COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 23.09.2023 N= 19130

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOLO FIPERAPATA =1 U0 T 0007)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
PonuBakauH, 2 Mr/mi1, pacTBOp sl UHBEKIHH.

PonuBakauH, 5 Mr/mi1, pacTBOp sl UHBEKIHH.

PonuBakauH, 7,5 Mr/mi, pacTBOp Il MHBEKIIHM.

PonuBakaun, 10 Mr/mi, pacTBOp IJisi HHBEKITHH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHbBIN COCTAB
JleicTByro11€€e BEMIECTBO: PONMBAKAMH.

PonmBakang, 2 MI/MII, pacTBOD UL MHBEKIIUI

Kakap1it M1 pacTBOpa COACPKUT 2 MI' pONMBaKanuHa (B BUJIE TUAPOXIIOPHIA).
BcniomorarenbHbIe BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YYUTBIBATH B COCTABC JICKAPCTBCHHOIO
npenapara: HaTpui (cM. pazzaen 4.4).

PonmBakang, 5 Mr/mMi1, pacTBOp UL MHBEKIIUI

Kaxp1if M1 pacTBOpa COAECPKUT 5 MT' poNIMBaKanHa (B BUJIE TUAPOXIOPUIA).
BcniomorarenbHbIe BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUYUTBIBATH B COCTABC JICKAPCTBCHHOIO
npenapara: HaTpui (cM. pazzaen 4.4).

PonuBakaug, 7.5 Mr/mir, pacTBOD JUISI MHBEKLIUHA

Kaxnp1if M1 pacTBOpa coaep XUt 7,5 Mr poruBakanHa (B BUI€ THIPOXIOPUIA).
BcnomoraTenbHble BElECTBA, HAJUYME KOTOPBIX HANO YYUTHIBATh B COCTABE JIEKAPCTBEHHOIO
npenapara: HaTpui (cM. pazzaen 4.4).

PonuBakang, 10 Mr/Mit, pacTBOp JUISI HHBEKITHHA

Kaxxnpiii M1 pactBopa conepxut 10 Mr ponuBakanHa (B BUAE T’UAPOXIOPUAA).
BcrniomoraTenbHble BElECTBA, HAJUYUE KOTOPBIX HANO YYUTHIBATh B COCTABE JIEKAPCTBEHHOIO

npenapara: HaTpui (cM. pazzaen 4.4).

[Tonublii epeyeHs BCIIOMOTaTeIbHbIX BEIIECTB MPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBop mi1 HHBEKIUI.
becuserHas npo3padyHast JKUIKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3zaHusi K NPUMEHEHHU IO

B xoHneHTpanun 2 MI/MJI POITMBAKAWH NPUMCHAIOT 110 CIACAVIOIINM ITOKa3aHUAM.

Kynuposanue ocmpozo 60ne6020 cunopoma y 83pocivlx u oemeiti 8 gospacme cmapute 12 nem:

1
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® TIpOJUICHHAs SuuaypainbHas HHOY3uUsI|_uu Hetﬁddﬂ E‘i%&%e T%J(-)IJII:IQCT'I%J :'1'3:1|3”eIleHI/Ie

HarpuMmep, JUIsl yCTpaHEeHUs TOCIeoNepaluoHHON 001 uiti 06e300IUBaHMs POIOB;

e 0y0Kaza OTACTHHBIX HEPBOB M MH(UIBTPALIMOHHAS AaHECTE3US;

e 1mpojaieHHas Onokaga mnepudepuyecKux HEPBOB NyTeM HWHQY3UMH WIH OOJIOCHBIX
WHBEKIUH (pY TTOCIeONIepariOHHON 00JIN).

Kynuposanue ocmpozo 6onegoeo cunopoma y oemeil 6 6ospacme om [ 2oda 0o 12 nem
(6KIOUUMETILHO):

e OJIHOKpaTHas W MpOJUIeHHas OoKaa nepudepuyeckiux HEpBOB.
Y nosopoocoennvix u oemetl 6 so3pacme 0o 12 nem (8xnouumensHo)

® KayJaibHas SMUIypajbHas 0JIOKaNa;

® NPOAJICHHAS MUIYpajbHast UHDY3HSL.

B KoHIIGHTpaImu 5 MI/MII POIIMBAKAWH NPUMCHAIOT 110 CIACAVYIOIHM ITOKa3aHHUAM

Anecmesus npu xupypauieckux eMeulamenbCcmeax y 63pocivix u oemeti 6 eozpacme cmapuie 12
em:

e HUHTpaTeKaJdbHas OJIOKasa.
Kynuposanue ocmpozo 6oneeozo cunopoma 6 neouampuu:

e Onokaja nepudepruyecKnx HEPBOB Yy I€TEH B Bo3pacte oT 1 roga 10 12 JeT BKIIOYUTETHHO.

B xoruenTpanuu 7.5 mr/mia u 10 Mr/mMu1 poltiBakauH OPUMEHSIIOT V B3POCHBIX U JETEN B BO3pPACTE

crapite 12 JeT Mo CAESAVIOMNM ITOKA3aAHMUIM:

Anecmesus npu Xupypauueckux emMeulamensCcmeax.

e snuiaypanpHas OJ0Kaja NpU XUPYPrHYECKMX BMEIIATENbCTBAX, BKJIOYAs KECapeBO

CEUCHHUE;

e (Jy0Kaza KPYMHBIX HEPBOB M HEPBHBIX CIUIETCHUH;

e 0J0Ka/a OTACTHHBIX HEPBOB M MH(MUIBTPALIMOHHAS AaHECTE3USI.
Brympucycmasnas unvekyus npu apmpocKkonuu KOJeHHO20 CyCmaea.
4.2. Pe:kxuM 103MPOBAaHNUSA M CI0CO0 NPUMeEHEHUs!
PonuBakann JOJI2KCH HUCIIOJIB30BAThCA TOJBKO CIICHHAJIMCTaMH, HMCIOIIIUMH ,Z[OCTﬁTO‘-IHBIfI OIIBIT
IMPOBCACHUA MECTHOM AHCCTC3UHU, UJIHN 110 HUX Ha6JIIO,Z[€HI/I€M, Ipyu HaJIN4UU OGOpyI[OBaHI/ISI u
JIEKapCTBEHHBIX IpENapaTtoB i MPOBEACHUS pEaHMMALMOHHBIX Meponpustuid. [lo Havana
BBINOJIHEHUS OOJIBIINX OJIOKAJ JOKHBI OBITh YCTAHOBJIEHBI BHYTPUBEHHBIE KATETEPHI.

PexxuM no3upoBaHusa

B nenom 1t anecte3nu npu XUPYPruuecKux BMEIIATeIbCTBAX TPEOYIOTCs 00Jiee BHICOKUE 103bI
n OoJiee KOHIICHTPUPOBAHHBIC PACTBOPHI Ipemapara, YeM IMPU HCIIOJIb30BAHMHM aHECTETHUKA C
nenplo 00e30ommBanus. [Ipu MCHONb30BaHUM aHECTETHKA C IETbI0 00e300MBaHUS OOBIYHO

peKoMeHIoBaHa f03a 2 Mr/Mi. J{Jis BHyTpUCYCTaBHOTO BBEJCHHS PEKOMEHIOBaHA J103a 7,5 MI/MII.



PonuBakaun B nmo3e 10 Mr/mu pekoMeHIyeTcs

)
LI L

TBETCTEYET 3KCMNEPTHOMY OTUETY
ot 23.09.2023 N= 19130

s oty b anbct it kb rrd fioAnas

MOTOpHas OJoKajga siBIseTCS HEOOXOIMMOM IIsl mpoBeleHus onepauuid. J{03bl, yKa3aHHBIE B

Tabnunax 1 u 2, cCUMTaroTCsd JOCTATOYHBIMH JJIA JOCTHIXKEHHUSA HAIC)KHOM OJIOKAIbl M SBIISIOTCS

OpPUEHTUPOBOYHBIMH IIPU HCTIOIB30BAHUH IIPETapaTa y B3pocibiX U eTel ctapiie 12 neT, Tak Kak

CYIICCTBYCT MHAWBUAYAJIbHAA BapI/IaGG.HBHOCTB CKOPOCTH pa3BUTUA 6JIOKa,Z[BI U €€ JJIUNTCIIbHOCTH.

Janneie Tabmui 1 1 2 ABISIOTCS OpUEHTUPOBOYHBIM PYKOBOACTBOM IO JO3MPOBAHUIO TIpenapaTa

JUIS TIPOBEAeHMsI Hanbosiee 4acTo UCToIb3yeMbIx O0stokaz. [Tpu moabope 10361 penapara ciaenyer

OCHOBBIBATHCS Ha KIMHUYCCKOM OIIBITE C YUETOM (bHSH‘IGCKOFO COCTOsSHHA ITallUCHTA.

Tabmuua 1. Pexomenganuu 1mo J03UpOBaHUIO Ipenapara PomuBakauH A B3pOCIBIX U JeTel

ctapiie 12 net B KOHIEHTpausx 2 Mr/mia, 7,5 mr/mia u 10 Mr/mi:

Konnenrtpanus O0BéM I Hauano JnurensHOC
03a
npemnapara pactBopa (1) JNEUCTBUS | Th ACHUCTBUS
MTr
(mr/™mm) (M) (MuH) (9)
AHecTe3Hsl NPH XHPYPIru4ecKUX BMelIaTeIbCTBAaX:
Dnudypanvnan anecmesus Ha NOACHUYHOM YPOGHE:
Xupypruueckue 7,5 15-25 113-188 10-20 3-5
BMeEIIATEIHCTBA 10,0 15-20 150-200 10-20 4-6
KecapeBo ceucHme 7,5 15-20 113-150 10-20 3-5
Snuodypanvuas anecmesus Ha 2pYOHOM ypoeHe:
[TocneonepaunonHas
00e300mnBaromas
GoKana u 7,5 5-15 38-113 10-20 -
XUPYpruvecKue
BMeENIaTeIbCTBA
bnokaoa Kpynnuix HepeHbIX CHIIemeHUiL:
Hanpuvep, - bnoxana 75 10-40 | 75-300% |  10-25 6-10
IJIEYEBOTO CIICTEHUS
[TpoBOgHUKOBAS U
MHUIBTPALMOHHAS 7,5 1-30 7,5-225 1-15 2-6
aHecTe3us
Kynuposanue ocTporo 00;1eBOro cMHApoOmMa:
Anuodypanvroe 66edenue Ha NOACHUYHOM YPOGHE:
Bomroc 2,0 10-20 20-40 10-15 0,5-1,5
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KoHnuenrpanus D6Bem ' ""E[' B b - ﬂJﬁJ‘féh},Hoc
03a
npemnapara pactBopa (r) JNEUCTBUS | Th ACHUCTBUS
Mr
(mr/Mi) (mur) (MuH) (9)
[lepuonnyeckoe 2,0 10-15 20-30 - -
BBEJIcHUE (Hampumep, (MUHUMAITD
npu  00e3001MBaHUU -HBII
pOJZIOB) UHTEpBAJl —
30 MuH)
IIpoonennasn ungpysus ona:
00e300JIMBaHMS POJIOB 2,0 6—-10 mur/g 12-20 - -
MI/9
MOCJIEONIEPALIIOHHOT O 2,0 6-14 mn/u | 12-28 - -
00e300IMBaHUS MI/9

bnokaoa nepugpepuuecxkux nepeos:

Hampumep, OJIoKaza 2,0 5-10 mir/u 10-20 - -
OelpeHHOr0 HepBa WU Mr/4q
MCXKIJIICCTHHUYHAA

Omokana (MPOJICHHBIE
UHY3UN WIH

MOBTOPHBIE UHBEKIIHIH )

Snudypanvrnoe esedenue Ha 2pyoOHOM ypoeHe:

[Iponnennas wuHPy3UsA 2,0 6-14 mn/a | 12-28 - -
(mammpumep, TUIS MI/4
MOCJIEONEePAIIOHHOTO
00e300MBaHMs)
[TpoBoHUKOBAS 2,0 1-100 2-200 1-5 2-6
OJIoKaza u
WH(UIBTpAIMOHHAS
aHecTe3us

Buympucycmasnoe sgéedenue:

AprOCKOl’II/ISI 7,5 20 150***
KOJIEHHOTO cycTaBa™*

- 2-6

*Jlo3a ans G0Kajbl KPYIHBIX HEPBHBIX CIUIETEHHH JOJKHA MOAOMPATHCS B COOTBETCTBHH C MECTOM BBEJCHHS U
COCTOSTHHEM ManneHTa. biokaaa miedeBoro CIyieTeHHs MEKJICCTHUYHBIM U HaAKIIOUNYHBIM JIOCTYIIOM MOKET OBITh
COIPsDKEHA C BBICOKOM YacTOTOW Cephe3HBIX MOOOYHBIX PEakIMi BHE 3aBHCHMOCTH OT HCIHOJIB3YEMOT0 MECTHOTO
aHeCTeTHKa.

**Co0011aJ7I0Ch 0 CITy4asix XOHIPOJIM3a ITPH MOCIIEOIePAllMOHHON NPOJUICHHOW BHYTPUCYCTaBHON MH( Y3 MECTHBIX
aHecteTukoB. [Ipenapar PonmBakanH He cieayeT NpUMEHSTh JJIsl IPOJUICHHOW BHYTPUCYCTAaBHOM HH)Y3UH.
***Ecnu nmpenapat PonnBakanH TOMOTHUTENBHO NCIIOJIB30BANICS JUIS IPYTUX BUIOB aHECTE3NH, MAaKCUMaJIbHAS 1032

HE J0JDKHA TIPEBBIIATh 225 MT.
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Tabnuma 2. PekoMeHaanuu Mo JA03UPOBAHUIO npenapa@'%BM%Tﬂg I:El_zlb%[élﬁij ;II:IEé':Teﬁ

crapiue 12 net B KOHIIGHTPALUU S MI/MJI:

Konnentpanmst O0BéM Hauaio
Ho3za JnmutensHOCTh
npenapara pacTteopa JEUCTBUSA
(mr/kT) IercTBUS (1)
(Mr/™M1) (mu1/KT) (MuH)

AHecTe3Hsl IPU XUPYPrU4YeCKUX BMeIIATeIbCTBAX:

Humpamekanvnasa o1oxaoa:

Xupypru4eckue 50 3-4 15-20 1-5 2-6
BMcHIATCJIIbLCTBA

Jlng mpenoTBpalieHus TMOMajaHus aHECTeTHKa B COCYJ cjenyeT o0s3aTelbHO IPOBOAUTH
acTIMpalMoHHYI0 po0y 10 BBEIGHUS U B Tpoliecce BBeAeHUs npenapata. Ecnu npeanonaraercs
UCIOJIB30BATh Tpernapar B BEICOKOH /103€, PEKOMEHyeTCsl BBECTH TECT-103Y 3 — 5 MJI TUI0KauHa
¢ snuHeppuHoM. CiyyailHOe BHYTPHCOCYIMCTOE BBEIECHHUE PACIIO3HAETCS MO BPEMEHHOMY
YBEJIMUEHUIO YaCTOThI CEPACUHBIX COKpAIlleHUH, a cllydaliHOe MHTpaTeKaJbHOE BBEACHUE — IO
MPU3HAKAM CIIMHAIBHOTO OJ10Ka. [IpH MOsSBICHUN TOKCHYECKUX CUMIITOMOB CIIEAYET HEMEJIEHHO
NPEKpPaTUTh BBEACHUE Mpernapara.

Jlo BBenmeHuss M BO BpeMsi BBeIeHHUsS mpemnapara PommBakauH (KOTOpoe clieyeT MpPOBOAMTH
MEJIEHHO WMJIU MyTeM yBEJIWYEeHHs] BBOJMMBIX MOCIEA0BATENbHO J03 Mpenapara co CKOPOCTHIO
25 — 50 mr/mMuH) HEOOXOAMMO TIIATEIHHO KOHTPOJHMPOBATH XU3HCHHO BaXXHBIC (YHKIIUU
MAIMEeHTa U MOAJIEPKUBATh C HUM BepOanbHbIi KOHTaKT. OTHOKpAaTHOE BBEJICHUE PONMBAKAWHA B
no3e 10 250 Mr mpu 3nuAypanbHO O510Kane Ui MPOBEACHHS XUPYPTHUECKOTO BMEIIATeIbCTBA
OOBIYHO XOPOIIIO MEPEHOCUTCS MAUEHTaAMH.

[Ipu Onokane mieueBOoro cruieTeHus ¢ momompbio 40 Mi mpenapatra PommBakawH 7,5 mr/mi
MaKCHUMaJIbHbIE IJIa3MEHHbIE KOHLIEHTPAIMM PONHMBAKAMHA Y HEKOTOPHIX IMAalMEHTOB MOTYT
JIOCTUraTh 3HAYCHHUS, XapaKTEPU3YIOIIEroCs JISTKUMH CUMITOMAMU TOKCHYHOCTU CO CTOPOHBI
LEHTpAJIbHOW HepBHOW cucteMbl. [loaToMy mnpumeHenwe n03bl Bbiie 40 M mpenapara
PonuBakaun 7,5 mr/mia (300 Mr poriuBakanHa) HE PEKOMEHOBAHO.

[Ipy AnUTEeNnPHOM NPOBENEHUH OJIOKAABI IyTeM NPOAJICHHON WHQY3HMH WM TMOBTOPHOTO
OO0JIFOCHOTO BBEJICHUS CIIEAYET YUUTHIBATH BO3ZMOXKHOCThH CO3JIaHHSI TOKCHUECKUX KOHIEHTpAIUH
aHecTeTHKa B KPOBU U MECTHOT'O TIOBpEX/I€HUs HepBa. BBeaeHue ponrBakanHa B TeueHue 24 4 B
no3e 10 800 Mr cyMMapHO MpU XUPYPrHUECKUX BMEMIATEIbCTBAX U IS MOCIEONEpPallMOHHOTO
00e3001MBaHus, a TaK)Ke MPOAJICHHAs SMUAYypajbHast HHQY3Hs MTOCIE ONepali CO CKOPOCTHIO
70 28 Mr/4 B TeueHHE 72 9 XOPOIIO MEPEHOCUTCS B3POCIBIMU MAIIHEHTAMH.

Jlsig KynupoBaHHUS TOCJIEONEPaluOHHON 00JM PEeKOMEHIyeTcs cienylomas cxeMa MpUMEHEHUS
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mpermapara: eciy dSIUAYPATbHBIN KaTeTep He ObLI VCTaHOQHQ{%E%Q&EImBM IEI&G-EEagé};EC-LFBG,

M0CJIe €r0 YCTAaHOBKHU BBIMOJHSIETCS SMHIypaibHas Ojokana OOJIIOCHON MHBbEKLMEH mpenapaTa
PoruBakaun (7,5 mr/mi). AnHanbre3ust mojaepkuBaetcs WHOYy3mer mnpemnapara PommBakanH
(2 mr/mut). B 6OIBIIMHCTBE CITydaeB IS KyIMTUPOBAHHS ITOCICONEPAIIHOHHON 00 OT yMEPEHHOH
710 BBIpQXXEHHOU, MH(Y3HUs cO CKOpOoCcThio 6 — 14 Mut/y (12 — 28 Mr/4) obecrieunBaeT aiekKBaTHYIO
aHAJBIe3UI0 C MUHUMAJIBHOM HE MPOrpeccCHpyomeil JBUTaTeNbHOW Onokamol  (mpH
WCIOJIb30BaHNUU JIaHHON METOJIMKHM HaOINI0/1ajoch 3HAYUTENbHOE CHUKEHHE MOTPEOHOCTH B
OMHMOUJHBIX aHAJIBI€TUKAX ).

JIns mocneonepaunoHHOro ode36onuBanus npenapar PormuBakawH (2 Mr/mil) MOXXHO BBOAMTH
HETPEPHIBHO B BUE SIHUYpaIbHON HH(Y3UH B TeueHue 72 4 0e3 (heHTaHUIIa UM B CMECH C HUM
(1 -4 mxr/mn). Ilpu npumenenun mnpemapara PommBakamn 2 mr/mu (6 — 14 mut/gac)
oOecreunBalioch aJeKBaTHOE 00e300MBaiomee y OONBIIMHCTBA TaIlMeHTOB. KoMOuHanus
poruBakanHa W (EHTAHWIA TPUBOAWIA K YIYUIICHUIO 00€3001MBaHUS, BBI3BIBAasS MPU ITOM
no0ouHbIe 3¢ PeKThI, MpUCyIe HAPKOTUIESCKUM aHAJIBI €THKAM.

Hcnonws3oBanne mpemnapata PonwBakawH B KOHIIEHTpAIMM BBIMIC 7,5 MI/MJI MpU KecapeBOM
CEUEHUH HE U3yUYEHO.

Oco0ble rpynibl MalueHToOB

Ilayuenmoi ¢ Hapywenuem yHKYyuU nodex
Kak mpaBuio, mpu BBEJEHHH OJHOKPATHOHN J03bl JTUOO KPATKOCPOUYHOU Tepamuu MalEeHTOB C
HapylieHneM (QyHKIHU MoYeK, U3MEHEHHUE 103bI He TpeOyeTcs.
Iayuenmsi ¢ Hapywenuem yHKyuu nevyeHu
PonuBakanH merabonu3upyeTcst B MEYEHHM M, BCIEACTBUE ITOTO, JOKEH C OCTOPOKHOCTBHIO
MPUMEHSTHCSl Y MAllMEHTOB C CEPhe3HbIMH 3aboseBaHMsIMH TeueHHu. [loBTopsromuecs a03bI,
BO3MO>XHO, HEOOXOAMMO CHHKATh BCJIEJICTBUE 3aJICPKKU BBIBEACHHUS.
Iayuenmsi, cmpaodarowue cunogonemue
VY manueHToB, CTPaJalOMIUX THUIIOBOJIEMHUEH, MO 1000 MPUYMHE MOXKET Pa3BUTHCS OCTpas U
TsDKENash TUIIOTEH3Us BO BpeMs SIUAYpPaJbHOM AHECTE3UH, HE3aBHCHUMO OT HCIIOJIb30BAHMS
MECTHOI'O aHECTETHKA.

eTH
Pexum nosupoBaHus ans geteil crapie 12 jieT He OTIMYAeTCs OT peXUMa JA03MPOBAHUS IS
B3pPOCIIBIX.
be3onacHocth U 3 dexkTuBHOCTh TIpenapara PonmBakanH B KOHIIEHTpAIIUU 5 MI/MJ y JeTe B

Bo3pacte oT 0 10 | roga Ha JaHHBIM MOMEHT HE YCTAHOBJICHBI. /laHHBIE OTCYTCTBYIOT.
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Tabnuna 3. PekoMeHnauu mo 103UpOBaHUIO I enapaTa':%:&M%E%ﬁ%g Eﬁc';l EQET-IGT B

KOHLIEHTPALUU 2 MI/MIL:

Konnentpanuu | O6bem pacTBopa Jlo3a (Mr/KT)

npemapara (Mr/mi) (mut/kr)

KynupoBaHue ocTporo 60JieBoro CHHApoOMa (MHTPaoNnepanuoOHHOe H MOCJIe0NepalMoOHHoe):

Kayoanvnoe 3nudypanvHoe 66edenue:

briokana B obmactu Huxe Thxi Y 2,0 1 2

ImeTel ¢ MaccoH Teaa 10 25 Kr

IIpoonennas snudypanvnan ungysua y oemeii ¢c maccoii mena 00 235 ke:

Bozpacm om () 0o 6 mecayes:

bomroc* 2,0 0,5-1 1-2
Nudy3us no 72 yacos 2,0 0,1 ma/Kr/4 0,2 Mr/kr/4
Boszpacm om 6 0o 12 mecayes:

bomroc* 2,0 0,5-1 1-2
Nudy3us 1o 72 yacoB 2,0 0,2 ma/kr/4a 0,4 Mr/kr/q
Bozpacm om 1 0o 12 nem @Kir0uumensHo:

Bomxroc** 2,0 1 2
Nudy3us no 72 yacos 2,0 0,2 Mi/Kr/4 0,4 Mr/kr/4

* MeHbIIHe 10361 U3 IIPEATIaracMoro HHTEpBaia peKOMEHAYIOTCS IS SIIMAYPAILHOTO BBEICHHS HA TPYAHOM YPOBHE,
B TO BpeMs Kak OOJIbIIME 103bI PEKOMEHIOBAHbI JUIS ANUAYPAILHOTO BBEACHUS Ha MOSICHUYHOM WIH KayAajlbHOM
YPOBHSIX.

** PekoMeH/yeTCst /I SIULYypPabHOTO BBEJCHUS Ha IOSICHUYHOM ypoBHE. OOOCHOBAHHBIM SIBIISICTCSl CHHIKCHHUE

J103b1 60ITEOCa IS SMHULYPaTbHON aHAIBI€3UH HA TPYIHOM yPOBHE.

Tabnuua 4. PekoMeHganmu no J03UpoBaHuio npenapaTta PonuBakaun i gereit ot 1 roxa go 12

JIET B KOHLIEHTPALIMHU 5 MI/MIL:

KoHnnenrpanun O6nem pactBopa | Jloza (Mr/kr)

npemapara (Mr/mi) (mut/kr)

KynupoBanue ocTporo 60/1eBoro CHHApoMa (MHTPaonepaluoOHHOE U MOCJIe0NepannoHHoe):

bnokaoa nepugpepuueckux nepeos y oemeii om 1 0o 12 nem éxkniouumenvHo:

Hanpumep, i  MOJB3IOLIHOA 5,0 0,6 3
MaxOBOT'0 HepBa

Jl03b1, yKa3aHHbIC B TaOMUIax 3 U 4, ABISIOTCS PYKOBOJICTBOM K MCIOJIB30BAHUIO Mperapara B
neauaTpuiyeckod mpakTHKe. B Toxe BpeMs CyllecTBYyeT WHAMBUAYaJIbHAas BapuaOEIbHOCTD
CKOPOCTH pa3BUTUS OJIOKA U €0 AJTUTEIbHOCTH.

VY nereii ¢ n30BITOYHON MacCoO Tesa 4acTo TpeOyeTcsl MOCTENIEHHOE CHIKEHUE I03bI IIpernapara;

IPU 3TOM HEOOXOJIMMO PYKOBOJCTBOBATHCS «HUICATBHBIM» BECOM NAalMEHTa. 3a CIPABOYHOM
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uHpopmanueit o pakTopax, KOTOphIe BIHUSIOT Ha MGTO,Z{:Q%&M%%T(E‘H&HQEEJ 3190%("-:«!1—'51':'14 0

TpeOOBaHUAX, MPEABIBISEMBIX K KOHKPETHBIM TPYIIaM IMAlMEHTOB, CIEAYyET 0oOpariarbcs K
CHelHalM3UpPOBaHHBIM pyKoBoAcTBaM. OO0beM pacTBOpa A KaydaidbHOTO HSMHIYpaTbHOIO
BBeJICHUSI U 00beM OoJitoca JUIsl SMUIYpaIbHOTO BBEACHUS HE JOJDKHBI MPEBbIATh 25 MIT JUIs
moboro narnuenta. s nmpenoTBpalieHusl HempeaHaMEepEeHHOTO0 BHYTPUCOCYIUCTOTO BBEICHUS
aHEeCTeTHKa CIIEAYeT TIIATENbHO MPOBOAUTH ACHUPALIMOHHYIO MPOOy 10 BBEJCHUS U B IIpOIECcCe
BBeJIeHUS IpenapaTta. Bo Bpems BBeeHUs mpernapaTa He00X0MMO TIIATeIbHO KOHTPOJIUPOBATh
KU3HEHHO Ba)KHbIe (YHKIMHU ManueHTta. [Ipu MOSBIEHUU TOKCUYECKUX CHUMIITOMOB CIEIYET
HEMEIJIEHHO NPEKPATUTh BBEJICHUE TIperapara.

OpHOKpaTHOE BBEIEHHE PONMMBaKaWHa B 03¢ 2 Mr/mul (U3 pacuera 2 Mr/kr, 00béM pactBopa 1
MJI/KT) JUIsI  TIOCJICOTICPAllMOHHOW  KayJalbHOM aHAJIbre3Wd O0eCleuyrMBaeT aJeKBaTHOE
o0e30onuBanne HUKE YpoBHS Thxi y OonpmmHCTBa manueHToB. JleTu crapiie 4 JeT XOpoIio
nepeHocsAT 1036l 10 3 Mr/kr. O0beM BBOIMMOIO pacTBOpa JAJs SMUAYPATHHOTO BBEACHUS Ha
KaylalbHOM YpOBHE MOXXET OBITh HW3MEHEH C IEJbl0 JIOCTHXKEHHUS  PA3IU4HOM
pacnpoCTpaHEHHOCTH CEHCOPHOIo 0JIOKAa, YTO OMHCAHO B CIEIMATU3UPOBAHHBIX PYKOBOJCTBAX.
HezaBucumo oT Tuma aHecTe3nH, peKOMEHAyeTcs OOJIFOCHOE BBEICHHE PACCUUTAHHOM J103bI
mpermapara.

bezonacHocTh 1 3 PeKTUBHOCTH MpenapaTa PoruBakanH B KOHIIEHTPAIIUH BbIIIE 5 MI/MJI y IeTel
oT 0 1o 12 et Ha TaHHBII MOMEHT HE YCTAHOBJICHBI. /[[aHHBIE OTCYTCTBYIOT.

bezonacHocth U 3((hEeKTUBHOCTh MHTPATEKAIILHOTO BBelEHUs npenapara PomuBakanH BO Bcex
KOHILIEHTpauusix y aeredt or 0 mo 12 ner Ha AaHHBIE MOMEHT HE YCTaHOBIIEHBI. [laHHBIE
OTCYTCTBYIOT.

besonacHocth W 3¢¢dekTUBHOCTL mpemnapata PomnuBakanH y HEIOHOIICHHBIX JETeH HE
YCTaHOBJIEHBI. J|aHHbBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

HpenapaT MNPUMCHACTCA B BHUIC HHBGKHHﬁ, B TOM YHCJIC IMOBTOPHBIX HIIN 60.HIOCHBIX, niim
nH(Y3U# 11 ST ypaTbHOM, CIMHAIBHON, WHOUIETPAIIMOHHONW U TPOBOTHUKOBOM aHECTE3HUH.
WHcTpyKuny o NpUroTOBIECHHUIO JIEKAPCTBEHHOTO Mpenapara rnepei IpuMEeHEHHEM CM. B pa3Jielie
6.6.
4.3. IIpoTuBONOKA3aAHUS
e [unepuyyBCTBUTENBHOCTh K JICEUCTBYIOIIEMY BELIECTBY, JPYI'MM  MECTHBIM
aHecTeTWKaM aMUJHOrO0 THUINAa WM JIIo0OMYy U3 BCIIOMOTAaTENbHBIX BEIIECTB,
MEePEUYNCIICHHBIX B pazzaene 6.1;
e BuyrpuBeHHas peruoHapHas aHeCTe3Ms, «Oonblnasy Ol0Kana, y TMAIlHUEeHTOB C

TUIIOBOJIEMUEH U NTapalepBUKAIIBHON aHECTE3UH B aKyILIEPCTBE.
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4.4. Ocodble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH NMPH NMPUMEHEHUH

C 0CTOPOKHOCTBIO

C OCTOPOKHOCTBIO CJICAYCT BBOAHWTH IIpCriapar OCJ'Ia6JIeHHI>IM U MHOXWIIBIM ITallUEHTaM HIIN
MalUeHTaM C TSOKENIBIMH  COIMYTCTBYIOIIMMHU 3a00JI€BaHMSIMH, B TOM 4HCIE OJIOKaJbI
BHyTpHCcepaeuHoi npoBoguMocT Il u Il crenmenu (cuHoaTpuanbHas, aTpUOBEHTPUKYIISIPHAS,
BHYTPHXKEIIYI0UKOBasi), Mporpeccupyrone 3aboneBaHusl T[E€YEHH, TsKeNnas IeuyeHOYHas
HE/I0CTaTOYHOCTh, TsDKENas XPOHHUYECKas MOYeUHasi HEeAOCTaTOUYHOCTh, OCTpasi MophupHs, npu
TEepanuy THUMOBOJIEMHYECKOTO IIIOKA, JETCKH BO3pacT, OEpPEeMEHHOCThb, MEPHOJ TPYIHOTO
BCKapMiIMBaHus. J[ins JaHHBIX TPYNI MNAlUEHTOB pErHOHAapHAas aHecTe3usl SBIsieTcs
npennoutuTenbHou. [Ipu nmpoBeneHnn «OOJIBIINXY» OJIOKAJ C IENIbI0 CHUKEHHS PUCKA Pa3BUTHS
TSOKENBIX HEOJIarONpUATHBIX SABJICHUM PEKOMEHIYETCS TpEABAPUTEIBHO CTaOMIN3UPOBAThH
COCTOSIHHE TAIMEHTA, a TAK)KE CKOPPEKTUPOBATH J03Y aHECTETHKA.

Crnenyet coOmtoaTh OCTOPOKHOCT NMPU UHBEKIIUHA MECTHBIX aHECTETUKOB B 00JACTH T'OJOBHI U
IIeH, B CBS3U C BO3MOYKHOU MOBBIIIEHHON 4acTOTON pa3BUTHSI CEPbE3HBIX TOOOUHBIX 3(PPEKTOB.
[Ipy BHYTpPHCYCTAaBHOM BBEACHHH Mpenapara CileIyeT COOM0aTh OCTOPOXKHOCTh TMPH
MOJIO3PEHUH HAa HAIWYKME HelaBHEH OOIIMPHON TpaBMbI CyCTaBa MM XUPYPrHYECKON ONEpaIiiuu
CO BCKpBITHEM OONIMPHBIX TOBEPXHOCTEH CycTaBa, B CBSI3M C BO3MOYKHOCTBIO YCHJICHUS
abcopOIu porMBaKanHa U 00Jiee BEICOKOW KOHIIEHTPAIIMH POMTMBAaKanHa B TJIa3Me KPOBH.
Ocob6oe BHUMaHUE ClIeAyeT YACTATh PU MPUMEHEHUH TpenapaTa y 1eTeil 10 6 Mecs1eB B CBS3H
C HE3PEJIOCTHIO OPTaHOB U CHUCTEM.

[laruenTam, HaxoJAIIMMCS Ha JAHETe C OrpaHHUYEHUEM HaTpus, HEOOXOAMMO YYUTHIBAThH
coJiep>KaHue HaTpusl B IIpernapare.

Oco0ble yKa3zaHus

AHecTe3ust [JOJDKHA TIPOBOAMTHCSA OMNBITHBIMU — crienuanuctamu. OO0s3aTenbHO  HaIU4une
000pynOBaHUs U JIEKAPCTBEHHBIX MPENapaTOB JIJIsl IPOBEICHUS PEaHUMAlMOHHBIX MEPOIIPUATHHA.
Jlo Hayana BBITIOJHEHHUS OONBIIMX OJIOKaJA JTOJDKEH OBITh YCTAHOBJIEH BHYTPHUBEHHO KaTeTep.
[lepconan, obecrieunBaOMIUil BBIMOJIHEHHE AaHECTE3UH, JOJDKEH OBITh COOTBETCTBYIOLIMM
00pa3oM MOArOTOBIIEH U 3HAKOM C JMATHOCTHUKON H JICYEHHEM BO3MOXKHBIX MTOOOYHBIX 3()(HEKTOB,
CHUCTEMHBIX TOKCHYECKUX PEAKIINI M IPYTrUX BO3MOXKHBIX OCJIIOKHEHUH (CcM. pazzaen 4.9).

OcnoXHEeHHEeM  HeNpeAHAMEPEHHOTo Cy0apaxHOMIAIbHOTO BBEACHHUS MOXKET  SBISATHCS
CIMHAJIBHBIN OJIOK C OCTAaHOBKOW JBIXaHUS M CHIDKEHHEM apTepuaibHOro navieHus. Cynoporu
pa3BUBAIOTCS Yalle npu OJO0Kaje IUIEYeBOrO CIUIETEHHUS U SMUAYpPAIbHOIN Osl0Kazne, BEpOsTHO,
BCJICJICTBHE CIIy4alHOTO BHYTPHCOCYIMCTOTO BBEICHMSI HWIJIM OBICTpOl abcopOmmu B MecTe

UHBEKIUU. BrpimonHenue O5okan mnepudepruueckux HEPBOB MOXET TpeOoBaTh BBEACHUE
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BOJIM3U KPYIHBIX COCY/IOB, YTO MOBBIMIAET PUCK BHYTPUCOCYAMCTOTO BBEACHUS U/WIIH OBICTPOTO
CUCTEMHOTI'0 BCAaChIBaHUS, YTO MOKET IPUBECTH K BHICOKOW KOHIIEHTpAIMK POTIMBaKanHa B IJIa3Me
KpPOBH.

HexkoTopsie nporenypsl, CBSI3aHHBIEC C MPUMEHEHUEM MECTHBIX aHECTETUKOB, TAKHE KaK HHbEKITHH
B 00JIACTH TOJIOBHI U III€H, MOTYT COMTPOBOXKIATHCS MOBBIIIEHHOW YaCTOTOUN pa3BUTHS CEPhE3HBIX
moOoYHbIX 3(¢EeKTOB, BHE 3aBUCHMOCTH OT THIIA TMPUMEHSIEMOr0 MECTHOTO aHeCTeTHKa.
HeoOxonumo co0mroaaTh 0OCTOPOKHOCTD AJIs MPEAOTBPAILlEHUsI HHBEKIIUU B 00J1aCTh BOCIIATICHHUS.
Crnenyer coOmrofaTh OCTOPOXHOCTH IpPHU BBEACHUHU IIperapara IMalueHTaM C OJI0KaIoi
BHyTpUCcepaeuyHo mnpoBoguMoctd II wm III cremenu, manveHTam C TSKEIOH ITOYEYHOHR
HEJ0CTAaTOYHOCTHIO, MOKUIIBIM U OCTIa0JIEHHBIM MAI[UEHTaM.

Nmerorcs cooOIIeHNs 0 PEIKUX CIIy4asX OCTAaHOBKH cepAlla MPU MPUMEHEHUU PONUBAKaWHA JUIs
SMUYpPATILHONW aHeCTe3UH WK OJoKaa nepupepudeckux HepBOB, OCOOCHHO IOCIE CIYy4YaiiHOTO
BHYTPUCOCYIUCTOTO BBEACHHS TperapaTra, y TMOXWIBIX TNaIlMeHTOB W Yy MAalMeHTOB C
COIYTCTBYIOIIMMU CEPJCYHO-COCYAUCTHIMU 3a00I€BaHUSIMH.

B psne cnyuaeB peaHMMAaIMOHHBIE MEPONIPUSITUSI ObUTH 3aTpYAHUTENbHBL. OCTaHOBKA cepAlla, KakK
MpaBWIIO, TPEOYET OoJiee NITUTENBHBIX PEAHUMAIIMOHHBIX MEPOTIPUSTHH.

[TockonbKy ponMBaKaH MeTabOJIM3UPYETCs B MEUYECHHU, CIECAYET MPOSBIATH OCTOPOKHOCTD IMPH
MPUMEHEHUH Tpenapara y NalleHTOB C TsDKEIbIMU 3a00JIeBaHUSIMM TI€YEHH; B HEKOTOPBIX
Cllydasx M3-3a 3aMEIJICHHOM AJIMMUHAIMU MOXET BO3HUKHYTh HEOOXOJWMOCTb YMEHbILEHUS
MOBTOPHO BBOJMMBIX /103 aHECTETHKA.

OOBIYHO y TAITMEHTOB € MOYEYHOW HEIOCTATOYHOCTHIO IPU BBEJICHUH IIperapaTa OJJHOKPATHO WIIN
MIPU UCTOJIb30BAaHUH IIPETiapara B TeUeHHEe HEMPOAOHKUTEILHOTO IIEpHo/ia BpeMEHH He TpedyeTcs
KOppeKTHpoBaTh 103y. OAHAKO anuio3 U CHI)KEHHE KOHIEHTpaluu OeJIKOB B IJIa3Me KPOBH,
YacTO pa3BUBAIOUIMECS y MAlMEHTOB C XPOHMYECKOW IMOYEYHOM HEIO0CTAaTOYHOCTHIO, MOTYT
MOBBIIIATh PHUCK CHUCTEMHOTO TOKCHUYECKOro JeHcTBUsl mpemapata (cMm. pasgen 4.2). Puck
CUCTEMHOM TOKCHMYHOCTH TaKXe IOBBIIIEH MpU NPUMEHEHWU Ipernapara y MalueHTOB C
MOHM>KEHHOM Maccol Tefa U MallMeHTOB C THUITOBOJIEMUYECKUM HIOKOM. DNUAYpaIbHas aHECTE3Us
MOXKET TPHBOJUTh K CHUKCHHIO apTEpHANbHOTO JaBJieHWs © Opanukapiauu. BeeneHue
COCYJOCYKMBAIOIIMX MpPENapaToB MM YBEIMYCHHE O0BbeMa LUPKYIHPYIOUIEH KPOBU MOXKET
YMEHBIIIUTh PHUCK Pa3BUTUS TOMOOHBIX MMOO0YHBIX d(pdekToB. CreayeT CBOSBPEMEHHO
KOPPEKTUPOBATh CHIDKEHUE apTepUaIbHOTO JaBJIEHUS MyTeM BHYTPUBEHHOTO BBeleHUs 5-10 Mr
adenpuHa, Mpu HEOOXOIUMOCTH BBEJICHHUE TTOBTOPUTb.

[Ipu BHYTpPHCYCTaBHOM BBEJICHHM IIperapara cleayeT CcoOJIoaTh OCTOPOXHOCTb IPH

MOJIO3PEHUH HAa HAIWYKME HelaBHEH OOIIMPHON TpaBMbI CycTaBa MM XUPYPrHYECKON ONEepaIiuu
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abcopOuuu npenapata 1 60siee BHICOKON KOHLIEHTPAIMH MTperapara B IIa3Me KpOoBH.

[TanieHTHI, MOMyUaromue TEPANuio aHTHaApUTMHUeCKUMU npernapatamu Il kmacca (mampumep,
aMHOJapOHOM), JIOJDKHBI HAaXOJIUTHCS IO THIATeNbHBIM HalOmoneHueM, pekomenayercs OKI-
MOHHUTOPHHT B CBSI3U C PUCKOM YCHIICHHSI CEPACUHO-COCYIUCTHIX I (EKTOB.

Crnenmyet u30eraTh JIUTEIBHOTO IPUMEHEHUS MIpenapaTa y NalueHTOB, IPHHIMAIOIINX MOITHBIC
narnouTopsl n3opepmenta CYPLA?2 (Takue, kak (pJTyBOKCAMUH U SHOKCAIIHH).

CrnenyeT yuuThIBaTh BO3MOKHOCTh MEPEKPECTHOM IMIEePUyBCTBUTEILHOCTH MPU OJHOBPEMEHHOM
MIPUMEHEHUH TpenapaTa PonuBakanH ¢ IpyruMyu MECTHBIMU aHECTETUKAMU aMUIHOTO THIIA.
[TaruenTam, HAXOISMIIMMCS HAa JUETE C OTPAaHUYCHHEM HATpUs, HEOOXOAMMO MPUHUMATH BO
BHHUMaHUE COJIep>KaHuE HATPHS B Mpernapare.

[IpumeneHnue nmpenapaTa y HOBOPOXKJIEHHBIX TpeOyeT yyeTa BO3MOXHOW HE3pPEIOCTH OPraHOB U
¢uznonornueckux GyHKUUN HOBOPOXKACHHBIX. KiupeHc HecBs3aHHOH (pakuuy poruBaKkauHa 1
nunenokcunuannaa (I111K) 3aBucuT 0T Maccel Tenna U Bo3pacTa peOeHKa B MEPBBIC TOABI KU3HH.
Bnusinue Bo3pacta Belpa)kaeTcsi B pa3BUTUU U 3PENIOCTH (PYHKIMH MEYEHH, KIMPEHC JOCTUTAET
MaKCUMaJIbHOTO 3Ha4€HUsI B Bo3pacTe okojo 1-3 ser. Ilepmoa mosryBbIBe€HUS pONUBaKanHa
COCTaBJISIET 5-6 YaCOB y HOBOPOXKACHHBIX U JIETEH B Bo3pacTe 1 Mecsla 110 CpaBHEHUIO € 3 yacaMu
y nereil Gonee crapiiero Bospacta. B CBs3M ¢ HEIOCTaTOYHBIM pa3BUTHEM (DYHKIIMH MEUYECHU
CUCTEMHas SKCIIO3UIUS pOIIMBaKanHa BbIIlIe Y HOBOPOXKIEHHBIX, YMEPEHHO BhIIIIE y 1eTel oT 1 10
6 MecsleB MO CPaBHEHUIO C JAETbMU OoJjiee cTapIiero Bo3pacTa. 3HAUWTENbHbIE OTIMYUS B
KOHIIGHTPAllUd PONMBAKaWHA B IJIA3ME€ KPOBU HOBOPOXKICHHBIX, BBISIBICHHBIE B KIMHUYECKUX
HCCIEAOBAHUAX, IO3BOJIAIOT MPEANOoJaratb IMOBBIIIEHHBIM PUCK BO3HUKHOBEHHUS CHUCTEMHOM
TOKCHYHOCTH B ATOH TPyMIE MAIMEHTOB, OCOOCHHO MPU MPOJICHHON SMUAYPATbHOU HH(Y3UH.
PekoMennoBaHHbIE [103bI AJIE HOBOPOXKIACHHBIX OCHOBAaHbI Ha OrPAHUYEHHBIX KIMHUYECKUX
JTAHHBIX.

[Ipn wucmonb30BaHWM POIMMBAKAWHA Y HOBOPOXKIECHHBIX HEOOXOIMMO MOHHTOPUPOBAHHE
CUCTEMHOMN TOKCUYHOCTH (KOHTPOJIb MPU3HAKOB TOKCUYHOCTH CO CTOPOHBI LIEHTPAJIbHON HEPBHOU
cuctembl, OKI', KOHTPOJIb OKCUT€HAIIMH KPOBHM ) U MECTHOW HEHPOTOKCHUYHOCTH, KOTOPBIE CIIEAYET
IPOAOIDKATh IIOCHIE 3aBEpIICHUs HH(Y3UM HU3-32 MEAJICHHOTO BBIBEJCHHS PpONHMBAKAWHA Y
HOBOPO’KJICHHBIX.

[IpumeHeHue mpenaparta B KOHIEHTPAIMU BBILIE 5 MI/MII, @ TAK)K€ MHTPAaTEKaIbHOE IPUMEHEHHUE
npernapara y AeTel He UCCle0BajIoCh.

PonuBakanH noTeHIMAIBHO CIIOCOOCH BBI3bIBATh MOPHUPHIO U MOXKET IPUMEHSTHCS y TAI[UEHTOB

C IMarHo30M ocTpasi mophUPHs TOIBKO B CIyJasiX, €Clid HeT Ooyiee Oe30MacHOl allbTePHATHUBEI.
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MepBI MPEAOCTOPOKHOCTH.

Coo01manock 0 ciydasx XOHAPOIH3a MPH MOCICONEPAIIMOHHON MPOJICHHON BHYTPHUCYCTaBHOM
MH(}Y3UH MECTHBIX aHECTETUKOB. B OOJIIIMHCTBE ONMMCAHHBIX CIy4YaeB MPOBOAUIACH HH(Y3US B
JIe4eBoOu CYCTaB. HpI/I‘-II/IHHO-CHGI[CTBGHHa}I CBA3b C IMPUCMOM AHCCTCTUKOB HC YCTAHOBJICHA.

PonmBakauH He clieyeT NPUMEHSTH I TPOJUICHHON BHYTPUCYCTaBHOW HH(DY3UH.

4.5. B3amMojgeiicTBHMe ¢ JAPYrMMHM JEeKapCTBeHHBIMH TMpenaparaMd M JApyrue BHAbI
B3aMMOAEHCTBUSA

JlaHHBIN JIeKapCTBEHHBIN MpemapaT He CleQyeT CMEUIMBaTh C JIPYTMMH JIEKapCTBEHHBIMU
CpeICTBaMH.

OnHoBpeMEHHOE TNPUMEHEHHE pPOIMMBAKAaWHA C MECTHBIMU aHECTETHKaMH, IpernaparaMu
CTPYKTYPHO CXOXUMH C MECTHBIMH aHECTETHMKAaMU aMHUJIHOTO THUIA WM JIEKAPCTBEHHBIMU
CpelICTBaMH, YTHETAIOMMUMH IIeHTpalbHyl0 HepBHYI cuctemy (IIHC), mMoxer ycunuBath
TOKcHueckue 3(HEeKThI MpenapaTosB.

[TanmenTsl, IpUHUMAarOIIKME aHTHapuTMUueckue npenapatsl 111 knacca (Hanpumep, aMmHoAapoH),
JTOJIKHBI HaxXOJIUThCSI noa MTOCTOSIHHBIM METUIUHCKUM HaOII0IeHUEM U
OKI'-MOHUTOpPHpPOBAaHHEM, TaK KaK MOTYT BO3HUKHYTHb IMOOOYHBIE 3(P(HEKTBI CO CTOPOHBI
CepACYHO-COCYIUCTOMN CUCTEMBI.

B menouyHeIX pacTBOpax pOMHMBAKaWH MOXKET BBINAJAaTh B OCAIOK, MOCKOIBKY OH CIlIabo
pactBopuM npu pH Bsime 6,0.

In Vivo npu OJHOBPEMEHHOM MpPHMEHCHHH (DIyBOKCAMHHA, MOIIHOTO H30HMPATEILHOTO
uaruouTopa wm3opepmenta CYP1A2, mima3sMeHHBIM KIMPEHC pONMWBAaKaWHA THIPOXJIOpHUIA
camwkaics Ha 77 %. Takum oOpa3om, cuiibHbIe MHTHOUTOPHI n3opepmenta CYP1A2, Takue kak
(hIyBOKCaMUH M SHOKCAIMH, TP COBMECTHOM NMPUMEHEHUH C MpemnapaTtoM PommBakanH, MOTYT
B3aMMO/ICIICTBOBATh C PONUBAKaWHA TUAPOXIOPUAOM. JTMTENBHOrO Ha3HAYEHUS! POMMBAaKalHA
TUAPOXJIOpHA claeayeT u30eratb y O0JbHBIX, OMYYaAIOUIUX JIECYeHHE CUIIbHBIMU HHTUOUTOPaMHU
nzopepmenta CYP1A2.

In vivo mpu OIHOBPEMEHHOM MPUMEHEHHH KETOKOHA30JIa, MOIIHOTO H30MpaTeIbHOTO
naruouTopa wu3opepmenta CYP3A4, mma3sMeHHBIM KIMPEHC pONMWBAaKaWHA THIPOXJIOpHUIA
cHkazucs Ha 15 %. OgHako UHrHOMpOBaHUE TaHHOTO U30(epMeHTa BpA JIU OyJeT KIMHUYECKU
3HAYHUMO.

In vitro ponuBakawHa THUAPOXJIOPUJ SIBISCTCS KOHKYPSHTHBIM HHTHOMTOpPOM wH30(epMeHTa
CYP2D6, B TO >Xe¢ BpeMss HMHTHOMpOBaHWE JaHHOTO H30pEepMEHTAa HE JOCTUTACTCS TPH

MPUMEHSIEMbIX B MPAKTUKE KOHLEHTPALUAX Mpernapara B Ia3me.
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4.6. ®epTUIBLHOCTb, 0ePeMEHHOCTD M JIAKTaAl|sA

bepemeHHOCTD

He mpoBoawinck ucciaenoBaHus 1Mo OLIEHKE BO3MOXKHOTO JEHCTBUS PONMBAaKaWHA Ha pa3BUTHE
1012 y KeHIMH. PonnBakanH MOXHO MPUMEHSTH PU OEPEMEHHOCTH TOJIBKO, €CIIN OXKUAaeMas
oJib3a IJ1sd MaTCpu NPCBLIIIACT HOTGHHH&HBHBIﬁ PUCK IJId 1044 (B AKYIICPCTBC UCIIOJIB30BAHUC
mperapara Jiyisl aHeCTEe3UH UJIM aHAJIbI'€3UH XOPOIIO 00OCHOBAHO).

HccnenoBanus BIMSHUSA pPONMBAaKaHAa HAa PENPOAYKTUBHYIO (YHKIHUIO MTPOBOAMIUCH Ha
KUBOTHBIX. B uccrie[oBaHMsIX Ha KpbIcaX pONMBaKaWH HE OKa3bIBaJl BIUSHUSA HA PEPTUIBHOCTh U
PCIIPOAYKIIMIO B JABYX IIOKOJICHHAX. HpI/I BBCACHHUU MAKCHUMAJIbHBIX 03 pOIIMBaKanHa
6€peMeHHBIM KpbICaM Ha6mo;[an005 YBCIMUCHUC CMCPTHOCTHU IMOTOMCTBA B ICPBBIC TPpU HA
MOCJIE POJIOB, YTO, BO3MOXKHO, OOBSICHSETCS TOKCHYECKHUM 3()PEeKToM pommBakamHa Ha MarTh,
MPUBOIALINM K HAPYILIEHUIO MaTEPUHCKOTO HHCTUHKTA.

HccnenoBanusi TepaTOreHHOCTH Ha KPOJMKAaX M KpbhIcaX HE BBIIBIIIM MOOOYHBIX 3((HEeKTOB
polMBaKanHa Ha OPraHOTCHC3 HWJIM Pa3sBUTUC IIJIOJA HA PaHHUX CTadusX. Taxxke B Xonae
MEepUHATAJIbHBIX M TOCTHATAIBbHBIX MCCIENOBAaHUN Ha KpbICax, MOJYYaBIIMX MaKCHUMAaJbHO
MEPEHOCUMYIO JI03y pPOIMBAaKaWHA, HE OTMEUYaIoch MOOOYHBIX d(DPEKTOB HA TO3THUE CTATUH
pasBuTHUA 1UI0J4, POAOBYHO JACATCIBHOCTL, JIAKTAllUIO, )KI/I3HGCHOC06HOCTB HJIM Ha PpPoCT
IIOTOMCTBA.

JlakTranus

He uzyuanoch BbiesieHrEe poNMBaKanHa UM €ro MeTaboIUTOB ¢ TPyIHbIM MojokoM. Mcxoas u3
OKCIICPUMCHTAJIbHBIX JaHHBbIX, J03a poInrBaKanHa, moJryqacMoro HOBOPOXKACHHLIM,
MPEINOI0KHUTEIBHO COCTaBIsAeT 4 % OT 103bl, BBeIEHHONH MaTepH (KOHIEHTpAIUs pONMBaKanHa
B MOJIOKE/KOHIIGHTpAIlMs pONHMBaKaWHa B Iuia3Me Kposw). OOmas go03a pomnuBaKawHa,
BO3JICHCTBYIOIMAs Ha peOeHKa MpH TPyAHOM BCKapMJIMBAaHUU, 3HAUUTEIBHO MEHbILE J103bI,
KOTOpass MOXET IIONacTb B IUIOJA IIPU BBEICHUM AaHECTETHKAa Marepu Ipu ponax. Ilpu
HE00X0AMMOCTH MPUMEHEHHsI TIpernapaTa B MEepHOJ] IPYIHOTO KOPMIICHUS CIEIyeT PacCCMOTPETh
COOTHOIIEHHUE MOTEHIINATBLHOM MOJb3bI U1 MaTEPU U BO3MOXKHOT'O pUCKa JUISl MJIa/ICHIIA.

DepTUILHOCTD

He BbIsIBIIEHO BIMSIHUS pONTUBaKauHa Ha (EPTUIILHOCTD U PEIPOAYKTHBHYIO (DYHKIUIO, 8 TaKXKe

TEPAaTOre€HHOI0 JICUCTBHSL.

4.7. BausiHde HA CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpeACTBAMHM M PadoTaTh C
MeXaHU3MaMH

[Tomumo ananeresupymomero 3¢dexra, PonmBakanH MOXeT OKa3bIBaTh Cllaboe TPaH3UTOPHOE
BIIMSIHHE HA JBUTATENHHYIO (DYHKIMIO U KOOPUHAIMIO. Y YUTHIBas MPOodUIb MOOOYHBIX 3G (HEKTOB

npemnapaTa, HEOOXOAMMO COONIOJaTh OCTOPOXKHOCTh TMPU  YIPABICHUU TPaHCIOPTHBIMU
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CPEACTBAMH M BBIIIOJHEHUH JIPYTUX NMOTEHIHAIHHO ona'c-grg):(:];lzﬁl‘gg E’é"ﬂ];gﬂlhl(-)lé;g-rﬁ VIOTIHX

MOBBIIIICHHON KOHIICHTPpAllMU BHUMAHUS U GBICTpOTBI MNCUXOMOTOPHBIX peaKHHﬁ.

4.8. HesxenaTeJIbHbIE peaKIUu

Pesrome mpoduiist 6e300acHOCTH

HexenarenbHble peakiuy Ha mpenapar PornnBakanH aHAJIOTWYHBI peakUsIM Ha IPyrie MECTHBIC
aHeCTeTHUKH aMuaHoro Tuma. Ux crmemyer omnmuath oOT (usmonorndeckux 3¢ (eKTos,
BO3HMKAIOIINX M3-32 OJIOKaJbl CHMITATHYECKHX HEPBOB Ha (DOHE SMHIYpalbHOW aHECTE3WH,
HampuMep, CHI)KEHUE apTepUaNbHOTO AaBleHHs, Opamukapaus win 3()(eKToB, CBI3aHHBIX C
TEXHUKOH BBeIEHUS INpernapara, TaKMX Kak, COMHHAs TreMaToMa, MECTHOE NOBPEKICHHUE HEepBa,
MEHUHTUT, HOCTITYHKIIMOHHAsI TOJIOBHAsL 0O0JIb, SMMypaTbHBIN adciecc.

Tlobounvie a¢hpexmoi, npucywjue MeCmHbiM AHeCMemuKam

Hapywenus co cmoponwvt nepsnotu cucmemvi

Bo3MmoyxHBI HeliponaTus 1 HapyuieHne (pyHKIIUM CIIMHHOTO MO3ra (CHHAPOM NepeaHel CIIMHHO-
MO3TOBOH apTepHUM, apaxHOUIMUT, CHHAPOM KOHCKOI'O XBOCTa), OOBIYHO CBSI3aHBl C TEXHUKOM
IIPOBEJICHUS PETUOHAPHON aHECTE3UH, a HE C IEHCTBUEM IIperapara.

B pesynbrare cily4ailHOro MHTPATEKaJIbHOIO BBEACHUS SIUAYPAIbHON 03Bl MOKET IIPOU30UTH
MIOJIHBIN CTIMHATHHBIN OJIOK.

B03MOXHBI CEpbE3HBIE OCIOXHEHHS IPU CHUCTEMHOM IEPENO3UPOBKE M HENPEIHAMEPEHHOM
BHYTPHCOCYIMCTOM BBEJICHHH Tpemnapara (cM. paszaen 4.9).

061/141/{8 HAPYWEHUS U PeaKyuil 8 Mecme 66e0eHUsl

PonnBakanH MOXET BBI3BIBATH OCTPBIE CHUCTEMHbBIC TOKCHYECKHE PEAKIMU TPU NPHUMEHEHUH
BBICOKMX JI03 WJIA TpU OBICTPOM TOBBIIICHUM KOHIIEHTPAIlMM B KPOBU TPH CIyYallHOM
BHYTPHCOCYIMCTOM BBEJICHHH IIperapara Ju0o ero nepeao3uposke (cm. pasaenst 4.9 u 5.1).
Haubonee wacmo ecmpeyarowuecs nobounvie s¢hghexmot

Coo0manoch 0 pa3nUYHBIX TOOOYHBIX A(deKTax Mpenapara, MOJABISIONIEe OOIBITHHCTBO
KOTOPBIX OBUTO CBSI3aHO HE C BO3ACHCTBHEM HCIIOJIB3YEMOTO aHECTETHKa, a C TEXHUKOU
MPOBE/ICHUS] pErHOHAPHON aHECTE3UH.

Yacto (> 1 %) orMevanuch cienymoomue nooo4yHbie 3h(HeKThl, KOTOpble OBUIN PACLEHEHbI, KaK
MMEIOIIMe KIMHUYECKOE 3HaU€HUE BHE 3aBUCHMOCTH OT TOTO OblLja JIM YCTAaHOBJIEHA MPHUYNHHO-
CIIC/ICTBEHHAsI CBS3b C WCIIOJNIB30BAaHUEM AHECTETHKA: CHIKCHHE apTepUAIILHOTO JaBIICHUS,
TOITHOTA, OpaJMKapius, pBOTA, MApECTE3Hs, MOBBINICHHE TEMIIEPaTyphl Tella, TOJOBHAsT OOk,
3aJiepKKa MOYEUCITYCKaHUs, TOJIOBOKPYKEHHE, 03HOO, MOBBIIICHUE apTEPUATbHOTO JIABJICHUS,
TaXUKapaAus, TUIIECTe3HsI, 6ECIIOKONUCTBO.

Pe3roMe HexemaTenbHbIX PEAKIIUNI

[Tox yacToToit MOOOYHBIX peakiMii MOHUMAETCs: o4eHb yacto > 1/10; wacto > 1/100, < 1/10;
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mewacto > 1/1000, < 1/100; pexo > 1/10000, < 1/1000:oteht pério’ ©1HbdG0 ) Wétora

HEU3BECTHA (HA OCHOBAHMM MMCIOIIMXCS JaHHBIX OICHUTh HEBO3MOXKHO), BKIIIOYAs OT/CIIbHBIC
COOOIIIEHU.

Hapywenus co cmoponul Hepgnoii cucmemvl.

9acTo - MapecTe3usi, TOJIOBOKPYKEHHE, TOJIOBHAs 0OIb;

HEYAacTO - OECHMOKOWCTBO, CHMITOMBI TOKCHYECKOTO JCWCTBHUS HA ILEHTPAIBHYIO HEPBHYIO
cucreMmy (Cynoporu, OOJbLINE CYTOpPOKHbIE NPUIIAJKHU, MAPECTE3UH B OKOJIOPOTOBOM 30HE,
IU3apTpusi, OHEMEHHUE SI3blKa, HApYUIEHWs 3pEHUs, IIyM B YIIaX, TUIEPaKy3us, TPEMop,
MBIIICYHBIE TIOJICPTUBAHUS ), TUTICCTE3USI.

Hapywenus co cmoponul cepoya u cocyoos:

OYEHb YacTO - CHI)KCHHE apTePHATIbHOTO AaBJICHUS (TUIIOTEH3HS)™;

4acTo - OpaguKapaus, TaXUKapIus, MOBbIIIEHNE apTEPHAIbHOTO 1aBICHUS,

HEYacTo - 00MOPOK;

PENKO - ApUTMUU, OCTAaHOBKA CEP/IIA.

Hapywenus co cmoponul OvlxamenvHoti cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMEeHUS:
HEYacTo - OJIbIIIKA, 3aTPyIHEHHOE JbIXaHUE.

Kenyoouno-kuwieynvle HapyuieHus:

OYE€Hb YaCTO - TOLTHOTA;

4acTo - pBoTa **,

Hapywenus co cmoponuvl nouex u Mouesvl800saux nymeu:

9acTo - 3aJIep’KKa MOYCHCITYCKaHUSI.

Hapywenus co cmoponvl uMMyHHOU cucmembl:

peako — aHaUIAKTUYECKUE peakUuu, aHA(PUIAKTUYECKUH IIOK, aHTMOHEBPOTHUYECKUN OTEK,
KpanuBHUIIA.

Ilpouue:

9acTo — 00JIb B CIIMHE, 03HOO, TUTIEPTEPMHUS;

HEYacTO — TMIIOTEPMHUSI.

*T'UmoTOHUS BCTpEYaeTcs y AETeH JacTo.

**PBoTa BCcTpeyaeTcs y AeTel OUeHb 4acTo.

COO6H.I€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 M0A03peBaEMBIX HEXENaTeNbHBIX PEAKIMAX IOCIE PETUCTpAIiH
JIEKapCTBEHHOI'O Tperapara ¢ 1eJibl0 00ecredeHs] HEPEPHIBHOTO MOHUTOPUHTa COOTHOILEHUS
«IoNIb3a — PHUCK» JIEKapCTBEHHOIO Mpernapara. MeaunuHCKUM pa0OTHUKAM DPEKOMEHIYyeTcs
coo0maTe O JIOOBIX MOJ03PEBACMbIX HEKEJIATENIbHBIX PEaKIMIX JICKapCTBEHHOIO Iperapara

4YCpe3 HAIMOHAJIBHBIC CUCTCMBbI COO6H_IGHI/I$I 0 HCXKCJIATCIIbHBIX PCAKIUAX TOCYAapCTB — YJICHOB
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(MOCNEOCBATENEHOCTE 0007)

EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.

Poccuiickas ®eoepayus

®denepanpHas cayx0a o Haa30py B cdepe 3apaBooxpanenus (PoczmapaBaanzop)
Anpec: 109012, Mocksa, CraBsiHCKas miomans, 1. 4, ctp. 1

Tenedon: + 7 (800) 550-99-03

e-mail: pharm@roszdravnadzor.gov.ru

Caiir: http://roszdravnadzor.qgov.ru

4.9. llepeno3upoBka

CuMOTOMBI

Ocmpas cucmemHas MOKCUYHOCHb

IIpu cimyyaiiHOM BHYTPHCOCYAMCTOM BBEAECHUU IIPU MPOBEICHUM OJIOKAJ HEPBHBIX CIUIETEHHH
WIN APYruX nepudeprudeckux 010Kaj HaOI0JalUCh CIy4al BOSHUKHOBEHUS CYI0POT.

B cnyuae HenpaBUIBLHOTO BBEAECHUS SNUAYPATIBbHOM 103bl aHECTETUKA NHTPATEKAJILHO BO3MOYKHO
BO3HUKHOBEHHE ITOJIHOTO CIUHAIBHOTO OJI0KA.

CnyuailHO€ BHYTPHUCOCYAMCTOE BBEICHHE aHECTETHKAa MOXKET BBI3BaTh HEMEIUICHHYIO
TOKCUYECKYIO PEAKLUIO.

IIpu mnepeno3upoBKe BO BpeMsl MPOBEACHHUS PErMOHAPHOM AHECTE3MM MaKCUMallbHas
KOHIICHTpaIlUs PONMBAKaWHA B TIJJa3Me KPOBU MOJXKET OBITh JOCTUTHYTA 4yepe3 15-60 MuH mocie
BBEJICHUS, B 3aBUCHMOCTH OT MECTa BBEJCHM IIpenapaTa, B CBSI3U C YEM IOSIBJICHUE ITPU3HAKOB
TOKCUYHOCTH MOJKET 3ama3/piBaTh. CUCTEMHAsI TOKCUYHOCTh, B MIEPBYIO OYEPEb, MPOSBISETCS
CUMIITOMaMHU CO CTOPOHBI LEHTPAJIBHOW HEPBHOM M CEPACYHO-COCYIUCTOM cucreM. JlaHHbIE
peaKIuu BBI3BIBAIOTCS BBICOKMMM KOHILIEHTpALMsIMM MECTHOTO aHECTETHKAa B KPOBM, KOTOpBIE
MOTYT BO3HUKHYTb BCJIEJICTBHE (CIIy4alfHOI0) BHYTPUCOCYAUCTOIO BBEICHMS, MEPEJO3UPOBKU
WA UCKITIOYMTEIBHO BHICOKOH a1cOpOIMK M3 CHIIBHO BaCKYJISIPU3HPOBAHHBIX o0nacTeil. Peakiu
CO CTOPOHBI LIEHTPaJIbHONW HEPBHOM CUCTEMBI CXOXKH JUISI BCEX MECTHBIX AHECTETUKOB aMUJAHOIO
THUIIA, B TO BPEMS KaK PEaKIIMU CO CTOPOHBI CEPJICUHO-COCYAUCTON CUCTEMBI B OOJIbINIEH CTENIEHU
3aBHUCAT OT BBEJICHHOT'O IIPENapara u €ro J03bI.

Lenmpanvnas nepenas cucmema

IIposiBeHUST CUCTEMHOM TOKCHYHOCTH CO CTOPOHBI LIEHTPAIbHOM HEPBHOM CHUCTEMBI HOCST
JOUCKPETHBIN XapaKTep: CHadasia MOSBIISIOTCS pacCTPOMCTBA 3PEHHS U CIIyXa, OHEMEHUE BOKPYT
pTa, OHEMEHHUE SA3bIKA, TMIEPAKY3Hsl, 3BOH B ylIaX, OJOBOKpYKeHHe. [lu3apTpus, Tpemop U
MBILICYHBIC TOACPTUBAHUS SBISIOTCS Oojiee  CEpbE3HBIMH  MPOSBICHUSAMH  CHCTEMHOM
TOKCHYHOCTH M MOTYT MPEIIIECTBOBATH MOSBICHHIO T€HEPAIM30BAHHBIX CYI0POT (3TH MPU3HAKU
HE JIOJKHBI IPUHUMATHCSI 32 HEBPOTHUECKOE MOBEICHUE NAIIUEHTA).

[Ipu mporpeccupoBaHWM HMHTOKCHUKAIIMM MOKET HaONIOAaThCA MOTEpsl CO3HAHUS, MPHUCTYIIbI
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COIIPOBOXIAIOIINECS HAPYIIEHUEM JIBIXaHUsl, OBICTPBIM PAa3BUTHEM THIIOKCHUY M TUIIEPKAITHUY U3-
3a MOBBIIIEHHON MBIIIEYHON AaKTMBHOCTH M HEAJIEKBAaTHOM BEHTWIALMH. B TsKeNbIX ciydasx
MOJKET JJa)kKe HACTYIUTh OCTaHOBKA JIbIXaHUs. Bo3HUKaOIMEe peciupaToOpHbIN U METa00IMYECKH
aIu103, TUIEPKATUEMHS], THTIOKAIBIIUEMHUS] YCUITUBAIOT TOKCHYecKue 3 (HeKThl aHeCTeTHKA.
Bnocnencreun, n3-3a nepepacnpeneneHns aHeCTETUKA U3 LIEHTPAIIbHOM HEPBHOW CUCTEMBI U €TO
MOCTIEAYIONIEro MeTab0INu3Ma U SKCKPELMH, IPOUCXOIUT JOCTATOUHO OBICTPOE BOCCTAHOBJICHHE
(GbyHKIHA, eclTi TOJIBKO He Obli1a BBEIeHA OOJIbIIIast 103a Mmpernapara.

Cepoeuno-cocyoucmas cucmema

PaccTpoiicTBa €O CTOPOHBI CEpPIEYHO-COCYIMCTON CHUCTEMBI SIBISIOTCS MpU3HAKamMu OoJee
Cepbe3HbIX OCNIOKHEHUH. CHIDKEHHE apTepUaIbHOTO AaBlIeHUs, OpauKapaus, apuTMHUsl U, B psizie
CIy4aeB, JaXk€ OCTaHOBKa cepAlla MOIyT BO3HHMKAThb BCJIEICTBHE BBICOKOH CHCTEMHOU
KOHIICHTPALlUU MECTHBIX aHECTETUKOB. B peKux ciydasix 0OCTaHOBKa CEepIia HE COMPOBOXKIAETCS
MPEALIECTBYIOIIEH CUMOTOMATUKOM CO CTOPOHBI LIEHTPAJIbHOM HEPBHOW CHUCTEMBL. B
UCCIIEIOBAaHUAX Ha J0OpOBOJIbLIAaX BHYTpUBEHHAss WMH(Y3HUs poNMBakavHa TMPUBOAWUIA K
YTHETEHUIO IPOBOIUMOCTH M COKPATUTEIbHON CIIOCOOHOCTH CepeYHOM MbIIIIIBI. CUMIITOMaM coO
CTOPOHBI CEPJICYHO-COCYAUCTON CUCTEMBI OOBIYHO MPEAMIECTBYIOT MPOSBICHUS TOKCUIHOCTH CO
CTOPOHBI IEHTPAIbHOW HEPBHOW CHUCTEMBI, KOTOpPbIE MOXHO HE 3aMETHTh, €CJIU MalUEHT
HaxOJUTCS TIOJ ICUCTBUEM CEJaTUBHBIX CPEACTB (OCH30AMa3eIUHBI UKW 0apOUTYypaThl) UITH MO
o01Iel aHecTe3neEN.

VY nerell paHHUE NPU3HAKA CHUCTEMHOW TOKCMYHOCTH MECTHBIX AHECTETHMKOB MHOTJA CIIOXKHEE
BBISIBUTH BCJIEICTBUE 3aTPYIHEHUM, UCTIBITHIBAEMBIX JIETbMU MPU OMUCAHUU CUMIITOMOB, WJIH B
ciydae IpUMEHEHUSI PETHOHAPHOW aHECTE3WH B COUETAHHH C OOIIeH aHeCTe3neH.

Jleuenune

Jleuenue ocmpou moxcuuHocmu

IIpy mosiBIeHUU NEPBBIX IPU3HAKOB OCTPOM CHUCTEMHOM TOKCUYHOCTH CIEAYET HEMEIJICHHO
MIPEKPaTUTh BBEJICHUE Mperapara.

[Ipu mosiBIeHHH CyZOpOTr M CUMIITOMOB YTHETEHMS! LIEHTPAIbHOW HEPBHOW CHUCTEMBI MALUEHTY
TpeOyeTcst aleKBaTHOE JICYCHHE, IETbI0 KOTOPOTO SIBISIETCS MOJAJEpKaHWE OKCHUTCHAIWH,
KYIUPOBAHUE CYAOPOT, MOACpKAHUE NEATEILHOCTH CEPJIEYHO-COCYAUCTON cucTembl. CienyeT
00ecneunTh OKCUTEHAIIMIO KHCIOPOJIOM, a TIPU HEOOXOIUMOCTH - MEepeXoi Ha MCKYCCTBEHHYIO
BEHTWJISILMIO JieTKuX. Ecimu cnycra 15-20 cexkyHI Cyaopord HeE MpeKpamaroTcs, CleayeT
UCIOJIb30BaTh MPOTHUBOCYAOPOXKHBIE CPENCTBA: TUOMEHTad HATpusi 1-3 MI/KT BHYTPHUBEHHO
(obecneunBaeT ObICTpoe KymupoBaHUE cypopor) win auazenam 0,1 MI/Kr BHYTPHUBEHHO

(melicTBuE pa3BUBAETCS MENJEHHEE [0 CPABHEHMIO C JIEHCTBUEM THOIIEHTANa HaTpPHs).
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CykcameroHuid 1 MI/kr OBICTPO KyHmUpYeT CYyJIOPOTH, %‘%JEQQ %IEJ&EE&LQ&/IIIDT%%%;éTCH

I/IHTYGaI_II/I}I 1 UCKYCCTBCHHAA BCHTUJIALUA JICTKUX.

[Ipy yrHeTeHHM AEATEIBHOCTU CEPACYHO-COCYAUCTONM CHUCTEMBbl (THUIOTEH3Us, Opaaukapius)
HE0O0X0aMMO BHYTpHUBEHHOE BBeAeHHUE 5-10 Mr adenpuHa, mpu HEOOXOIUMOCTH Yepe3 2-3 MHH
BBEJICHUE MTOBTOPUTH. [Ipy pa3sBUTUM LUPKYIATOPHOU HEJOCTATOYHOCTH UJIM OCTAHOBKE CepAaLa
CJICAYCT HCMCIJICHHO Ha4YaTh CTAHAAPTHBIC PCAHUMAI[MOHHBIC MCPOIIPUATHUSA. KuzHeHHO BaxKHO
MOJAJEPKUBATh ONTHUMAIBHYI0 OKCHUTCHAIMIO, BEHTWISLMIO M LUPKYJISALIUIO KPOBH, a TaKXKe
KOPPEKTUPOBATh aLU03.

IIpu ocraHOBKEe cepAma MOTYT MOTpeOoBaTbcs Oosiee JUIMTENbHBIE pPEaHMMALMOHHBIC
MEPOIPUATHA.

[Ipu Tepanmuu CHUCTEMHOW TOKCHYHOCTH VY JIETeH HEOOXOJAUMO KOPPEKTUPOBATH O3Bl

COOTBCTCTBCHHO BO3pacCTy M MacCCe TCjia malvueHTa.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOIiCTBa
q)apMaKOTepaHQBTI/I‘IGCKaH rpynmna: AHGCTGTI/IKI/I; MCCTHBIC aHCCTCTUKHU, aMUBbI.

Kon ATX: N01BB09

MexaHusM aeiicTteus U hapMakoauHaMudeckue 3O HEKTHI

PonuBakaH — MECTHBIM aHECTETHK aMUIHOTO THIIA JJIMTEILHOrO ACHCTBHS, SBIISIOLIHUMCS
9UCTBIM dSHaHTHOMepoM. OOJanaeT Kak MECTHOAHECTE3MPYIOIIMM, TaK W 00e300JMBAIOIIIM
NercTBUEM. BbICOKME [103bI pPONMMBAKaMHA MPUMEHSIOTCS i1 MECTHOW aHECTe3UHu TNpHu
XUPYPTHUECKUX BMEIIATEIbCTBAX, HHU3KHE 03Bl Tpernapara o00ecCeunBalOT aHaIbI€3UI0
(ceHCOpHBIIT 0JIOK) ¢ MHHMMAIbHBIM M HE MPOrPECCUPYIONUM MOTOpPHBIM Omokom. Ha
JUTUTETHHOCTh M MHTEHCUBHOCTH OJIOKA/IbI, BEI3BAHHON pONMBAaKaunHOM, 1I00aBlIeHUE dTTMHE(pUHA
He Bauser. OOpatuMo OJIOKHPYS TOTEHIIMAI3aBUCHUMbIC HATPHUEBBIC KaHAJBI, MPEMSATCTBYET
TeHEpaIi UMITYJIbCOB B OKOHUAHUSIX YYBCTBUTEIBHBIX HEPBOB U MPOBEJICHUIO UMITYJIHCOB IO
HEPBHBIM BOJIOKHAM.

Kak u npyrue MecTHbIE aHECTETHMKH MOXET OKa3blBaTh BJIHMSHHE Ha JApyrue BO30YyIUMbBIC
KJICTOYHBbIE MeMOpaHbl (HampuMep, B TOJOBHOM MoO3re W Muokapjae). Ecaum m30biTouHoe
KOJIMYECTBO MECTHOTO aHECTETHUKA JOCTUTAaeT CUCTEMHOTI'0 KPOBOTOKA 32 KOPOTKHUM TIPOMEKYTOK
BPEMEHHU, BO3MOKHO MPOSIBIIEHUE TIPU3HAKOB CUCTEMHON TOKCUYHOCTH. [IpM3HAKU TOKCUUHOCTH
CO CTOPOHBI LEHTPAJIbHOW HEPBHOW CHUCTEMbI MNPEIUIECTBYIOT MPU3HAKAM TOKCUYHOCTH CO
CTOPOHBI CEPACYHO-COCYJUCTON CHCTEMBbI, TaK KaK HaONIOMAIOTCsAs TIpu Oojee HHU3KHUX
KOHIICHTPAIIUSIX POMMBAKaWHa B 1uia3me (cM. pasnen 4.9).

[Ipsmoe nelicTBHE MECTHBIX AHECTETMKOB Ha CEPALIE BKIIOYAET 3aMELJICHUE IPOBOAUMOCTH,
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OTpUIATENLHBI HMHOTPONHBIA 3G (dEKT u, TpH Bblpéﬁgiﬁrgg*];%ﬁéﬂo@%%; Ta?b%%ll\;ll;' U

OCTaHOBKY cep/iia. BHyTpuBeHHOE BBeleHHE BBICOKUX 103 POIMMBAKAMHA MPUBOJUT K TAKUM XKe
s dexram Ha cepare.

BuyTtpuBenHble MH(Y3UM poNMBaKavHa 30POBBIM J0OpPOBOJIbLIAM TOKA3ald €ro XOPOIIYIO
MEPEHOCUMOCTb.

Henpsimbie cepreuno-cocyaucteie 3¢dextsr (cHmwkeHnue AJl, Opagukapaus), KOTOpbIE MOTYT
BO3HUKATh TIOCJE JSNHIYypalbHOIO BBEACHHUS PONUBAKaWHA, OOYCIIOBJIEHBbI BO3HMKAIOIICH
CUMITATAYECKOM OJIOKAIOIA.

5.2. GapMaKOKHHeTHYeCKHUe CBOHiCTBA

AOGcopOrms

[Tocne snuaypasbHOTO BBECHUS POIMMBAKAWH MOJHOCTHIO abcopOupyercs B KpoBb. AGcopOIms
HocuT aAByx(asubiii xapakrep. Ilepumon momyBeiBenmenus (T1/2) nns aByx a3 cocTaBisieT
COOTBETCTBEHHO 14 MUH 1 4 4. 3ameJIeHNE JIMMUHALIMY POITMBAKAWHA ONIPEIENIAETCS MEIEHHON
abcopOrueit, uto oOBsicHseT Oojee mnmuTenbHbIM T1/2 mocne amuaypadbHOTO BBEACHUS TIO
CPaBHEHHUIO C BHYTPUBEHHBIM BBEICHUEM.

Pacopenenenune

OOmmii IIa3MeHHBIN KIMPEeHC ponrBakanHa — 440 MJI/MHH, TJIa3MEHHBIN KIIMPEHC HECBA3aHHOTO
BEIIeCTBA — § JI/MUH, OYEYHBIN KIUpeHC — | MiI/MUH, 00bEM pacnpezeneHHsl B paBHOBECHOM
coctostHuM — 47 71, moKa3aTesb NeYeHOUHOH dKcTpakiuu okoio 0,4, T1/2 — 1,8 gaca.
PonuBakaH MHTEHCHBHO CBS3bIBae€TCsA € OelKamMM IUIa3Mbl KpoBU (IJIaBHBIM oOpa3oM c al-
KHUCJIBIMH TNIMKOIPOTEUHAMH ), HECBSA3aHHAs (PpaKLKs pPONMBAKalHA COCTABIISET OKOJIO 6 %.
JlnuTtenpHas SnUAypanbHas WHQPY3Us pONMBAKaMHA MPUBOAUT K TIOBBIIICHUIO OOIIETO
COZiepKaHusl Ipernapara B IIa3Me€ KpPOBH, YTO OOYCIIOBJICHO YBEIMYEHHUEM YPOBHS KHCIBIX
[JIMKONPOTEMHOB B KPOBM IIOCIE XUPYPrMUECKUX ONepaluid, IpU 3TOM KOHLEHTpAIUs
HECBSI3aHHOHM, (papMaKOJOTHUECKH aKTHUBHOM (OpPMBI MpemnapaTa B Ija3Me KpPOBH MEHSETCS B
ropas/io MEHbIIEH CTereH!, YeM 00I11asi KOHIICHTPaLusl pONMBaKauHa.

PonuBakanH XOpOIIO NPOHUKAET uepe3 IUIALEHTApHBIA Oapbep € OBICTPHIM JOCTHIKEHHEM
paBHOBeCHsI 110 HECBA3aHHOM (Ppakiuu. CTeneHb CBA3bIBaHUS ¢ O€IKaMU IIa3Mbl KPOBH Y II0JA
MEHBIIIE, YEM Y MaTepH, YTO MPUBOAUT K O0Jiee HU3KUM KOHIICHTPALMSIM PONMBAKanHa B IJIa3Me
IUI0/1a TIO CPAaBHEHUIO C O0IIeH KOHIIEHTpaIel ponMBaKanHa B IIa3Me KPOBU MAaTEPH.

Buorpanchopmariust

PonuBakanH axkTMBHO MeTaOONM3MpYyeTCd B  OpraHu3Me, IJIaBHBIM 00pa3oM IyTeM
apOMaTU4eCKOr0  THAPOKCUIMPOBAHUA.  3-TUAPOKCUPONMBAKaWH (KOHBIOTUPOBAHHBIM  +
HEKOHBIOTMPOBAHHBIN) 00HApY>KUBAETCA B IJIa3Me KPOBU. 3-TUIPOKCH- U 4-THIPOKCHPOITMBAKANH

obmagaroT 6ojee ciadbIM MECTHOAHECTE3UPYIOLIUM JEHCTBUEM 110 CPAaBHEHHIO C POITMBAKAMHOM.
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(MOCNEOCBATENEHOCTE 0007)

ONUMUHALMSA

ITocne BHyTpuBEHHOTO BBEAEHUS 86 % ponMBaKkanHa BIBOAUTCSA C MOYOH U TOJIBKO 0K0JIO 1 % ot
BBIJICTIIEMOT0 C MOYOM IMpernapara BBIBOAUTCA B HeudMeHHOM Buue. Okono 37 % 3-
TMJIPOKCUPONMBAKaHA, OCHOBHOI'O METAabOJMTa pONUBAaKaWHA, BBIBOJUTCS C  MOYOH
MPEUMYIIECTBEHHO B KOHBIOTUPOBaHHOM (popme.

1 - 3 % pomnuBakauHa BBIBOJUTCS C MOYOW B BHUJAE CIEAYIOUUX METa0OIUTOB: 4-
THJIPOKCUpPONMBaKanHa, N-1€3alKIINPOBAaHHBIX META00JINTOB U 4-THAPOKCH ICATKUITMPOBAHHOTO
pOIMBaKanHa.

Hert naHHbIX 0 panieMu3aIiy ponuBakanHa in vivo.

JInHeHOCTh (HEIUHEHHOCTB)

KonuenTpanus ponuBakanHa B IJla3Me€ KPOBU 3aBUCHUT OT JI03bl, MYTH BBEJIEHUS U CTENEHU
BacKyJsipu3alMu  o0macTM  uHbeKUMH. (DapMakOKMHETHKAa  pONMBAaKanMHa  JIMHEIHas,

MakcuMasabHas KoHIeHTparus (Cmax) npornopiroHaibHa BBEICHHOH J103€.

6. PAPMAIIEBTUUECKHUE CBOVMCTBA

6.1. Ilepeuenb BcmoMoraTe/ibHbIX BelIECTB

Harpus xnopun

Harpus ruapokcuna 2M pacTBOp U/WiIH XJIOPUCTOBOJAOPOTHON KHCIOTH 2M pacTBOp

Boga ni1st nHBEKIUN

6.2. HecoBMecTUMOCTH

JlaHHBIN JIEKapCTBEHHBIN IMpernapaT He CcIeAyeT CMEIIMBaThb C JPYTMMH JIEKapCTBEHHBIMU

npermapaTamu.
6.3. Cpok rogHocTH (CpOK XpaHeHus1)
3 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHHU U

XpaHUTh B OPUTHHAJIBHOM YIAKOBKE JIJI 3alIUTHI OT CBETa MpHU TemnepaTrype ke 25 °C.

6.5. XapakTep u conep:kaHue NEPBUYHON YIAKOBKHU

[To 10 mu B amIysibl HEHTpaAIBLHOTO CTEKJIA Kitacca D.

[Io 5 amMmyn B KOHTYpPHYIO SYEMKOBYIO YHAKOBKY W3 IUIEHKH MOJUBHHWIXJIOPUIHON WU
MOJUATUIICHTEpe( TAIaTHOM.

Ilo 1, 2 uanm 5 KOHTYpHBIX SYEHKOBBIX YNAaKOBOK BMECTE€ MHCTPYKLHUEH 10 MEIULIUHCKOMY
MPUMEHEHHIO (JIMCTKOM-BKJIA/IBIIIEM) B TTAYKY U3 KapTOHA.

He Bce pa3meps! ynakoBOK MOTYT ObITh JOCTYITHBI JUJISl peanu3alim.
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6.6. Oco0ble Mepbl MNPETOCTOPOKHOCT npn':n'%ﬁﬁ%@i‘%&?nhﬂgg£ﬂ£&gﬁoro

JIEKAPCTBEHHOr0 Mpemapara WIH OTXOA0B, TMOJYYeHHBbIX MOCJde TPUMEHEHUs
JIEKapPCTBEHHOT'0 Npenapara, ¥ Ipyrue MaHUIyJIsIUM C IPenapaTomM

PacTBOp HE coep:KUT KOHCEPBAHTOB U MpeAHA3HAUYEH TOJIBKO I OJHOKPATHOTO MPUMEHEHHS.
[Tomyie:xxuT HEMEUICHHOMY HCIOJIb30BAaHUIO, TOCII€ BCKPBITUS aMITyJibl, HEHCIOJb30BaHHBIM
OCTaTOK MperapaTa yHUUTOXKAlOT.

[lepen ucnonap30BaHNEM JIEKAPCTBEHHBIN MTpenapaT HEOOXOAMMO BHUMATEILHO OCMOTPETh.
PactBop 111 MHBEKUMI MPUTOAECH TOJBKO B TOM Cllydae, €ClId OH SIBJISIETCS MPO3PAYHBIM,
BU/IUMbIE MEXaHUYECKUE YACTHUIbI OTCYTCTBYIOT, EMKOCTh HE MOBPEXK/ICHA.

Jro60e KOMMYecTBO PacTBOpA, OCTABILIETOCS B aMITyJle IOCJIE HMCIOJb30BAHMS, TOJDKHO OBITH
YHUUTOKEHO.

Bechb ocraBmmiicst iekapCTBEHHBIH Mpenapar U OTXO/bI CIEAYET YHUUYTOKUTh B YCTAaHOBJICHHOM

MOPSI/IKE.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas @enepanus

denepaibHOE TOCYIAPCTBEHHOE YHUTApHOE Mpeanpustue HaydHo-poU3BOICTBEHHBIN IIEHTP
«Dapmzammray ~ DeneparbHOro  Menuko-Omosormueckoro  arenrcrBa  (OI'VII  HIILL
«Dapmzammray DMBA Poccun)

141402, Poccusi, MockoBckasi 00J1acTh, I.0. XUMKH, T. XUMKH, 1. Bamrytunckoe, a.11

Ten.: (495) 789-65-55

dakc: (495) 789-65-55 (m106. 100)

E-mail: info@atompharm.ru

7.1. IlpeacTraBuTeNb AEPKATE/S] PETHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpereH3un norpedbuTeseil HanpPaBJIATh 10 AIPECY:

Poccuiickas @enepanus

®denepanbHOE TOCYJAPCTBEHHOE YHUTApHOE Mpeanpusatue HaydHO-pOM3BOIACTBEHHBIN LIEHTP
«Dapmzamuray  DenepanpbHOro  MeAwKo-Omonmormdeckoro  arenrctBa (PI'YIT  HIILL
«Dapmzamuray PMBA Poccun)

141402, Poccusi, MockoBckas 00J1acTh, I.0. XUMKH, T. XUMKH, 1. Bamrytunckoe, a.11

Ten.: (495) 789-65-55

dakc: (495) 789-65-55 (m106. 100)

E-mail: info@atompharm.ru
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8. HOMEP PETMCTPALIMOHHOTO Y1OCTOBEPE S~ EATENIEHOCTE 0007)

JITT-Ne(003342)-(PT-RU)

9. IATA NEPBUYHOM PETUCTPAIIUU (IMOATBEPXKJIEHWS PETMCTPAIIMH,
MNEPEPEI'MCTPALIUN)

JaTa nepBoii peructpamnun: 04 oxtsaops 2023

10. JATA IEPECMOTPA TEKCTA

OOmiast ~ XapakTepuUCTHKa  JICKAPCTBEHHOTO  Mperapara  PomuBakamH  JOCTynmHA  Ha
WHPOPMAIIMOHHOM TIopTajie EBpa3suiickoro SKOHOMHUYECKOTO COr3a B HWH(POPMAIMOHHO-

KOMMYHUKaIIMOHHO# cetn «HTepHeT» https://eec.eaeunion.org/.
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