponueaxaun pacmeop ons unvexyuti 10 me/mn

Jannsnii npenapat conepkut 1,22 mmons (27,93 mr) Hatpus Ha ¢uakon 10 mi, 12,2 Mmmonb
(279,3 wmr) narpus Ha KoHTeiiHep 100 M, 4TO HEOOXOAMMO YYUTHIBATh MalMEHTaM,
HaXOJAIIMMCS Ha IUETE C OIPaHUYEHUEM MTOCTYIUICHUS HATPHUSL.

CTHu

[TpumeHeHue npenapata y HOBOPOXKACHHBIX TPeOyeT yueTa BO3MOKHOM HE3PEIOCTH OPraHoB
U  (usnosnornyeckux (QyHKUMH HOBOpPOXAEHHBIX. KimpeHc HecBs3aHHOM —¢pakuuu
ponuBakauHa u nunenokcunuauHa (I1I1K) 3aBucut or Maccel Tena U Bo3pacTa peOeHKa B
HepBble TO/Abl KHU3HU. BinsHue Bo3pacTa BbIpaXKaeTCsl B Pa3BUTUU U 3PENOCTH (DyHKIMH
IIEYEHH, KIMPEHC JOCTUraeT MaKCUMAJIBHOIO 3HAa4eHUs B Bo3pacTe okono 1—3 ser. Ilepuon
IOJIyBBIBEJICHUS] PONMBAKaMHa COCTaBISET 5—O6 4YacoB y HOBOPOXKJIEHHBIX M JeTed B
BO3pacTe 1 mMecsla 1o CpaBHEHMIO ¢ 3 yacamu y JieTei Ooiee cTapiiero Bo3pacra. B cBssu ¢
HEI0CTaTOYHBIM pa3BUTHEM (YHKLUH [EYEHU CUCTEMHasl SKCIIO3UIMsI PONMBAaKalHa BBIIIE Y
HOBOPOJKJICHHBIX, YMEPEHHO Bblllle — Yy jeTell oT 1 10 6 MecsleB N0 CPABHEHUIO C JETbMHU
Oosee cTapiero Bo3pacta. 3Ha4MTEIbHbIE OTINYMSA B KOHLIEHTPALUAX PONMBAKalHA B IU1a3Me
KPOBH HOBOPOXJEHHBIX, BBISIBICHHbIE B KIMHUYECKUX MCCIEAOBAHUSAX, TO3BOJISIOT
IIPEII0JIaraTh MOBBIIIEHHBIM PUCK BOSHUKHOBEHHS CHCTEMHOM TOKCHYHOCTH B ATOW IpyIIE
NAIUEHTOB, 0COOEHHO MU MPOJIEHHON SNUAYpabHON HHDY3UH.

PexoMeH10BaHHBIE J03bI JIsI HOBOPOXKJIECHHBIX OCHOBAaHbI Ha OIPAHWUYEHHBIX KIMHUYECKHUX
JTAHHBIX.

[Ipy wucronp30BaHMM PONMBAKAWHA Yy HOBOPOXKJICHHBIX HEOOXOJMMO MOHHMTOPUPOBAHHE
CUCTEMHOM TOKCHYHOCTH (KOHTpOJIb MPHU3HAKOB TOKCHYHOCTH co cropoHsl [[HC,
snekrpokapauorpadpust  (OKI),  KOHTpOIb  OKCHI€HAallMH  KPOBH) W MECTHOI
HEHPOTOKCUYHOCTH, KOTOpBIE CIEAyeT MPOAOJIKATh IIOCHIE 3aBEpIICHUS HHPY3UU H3-3a
MEJUICHHOT'O BBIBEICHUS IIPEnapara y HOBOPOK/ICHHBIX.

[IpumeHeHue mpemnapaTa B KOHLEHTPAalUMU BbIIE 5 MI/MJ, a TaKkKe HHTpaTeKalbHOE
IIpUMeHeHue npenapara PonuBakanH y 1eTel He HCCIEN0BaIOCh.

4.5. B3zaumopgeiicTBHe ¢ JPYrHMH JICKADCTBEHHBIMH MpenapaTaMHM M [pyrue BHIbI
B3aHMO/1eiCTBUA

JlaHHBIM JIGKAPCTBEHHBIA TMpernapar He CJIeAyeT CMEIIMBATh C JAPYTMMH JICKAPCTBEHHBIMU
CpeACTBaMHu.

OIIHOBpCMeHHOC IIPUMCHCHUC IIpCliapaTa PonmBakauH ¢ MECTHBIMH AHCCTCTHUKAaMU,
npenapartaM, CTPYKTYPHO CXOXHUMHU C MECTHBIMH AHCCTCTUKAMMU aMHIHOI'0 THUIIA HIIA
JICKAPpCTBCHHBIMU CPCACTBAMU, YIHCTAOIIUMU HHC, MOKCET YCUJIMBATHL TOKCHUYCCKHUC
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(HampuMep, aMHOAAPOH), JOJDKHBI  HAaXOAMTHCS TOJ  IOCTOSHHBIM  MEIUIIMHCKUM
HabOmronenueM u DK —MOHUTOpUpPOBAaHHEM, TaK KaK MOTYT BOSHUKHYTHh OOOYHBIE d(PPEKTHI
CO CTOPOHBI cepaeuHo-cocyauctoit cuctemsl (CCC).

B meno4HsIXx pacTBOpax pONMBAaKaWH MOXKET BBHINANaTh B OCAJIOK, MOCKOIBKY OH clabo
pactBopum 1ipu pH BeIie 6,0.

In VIiVO mpu OJHOBPEMEHHOM MPHMEHEHUU (IIyBOKCAMHUHA, MOIIHOTO H30MpaTEIbHOTO
uaruoutTopa m3odpepmenta CYPIA2, mimasMeHHBIH KIMPEHC pPOIMBAKaWHA THUIPOXJIOpHUIA
camwkancs Ha 77 %. Takum oOpa3zom, cuinbHble HHTHOUTOPHI M30hepmenta CYP1A2, takue
Kak (pyBOKCaMMH M 3HOKCAllMH, IIPU COBMECTHOM IPUMEHEHUH ¢ npenapatoMm PonuBakanH
MOTYT B3aWMOJICHICTBOBaTh C pONUBakauHOM ruuapoxjopunoMm. Crexyer u3berathb
JUINTEJIBHOTO HAa3HAYEHUs pONMBAKAWHA 'MJIPOXJIOPHJIA Y HALlMEHTOB, MOJIyYaroIIuX JeUeHHE
CHIIbHBIMU HHTHOUTOpamu nzodpepmenta CYPIA2.

In VivO mpu OZHOBPEMEHHOM MPUMEHEHHH KETOKOHA30J1a, MOIIHOTO H30HpaTeIbHOTO
uarunouTopa mzopepmernra CYP3A4, mima3MeHHBIM KIMPEHC PONMHMBAKaMHA THUIPOXJIOPUIA
camkancs Ha 15 %. OpHako uWHrHOWpOBaHHWE MaHHOTO H30(epMeHTa BpsAn I OyaeT
KJIIMHUYECKH 3HAYMMO.

In vitro pornmBakanHa TUAPOXJIOPH] SBJISIETCS KOHKYPEHTHBIM HHIHOMTOPOM H30(epMEeHTa
CYP2D6, B TO xe BpeMs HHTHOMpOBaHHE JaHHOTO H30(epMEeHTa HE MPOUCXOIUT HpHU
JOCTUTAaeMbIX B KIIMHUYECKON MPAKTUKE KOHLIEHTPAIMSIX Mpernapara B Iula3Me KpoBU.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

He INpOBOAMIIUCh HCCICAOBAHHA II0 OLCHKEC BO3MOXXHOI'O JIeHUCTBUS poIlMBaKanHa Ha
Pa3sBUTHUC IJI0AA Y )KCHIIWH.

HpenapaT PonuBakanH MOXXHO MNPUMCHATH IIPpU 6epeMeHHOCTI/I TOJIBKO B TOM CJIy4dac, €CJIA
OXXngacMmasd 110Jb3a JJId MaTCPU NPEBLIIIACT HOTCHHI/IaHBHHﬁ PUCK IJId 11044 (B AKYIICPCTBEC
HCIIOJIb30BAHUEC IIpCIiapara IJjid aHECTE3UH NN aHAJIBI'C3UN XOPOLIO O6OCHOB3.H0).

JlakTarms

He u3y4anock BblieleHHE poNMBaKalHa WM €ro METabOIUTOB C IPyAHBIM MoslokoM. Mcxons
W3 OKCHEPUMEHTAIbHBIX JAHHBIX, J103a IIpenapara, II0oJdydaeMas HOBOPOK/IEHHBIM,
cocraBisger 4% OT [J03bl, BBEIACHHOM Marepu (T.e. oOmas Jgo03a poNMBaKauHa,
BO3/ICICTBYIONIAsl HAa peOeHKa MpU IPYJAHOM BCKAPMIIMBAHWM, 3HAYUTENILHO MEHbILE J03bl,
KOTOpask MOKET OBbITh MOJY4Y€Ha HOBOPOXKICHHBIM IPH BBEJCHMM AHECTETHKA MaTepu HpHU
ponax). Ilpu HeoOxoaumocTu mpuUMeHEHHUs mpenapara PomuBakauH B IMEpPHOJ TPYIHOIO
BCKapMJIMBAHUA CJIEIYET PAaCCMOTPETh COOTHOLIEHHUE MMOTEHIUAIbHON O3Bl I MAaTePU U
BO3MOKHOT'O PHCKa JUIsl MJIaJICHIIA.

DepTUabHOCTD

He BbIsIBIICHO BIUSHUS pONMHMBaKanHa Ha (PEPTHIBHOCTh M PENPOIYKTHUBHYIO (YHKIIHIO, a
TaKX€ TEPATOr€HHOTO JEUCTBUA.

HccnenoBanusi BIMSHUSA DPONMBAaKaHAa Ha PENPOAYKTHBHYIO (DYHKIHIO MPOBOIMINCH Ha
JKUBOTHBIX. B wuccieqoBaHMsIX Ha KpblcaX pONMBAaKaWMH HE OKas3blBaJl BIUSHUA Ha
(bepTUIBPHOCTh U PENpOAYKIHMIO B JABYX MOKOJIeHHsAX. [Ipu BBeleHHH MaKCHUMAalIbHBIX 03
ponuBaKauHa OEpeMEHHBIM KpbIicaM HaONIOJaloCh YBEJIWYEHHE CMEPTHOCTU IOTOMCTBA B
nepBble TpU JHS TOCIE POJIOB, UTO, BO3MOXKHO, OOBSCHSETCS TOKCHYECKHUM 3PPeKToM
polMBaKanHa, MPUBOIALIMM K HAPYIIEHUIO MAaTEPUHCKOI'O NHCTUHKTA.
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ponrBaKannHa Ha OPraHOr¢HE3 HWJIM Pa3BUTHC IJIOJA HAa PAHHUX CTagugX. Taxxxe B X0I¢€
NEPpHUHATAJIBHBIX W ITOCTHATAJIbHBIX HCCIeIOBaHUM Ha KpbICax, IMOJy4aBIINX MAKCHMAJIbHO
NEPCHOCUMYIO 103y pOIIMBAKaWHA, HC OTMCYAJIOCh MOOOYHBIX 3(1)(1)6KTOB Ha IIO3JHHUEC CTaauHu
pa3BuUTHA 1JIoAA, POAOBYIO ACATCIILHOCTL, JIAKTAllUIO, JKA3HECIIOCOOHOCTh WM Ha pocCT
IIOTOMCTBA.

4.7. Biausinne Ha COCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CPeACTBAMM M pPadoTaTrhb C
MeXaHu3MaMu

Ha Bpems mnpumeHeHuss mnpenapara PonuBakauH HEOOXOOUMO BO3AEP)KAaTbCS  OT
NOTEHIMAJIBHO OMACHBIX BHUAOB JEATEIBHOCTH, TPEOYIOUIMX TMOBBIIICHHOTO BHHUMAHUS H
OBICTPOTHI ICUXOMOTOPHBIX PEaKLHi, TaK KaK MOI'YT BPEMEHHO HapylIaThCs BUrATEIbHbIE
(GyHKIMHU, KOOPAMHAIUS IBMKEHUH U CKOPOCTh PEAKLIUH.

4.8. HexenarejbHbIEe peakuuu

Pesrome mpoduisg 6e3onacHOCTH

HexenartenbHble peakuuu Ha Ipenapar PonmBakanH aHaJIOTM4HBl pPEakLMsIM Ha Jpyrue
MECTHbIE AHECTeTHMKM aMuJHOro Tuma. X cieayer oTiauyaTh OT (PU3MOIOIMYECKHX
3 PEeKTOB, BOSHUKAIOINX H3-32 OJIOKaJbl CHMIATUYECKHX HEPBOB Ha (DOHE IMHIypabHOU
aHecTe3UH, TaKUX Kak, CHI)KEHHE apTepUalIbHOrO JaBJeHHUs, Opaaukapaus, Uiu 3QQeKToB,
CBA3AaHHBIX C TEXHUMKOM BBEJCHUS IIpernapara, TaKMX Kak, CIIMHHAs IeMaroMa, MECTHOE
HOBPEXJCHUE HEPBA, MEHUHTUT, IOCTIYHKIIMOHHAS TOJIOBHAs 00J1b, SIHIypalibHBIN abciecc.

Tlobounvle 2¢hghexmul, npucyujue mecmHviM aHeCmemuKkam

Co cmopoHbl yeHmpanbHoU U nepugepuieckoll HepeHol cucmemsl . BO3MOKHBI HEHPOIIaThs |
HapylieHne (YHKIUW CHUHHOTO MO3ra (CHHAPOM TEpeAHEH CIIMHHOMO3TOBOW apTepuH,
aApaxHOWJIUT, CHHJIPOM KOHCKOTO XBOCTa), OOBIYHO CBSI3aHBI C TEXHUKOW MPOBEICHUS
pETHOHAPHOW AaHECTE3MH, a HEe C JENCTBHEM Ipenapara. B pe3ynbraTe CiaydaiHOTO
MHTPATEKAJIbHOTO BBEACHUS SMUAYPAIBHOM /10361 MOXKET MPOU30MTH IMOJIHBIA CIUHAIBHBIN
0J10K.

B03MOXKHBI cepbe3Hble OCI0XKHEHUS PU CUCTEMHOM Mepelo3UpOBKE U HENpeIHaMEepEeHHOM
BHYTPUCOCYIMCTOM BBEJICHUU Mpemnapata (cM. paszzen 4.9).

Ocmpas _cucmemnas mokcuyHocms: PoNMBaKamH MOXKET BBI3BIBATh OCTPBIC CHCTEMHbBIE
TOKCHYCCKHUEC PCAKIIMU ITPU HUCIIOJIB30BAHUHN BBICOKHX 03 WUJIU IIPU 6I)ICTpOM IIOBBIIIICHUU €TI0
KOHIICHTPAIIUK B KPOBH IPH CIIy4aifHOM BHYTPHUCOCYAHUCTOM BBEACHUU Tpernapara Judo ero
nepeo3upoBke (cM. pasaensl u 4.9 u 5).

Haubonee uacmo ecmpeuarowuecs nobdoumvie 3¢hghekmol: co0OOIMATOCH O Pa3TUUYHBIX
no0ouHbIX 3¢ (deKTax npenapara, NOJaBISIONIEe OOJBIIMHCTBO KOTOPBIX OBLIO CBSI3aHO HE C
BO3/JCHCTBUEM HCIOJIb3YEMOIO0 AaHECTETHKa, a C TEXHUKOW MpOBEJCHUS pEruoHapHOU
anecre3uu. Haubonee yacto (> 1 %) ormeuanuch crneayroiue nodouHbie 3QHeKThl, KOTOpbIE
ObUIM paclieHeHbI KaK UMEoIMe KIMHUYECKOe 3HaUeHUe, BHE 3aBUCUMOCTHU OT TOTO, ObLIA JIH
YCTAaHOBJIEHA TMPHUYNHHO—CIICJCTBEHHAs CBS3b C HCIIOJIb30BAHHEM MECTHOTO aHECTETHKA:
cHmwkenne AJ[*, tomHoTa, Opanukapaus, pBOTa, MapecTe3us, MOBBIIMIEHUE TEMIIEPaTyphl
TeNa, TOJIOBHAsh OO0JIb, 3a/Iep’KKa MOYEHCITYCKaHHS, TOJOBOKPYXEHHE, 03HOO, TOBBIIICHHE
apTepUaIbHOTO JIABJICHUS, TAXUKAPANS, TUIIECTe3UsI, OECIIOKOHCTBO.

Pe3roMe HexenareabHbBIX PEaKIINi

HexenarensHbie peaknuuu, NpeACTABICHHBIC HUIKC, CIPYNIIMPOBAHBI B COOTBCTCTBUU C
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Pa3BUTHS MMOOOYHBIX PEAKIM MCIOJIB3YIOT CICAYIOINUE KPUTEpHUH: oueHb dacto (> 1/10),
gacro (> 1/100, vo < 1/10), mewacto (> 1/1 000, vo < 1/100), penxo (> 1/10 000, HO
<1/1000), ouenp pemko (< 1/10 000, BkiIrOYast OTHAEIBbHBIC COOONICHWS) M «4acTOTa
HEU3BECTHAa» (HA OCHOBAaHUH MMEIOIINXCS TAHHBIX OLICHUTh HEBO3MOIKHO).

Hapywenus co cmoponvl uMMyHHOU cucmembl:

pPEeNKO — aJuIepruyecKre peakiuu (aHaUIAKTHIeCKUE PEaKINK, aHTHOHEBPOTUYSCKUHN OTEK,
KpanuBHUIIA), aHADUITAKTUYECKUHA HIOK.

Hapywenus co cmoponul nepéHoti cucmemvl:
4acTo — MapecTe3usi, FoJIOBOKPYKEHUE, TOJIOBHAs OOJIb;

HEYacTo — 0ECHOKOHCTBO, CUMIITOMBI TOKCHYHOCTH co cTtoponbl [IHC (cynmoporu, Oomnbrime
CYJOpOXHbIE MPHUMAIKU, MAPECTE3UN B OKOJOPOTOBOM 30HE, IU3apTpHsi, OHEMEHHUE SI3bIKA,
HapyLICHUs 3PEHUs, 3BOH B YIIaX, TUIEPAKy3Hs, TPEMOP, MBIIICUHbIC MOJEPTHUBaHUA)***,
TUIIECTE3US.

Hapywenus co cmoponbvl cepoya.

4acTo — OpaauKapaus, TaXUKapIus;

pEeAKO — apuTMUsl, OCTAHOBKA Cep/lia.

Hapywenus co cmoponul cocy0os:

OYEHb YacTO — CHIKeHne AJl*;

4acTo — nosblieHue AJl;

HEYacTo — 0OMOPOK.

Kenyoouno—kuweunvie napyuienus:

OUYEHb YaCTO — TOLIHOTA;

4acTo — pBoTa™**.

Hapywenus co cmopoHbl nouex u Mo4eable00AWUX Nymeli:
4acTo — 3aJ€P’KKa MOYEHCITyCKaHUSI.

Hapywenusi co cmopoHbl 0bixamenbHOU CUCEMbL, OP2AHO8 2PYOHOU KIIeMKU U CPeOOCHEHUS.
HEYacTO — OJBIIIKA, 3aTPYAHEHHOE JbIXAHHUE.

Obwue paccmpoticmea u HapyuwieHus 6 Mecme 66€0eHUS.:
4acTo — 00JIb B CIIUHE, 03HOO, MOBBIIIEHUE TEMIIepaTyphl TEJa;
HEYacTo — TUIIOTEPMHUS.

* Camxenue AJl Bctpeuaercs y aerei yacro.

** PBoTra BcTpeuaeTcs y JeTel O4eHb 4acTo.

*#% JlaHHBIE CUMOTOMBI OOBIYHO CBSI3aHBI CO CIy4alHBIM BHYTPHUCOCYAMCTBIM BBEICHUEM,
nepeo3upOBKON MK ObICTpOi abcopOrueit.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O N0J03peBaEMbIX HEKENATENbHBIX PpEaKUUsAX I[O0CIe pPerucTpanuu
npernapara ¢ Lelblo 00ecledeHns: HEMPEepPhIBHOIO MOHUTOPHHIA COOTHOIIEHUS «I10JIb3a —
PHCK» JIEKapCTBEHHOT'O Ipenapara. MeInuHCKUM paOOTHUKaM PEKOMEH]IyeTCsl cOO0IaTh O
JIOOBIX TOJ03PEBAEMBIX HEXKENAaTEIbHBIX PpEeaKIUsAX JIEKapCTBEHHOIO IIpernapara uepes



COOTBETCTBYET 3KCMEPTHOMY OTUYETY
or 14052026 N= 9508 C. 15

HAIlMOHAJILHBIE CHUCTEMBI COOOIIEHUS O HEXKE anenLHﬁﬂl:B-éam%i%g@Hh%;ﬁ: I:'xgi;é';'{%b

EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccniickas @enepanus

OenepanibHas ci1yx0a 1o Ha30py B chepe 31paBOOXpaHEHUs
Anpec: 109012, r. Mocksa, CriaBstHCKas IJI0IIa/1b, 1. 4, cTpoeHue 1
Tenedon: +7 800 550 99 03

OnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru

Cair B nH(}OpPMaAITMOHHO-TEIEKOMMYHUKAITAOHHON ceTu «HTEepHETY:!
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
CHUMOTOMBI
Ocmpas cucmemHas MOKCUYHOCb

[Ipu crnyyailHOM BHYTPUCOCYAUCTOM BBEICHUU TIPU TPOBEACHUU OJIOKAJ HEPBHBIX
CIUICTEHUH WM ApYyrux nepudepudeckux OJI0KaI HAOIIOMATUCh CIy4ad BO3HUKHOBCHUS
cyaopor. B cinydae MHTpaTeKanbHOrO BBEICHHS aHECTETUKA IIPU HEIIPABWIBHOM MPOBEACHUU
SMUAYPATHHON aHECTE3UH BO3MOXKHO BO3HUKHOBEHHE ITOJTHOTO CITMHAILHOTO OJI0KA.

CnyqaﬁHoe BHYTPUCOCYAUCTOC BBCACHUC AHCCTCTHKA MOKCET BbI3BATb HCMCIJICHHYIO
TOKCHYCCKYIO PCAKIMIO.

[Ipu nepeno3upoBKe BO BpeMsl IPOBEACHUS PETUOHAPHON aHECTE3UHU CUMITOMBI CUCTEMHOM
TOKCUYECKOW peaklMy MOSBISAIOTCA B OTCPOUYEHHOM IMopsanake uepe3 15—60 MuH mocie
MHBEKIUHN U3-32 MEUICHHOI'O MOBBIIIEHUS KOHIIEHTPALMM MECTHOTO AHECTETHUKA B ILIa3Me
KpoBH. CucTeMHasi TOKCUYHOCTb, B IEPBYIO OUYEPE/b, IPOSABISAETCS CAMITOMAaMHU CO CTOPOHBI
HHC u CCC. [laHHble peakIMu BbI3BIBAIOTCS BBICOKUMHU KOHLIEHTPAUUSMH MECTHOIO
aHeCTeTHUKa B  KPOBHM, KOTOpbIE MOTYT BO3HMKHYTh BCJIEACTBHE  (CIy4ailHOTO)
BHYTPHUCOCYAMCTOTO BBEJICHUSI, IEPEIO3UPOBKH MM UCKIIOYUTEIBHO BBICOKON acopOLIMu U3
CHUJIBHO BAaCKYJIAPU3UPOBaHHBIX oOyacteld. Peakumm co croponbl IHHC cxoxu s Bcex
MECTHBIX AHECTETMKOB aMHUJHOIO THIIA, B TO BpeMsa Kak peakuuu co ctopoHsl CCC B
OoJbIIeH CTENIEHH 3aBUCST OT BBEJAEHHOIO IIpenapara 1 ero J03bl.

UEHmpaﬂbHaﬂ HepeHas cucmema

[TposiBnenus cucteMHoi TokcuyHOCTH co cTopoHbl [IHC pa3BuBaroTcs MOCTENEHHO: cCHavasa
MOSIBIIAIOTCS PACCTPOMCTBA 3PEHMsI, OHEMEHUE BOKPYI pPTa, OHEMEHME SI3bIKA, TUIIEPAKY3Hs,
3BOH B ylIax, OJIOBOKPYKCHHC. I[I/I?;aprI/If[, TPEMOP U MBIHICYHBIC TOACPTIUBAHUA ABJIAIOTCS
0osiee CEpbe3HBIMU MPOSBICHUSMU CHCTEMHONM TOKCHYHOCTM M MOTYT MpPEIIIeCTBOBAThH
MOABJICHUIO TCHCPAJIM30BAHHBIX CYId0pOT (BTI/I MNPpU3HAKK HC OOJDKHBI IIPUHUMATLBCA 3a
HEBPOTHUYECKOE IIOBEJeHHE narueHTta). llpu mnporpeccupoBaHMM WHTOKCHUKALUU MOXET
HaAOJII0/IaThCS MOTEPS CO3HAHUS, MPUCTYIIBI CYI0POT MPOJOKUTEILHOCTBIO OT HECKOJIBKUX
CeKYHJ] /10 HECKOJbKHMX MHUHYT, COMPOBOXJIAIOUIMECS HApyIIEHUEM [JbIXaHHs, OBICTPHIM
Pa3BUTHEM THUIIOKCHMM W THUIICPKAITHUU H3-34 MOBBLINIIEHHOM MBIIIEYHON AaKTHUBHOCTH |
HEaJCKBaTHOW BEHTWIALIUU. B TKENbIX ciydasgX MOXKET Ja)ke HACTYNHUTh OCTaHOBKA
JAbIXaHUAA. BOSHI/IKaIOH_[I/Ie aluna03, THIICPKAIINEMHUA, THUITOKAJIBIITUEMHU A YCUIINBAKOT
TOKCHUYeCcKUe 3((HeKThl aHECTETHKA.

BrnocnenctBum, u3-3a nepepacnpeznenenuss anecretuka u3z IIHC wu ero mocnemyroiero
MeTaboaM3Ma U HKCKPELHH, MPOUCXOAUT JAOCTATOUYHO OBICTPOE BOCCTAHOBIEHHE (DYHKIIHIA,
€CJIM TOJBKO He OblJIa BBEJIeHa OOJIbINas 03a Impernapara.
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Cepoeuno-cocyoucmas cucmema

COOTBETCTBYET SKCTIEPTHOMY OTUETY

PaccrpoiictBa co ctoponbl CCC sBAstOTCS TpU3HAKaMH 0oJiee CEePhE3HBIX OCIIOKHEHUH.
Cumxenue AJl, Opaaukapaus, apuTMHs U, B psjie CIy4aeB, Jake€ OCTAHOBKA CEplla MOTYT
BO3HHMKATh BCJIEICTBUE BBICOKOW CHCTEMHOW KOHILIEHTPAallUM MECTHBIX aHECTETUKOB. B
PEAKUX CIIydasiX OCTaHOBKA CEpJIlla HE COMPOBOKAACTCS MPEIIICCTBYIOIEH CUMIITOMATUKON
co cropousl IIHC. B wuccnegoBanusx Ha A00poBOJbLIAX BHYTpUBEHHas UHQY3USA
polMBaKanHa TPHUBOJWIA K YTHETEHUIO MPOBOJUMOCTH M COKPATUTEIHHOW CIOCOOHOCTH
cepaeunoit Mpiiel. Cumnromam co ctopoHbl CCC 0OBIYHO TPEAIIECTBYIOT IPOSBICHHS
TOKCHYHOCTH co ctoponbl LIHC, KoTopbie MOKHO HE 3aMETUTh, €CIIH OOJIBHON HAXOIUTCS MO
JNEHCTBUEM CeIaTUBHBIX CpeacTB (OeH30AMa3eNuHbl Wi 0apOMTypaThl) WJIM TIOJA OOIIEH
AHECTE3HEH.

v z[eTeﬁ PaHHHUC IIPU3HAKKU CHCTEMHON TOKCUYHOCTH MECTHBIX aHECTETHKOB nHoraa CJI0XKHEE
BBISABUTH BCIICACTBHUC BaTPYﬂHeHHﬁ, HCIIBITBIBACMBIX NCTbMHU MPU OIMMCAHUHN CHUMIITOMOB, WJIN
B CJIydac IIPUMCHCHUA peFHOHapHOﬁ AHCCTE31MHU B COUYCTAaHUU C 061116171 aHecTe3uei.

Jleyenue ocTpoil TOKCUYHOCTH

[Tpu mosiBIIEHWH MEPBBIX MPHU3HAKOB OCTPON CHCTEMHON TOKCUYHOCTH CIICJYET HEMEIJICHHO
IPEKpaTUTh BBeleHUe npenapata. [lpu nossiaenuun cynopor u cumnromos yraerenus LIHC
NAIMEeHTy TpeOyeTcs aJleKBaTHOE JICYCHUE, IENIbI0 KOTOPOTO SIBISETCS IOJICPIKAHHE
OKCUTEHAIlMW, KyNupoBaHue cyaopor, mnoaaepxkanue aesrenbHoctu CCC. Crenmyer
00eCIeYnTh OKCUI'CHAIIUIO KHUCIOPOJIOM, a MPH HEOOXOJAUMOCTH MEPEUTH Ha UCKYCCTBEHHYIO
BeHTWIALMIO Jerkux. Ecmu cryctst 15—20 cekyHI CcyAopord HE MPEeKpalaroTcs, CIEIyeT
UCIIOJIB30BaTh MPOTHBOCYJOPOXHBIE CPEICTBA: THOINEHTAN HaTpusi 1—3 Mr/kr B/B
(oOecrieunBaeT ObICTpOE KynmupoBaHHE cymopor) wim guasenam 0,1 mr/kr B/B (meiicTBue
pa3BUBaeTCs MeJIJICHHEee MO CPaBHEHHIO C JeHCTBHEM TUomneHTana Hatpus). CykcamMeToHui
1 Mr/kr OBICTPO KYyNMUPYET CyIOPOTH, HO HPU €ro HCHOJIh30BAHUU TPeOyeTcss MHTYyOaIws
TPaxeH U UCKYCCTBCHHAs! BEHTUJISIIHS JICTKUX.

[lpu yraerenun pgesrenpHocTH CCC  (cHmkenune AJl, Opagukapausi) HE0OXOIUMO
BHYTpUBEHHOE BBeaeHue 5—10 mr sdeapuHa, npu HEoOXOIUMOCTH dYepe3 2—3 MHH
BBeJIeHUE MOBTOPUTh. [Ipu pa3BUTUM IUPKYISATOPHOW HEAOCTATOYHOCTH WU OCTaHOBKE
cepiaua ciueayeT HEMENJIEHHO HadaTh CTaHJApTHBIE PEaHUMAIMOHHBIE MEPOIPUATHS.
Kv3HEHHO Ba)KHO MOAIEPKUBATH ONTUMAIBbHYIO OKCUT€HAINIO, BEHTHIIALNIO U IIUPKYIISIIIHIO
KPOBH, a TakXe KOPpPEeKTHpoBaTh anuno3. [Ipum ocTaHOBKE ceplia MOTYyT MOTpeOoBaThbcs
Oosee IIUTENbHBIE pEAHUMALIMOHHBIE MEPOIIPUSITHS.

HpI/I TCparnun CHUCTEMHOM TOKCHYHOCTH y JeTen HeO6XO,[[I/IMO KOPPCKTUPOBATL HOO3bI
NEPCUUCIICHHBIX BBIIIC IMPENapaToOB COOTBETCTBCHHO BO3PACTy XU MACCE TECJIa MalMCHTA.

5. DPAPMAKOJIOTMYECKUE CBONMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

CDapMaKOTepaHeBTI/I‘IGCKaﬂ rpyr[na: AHECTCTUKHN, MECCTHBIC aHCCTCTUKU, aMUJIbI.
Kon ATX: N01BB09

MexauusM JericTBus U (hapMakoanHaMudeckie YO dEKTHI

PonuBakanH — MECTHBII aHECTETUK aMHUJHOTO TUMA JUIMTEIBHOTO JEHCTBHUS, SBISIOLIUICS
YUCTBIM HHaHTHOMepoM. OO0sajaeT Kak aHeCTe3UPYIIIUM, Tak U 00e300JUBaIOIIM
neiictBueM. Bpicokue 103bl1 ponMBakauHa IPUMEHSIOTCS JII MECTHOM aHECTe3Uu IIpU
XUPYPrU4ecKUX BMEIIATEIbCTBAX, HM3KHE J103bl IpernapaTa 00ecleyrBaIOT AaHAJIbIE€3UI0
(ceHCOpHBII 0JIOK) ¢ MHUHMMAaJIbHBIM W HE HPOTPECCUPYIOIIMM MOTOpHBIM Onokom. Ha
JUINTETbHOCTh UM HMHTEHCUBHOCTH OJIOKa/bl, BBI3BAHHOM pOMUBAaKaWHOM, J100aBlieHUE
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COOTBETCTBYET SKCTIEPTHOMY OTUETY

MNPEIATCTBYCT I'CHECpALlU UMITYJIBCOB B OKOHYAaHUAX YYBCTBUTCIIBHBIX HEPBOB U IMTPOBCACHUIO
HUMITYJIbCOB IO HCPBHBIM BOJIOKHAM.

Kak m gpyrue MecTHble aHECTETHKHM MOJKET OKa3blBaTh BIMSHHE Ha ApPYrue BO30yIUMBbIC
KJIETOUYHbIE MeMOpaHbl (HampuMep, B TOJOBHOM Mo3re M Muokapne). Eciu u30biTtounoe
KOJIMYECTBO MECTHOTO aHECTETHKa JIOCTUTAeT CHCTEMHOTO KpPOBOTOKAa 3a KOPOTKUH
IPOMEXYTOK BPEMEHH, BO3MOXHO TMPOSBICHHUE IPH3HAKOB CHCTEMHON TOKCUYHOCTH.
[Mpu3naku TokcmyHocTH co cropoHsl [IHC mpenmecTBylOT mpu3HaKaM TOKCHYHOCTH CO
croponsl CCC, Tak kKak HaOIr0Aal0TCs MpH 00Jee HU3KUX KOHLEHTPAIMAX pPONMBaKanHa B
mwiasme (cMm. pasaen 4.9).

[Tpsimoe AeiicTBHE MECTHBIX aHECTETUKOB Ha CEpIIle BKIIOYACT 3aMEJICHHE MPOBOJUMOCTH,
OTPHIIATENIbHBIA WHOTPONHBIA 3(P(EeKT M, Mpu BBIPAKEHHON NEPENO3UPOBKE, APUTMUIO H
OCTaHOBKY cep/Ia. BHyTpUBEHHOE BBEICHNE BBICOKUX 103 POMHMBAKAWHA MPUBOJIUT K TAKHM
ke addexTam Ha ceple.

BuytpuBeHHble HHQY3UH pONMBAKaMHA 37J0POBBIM JIOOPOBOJIBIIAM TTOKA3aJIH €ro XOPOIIYIO
HEPEHOCUMOCTb.

Henpsimeie cepaeuno-cocyauctoie 3G dexTs! (cHmxenne AJl, Opaaukapauns), KOTOPbIE MOTYT
BO3HHUKaTh II0OCIE SMUAYPalbHOIO BBEAEHUS PONMBAKAMHA, OOYCIIOBJIEHBl BO3HUKAIOLICH
CHUMIIaTU4ECKOH OI0KanoM.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopOuus

KonnenTpamnusi ponuBakanHa B TUIa3Me KPOBH 3aBHCHUT OT JI03bI, IIyTH BBEICHHS M CTETICHU
BaCKyJsipu3aluu  o0nacTH MHbeKUUH. (PapMakOKMHETHKAa pONUBaKauHa JIMHEHHas,
MakcuMaibHas KoHueHTpauus (Cmax) TpomopuMoOHanbHa BBeAeHHOM jgo3e. Ilocne
SMUYpPAILHOTO BBEJICHMsI POIMBAKaUH IOJIHOCThIO abcopOupyercs. AOGCOpPOLUS HOCHUT
nByx(ha3HbIl XapakTep, nepuoa mnoayBbiBeAeHUs (T12) ang 1ByX ¢a3 cocTaBiser
COOTBETCTBEHHO 14 MUH u 4 4. 3aMe/UleHHE SJIMMHUHAIUM PONHBAKaWHA ONpeAesseTcs
MeJUIeHHOM abcopOiuelt, 4To o0BsicHAET Oojee IUTENbHBIN 11/, MOCHE IMUAYPATHHOTO
BBE/ICHUSI HO CPAaBHEHHIO C BHYTPUBEHHBIM BBEJICHUEM.

Pacnpenenenne

OO0muii mnna3MeHHBId KIMpeHC ponuBakanHa — 440 MI/MHH, TJIa3MEHHBIM KJIHPEHC
HECBSI3aHHOT'O BEIeCTBa 8 JI/MMH, MOYEUHbIN KiupeHc | mi/MuH, 00beM pacnpezeneHus B
PaBHOBECHOM COCTOSIHUU 47 11, TOKa3aTelb Me4eHOYHoU 3KkcTpakuuu okoo 0,4, T 1o — 1,8 4.
PonvBakanH WHTEHCHUBHO CBSI3bIBACTCS ¢ OEIKaMU Iia3Mbl KpOBHU (TJIaBHBIM 00pa3oM ¢ o |—
KHUCITBIMU TJIMKONPOTEUHAMH), HECBsI3aHHAs (ppakius pomuBaKanHa COCTaBIsieT okoso 6 %.
JnutenbHas snuaypanbHas WHQY3Us poNMBaKavuHA MPUBOJUT K TMOBBIIMICHHIO OOIIETo
COJlep’KaHUsl Tperapara B IUIa3Me€ KPOBH, YTO OOYCJOBIEHO YBEIMUEHUEM COICpKaHHS
KHUCIIBIX TJIMKOTIPOTEMHOB B KPOBH TIOCJIE€ XHPYPTUYECKUX OIEpaluid, MpU HTOM
KOHIIEHTpAIMsl HECBSA3aHHOHU, (hapMaKOJIOTUYECKH aKTUBHOUN (OPMBI pONHMBAKAaWHA B TUIa3Me
KPOBU MEHSIETCS B TOPA3/10 MEHBIIICH CTETICHH, YeM 00111asi KOHIICHTPpaIUs PONMBaKanHa.

PonuBakanH XOpoIIO MPOHHUKAET uyepe3 IJIAlleHTApHbIM Oapbep ¢ OBICTPBIM JOCTHIKEHUEM
paBHOBecHsI 10 HecBsi3aHHOW (pakiuu. CTeneHb CBA3bIBaHUS C OeNKaMH IJIa3Mbl KPOBU Y
IUI0/1a MEHBIIIE, YEM Y MaTepH, YTO MPUBOAUT K 00JIee HU3KUM KOHIIEHTPALUSAM pONMBaKanHa
B IJIa3M€ IJI0JIa [0 CPAaBHEHMIO C OOIIEH KOHIEHTpalueill poruBakanHa B IJIa3Me€ KpPOBHU
MaTepH.

buorpancdopmarms
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apOMaTHYEeCKOTO THIPOKCHIMPOBAHUS. 3-THAPOKCUPONMBAKAWH (KOHBIOTHUPOBAHHBIA +
HEKOHBIOTMPOBAHHBIA)  OOHapyXuBaeTcs B  IUla3M€  KPOBU.  3-THAPOKCH H  4-
THAPOKCUPONMBAKAWH 00JIalaloT 0oJiee CIa0blM MECTHOAHECTE3UPYIOIIUM JIEHCTBHEM 10
CPaBHEHHIO C POITMBAKAHOM.

OIUMUHALMSA

[Tocnie BHyTprBEHHOTrO BBEAEHUS 86 % ponuBakanHa BBIBOJAUTCSA C MOUYOM M TOJIBKO OKOJO 1
% OT BBIZIETSIEMOTO C MOYOH Ipernapara BEIBOAUTCS B HeM3MeHeHHOM Buje. Okomo 37 % 3—
TUAPOKCUPOIIMBAKANHA, OCHOBHOI'O MeTa6OJII/ITa ponrBaKanHa, BBIBOOAUTCA C MOYOH
MPEUMYIIECTBEHHO B KOHBIOTUPOBAHHOH Gopme. 1—3 % ponuBakanHa BBIBOJUTCS C MOYO B
BUJE CICAYIONMX METaboNUTOB: 4-THUIpPOKCHpONUBaKanmHa, N—1e3aaKuIupoBaHHBIX
MeTaboNMuTOB U 4-THJIPOKCHAE3AJKUIUPOBAHHOTO  ponuBakanHa. Her maHHBIX O
palieMu3aly porruBakanHa in Vivo.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcioMoOraTe/ibHbIX BelIECTB
Harpus xmopun

1 M pacTBOp HaTpus TUAPOKCHUIA UITH

1 M x710poBOIOPOIHASL KHCIIOTA

Boja g1 uBbeKInn

6.2. HecoBmecTUMOCTH

JlaHHBINM JIeKapCTBEHHBIH NpenapaTr He CielyeT CMEIIMBATh C APYTUMH JIeKapCTBEHHBIMU
npenapaTami.

6.3. Cpok rognocTu (CpoOK XpaHeHus)

3 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

6.5. Xapakrep u conepkaHue NEPBUYHON YIIAKOBKH

PactBop g uabeknuii 2 Mmr/mia, 5 mr/mir, 7.5 mr/min, 10 mr/min

10 mi1 Bo dmakoHBI BMECTUMOCTBIO 10 MIT M3 O€CIIBETHOTO MPO3PAYHOTO CTEKJIA, TEPMETHYHO
YKYTIOPEHHBIE IPOOKAMU PE3MHOBBIMH, 00KaThIe KOIMauKaMi KOMOMHUPOBAHHBIMHU.

5 (nakoHOB B KOHTYpHOU stueiikoBoil ynakoBke (KSY) u MHCTpyKIMS MO MPUMEHEHHUIO B
MayKe KAPTOHHOM.
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PactBop u1g uebeKIMM 2 MI/MA

100 M B KOHTEWHEpHI MOJMMEpPHBIE U3 TUICHKH IOJIMOJC(PUHOBOM C OJHUM WIIM JABYMS
MIOPTaMH.

| KOHTEeHHEP U UHCTPYKIUS 10 IPUMEHEHHUIO B [TAYKE KAPTOHHOM.

Jns cranmonapoB: 12 wnm 72 KOHTeHHepa B MakeTax M3 IUICHKH WM 0€3 HUX M paBHOE
KOJINYECTBO UHCTPYKIMHA IO IPUMEHEHHIO B FrO(POsIIHKE.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH TIPU YHUYTOKEHUH HCHOJIb30BAHHOIO
JIEKAPCTBEHHOIr0 Mpenapara MWJIM OTXO0J0B, MOJYYEHHBIX IOCJIe TPUMEHEeHUs
JIEKAPCTBEHHOI'0 Npenapara, U Ipyrue MaHUMyJISMHU C PenapaToM

PactBop He COACPKUT KOHCEPBAHTOB M TMPEIHA3HAYEH TOJBKO JUIS OJHOKPATHOTO
npuMeHeHus. [loIIeXuT HeMeIJIeHHOMY WCIIOJIb30BAHUIO TIOCJIE€ BCKPBHITHS (prakoHa
(koHTEIHEpa), HEUCIIONB30BAHHBIN OCTATOK IMpernapara yTUIU3UPYIOT.

Hepez[ HCIIOJIB30BaHUECM J'IeKapCTBeHHHﬁ npcerapar HeO6XOI[I/IMO BHHUMATCJIIBHO OCMOTPCTD.
PaCTBOp JUIA I/IH'I)GKIII/Iﬁ OpUroacH TOJbKO B TOM CilIy4dac, CCJIIM OH ABJACTCA HNPO3pavYHbIM,
BUJUMBIC MCXAHUYCCKUC YaCTULIbI OTCYTCTBYIOT, (1)J'IaKOH (KOHTCﬁHep) HC ITOBPCIKICH.

JIroboe  KOJMMYECTBO  PacTBOpa, oOcCTaBiierocs Bo  (akoHe (KOHTEWHepe) mocie
UCTIOJIB30BaHUs, TOJDKHO OBITh YTHIU3UPOBAHO.

Becp ocraBmmiicss JI€KapCTBEHHBIM IIpenapaT M OTXOAbl CIEAyeT YHUYTOXKWUTh B
YCTaHOBJICHHOM IIOPSJIKE.

7. AEPXKATEJIb PETUCTPALHUMOHHOI'O YAOCTOBEPEHUA
Poccus

ITAO «Kpachapmar»

660042, KpacHosipckuii kpaid, T. KpacHosipck, yi. 60 met Oxtsa0ps, 31. 2
Ten. +7 (391) 204-14-77

E—mail: s_ref@kraspharma.ru

7.1. IIpeacraBuTeIb JepKaTe/isi PperucTPAalMOHHOIO YA0CTOBEpPEeHHs

[IpetreH3uu HOTDC6I/ITCJICI7I CICAYCT HAIPABJIATH 110 aApPCCy.

Poccus

ITAO «Kpachapmar»

660042, KpacHosipckuii kpaid, T. KpacHosipck, yi. 60 met OxTa0ps, 31. 2
Ten. +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHMUA
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9. IATA IEPBUYHOM PETUCTPAIIAU (HOATBEPXKJIEHUA PETUCTPAILIUH,
INEPEPEI'ICTPAIIN)

JlaTta mepBoil perucrpaiuu:

10. JATA HIEPECMOTPA TEKCTA

OOmiast ~ xapakTEepUCTHKA  JICKAPCTBEHHOro  mpemnapara PornmBakawH JOCTyriHA — Ha
UH(POPMAIMOHHOM mopTaie EBpasuiickoro SKOHOMHYECKOTO CO03a B HH(POPMAIMOHHO—
KOMMYHUKAIIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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