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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1002

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

PonuBakauH, 5 Mr/mi1, pacTBOp AJIs1 HHBEKIUH.

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

PonuBakaun, 10 Mr/mi1, pacTBOp AJIsE MHBEKIIUH.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleicTByrolee BEIECTBO: PONMBAKANH.

PonmBakauH, 2 MI/miI, pacTBOp JUTsl HHBEKIIUN

Kaxnprit My pacTtBopa COJEPKHUT pPONMBAKaWHA THAPOXJOpuaa MoHoruapar 2,12 mr/mia (B
nepecyeTe Ha ponMuBaKanHa Tuapoxiaopus 2,0 Mr/mi).

PonuBakauH, 5 MI/mil, pacTBOp JUlsl UHBEKIIUN

Kaxnapiii mi pactBopa COAEPKUT pONHMBAKaMHA THAPOXJIOpUAA MOHOrHapar 5,29 mr/mn (B
nepecdeTe Ha polrBaKkanmHa ruipoxiaopus 5,0 mr/m).

PonuBakauH, 7,5 Mr/mi, pacTBOp Jiisi UHBEKITUT

Kaxnprit My pacTtBopa COJEPKHUT pPONMBAKaWHA THAPOXJOpHUAa MoOHoruapar 7,93 mr/mia (B
nepecyeTe Ha poNMBaKauHa TUAPOXIOPUL 7,5 MI/Mi).

PonuBakaus, 10,0 Mr/mi1, pacTBOp Ui HHBEKIUN

Kaxnapiii Mi pacTBopa COAEPKUT poNMBaKauHa ruapoxyiopuaa mMonoruapar 10,58 mr/mu (B
nepecyere Ha ponuBakanHa rugpoxiaopun 10,0 mr/mi).

BcnomorarenbHble BelECTBa, HAIMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTABE JIEKAPCTBEHHOIO
npenapara: HaTpus Xjaopua (cM. pasaen 4.4).

[TonHbIi epeyeHb BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTtBOp mi1 HHBEKITUH.
[Ipo3paunas, GecriBeTHAS KUIKOCTb.

4. KKIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHH IO

B koHneHTpanuu 2 Mr/mi npenapat PormBakanH NPUMEHSIOT 10 CIISAYIONIMM HOKa3aHHSIM:
Kynuposeanue ocmpoeo 6onesoco cunopoma y 63pocivix u demeti cmapute 12 nem:

- IPO/ITICHHAS MUY palibHast UHPY3HSI WK TIEPUOTUIECKOE OOIFOCHOE BBEJICHHE, HATIPHUMED, IS
yCTpaHEHUs TIOCTIeONepPaOHHOM 00u 1 00e300JIMBaHUS POJIOB;

- OJI0Ka/1a OTACTHHBIX HEPBOB M HH(OWIIBTPAIIMOHHAS aHECTE3US;

- IpoJIeHHas 0JI0Ka1a nepudepruuecKux HepBOB IMyTEM HH(PY3UN UITH OONIOCHBIX HHBEKIUHU (TTPU
MOCJICOTNIeparMOHHON 00JIN).

Kynuposanue ocmpozo 6onegozo cunopoma y demeti om 1 200a 0o 12 nem (8xnrouumensuo):

- OJTHOKpATHAsI U TIPOJIICHHAs OJI0Kaa nmepudepruuecKux HEPBOB.

Y noeopooicoennvix u demeti 0o 12 nem (8xarouumensvHo):

- KayajbHas dMHypasibHas 0JI0Kaa;

- IPOJICHHAS STy palibHast HHDY3usl.

B koHneHTpammu 5 mr/mi npenapart PonuBakanH NpUMEHSIOT M0 CASAYIOUINM IMOKA3aHHUIM:
Anecme3susi npu Xupypeuueckux eMeuamenbCmeax y 63pocivix u oemet cmapuie 12 nem:




COOTBETCTBYET 3KCNEPTHOMY OTYETY
 or31102023N2 22114
- UHTpaTeKalbHas 0JI0Kaa. (NOCNEOOBATENEHOCTE 0002)

Kynuposanue ocmpozo 6onego2o cunopoma 8 neouampuu:

- O10Kaa nepudepudeckux HEpBOB y AeTer ¢ 1 roga 10 12 JeT BKIIOYUTENTBHO.

B konnenrpanuu 7,5 mr/mia u 10 mr/m openapar PonuBakavH OPUMEHSIOT Y B3POCHIBIX U IETEH
crapuie 12 JIeT 1o CISAYIOMMM IOKA3aHUIM:

AHecmesusi npu Xupypauueckux eMeuamenbCcmeax:

- SN TypasibHast OJI0Kaja MpU XUPYPrUUECKUX BMEIIATEIbCTBAaX, BKIIFOYAs KECapeBO CECUCHHE;

- OJI0KaJa KPYITHBIX HEPBOB U HEPBHBIX CIUICTCHU;

- OJI0Kaja OTAETBHBIX HEPBOB M MH(MUIBTPAIIMOHHAS] AHECTE3H.

Buympucycmasnas unvexyus npu apmpockonuu KOJeHH020 CYCcmasa.

4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMeEHEHHU s

[Ipenapar PonmBakawmH [OJDKEH HCIIONB30BATHCS TOJBKO CHEIUATMCTAMH, HMEIOIUMHA
JIOCTATOYHBIN OTBIT MTPOBEJICHUS MECTHOM aHECTE3HH, WM MO UX HAOIIOeHUEM, TIPU HATUIHH
000pyTI0BaHUS 1 JICKAPCTBEHHBIX MTPENApaTOB JUIsl POBEICHUS PEAaHUMAITMOHHBIX MEPOTIPUATHA.
Jlo Hauana BRIMOTHEHHS OOBINNX OJIOKA]] JOTKHBI OBITh YCTAHOBIICHBI BHYTPUBEHHBIC KATETEPHI.
PexxuM 103upoBaHus

Bspocnvie u demu cmapuie 12 nem

B nenom st aHecTe3nn nMpu XUPYPruvueckux BMEIIaTeIbCTBaX TPeOYOTCs 00Jiee BBICOKHE 1036l
u Ooyiee KOHIIEHTPUPOBAHHBIE PACTBOPHI Mpernapara, 4YeM MpH UCIOJIb30BAHWU AHECTETHKA C
nenaplo o0e30ommBaHus. [Ipu MCHoib30BaHWM aHECTETHKA C IeNNbl0 00€300JMBaHUS OOBIYHO
peKoMeH10BaHa /103a 2 Mr/miL. [[jist BHyTpHUCYCTaBHOTO BBEICHUS pEKOMEH0BaHa /1032 7,5 MI/MII.
PonuBakann B go3e 10 mMr/mi pekoMeHIyeTcsl Il SMUIypaTbHONM aHEeCTE3WH, KOT/a TOJHAs
MOTOpHast 0JI0KaJa ABJISETCS HEOOXOIMMOM JIJIsl POBEICHUS OTIEPAIUH.

Jlo3b1, yka3aHHble B TaOnuIax | u 2, CYUTAIOTCS MOCTATOYHBIMHU Il JOCTHXKCHUS HAJICKHOMN
OJIOKAJIBI U SIBJISIFOTCSI OPUEHTUPOBOYHBIMH TIPH MCIIOJIB30BAHKH TIpEnapara y B3pOCHbIX U JeTeil
crapmie 12 JyietT, Tak Kak CyIIECTBYEeT WHIWBHIyalbHas BapHaOEIbHOCTh CKOPOCTH Pa3BUTHSA
O0Kaabl ¥ €€ MIMTEIHHOCTH.

Jannubie Tadaui 1 1 2 SBASIOTCS OPUESHTUPOBOYHBIM PYKOBOJICTBOM I10 JO3WPOBAHUIO ITpenapara
JUTSI IPOBEJICHHS HAanOoJIee 9acTo UCIONb3yeMbIx Ooka. [Ipu mogbope 1036l mpernapara clieayer
OCHOBBIBAThCSl HA KIIMHUYECKOM OTIBITE C yU€TOM (PU3UYECKOTO COCTOSIHUS TAI[MEHTA.

Tabnuya 1. Pexomenoayuu no oozuposanuio npenapama Ponugakaun 01 63pocivix u demeti
cmapwe 12 nem 6 konyenmpayusx 2 me/ma, 7,5 me/ma u 10 me/mn:

Konnenrpauus | O0bem Ho3a Hayano | lnureabHOCTH
npenapara pactBopa | (mr) neiicTBUs | AeHcTBUA (1)
(Mr/mur) (M) (MUH)

AHecTe3usl IPU XHPYPru4ecKUX BMeIIATEIbCTBAX:
Onudypanvhas anecmesus Ha NOSACHUYHOM YPOBHE:

Xupypruaeckue 7,5 15-25 113- 10-20 3-5
BMeEIIATEILCTBA 188
10,0 15-20 150- 10-20 4-6

200

KecapeBo ceuenune 7,5 15-20 113- 10-20 3-5
150

Onuodypanvhas anecme3susi Ha 2pYOHOM YPOSHe:

[Tocneoneparnmonnas | 7,5 5-15 38-113 | 10-20 -

00e300MBaroIIas

OJIoKaza u

XUPYPTrUYCCKUE

BMeIIaTeIbLCTBA

bnoxada kpynnvix nepsHvlx cniemeHull:
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Hampumep,

OJI0Kana

IJICYCBOI'O CIIJICTCHUSA

7,5

10-4D

(UICTIES

(4325 1B

EEG5 0002

300*

[IpoBoaHUKOBaAs u
MHPWIbTpAIMOHHAS
aHecTe3us

7,5

1-30

7,5-225

1-15

2-6

KynupoBanue ocTporo 60JieBoro CuH;g

poma:

Onudypanvroe ggedenue Ha NOACHUYHOM YPOBHE:

Bomroc

2,0

10-20

20-40

10-15

0,5-1,5

Ilepuonnueckoe
BBEJICHHE (HarpuMmep,
npu 00e300IMBaHUN
pPOJIOB)

2,0

10-15
(MuHUM.
WHTEpBAJ
30 mMuH.)

20-30

IIpoonennas unghyszus ona:

00e30011BaHuE
POJIOB

2,0

6-10 mu/u

12-20
MI/4

MOCIICOTIePAIUOHHOT
0 00e300nBaHusA

2,0

6-14 M/

12-28
MI/4

bnoxada nepughepuueckux nepgos:

Hampumep, Omokana
OClpeHHOTO  HEepBa
WIH MEXJICCTHUYHAS
Omokana
(mpoieHHBIC
uHpy3Un WIH
MIOBTOPHBIC
WHBEKIINH)

2,0

5-10 mit/g

10-20

Mr/4

Dnuodypanvroe 86edeHue Ha 2pYOHOM YPOBHE:

[Iponnennas
uH}y3ust (Hampumep,
TUTST
MOCJICOTePAITOHHOT
0 00e3001MBaHMS)

2,0

6-14 M/

12-28
MI/4

[IpoBoaHUKOBaAs
OJsIoKaza u
WH(WIbTAIIMOHHAS
aHeCTe3UsI

2,0

1-100

2-200

Buympucycmasnoe sgedenue:

ApTpockonust
KOJIGHHOTO cycTaBa**

7,5

20

150***

2-6

*Jlo3a nist OOKaabl KPYMHBIX HEPBHBIX CIUICTEHUU JOJKHA MOAOUPATHCS B COOTBETCTBHH C
MECTOM BBEJICHHS M COCTOSIHUEM TAlMeHTa. biiokaaa mie4eBoro CruleTeHUs MEKICCTHUYHBIM H
HAJIKTIOYMYHBIM JIOCTYTIOM MOXET OBITh COINPS’KEHA ¢ BHICOKOM YaCTOTOM CEPbe3HBIX TOOOUHBIX
peaxIyii BHE 3aBUCIMOCTH OT UCIIOJIb3YEMOT'0 MECTHOTO aHECTETHKA.

**Co0o011amock 0 CiIy4asx XOHAPOJIr3a MpH MOCIeONepaiiOHHON POJJIEHHON BHYTPUCYCTaBHOM
WH(QY3UH MECTHBIX aHeCTeTUKOB. [Ipenapat PonmBakanH He cieyeT mpuMEHSTh IS IPOIJICHHOM
BHYTPUCYCTaBHOW UH(Y3UU.

***Ecnmu mpenapar PonvBakawH JOTIOIHUTENBHO UCIIONB30BANICS IS APYTUX BUIOB aHECTE3HH,
MaKcUMalibHas 103a He JI0JDKHA MPEBbIIATh 225 MT.

Tabauya 2. Pexomenoayuu no oozupoearuio npenapama Ponusaxaun ons 3pocavix u oemeii
cmapwe 12 nem 6 Konyenmpayusax 5 me/ma:
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Konuentpanus | O0bem 'Jflf('):»'"a" '"EHH A0 't'-II{'Jl‘l'dféJ'I%ﬁ'o;éTb
npenapara pactBopa | (Mr) AeicTBUA | JeHCTBUA (1)
(Mr/mu) (M) (MHH)

AHecTe3usl IPU XHPYPru4ecKUX BMeIIATEIbCTBAX:

Humpamexanvnas 610kaoa

Xupyprudyeckue 5,0 3-4 1115- 1-5 2-6

BMEIIATEIbCTBA 20

st o3HaKoMIIeHUs ¢ (pakToOpamMu, BIMAIOIIMMH Ha METO/ BBIITOJHEHHS OTACIBHBIX OJIOKAl, U C
TpeOOBaHUSAMU, MPEIbIBISIEMBIMU K KOHKPETHBIM IpyIIIaM MalleHTOB, CJIEAYeT MCIO0JIb30BaTh
CTaHJapTHBIE PYKOBOJICTBA.

Jlns mpenoTBpallieHHs] TMOMAJaHUS aHECTEeTHKAa B COCYJ CledyeT o0s3aTeIbHO MPOBOAUTH
acMpalMoHHYI0 poOy 0 BBEJCHUS U B MpoLecce BBeleHUs npenapaTa. Eciu npeanonaraercs
UCIIOJIb30BATh MPEMapar B BHICOKON J103€, PEKOMEHAYETCs] BBECTH TE€CT-103Y 3-5 MJI IMJOKanHa ¢
anpeHanuHoM. CiydaiilHOe BHYTPHUCOCYAHMCTOE BBEJIEHHE PACHO3HAETCS MO BPEMEHHOMY
YBEJIMYEHHUIO YaCTOThI CEpECUHbIX COKpAIlleHUH, a ciay4yailHoe MHTpaTeKallbHOE BBEJIEHHUE — IO
IpU3HAKaM CIIMHAIBHOTO OJ10Ka. [Ipy MOsIBIEHNH TOKCHYECKUX CUMIITOMOB CJIelyeT HEMEAJICHHO
MPEKPATUTh BBEJCHHUE Mpenapara.

Jlo BBemeHUss M BO BpeMsi BBeACHHUs mpemnapara PomuBakamH (KOTOpoe cienyeT HpOBOJUTH
MEJIEHHO WJIM MYTEeM yBEJIWYEHUS BBOAMMBIX IOCIIENOBATENIBHO /103 MpernapaTa co CKOPOCThIO
25-50 Mr/MuH) He0OXOAMMO TIIATEEHO KOHTPOIMPOBATH KU3HEHHO BaXKHbBIC (DYHKIIMU ITALUEHTA
U TIOJIIEPKUBATh C HUM BepOaIbHBIM KOHTAKT.

OnHokpatHoe BBeAeHuMe PommBakamHa B 703e¢ A0 250 Mr mpu snuiypaibHOH Ojokage uis
MIPOBEJICHUS XUPYPIUUECKOTO BMEIIATEIHCTBA OOBIYHO XOPOILIO MEPEHOCUTCS MAllUEHTAMHU.

[Ipu Gnokaze miueueBoro crjeTeHus ¢ moMousio 40 M1 ponvBakanHa 7,5 MI/Mi1 MakCUMalbHbIE
I1a3MEHHbIE KOHIEHTPAlUU POMUMBAKAWHA Y HEKOTOPBIX MAllUEHTOB MOTYT TOCTUTaTh 3HAUECHUS,
XapaKTEepU3YIOUIErocsl JIETKMMHM CHMITOMaMU TOKCMYHOCTH co cropoHsl I[HC. Ilo3aromy
npuMeHeHue 103bl Bbiie 40 M pomumBakawmHa 7,5 wmr/ma (300 Mr pomnmBakawHa) HE
PEKOMEHI0BAHO.

[Ipy naUTENbHOM MPOBEACHUM OJNOKAIbl MyTEM NPOMJICHHOM HHPY3UMH WM MOBTOPHOIO
0O0JIIOCHOTO BBEACHUS CIEIYET YUYUTHIBATh BO3MOXKHOCTD CO3JIaHHUSI TOKCHUECKUX KOHLIEHTPAIHA
aHEeCTeTHKa B KPOBH M MECTHOTO MOBpPEXICHUs HepBa. BBelneHue ponuBakanHa B TeueHue 24
yacoB B Jo3e n0 800 Mr cymMmMapHO INpuU XHPYprU4e€CKMX BMEIIATEIbCTBAX U AJIA
MOCJICOTIePAIMOHHOTO 00€300IMBaHusI, a TaKXKe MPOJICHHAS SMUAYypanbHas WHOY3Hs TOCIe
OTlepallii CO CKOPOCTBIO A0 28 MI/4 B TeueHHE 72 4acoB XOPOILIO MEPEHOCUTCS! B3POCIBIMU
nalUeHTaMH.

Jlis KynupoBaHUs TOCIIEONEePAllMOHHON 00N PEKOMEHIyeTCsl CIIEAYIOIIast CXeMa MPUMEHEHHS
npernapara: eciiy MUAYpalbHbIA KaTeTep He ObUT YCTaHOBJICH NPU ONIEPAaTUBHOM BMEIIATENbCTBE,
[I0CJIE €0 YCTAaHOBKH BBIMOJIHSACTCS SMUAYypajibHas OJ0kajga O0JIFOCHOM MHBEKIMEH IMpernapara
PonuBakaun (7,5 mr/mi) Amnambre3ust mojanepkuBaeTcs WH(y3ued mnpemnapara PonmBakaux
(2 mMr/mi). B GonpIIMHCTBE CiTydaeB I KyITMPOBAHUS ITOCIEONEPALMOHHON 00JIN OT yMEPEHHOM
JI0 BBIp@XXCHHOU, MH(DY3HSI cO CKOpOocThIO 6-14 mur/a (12-28 mr/d4) obecriedynBaeT aJeKBaTHYIO
aHaJBIe3MI0 C MUHUMAJIbHOW HE TPOrpeccHpyrollell JIBUTaTesNbHOW Onokamol  (mpu
UCIIOJIb30BAaHUU JIaHHOM METOJIMKH HaOJI0/1aloch 3HAYUTENIbHOE CHU)KEHHE MOTPEeOHOCTH B
OTMOMIHBIX aHAIBIETHUKAX ).

s mocneonepaiioHHOTo 00€300MBaHus mpernapaT PonuBakauH (2 MI/Mi1) MOXKHO BBOJHTH
HETPEPHIBHO B BUJIE SNUAYpalIbHON HH(Y3UH B TedeHne 72 yacoB 0e3 (peHTaHUIIa UM B CMECH C
HuM (1-4 mxr/mn). Tlpu npumenennn PommBakamna 2 mr/miu (6-14 mir/gac) obecrnieunBaioch
ajiekBaTHOe 00e300muBaHMe y OOJBIIMHCTBA ManueHToB. KoMOMHAnuMs ponuBaKkanHa H
dbeHTaHUIa TPUBOAIIIA K YIIYUIICHUIO 00€300JIMBaHMS, BBI3bIBAs IIPU 3TOM MOOOYHBIE 3P DEKTHI,
NPUCYIIIE HAPKOTUUYECKUM aHAJIbI€THKAM.
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Vcnonp30BaHie PONMBAKAUHA B KOHIIEHTPAIH CBBIHIel-I:}l,'S:M]‘%\’H'II ' '%T@m%wé'eﬁeﬁﬁﬁ HE

U3YYEHO.
Oco0ble rpynnbl NalkeHTOB
Tayuenmoi ¢ HapyweHuem yHKyuu novex
Kak npaBuiio, npu BBEACHUN OJHOKPATHOW JO3bI JIMOO KPAaTKOCPOUHOM TEpanmuy MallUEeHTOB C
HapyueHneM (QyHKIMY 0YeK, N3MEHEHHE JI03bI He TpedyeTcs.
THayuenmol ¢ napywenuem @yHkyuu neyenu
PonuBakanH MeTaboNMM3UpYyeTCsl B MEYEHHU M, BCIEACTBUE ITOTO, JOKEH C OCTOPOKHOCTBHIO
IPUMEHATBCS Yy TALMEHTOB C CEphe3HbIMU 3a00jeBaHMsAMU neueHH. [loBTopsromuecs: 1035l
HEO0XOIMMO CHIKATh BCIIEICTBUE 3a/I€PIKKU BBIICICHUSL.
Tayuenmol, cmpadarowue 2unogonemuel
VY nanMeHTOB, CTPAAAIOLIMX THIIOBOJEMHEH, MO JI000M NMpHUYMHE MOXKET Pa3BHTHCS OCTpas
TsDKEJIasg THUIIOTCH3US BO BPEMs DIUAYPAIBHOM aHECTE3UMH, HE3aBHUCHMO OT HCIIOJIB30BAHHUS
MECTHOI'O aHECTETHUKA.

€T’
Pexxum nosupoBanHus ans nereil crapuie 12 jeT He OTIMYAeTCs OT peXMMa J03UPOBaHMS IS
B3POCJIBIX.
BBHIy OTCYTCTBHS AOCTaTOYHOTO KOJIMYECTBA KIMHUYECKUX HAONIOJICHUH HE PEKOMEHIYEeTCS
MIPUMEHATH POMTMBAKANH B JIO3UPOBKE S5 MI/MJI y JIeTel B Bo3pacTte 70 1-To roja.

Tabauya 3. Pexomenoayuu no 0o3uposarnuio npenapama Ponusaxaun ons oemeti om 0 0o 12 nem
6 KOHYeHmpayuu 2 me/ma:

Konuentpanus O6beMm pacTBopa | Jlo3a (Mr/kr)
npenapara (Mr/mJj) | (MJ/Kr)
KynupoBanmue 0CTPOro 00J1eBOT0 CHHJpOMA (MHTpaonmepanuoOHHOE U
NnocJjieonepanuoHHoe):

Kayoanvnoe snudypanvroe 6sedenue.
brnokaga B o6mactu Thxu y | 2,0 1 2
JIeTEH ¢ Maccou Teja 1o 25 Kr
IIpoonennas snudypanvras ungyzus y oemetl ¢ maccou meia 00 235 ke
Boszpacm oemeui om () 0o 6 mecsyes

Bomroc* 2,0 0,5-1 1-2
Wudysust 1o 72 yacos 2,0 0,1 ma/kr/u 0,2 mr/kr/ua
Bospacm om 6 mecsay 0o 12 mecsaues
Bomroc* 2,0 0,5-1 1-2
Nudysus no 72 yacor 2,0 0,2 Ma/Kr/4 0,4 mr/kr/ua
Bospacm om 1 u 0o 12 nem sxnrouumensHo

Bosroc** 2,0 1 2
Wudysus no 72 yacos 2,0 0,2 Ma/kr/4a 0,4 mr/kr/qa

*MeHbIIHe 1035 U3 MPeJIaraeMoro HHTepBaia PEKOMEHIYETCS JUIS MU IypaTbHOTO BBEACHMS Ha
TPyHOM ypOBHE, B TO BpeMsI KaKk OOJIbIIIHE 036l PEKOMEHIOBAHBI [Tl STTHTYPATBHOTO BBEICHHSI
HA MOSICHUYHOM U Kay/1aJbHOM YPOBHSX.

**PexoMeHmyeTcs IUIs SMUIYPaTbHOTO BBEIEHHS] Ha TOSCHUYHOM YpoBHE. OOOCHOBaHHBIM
SIBJISIETCSL CHUPKEHHE JI03BI OOJTIOCA JIJIS MUy paIbHON aHAIBIe3UN HA TPYJTHOM YPOBHE.

Tabauya 4. Pexomenoayuu no dosuposanuro npenapama Ponusaxaun ons oemeti om 1 2o0a 0o
12 nem 6 xonyenmpayuu 5 me/ma:

Konuentpanus Oo0bem pacTBopa | Jlo3a (MI/Kr)
npenapara (Mr/mi) | (MJ/Kr)
KynupoBanmue 0CTPOro 00J1eBOT0 CHHJpOMA (MHTpaonepauMoHHOE "
NnocJieonepanuoHHoe):
brokaoa nepughepuueckux nepsos y oemeti om 1 200a 0o 12 nem exnoyumenbHo
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MOCTEDREATENEHOCTE 002]

Hanpuwmep, nist noas3pomuo- | 5,0

IMaxXOBOI'0O HEPBA

Jlo3b1, yka3aHHble B TaOnmuuax 3 u 4, ABIAIOTCS PyKOBOJACTBOM K HCIOJBb30BAHUIO IpenapaTa
neIuaTpuiYeckoil mpakTuke. B TO ke Bpems CyIIecTByeT HMHIUBHUAyalbHas BapHaOeIbHOCTb
CKOpPOCTH pa3BUTHUs OJ0Ka U €ro AJTUTEIbHOCTH

V nereil ¢ n30BITOYHON MaccoOi Tesa 4acTo TpeOyeTcs MOCTENIEHHOE CHIKEHHE J03bI Ipernapara;
IPU 3TOM HEOOXOJMMO PYKOBOJCTBOBATHCS «HUACAIBHBIM» BECOM IMAllMEHTAa. 3a CIpPaBOYHOU
uHpopmanueit o ¢pakTopax, KOTOPhIE BIMSIOT HA METOJIbI BHITOJIHEHUS OTACIBHBIX OJIOKAa U O
TpeOOBaHUAX, MPEABABISIEMbIX K KOHKPETHBIM IpyIIaM MalMeHTOB, CIEAyeT oOpamarbcs K
CHEeLHMATN3UPOBAHHBIM pyKoBojacTBaM. OOBeM pacTBopa A KayJalbHOTO AIHIypaIbHOTO
BBEJICHUS U 00BbeM 0oJroca s 3MUIYPaTIbHOIO BBEJEHHS HE JOJDKHBI MIPEBBILATH 25 MIT JUis
JT1000T0 MalueHTa.

Jlnis ipetoTBpalleHus] HePeIHaAMEPEHHOI'0 BHYTPUCOCY IUCTOIO BBEICHHS aHECTETHKA CIIEAYET
TIIATEJILHO MMPOBOAUTH ACTIUPALMOHHYIO MPOOY 70 BBEICHUS U B IIpOIECce BBEACHUS Ipenapara.
Bo Bpems BBeneHus mpemnapara HEOOXOJMMO THIATENbHO KOHTPOJIUPOBATh >KU3HEHHO Ba)KHBIE
¢yHkuuu nanuenta. [lpu nosiBlieHUH TOKCHYECKUX CUMIITOMOB CJI€yeT HEMEJICHHO IPEeKPaTUTh
BBEJICHUE Mpenapara.

OnHOKpaTHOE BBEACHUE POINMBAaKaWHa B J03€ 2 Mr/mi (U3 pacuera 2 MI/KT, 00beM pacTBopa
1 Mi/kr) 1y TOCJEONepanuoOHHON KaynadbHOM aHaimbre3nn oO0OecleurnBaeT aJeKBAaTHOE
o0e30onmuBanue Huxe ypoBHS Thxi y OGonpmmHCTBa manueHToB. Jletu crapiue 4 jeT XOpouio
nepeHocAT 1036l 10 3 Mr/kr. O0beM BBOJMMOIO pacTBOpa JUlsl SIUAYPAJIbHOTO BBEJICHHS Ha
KayJalbHOM ypOBHE MOXET OBITh W3MEHEH C IeJbl0 JIOCTHXKEHHS  Pa3IMYHOU
pacnpoCTpaHEHHOCTH CEHCOPHOTO 0JI0Ka, YTO ONUCAHO B CIEHUATIN3UPOBAHHBIX PYKOBOJICTBAX.
He3aBucumo oT THIa aHeCTe3WH, PEKOMEHAyeTcs OOIIOCHOE BBEJICHHE PACCUMTAHHOW O3B
npemnapara.

[Ipumenenue mpenapara B KOHIEHTPAIMH BbIIIE 5 MI/MII, @ TaK)K€ MHTPAaTEKaIbHOE IPUMEHEHHUE
JTr0OBIX KOHILIEHTpPALMil pollMBaKkanHa y JIeTel He uccienoBanoch. [IpuMeHeHne ponuBakauHa y
HEJIOHOIICHHBIX JIeTel He N3y4ajocCh.

Crioco6 nmpuMeHeHus

[Ipenapar mpumeHsieTcs Uil SUUAYPaJbHOM, CIMHAIBHOM, MHQWIBTPAIMOHHON |
MPOBOJHUKOBON aHECTE3UU.

WHCTpyKIMK O TPUTOTOBICHHIO JIEKAPCTBEHHOTO TIpenapaTa repei IpUMEHEHUEM CM. B pa3jiene
6.6.

4.3. IlpoTuBONOKA3aAHUS

['MnepuyBCTBUTENBHOCTh K POMMBAKauHa TUAPOXJIOPUAY, WK K IPYTHUM MECTHBIM aHECTETHKaM
aMUJIHOTO THUIIA, UJIH K JIFOOOMY U3 BCIIOMOTATENIbHBIX BEIIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.
HeoOxoaumo yunThIBaTh 001IME MPOTUBOMOKA3aHUS ISl KQXK/I0T0 KOHKPETHOTO BHJ1a aHECTE3UH,
HE3aBHCUMO OT UCIOJIb3YEMOI'0 aHECTETHKA.

[Ipenmapar PonuBakauH NOPOTHBONOKA3aH [JIi BHYTPUBEHHOW pPETHMOHAPHOW AHECTE3WH,
«OonpII0i» OJOKanbl, y MAlMEHTOB C TUIOBOJIEMHEH W MapalepBUKAIBHOW aHECTe3uei B
aKyLIEpCTBE.

B xoHnneHTpammu 5 Mr/mi npenapart PonviBakanH MMeeT ClaeIyIonie NPOTUBOMIOKA3AHHUS:

BBuay oTcyTCTBHSI JOCTaTOUYHOTO KOJIMYECTBA KIMHUYECKUX HAOIIOACHHNA HE PEKOMEHIYyeTcs
NpUMEHEHUE pPOIMBaKaWHa y AeTedl muaame 1-ro roma, a Takke HUHTPATEKAJTIbHOE BBEJCHUE
npenapara.

4.4. OcoOble yka3aHHsl U MepPbI PEI0CTOPOKHOCTH NMPHU MPUMEHEHUH

C OCTOpPOKHOCTBIO

C OCTOpPOYKHOCTBIO CIIEAYET BBOJAWTH TpenapaT OCIAOJCHHBIM W TIOXKHIIBIM TAaIllMeHTaM WJIH
ManueHTaM C TAKCIBIMUA COMMYTCTBYIOIIHUMU 3a6OJIeBaHI/I}IMI/I, B TOM 4YHUCIIC 6HOKa,Z[bI
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BHYTPIDKEIIYIOUKOBas), IpOrpeccupylomue 3a00eBaHusl TEYEHH, TsDKenas IeYeHOYHas
HEJ0CTAaTOYHOCTh, TSKENlasgs XPOHUYECKas MOYeyHasi HeJJOCTaTOYHOCTb, OCTpas nopupus, npu
TEpanuy THUIIOBOJIEMHUYECKOTO IIOKA, JETCKHHM BO3pacT, OEpEeMEHHOCTb, MEpPUOJ TPYAHOTO
BCKapMiMBaHHs. [{ns JaHHBIX TPYNN NAMEHTOB pETMOHApHAs aHECTe3Wsl  SIBJIAETCS
npeanouTuTenbHon. [Ipu mpoBeaeHnu «OobIIMX» OJ0Ka C IETbI0 CHU)KEHUS! PUCKA Pa3BUTHS
TSDKENBIX HEOJIaroNnpusATHBIX SIBICHUNA PEKOMEHIyeTCs MpeABapUTENbHO CTaOUIN3UPOBATH
COCTOSIHUE TALMEHTA, a TAKXKe CKOPPEKTHPOBATH 03y aHECTETHKA.

Crnenyet coOm0aTh OCTOPOXKHOCTh MPU UHBEKIIUHA MECTHBIX aHECTETUKOB B 00JACTH T'OJOBHI U
I, B CBA3H C BO3MOXKHOH IMOBBIIICHHON YaCTOTOM pa3BUTHUS CEPhE3HBIX MOOOYHBIX 3((HEKTOB.
[Ipu BHYTpHCYCTaBHOM BBEACHMM IIpemapara cleqyeT coOJIoJaTh OCTOPOKHOCTh IpHU
MOJI03PEHUH Ha HAIMYKME HeJaBHEH OOIIMPHON TpaBMbI CycTaBa MM XMPYPTUUYECKON Omepariu
CO BCKpBITHEM OOIIMPHBIX TOBEPXHOCTEH CycTaBa, B CBSI3M C BO3MOXHOCTHIO YCHJICHUS
abcopbumu ponrBakanHa U 0oJiee BHICOKOM KOHIIEHTpAIMK PONMBAKaWHA B IJIa3Me KPOBH.
Oco0oe BHUMaHHE cleAyeT yIesITh Mpy MPUMEHEHUH MIpernapaTa y JeTei 10 6 MecsleB B CBI3U
C HE3PEJIOCThIO OPTaHOB M CUCTEM.

[TaruenTam, HaxoAsMMIMMCS Ha JAHETe C OrpPaHMYEHUEM HATpus, HEOOXOAMMO YUYHUTHIBATH
coJiepKaHue HATpHs B IIpenapare.

OcoOble yKazaHus

Pernonapnas u MecTHas aHeCTE3Hsl JOJDKHA IPOBOAUTHCS ONBITHBIMHU CIEIHATUCTaMHU B
COOTBETCTBYIOIIMM 00pa3oM 0OOOpyJOBaHHOM IOMENIEHHH MpPH JOCTYIHOCTH TOTOBOTO K
HEMEUICHHOMY HCIIOJIb30BaHUI0 000pYIOBaHUA U MPENapaToB, HEOOXOAMMBIX JJISl IPOBEACHUS
MOHUTOPUHIA CEpPJCYHOM [EATEIbHOCTH W pPEaHMMAlMOHHBIX Meponpuaruil. Ilepconadn,
BBITTOJIHSIOLINI aHECTE3UI0, JOJDKEH OBITh KBATH(HIIMPOBAHHBIM U 00Y4YEH TEXHHUKE BBIITOTHEHUS
AQHECTEe3UH, MOJKEH OBITh 3HAKOM C JMAarHOCTUKOMW M JICYEHHWEM CHCTEMHBIX TOKCHYECKHX
peaKLui, HeJKeIaTebHbIX SBJICHUM U PEaKLWi, U JPYTUX OCIOKHEHUM.

Jlo Havana BBIMOIHEHUs OONBIINX OJIOKA TOJIKEH ObITh YCTAaHOBJIEH BHYTPUBEHHO KaTeTep.
OcCno)XKHEHHEM  HEeNpeIHAMEPEHHOro  Cy0apaxHOWJANBHOTO BBEJACHHUS MOXET  SBISATHCA
CIIMHAJILHBIN OJIOK ¢ OCTaHOBKOW Jibixanus u cHibkeHueM AJ[. Cynoporu pa3BuBaroTCs yale npu
O50Kazie MJIEYEBOr0 CIUIETEHUS M SMHUIYpPANbHOM OJ0Kaje, BEpOSATHO, BCIEACTBUE CIy4aifHOTO
BHYTPHUCOCYJIMCTOTO BBEJICHUS HJIM OBICTPOI aOCOPOIMK B MECTE MHBEKIIUH.

Brmonnenue Gnokaz nepudepuiftHbIX HEPBOB MOXKET TPeOOBaTh BBEACHUE OOJBIIOTO oOBeMa
MECTHOT'O aHECTETHKa B 30HBI C OOJBIINM KOJIMYECTBOM COCYJIOB, 4acTO BOJIM3M KPYIHBIX
COCYJIOB, YTO MOBBIMIAET PUCK BHYTPUCOCYIUCTOTO BBEIEHHUS H/MIU OBICTPOrO CHCTEMHOIO
BCACBhIBaHMSI, YTO MOKET IPUBECTU K BHICOKOM KOHIIEHTpALIMU Mpernapara B mia3me.

Hexkotopsle nporeaypsl, CBsI3aHHBIE C IPUMEHEHUEM MECTHBIX aHECTETHKOB, TAKME KaK HHBEKIUH
B 00JIaCTH T'OJIOBBI U II€H, MOTYT COIPOBOXKIATHCSI MOBBIIICHHON YacTOTOW Pa3BUTUS CEPHE3HBIX
no00YHbIX 3(PQPEKTOB BHE 3aBUCUMOCTA OT THIIA TMPUMEHSIEMOTO MECTHOTO AaHECTETHKA.
Heo0xoaumo co6i1r01aTh OCTOPOKHOCTD JIJ1sl TPEIOTBPALICHHSI UHBEKIIUHU B 00JIaCTh BOCHIAJICHUS.
Crnenyer cobOmofaTh OCTOPOXHOCTH IPU BBEACHUHU IIperapara IalueHTaM cC OJoKaIou
BHyTpucepaeunod mnpoogumoctd Il um Il cremeHu, marueHTam C TSKETOHM MOYEYHOM
HEI0CTaTOYHOCTBIO, MOXKUIIBIM U OCTIa0JICHHBIM MAIlHEHTaM.

HmeroTcst cooOIIeHNs 0 PEKUX CITydasX OCTaHOBKHU cepJilla IpHU MPUMEHEHUH pONMBaKanHa s
AMUypAIbHONW aHEeCTe3Uu WM OJ0KaJ nmepuQepruuecKux HEPBOB, OCOOCHHO MOCIIE CIIy4aifHOro
BHYTPUCOCYIUCTOTO BBEACHMS, Yy TMOXKWIBIX MAIlMEHTOB M Yy MAIlMEHTOB C COMYTCTBYIOIIUMU
CEPJICYHO COCYAUCTHIMU 3a00ICBAaHHSIMH.

B psge cinydyaeB peaHMMAalMOHHBIE MEPOIPHUATHS MOTYT OBbITh 3aTpyIHUTENbHBI. OCTaHOBKA
cepla, Kak IpaBuio, Tpedyer Ooiee IIUTEIbHBIX PEaHUMAIMOHHBIX MEPOTIPUATHH.

[Tockonpky poInMBakaH META0OIU3UPYETCS B MEUYEHH, CIEAYET MPOSBISATH OCTOPOKHOCTh MPHU
IPUMEHEHHH TpenapaTa y OOJIbHBIX C TSKEIbIMU 3a00JIeBaHUSMH [I€YEHHU; B HEKOTOPBIX CIIydasx
U3-32 3aMEJUICHHOHN SJMMHMHALIUKA MOXKET BO3HHMKHYTh HEOOXOAMMOCTh YMEHBIICHUSI TOBTOPHO
BBOJIUMBIX JI03 AaHECTETHKA.
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[IPH MCTIOIH30BAHUHY TIperapara B TeUeHUE HEMPOAOKUTEIHLHOTO IIEPH0/1a BpDEMEHH HE TpeOyeTcst
KOppeKkTHpoBath J03y. ONHAKO alUA03 U CHIDKEHUE KOHIIEHTpAaIMH OEeNKOB B IJa3Me KPOBH,
4acTO pa3BHUBAIOIIMECS Yy OOJBHBIX C XPOHUYECKOW TMOYEYHOH HEAOCTATOYHOCTHIO, MOTYT
MOBBINIATh PHUCK CHCTEMHOTO TOKCHYECKOTO nedcTBHs mpemapara (cMm. pazaen 4.2). Puck
CUCTEMHOM TOKCHYHOCTH TakK)Ke€ TMOBBIIIEH NpH MPUMEHEHMH I[Ipernapara y MalHUeHTOB C
MOHM)KEHHOM Maccoil Tea U MalueHTOB ¢ TUIIOBOJIEMUYECKUM IIIOKOM.

OnuaypanbHas aHECTE3Wsl MOXKET NMPUBOAWTH K CHIDKeHHIO AJ] u Opamukapauu. Beenenue
COCYAOCYKMBAIOIIMX TIPENapaToB WM yBEJIWYEHHE O0beMa LUPKYIUPYIOIIEH KPOBU MOMKET
YMEHBIIIUTh PHUCK PAa3BUTHS TMOJOOHBIX TOO0OYHBIX JddekToB. Cremyer CBOEBPEMEHHO
KOPPEKTUpOBaTh CHIKeHne AJl myrem BHyTpuBeHHOTO BBeaeHus 5-10 mr sdenpuna, mpu
HEOOXOIMMOCTH BBEJICHUE TOBTOPUTH.

[Ipu BHYTpHCYCTaBHOM BBEACHMM IIpemapara cleqyeT coOIoJaTh OCTOPOKHOCTh IpHU
MOJIO3PCHUH HA HATUYKME HEelaBHEW OOIIMPHON TPaBMbI CyCTaBa MM XUPYPTUUYECKOUN Omepalun
CO BCKpBITHEM OOIIMPHBIX TOBEPXHOCTEH CycTaBa, B CBSI3M C BO3MOXHOCTHIO YCHJICHUS
abcopbuuu npemnapata 1 60see BBICOKOH KOHIIEHTPAIUH MIperapara B Iia3Mme.

[TanieHTHl, MOMyYaromue Teparnuio aHTHapuTMHUYecKuMu npernapatamu Il kmacca (Hampumep,
aMHUOJIaPOHOM), JIOJDKHBI HAXOJUTHCS MO/ TIHIATEIbHBIM HAOMIOJCHHEM, PEKOMEHIYeTCs
OKI'-MOHUTOPHHT B CBSI3U C PUCKOM YCHIJICHHSI CEPJICYHO-COCYTUCTHIX d(PPEeKTOB.

Cnenyer wu30erarth JUIMTENBHOTO TPUMEHEHUs IMpemapata PommBakamH Yy TMaIlMEHTOB,
MPUHUMAIOINUX MOIIHBIe MHTHOUTOpHl M30depmenta CYPIA2 (takme kak, (IyBOKCaMHUH H
sHOKcaluH). Creayer yduThIBaTh BO3MOXKHOCTH MEPEKPECTHOW THIEPUYyBCTBUTEIBHOCTU MpPU
OJIHOBPEMEHHOM TpUMEHEHHH Ipenapata PonuBakanH ¢ JpyrMMH MECTHBIMH aHECTETUKAMU
amuaHoro tuna. [larmmeHTam, HaXOASIMIMMCSA HA JUETE C OTPAHUYCHHUEM HATpUs, HEOOXOIMMO
NPUHUMATh BO BHUMaHHE CO/Iep )KaHNUe HATpUs B Mperapare.

[Ipumenenne mpemapaTa y HOBOPOXKIACHHBIX TpeOyeT ydeTa BO3MOXKHOW HE3PEIOCTH OPTraHOB U
¢buznonornueckux QyHKIUNA HOBOPOXKIEeHHBIX. KimnpeHc HecBA3aHHON (ppakiuy ponvBaKanHa U
MUTIEIOKCUJINIMHA 3aBUCUT OT MAcChI TeJla U BO3pacTa peOeHKa B TIEPBbIE TOABI )XKU3HU. BrinusHue
BO3pacTa BBIPAXKACTCSI B Pa3BUTHU U 3pEIOCTH (DPYHKIUM TEYEHH, KIUPEHC JOCTUTAET
MaKCHUMaJIbHOTO 3HauyeHusi B Bo3pacte okojo 1-3 mer. Ilepuon mosyBbIBeAeHUs ponMBaKanHa
COCTaBJISIET 5-6 4aCOB y HOBOPOXKAEHHBIX U AETEH B Bo3pacTe | Mecsia mo CpaBHEHHUIO ¢ 3 yacaMu
y nereit Ooyee crapuiero Bo3pacra. B CBsi3M ¢ HEIOCTATOYHBIM pa3BUTHEM (DYHKIMN MEYCHH
CUCTEMHasl KCIIO3HIIMSI POTIMBAaKanHa BBILIE Y HOBOPOXKACHHBIX, YMEPEHHO BbllIe — y feTeil ot 1
70 6 MecsIeB IO CPaBHEHUIO C JIETbMH OoJiee CTapliero Bo3pacTa. 3HAYMTENbHbIC OTIUYUS B
KOHIEHTPALUAX pONMBaKanHa B IJa3Me KPOBH HOBOPOXK/IEHHBIX, BBISIBICHHbBIE B KIMHUYECKUX
MCCJIEIOBAHUSAX, IMO3BOJISIIOT TMPEINOJaraTh MOBBIIMICHHBIH PUCK BO3HUKHOBEHUSI CHCTEMHOMU
TOKCUYHOCTH B 3TOI IrpyIIe NalueHToB, 0COOCHHO NP NPOAJIEHHON dIUAYpaIbHON HHDY3UH.
PexomengoBaHHble 103bI I HOBOPOXK/ICHHBIX OCHOBAaHbI Ha OrPAHMYEHHBIX KIMHUYECKUX
JTAHHBIX.

[Ipn wucnonp30BaHWKM pPOIMMBAKAWHA y HOBOPOXKIEHHBIX HEOOXOAMMO MOHUTOPUPOBAHHE
CHUCTEMHON TOKCUYHOCTH (KOHTPOJIb IPU3HAKOB TOKCHYHOCTHU co ctoponbl [THC, OKT', koHTposb
OKCUT€HAIlUM KPOBHM) U MECTHOM HEUPOTOKCUYHOCTHU, KOTOPBIE CIEAYET MPOAOKATh IOCIe
3aBepIIeHUs] UH(PY3UU U3-32 MEJIEHHOTO BBIBEJICHUS IIperapaTra y HOBOPOKIECHHBIX.
[Ipumenenne npenapaTta B KOHIICHTPAIMH BBIIIE 5 MI/MJI, a TAaK)K€ HHTPATEKaTbHOE IPUMEHEHHE
npenapara PonuBakauH y neTei He UCCIIEI0BaNIOCh.

PonuBakanH TOTEHIIMATBHO MOXET 007anaTh MOP(GUPUHOTCHHBIMH CBOWCTBAMHU M MOXET
MPUMEHSTHCS y MAlUEHTOB C JUArHO30M OCTpas mopdUpus TOJIBKO B ClIyyasxX, €clid HeT Ooliee
0e30MmacHO anbTEepHATUBLL. B Cilydae MOBBIIIEHHOW YYBCTBUTEIHHOCTH MAIMEHTOB JOJIKHBI
OBITH IPUHATHI HEOOXOIUMbIE MEPHI ITPETOCTOPOKHOCTH.

Coo01manocs 0 ciyyasx XOHAPOIU3a MPH MOCICONEPALMOHHON MPOJUIEHHONH BHYTPHCYCTaBHOM
MH(}Y3UU MECTHBIX aHECTETUKOB. B GONMBIIMHCTBE OMMCAHHBIX CIy4yaeB, MPOBOAUIACH HH(DY3US B
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PonuBakaun He CJICOAYCT MIPUMCHATH JJIA HpOI[JIeHHOI/I BHYTpI/IC}/CTaBHOI/I I/IH(byBI/II/I

4.5. B3aumopeiicTBHe ¢ [PYIrMMHM JIeKAPCTBEHHBIMH IIpenapaTtaMd M Jpyrue BH/bI
B3alMOeliCTBUSA

JlaHHBIA JIeKapCTBEHHBIM Mpenapar He CleAyeT CMELIMBAaTh C JIPYTMMHU JIeKapCTBECHHBIMH
CpeACTBaMHu.

OnHOBpeMEHHOE TPUMEHEHHE pOINMBaKaHA C MECTHBIMU AaHECTEeTHKaMH, NpenapaTamMmu
CTPYKTYPHO CXOKMMH C MECTHBIMM AHECTETMKaMH aMHUJHOIO THUNA WIHM JIEKapCTBECHHBIMU
CpeACTBaMH, YTHETAIOIIMMHU IIeHTpaibHylo HepBHyto cucremy (ILIHC), moxer ycunuBatb
ToKcHueckue 3P deKThl mpenapaToB

[NanuenTsl, NpUHUMAIOIIME aHTHApUTMHUecKue npenapatsl [1I kimacca (Hanpumep, aMHOAApOH),
JOJDKHBl ~ HAaXOAMTBCS  TOJ ~ TOCTOSHHBIM ~ MEQUIMHCKMM  HaOmopeHuem u  OKI-
MOHUTOPHPOBAHUEM, TaK KaK MOTYT BO3HHUKHYTh T0O0YHbIE 3(dekThl co ctopoHsl CCC.

B mienouHsIX pacTBOpax ponMBaKalH MOXKET BBINAATh B 0Ca/10K, IOCKOJIBKY OH €1a00 pacTBOPUM
npu pH Beie 6,0.

In VvVivo mpu OJHOBPEMEHHOM MPHMEHEHHH (IIyBOKCAMUHA, MOIIHOTO H30HUPATEILHOTO
unruouropa uzopepmenta CYP1A2, mma3MeHHBIH KIMPEHC pONHMBAKaMHA THAPOXJIOPUAA
cHmxkancs Ha 77%. Takum oOpa3oM, cuiibHble HHTUOUTOPHI N30pepmenta CYP1A2, takue kak
(ryBOKCAaMUH M 3HOKCAIlMH, IPU COBMECTHOM IPUMEHEHUHU C MpenapaToM PommBakanH MOTYT
B3aMMO/JICIICTBOBATh C PONMBAKaMHA TUAPOXJIOPUAOM. JIMTENBHOrO Ha3HauYeHHs pPONMBaKauHa
cienyeT u3berartb y OOJBHBIX, MOTYYAIONMX JICYCHUE CHIBHBIMU MHTHOUTOpaMu M30(pepMeHTa
CYPI1A2.

In vivo ipu 0JTHOBpEMEHHOM MTPUMEHEHUH KETOKOHA30J1a, MOIIIHOTO N30MPaTeIbHOT0 MHTUOUTOpa
uzopepmenta CYP3A4, nna3zMeHHbIN KIUpEHC polnMBaKauHa MMApoxjopuaa cHuxkanca Ha 15%.
OpHako MHrHOWpPOBaHUE JAHHOTO U30(hepMEeHTa BPsA JH OyIeT KIMHUYECKH 3HAUUMO.

In vitro pomnmBakanHa THAPOXJIOPUI SBISETCS KOHKYPEHTHBIM HHIHOUTOPOM H30(epMeHTa
CYP2D6, B TO e BpeMs HHTHOMpPOBAaHUE IAHHOTO M30()epMEHTa HE JIOCTUTACTCS IpH
IPUMEHSEMbIX B IIPAKTUKE KOHLIEHTPALUAX IpenapaTa B Ia3Me.

4.6. ®epTHIBLHOCTH, 0EPEMEHHOCTD U JJAKTALUS

bepemeHHOCTD

He mpoBoaunucek uccienoBaHus MO OLIEHKE BO3MOXKHOTO ACMCTBHSI poNMBaKanHa Ha pa3BUTHE
1012 Y SKCHIIUH.

PonmBakanH MOXHO MPUMEHSATH MpPU OEPEMEHHOCTH TOJIBKO B TOM ClIydae, €ClM O)KHjaaemas
MOJIb3a JUISI MaTepH MPEBbIIIAeT MOTEHIIUATBHBIN PUCK AJIS TUIOAA (B aKyIIEPCTBE UCMOJIL30BaHNE
npenapara Jijisi aHeCTE3UH WM aHAJIbI'€3UH XOPOIIO 000CHOBAHO).

UccnenoBanusi BIMSHHUS pPOIMMBAaKaWHA HA PENPOAYKTHBHYIO (YHKIHIO TPOBOAMIUCH HaA
KUBOTHBIX. B nccienoBanusx Ha Kpbicax ponMBaKkavH He OKa3bIBaJl BIUAHUSA Ha (PEPTHUIBHOCTH U
PENPOAYKIMIO B JBYX TOKOJeHHsX. [Ipu BBEIEHWHM MaKCHMAalIbHBIX J03 pPOIKBAaKanHa
OepeMeHHBIM KpbIicaM HaOI0JANOCh yBEJIWYEHHE CMEPTHOCTU MOTOMCTBA B TEpBbIE TpU JHS
II0CJIE€ POJIOB, UTO, BOBMOXKHO, OOBACHSAETCS TOKCHYECKUM 3((HEKTOM pONHMBaKanHa, TPUBOISAIINM
K HapyUICHUIO MAaTEpPUHCKOTO MHCTUHKTA.

HccnenmoBanusi TEpaTOTeHHOCTH HA KPOJHMKAX M KphICaX HE BBISBUIM TOOOYHBIX 3(h(deKToB
ponMBaKanHa Ha OPraHOTE€HE3 WM pa3BUTHE IUIOAA HAa paHHUX cTaausx. Takxke B Xofe
MEPUHATATBHBIX M TOCTHATAIBHBIX HCCICIOBAHUN Ha KpbICaX, IMOJYYaBIIUX MaKCUMAaTbHO
MEPEHOCHMYIO 7103y POIMBAaKaWHa, HE OTMEYAJIOCh MOOOYHBIX d(P(HEKTOB HA IMO3IHUE CTAIUU
pa3BUTHS IUIO/A, POJOBYIO [ESATEIBHOCTb, JIAKTAIMIO, JKM3HECIIOCOOHOCTh WM Ha POCT
MOTOMCTBA.

JlakTanus

He u3ydanock BblaeeHne ponuBakanHa Wik €ro METabOJIUTOB C IPyAHBIM MoJIOKOM. Mcxons u3
AKCIIEPUMEHTATBHBIX JIaHHBIX, J03a Mpernapara, moixydaeMas HOBOPOXKIEHHBIM, cocTaBisieT 4%
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TPYAHOM BCKAPMIIMBAHWH, 3HAYUTEILHO MEHBIIE JO3bI, KOTOpas MOXET OBITh TONydYeHa
HOBOPOXKJCHHBIM TMPH BBEACHMM AaHECTETMKa MaTepu mpu pozax). llpu HeoOxomumoctu
MIPUMEHEHUS IpenapaTa B IEpUo IPYIHOr0 BCKapMIIMBAHUS CJIEIYET PACCMOTPETH COOTHOILIEHUE
MOTEHUMAIBHOM MOJIb3bI JI1 MATEPU U BO3MOXKHOIO PUCKA I MIIAJCHIA.

DepTUALHOCTD

He BbIsiBIEHO BIMSIHMS pOINMBaKanHa Ha (ePTHIBHOCTh U PENPOAYKTUBHYIO (DYHKIHIO, & TAKKe
TEPAaTOrEHHOIO JIEWCTBUS

4.7. BausiHMe HAa CHOCOOHOCTH YNPaBJATH TPAHCNOPTHBIMH CpPeACTBAMHM M padorarh C
MeXaHM3MaMH

H€O6XO,Z[I/IMO BO3JICPKATBCA OT MOTCHLUAJIBHO OIIAaCHBIX BHUAOB JACATCIBHOCTH, TpGGYIOH_II/IX
IOBBIIIEHHOIO BHHMMAaHUS U OBICTPOTBI IICUXOMOTOPHBIX pEakUui, TaKk KaK BPEMEHHO
HapYIIAIOTCS JBUTATENIbHbBIE (YHKIIMH, KOOPIUHALIUS ABHKEHUNA U CKOPOCTH PEaKIIHH.

4.8. HexkesaTeJIbHbIE peaKIuu

Pe3ome HexenaTenbHbIX PEAKIUN

HexenarenpHple peaknuu Ha PONMHMBAKAWH AHAJIOTUYHBI PEAKIUSIM HA JIPYTHE MECTHBIC
AQHECTeTUKM aMugHoro Ttuma. HMx cruegyer ominyaTh OT (uU3MOIOTHYECKUX 3(PEeKToB,
BO3HUKAIOIINX U3-32 OJIOKAJIbI CHMITATUYECKUX HEPBOB Ha (POHE SMUYpaTbHON aHEeCTE3UH, TAKHX
KaK CHIDKEHHe aprepuanbHoro masineHust (AJl), Opamukapaus, win 3PQeKTOB, CBI3aHHBIX C
TEXHUKOW BBEJICHUS IMpernapaTra, TAKMX Kak, CIIMHHAs reMaToMa, MECTHOE TIOBPEXKICHHUE HEPBa,
MEHHUHTHUT, OCTIYHKI[MOHHAS TOJI0OBHAs 00JIb, SMUIypalbHbIN abciecc.

[Ho6ounbIe 3P HEKTHI, MPUCYIIHE MECTHBIM aHECTETHKAM

Hapywenusi co cmoponsl HepeHOTL cucmembl

Bo3moxxHBl He#ponatus W HapymeHue (YHKIHH CIHHHOTO Mo3ra (CHHAPOM TepeaHen
CIIMHHOMO3TOBOW apTepuH, apaxHOWUIUT, CHHAPOM KOHCKOTO XBOCTa), OOBIYHO CBSI3aHBI C
TEXHHUKOM MPOBEJICHUSI PETHOHAPHON aHECTE3UH, a HE ¢ JIEUCTBUEM Tpenapara.

B pesynbrare ciiy4allHOrO MHTPATEKAIbHOI'O BBEACHUS JIUAYPAIBLHON 03Bl MOXKET IPOU3ONTH
MOJIHBIM CIIMHATBHBIN OJIOK.

Bo03MOXHBI cephe3HbIE OCIOXKHEHHUS MPH CHCTEMHOW NEepeo3UPOBKE M HEMpeIHAMEPEHHOM
BHYTPHCOCYIMCTOM BBEJACHHUHU TpenapaTa (cM. paszaen 4.9).

Obwue Hapywenus u peakyuu 8 mecme 68e0eHUsl

PonmBakanH MOXKET BBI3BIBATH OCTPHIE CHCTEMHBIE TOKCHUYECKHE PEAKIIUU TIPU HUCIIOJIb30BAHUH
BBICOKHMX /103 WM MpH OBICTPOM MHOBBIIICHHH €r0 KOHIEHTPAlMUd B KPOBU NpPHU CIydailHOM
BHYTPUCOCYMCTOM BBEJCHUH IpernapaTa 00 ero nepeao3upoBke (cM. pasneinst 5 u 4.9).
Haubonee uacmo scmpeuarowuecs nobounsie s¢hghexmoi

Coobmanoch 0 pa3nuyHbIX MOOOUYHBIX 3(pdekTax mpenapara, MOAABISAIONIEE OOJBIIMHCTBO
KOTOpBIX OBLIO CBSI3aHO HE C BO3ACHCTBHEM HCIOJIb3yEMOIO0 AHECTETHUKA, a C TEXHUKOU
MPOBEJICHUS PETHOHAPHON aHECTE3HH.

Haubonee wacro (> 1%) ormeuanucek cremyoomue no0ouHble 3G (EKTsl, KOTOpble ObLIN
pacieHeHbl, KaKk HMEIONIMe KIMHWYECKOEe 3HAYCHHE BHE 3aBHUCHMOCTH OT TOTO ObLIa JH
YCTaHOBJICHa MPUYMHHO-CJIEICTBEHHAs CBS3b C KCIOJIb30BAaHMEM aHECTETHKa: CHIDKeHue AJ[*,
TOIIHOTA, OpaguKapaus, pBOTA, MMapECTe3Msl, MOBBIIMICHUE TEMIIepaTyphl Tella, TOJIOBHAs OO0Jb,
3aJiep>KKa MOYEHCITyCKaHHs, TOJIOBOKPYKEeHHE, 03HOO, moBbilieHne AJl, Taxukapausi, TUIIECTe3Us,
0€eCIOKONCTBO.

YacroTa BOSHUKHOBEHHMSI HEXKEJIaTeNbHBIX PEaKlnii IpeCTaBIeHa CIEeIYIOIINM 00pazoM:

oueHb yacto (> 1/10); wacro (> 1/100, <1/10); mewacro (>1/1000, <1/100); peaxo (>1/10000,
<1/1000); ouenb peako (<1/10000), Bkaroyasi OTAECTBLHBIE COOOIICHHMS.

Hapywenus co cmoponul cepouar

yacmo — OpaguKapAus, TaXUKapIus;

PpeoKo — apuTMUs, OCTAaHOBKa cep/lia.
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Hapywenus co cmoponst COCV()OG:

ouenb yacmo — cumxenne AJ1*;

yacmo — noBbieHue AJl;

Heyacmo — 0OMOPOK.

Hapywenus co cmoponvl ummynHnou cucmembl:

peoko — aHa(pUIAKTHYECKUH 1IOK.

Kenyoouno-kuuieunvie HapyuieHus:

OYeHb Yacmo — TOIIHOTA;

yacmo — pBota**,

Hapywenus co cmoponul HepeHoii cucmembul.

yacmo — napecTesusi, FoJIOBOKPYKEHHE, TOJIOBHAs 00JIb;

Heuacmo — OECHOKONHCTBO, CUMITOMBI TOKCHYHOCTH co cTopoHbsl LIHC (cymoporu, OGoinblime
CYJIOpO’KHBIE TPUMAAKH, MapecTe3Md B OKOJIOPOTOBOM 30HE, AU3ApTPHUs, OHEMEHHE f3bIKa,
HApYIICHHUs] 3PEHHUs, 3BOH B YIIaX, THUIEPAKy3us, TPEMOp, MBIIICYHBIC MMOJCPTUBAHUS)™***,
TUIEeCTE3Usl.

Hapywenus co cmoponbvl nouex u mouesvbigo0sauux nymeil:

yacmo — 3aJiep’KKa MOYECHCITYCKaHUS.

Hapywenusa co cmoponul ovixamenbHol cucmemvl, 0p2anos 2pyOHoU KI1emKu U cpeodoCmeHus:
Heuacmo — OJIbIIIKA, 3aTPYTHEHHOE JbIXaHHe.

Obwue:

yacmo — 601k B CIIHE, 03HOO, MOBBIIICHUE TEMIIEPATyphI TENa;

Heuacmo — TUIIOTEPMUS,;

peoKko — ajulepruyeckue peakuuu (aHapuIaKTHYECKHWEe peaklMH, aHTMOHEBPOTHYECKHUIl OTeK,
KpaIruBHUIIA).

* Camkenne AJl BctpeuaeTcst y nerei 4acTo.

**PBoTa BcTpeuaercs y JeTeil O4eHb 4acTo.

*#*]laHHBIE ~ CHMIITOMBI ~ CBSI3aHBI CO  CIIy4YailHBIM  BHYTPHCOCYAHUCTHIM  BBEJCHHUEM,
nepe03UPOBKOI UITH OBICTPOIl aOCOPOITHE.

CooOu1eHne 0 MoJ103peBAEMbIX HEXKEIATEIbHBIX PEaKIUIX

BaxxHo coo0mIaTh 0 mo103peBacMbIX HEXKENIATEIbHBIX PEAKIUAX MTOCIIE PErHCTPaIUH Ipernapara ¢
HeNbl0 OOecreueHus: HENpPepbIBHOITO MOHUTOPUHTA COOTHOILIEHHUS «I0JIb3a — PUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIyeTCsl COOOIaTh O JIFOOBIX
M0JI03PEBAEMbBIX HEXKENATEIbHBIX PEaKIMsIX JIEKApCTBEHHOTO IMpenapara 4yepe3 HalMOHaJbHbIE
CHCTEMBI COOOILICHHMS O HEXeNaTeNbHBIX peakIHsIX TOCYAapcTB — wWIeHOB EBpa3zuiickoro
SKOHOMHMYECKOT'O CO03a!

Poccniickas @enepanvs

®denepanpHas cnyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBuanzop)

Anpec: 109012, r. Mocksa, CriaBsiHCKast miiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov,ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEepHET:
https://www.roszdravnadzor. gov.ru/

4.9. llepeno3upoBka
CuMnOTOMBI
Ocmpas cucmemHas MOKCUYHOCMb

[Tpu cny4aifHOM BHYTPHCOCYIUCTOM BBEIACHHH MpPHU MPOBEICHUM OJIOKAJ HEPBHBIX CIUIETEHUMN
WK ApYyTuX nepudepuyeckux 060ka HabIIOAAINCh CTy4an BOSHUKHOBEHUS cyzopor. B ciydae
HEIMPaBUJIBHOIO BBEICHUSA OHNUAYPATbHOM JO3bl AHECTETUKA WHTPATEKAJIbHO BO3MOXKHO
BO3HMKHOBEHUE MOJIHOTO CHMHAIBHOTO OJI0KA.
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TOKCHUYECKYI0 peakuuio. [Ipu mepeno3upoBke BO BpeMsi MPOBEICHUSI PETHOHAPHON aHECTE3UH
CHUMITTOMBI CHCTEMHOM TOKCHYECKOM PEAKIINH MOSBIISIIOTCS B OTCPOYESHHOM mopsiake uepe3 15-60
MUHYT TOCJI€ UHBEKIUU U3-32 MEIJIEHHOI'O TOBBILIEHUS KOHIEHTPAIUU MECTHOTO aHECTETHKA B
mwiasMe KpoBu. CHCTeMHass TOKCHMYHOCTb, B IMEPBYIO OuYepellb, MPOSBISIETCS CUMITOMaMHU CO
ctoponbl IIHC n CCC. [lanHble peaklMM BbI3bIBAIOTCS BBICOKUMH KOHIIEHTPALUSIMU MECTHOI'O
aHECTEeTHKa B KPOBH, KOTOPBIE MOTYT BO3HUKHYTh BCJIEACTBHE (CIIy4aliHOT0) BHYTPUCOCYIUCTOTO
BBEJICHUS, TMEPENO3UPOBKH WM HCKIIOUUTEIBHO BBICOKOW  aICcopOIMM M3  CHUJIBHO
BaCKyJIIpU3UPOBAaHHBIX oOmacted. Peakmuu co croponsl I[HC cxoxu st Bcex MECTHBIX
AQHECTETUKOB aMMJHOIO THUIIA, B TO BPEMs KaK pPEaKIMU CO CTOPOHBI CEpJCYHO-COCYAUCTOU
CUCTEMBI B OOJIbILIEH CTETNIEHH 3aBUCST OT BBEACHHOIO IIperapara 1 ero J03bl.

Llenmpanvhas nepsnas cucmema

[IposiBieHUSI CHCTEMHOM TOKCUYHOCTH CO CTOPOHBI [IEHTPAIbHOM HEPBHON CUCTEMBI PA3BUBAIOTCS
MOCTENIEHHO: CHayajia MOSBISIOTCS PAcCTpPOWCTBA 3pPEHUSI, OHEMEHHE BOKPYI PTa, OHEMEHUE
A3blKa, TUIEPaKy3Hs, 3BOH B YIIaX, TOJOBOKpYyxXeHHe. [u3apTpusi, TpeMOp U MbIIIEYHbIE
MOJIEPTUBAHUS SBIISIOTCS 00Jiee CephE3HBIMH MPOSBICHUSMU CUCTEMHON TOKCUYHOCTH M MOTYT
MPEIIIeCTBOBATh IOSIBICHUIO T'€HEPATM30BAHHBIX CYIOpOr (3TU MpPHU3HAKU HE JOJIKHBI
MPUHUMATBHCS 32 HEBPOTHUUECKOE MOBeIeHUE NanuenTa). [Ipu nporpeccupoBaHUM UHTOKCHKALIUU
MOKET HaOII0JaThCsl TOTEpS CO3HAHUS, MPHUCTYIBI CYAOPOr MPOJOJIKUTEIBHOCThIO OT
HECKOJIbBKMX CEKYH]l /10 HECKOJIbKUX MHHYT, COIPOBOXKJIAIOIIUECS HAPYIICHUEM JbIXaHUS,
OBICTPBIM Pa3BUTHEM TMIIOKCUU M TUMEPKAITHUM M3-3a TOBBIIICHHON MBIIICYHON aKTUBHOCTU U
HEaJeKBaTHOM BEHTWISILIMKU. B TsDKENbIX ciaydasx MOXKET Ja)Ke HACTYMUTh OCTAHOBKA JIbIXaHUS.
BozHukaronue anunos3, runepkalvieMus, THIOKAIbIIMEMUs YCUIMBAIOT TOKcudeckue 3¢ dexTs
AQHECTETHUKA.

Brnocnencrsun, wu3-3a mnepepacnpenenenuss anecretuka u3 I[[HC wu ero mocnemyromero
MeTaboaM3Ma U HKCKPELNH, IPOUCXOJUT JTOCTaTOYHO OBICTPOE BOCCTAHOBJICHUE (DYHKIIHMA, €Cln
TOJIbKO He ObLIa BBEJIeHA OOJIbIas J03a Imperapara.

Cepoeuno-cocyoucmas cucmema

PaccrpoiictBa co croponsl CCC sBISIIOTCS TpU3HAKaMU 0o0Jiee CEPhE3HBIX OCIOKHECHHM.
Cumwxkenue AJl, Opaaukapausi, apuTMusl U, B psAle CIydaeB, JaK€ OCTAHOBKA CepJlla MOTYT
BO3HUKATh BCJIEJICTBUE BBHICOKOM CHCTEMHON KOHIIEHTPALIMM MECTHBIX aHECTETHMKOB. B penkux
CIIy4asix OCTaHOBKa Cep/ila HE COMPOBOXKIAETCS MPEAIIECTBYIONIEH CUMIITOMAaTUKON CO CTOPOHBI
[HHC. B uccnenoBanusix Ha 70OpOBOJIbIIAX BHYTPUBEHHAsI MH(Y3Us POIMMBAKaWHA TTPUBOAMIIA K
YTHETEHUIO MPOBOIMMOCTH M COKPATUTEIHLHON CIIOCOOHOCTH CepAeUHOM MBIIIE. CHMIITOMaM CO
ctopoHbl CCC 00BIYHO TPEANIECTBYIOT MPOSBICHUS] TOKCUYHOCTH co cTopoHbl [IHC, koTopsie
MOKHO HE 3aMETUTh, €CIU OOJIbHOH HAaXOAWUTCSA TOJ[ JCHCTBUEM CEIaTUBHBIX CPEICTB
(OeH3omMazenuHbl Wik 0apOUTypaThl) WM MO OOIIEH aHECTE3UEH.

VYV nereil paHHME NPU3HAKA CUCTEMHONW TOKCUYHOCTHM MECTHBIX AHECTETHMKOB MHOTJA CIOKHEE
BBISIBUTH BCJIEJICTBUE 3aTPYAHEHH, HCIIBITHIBAEMBIX JIE€THMHU IPU OMHCAHUUA CUMITOMOB, WU B
Cly4ae MPUMEHEHHsS pETHOHAPHON aHECTE3WH B COUCTAHUU C 00IIEH aHeCTe3UEH.

Jleuenue

Jleuenue ocmpoii moxcuunocmu

IIpyn nosiBneHUM NEPBBIX IPU3HAKOB OCTPOM CHUCTEMHOM TOKCUYHOCTH CIEAYET HEMEIJICHHO
IIPEKPATUTh BBEJCHUE Ipenapara.

[Ipu mosiBnenun cygopor u cumnromoB yraereHuss [{HC OGonbHOMY TpeOyeTcs anekBaTHOE
JICYECHHUE, LEIbI0 KOTOPOrO SBISETCS IMOAJNEP/KAHWE OKCHICHAlMM, KyIUpPOBaHUE CYAOpOT,
nognepxxanue nesrenbHoctn CCC. Cnemyer o0ecrednTbh OKCHICHALUIO KUCIOPOIOM, a MpH
HEOOXOAMMOCTH — TIEPEXO0] Ha HCKYCCTBEHHYIO BEHTWIALNIO JieTkuX. Ecim crryctst 15-20 cekyHn
CYJIOpOTH HE MPEKPAILAIOTCS, CIEAYET UCIIOIb30BAaTh IPOTUBOCYJOPOKHBIE CPEACTBA: THONIEHTAI
HaTpus 1-3 MI/Kr BHyTpUBEHHO (00OecreunBaeT ObICTPOE KYMMPOBAHHUE CYA0POT) MW JHa3eraM
0,1 Mr/kr BHYTPHMBEHHO (IEWCTBME pa3BHBAETCS MEIUICHHEE 10 CPAaBHEHHUIO C JCHCTBUEM
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tvonenTana Hatpus). CykcameToHmii 1 Mr/Er 6LICTH8'-'kyﬁﬂ&é%-‘zgﬁﬂab@pﬂ- o Yt ero

UCTIOJIb30BaHUU TpeOyeTcss MHTYOAIHs U UCKYCCTBEHHAS BEHTHIISLMS JICTKUX.

[Tpu yruerennn nestenbHoctd CCC (cHmkenue AJl, Opagukapaus) He0OX0AMMO BHYTPUBEHHOE
BBezieHue 5-10 Mr adenpuna, mpu HEOOXOJUMOCTH Yepe3 2-3 MUHYTHI BBeJIeHHE MOBTOPUTS. [Ipu
Pa3BUTHUU LUPKYJISITOPHON HEAOCTATOYHOCTHU MJIM OCTAHOBKE CEpJIlia CIIelyeT HEMEIJICHHO HayaTh
CTaHJapTHBIC peaHUMALMOHHbIE MepOnpUATHs. JKU3HEHHO BaXXHO MOJIEPKUBATH ONTHMAIBHYIO
OKCUT€HALIMI0, BEHTWILHMIO M LHUPKYJSIIHMIO KPOBU, a TaKkKe KOPPEeKTHpoBaTh auuno3. llpu
OCTaHOBKE cep/ilia MOTyT MOTpeOoBaThes OoJiee IUTENbHbIE PEaHUMAIIHOHHBIE MEPOTIPUATHS.
[Ipu Tepammu CHUCTEMHONW TOKCUYHOCTH Yy JI€Ted HEOOXOIUMO KOPPEKTHPOBATh JO3BI
COOTBETCTBEHHO BO3PACTy M Macce TeJa MalueHTa.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA
5.1. ®apmakoamHaAMHYeCKHe CBOMCTBA

®dapMakoTepaneBTUYeCKas rpynna: AHECTETUKN; MECTHbIE aHECTETUKH; aMU/IbI
Kox ATX: NO1BBO09.

MexaHu3M AeNCTBUS

PornmBakaH - MECTHBIM AHECTETHK aMHIHOTO THIIA IIUTEILHOTO JCHCTBHUS, SBIISIONIHICS
YUCTHIM 3HaHTHOMepoM. O05agaeT Kak MECTHOAHECTE3MPYIOIIUM, TaK M 00e300JMBaIOIINM
JNecTBMEeM. BbICOKME [03bl pONMMBAKaWHA TMPUMEHSIOTCS i1 MECTHOM aHECTe3UH IpHu
XUPYPrUYecKuX BMEIIATENbCTBAX, HU3KHE [03bI TMpemapaTa O00€CleYMBAIOT aHAIBIE3UI0
(CeHCOpHBI OJIOK) C MHHUMAQJIbHBIM W HE IPOTrPECCHPYIONMIUM MOTOPHBIM Onokom. Ha
JUTUTETTLHOCTh M MHTEHCUBHOCTH OJIOKA/Ibl, BRI3BAHHOUN POMMMBAKAaWHOM, 100aBlIeHUE dTTMHE(pUHA
He Biuger. OOparumo OJOKHpYS TMOTEHIMAN3aBHCUMbIE HATPHEBBIE KaHANbI, MPEMSITCTBYET
TeHepalii UMITYyJIbCOB B OKOHYAHHSIX YYBCTBHTEIHHBIX HEPBOB M MPOBEACHHUIO UMITYJIHCOB TIO
HEPBHBIM BOJIOKHAM.

Kak u npyrume MecTHble aHECTETHMKH MOXET OKa3blBaTh BJIHMSHHE Ha JApyrue BO30YyIUMBIC
KJIETOYHBbIC MeMOpaHbl (HampuMep, B TOJIOBHOM MO3re W MHoOKapzae). Ecim u30bITOYHOE
KOJIMYECTBO MECTHOTO aHECTETHKA JIOCTUTAET CUCTEMHOT'O KPOBOTOKA 32 KOPOTKUI MTPOMEKYTOK
BPEMEHH, BO3MOXKHO MPOSIBICHUE MPU3HAKOB CUCTEMHOM TOKCHMYHOCTHU. [IpM3Haku TOKCHYHOCTH
CO CTOPOHEI IeHTpalIbHOI HepBHOM cucTembl (IIHC) mpenmecTByroT npu3HakaM TOKCHYHOCTH CO
CTOpOHBI cepaedHo-cocyauctoi cuctembl (CCC), T.x. HaOmomaroTcs mpu 0ojiee HHU3KHUX
KOHLICHTPALIUSIX pPONMBaKanHa B Iuta3Me (cM. pasaen 4.9).

[Ipsimoe neificTBME MECTHBIX aHECTETUKOB Ha CepJilie BKJIIOYAET 3aMeJIeHHE MPOBOJUMOCTH,
OTPHULIATENbHBI WHOTPONHBIA 3((eKT u, Npu BBHIPAKEHHOH IEpPeIOo3UPOBKE, APUTMUU H
OCTaHOBKY cepila. BHyTprBeHHOE BBEICHHE BBICOKUX 103 PONUBAKaWHA MPUBOANUT K TAaKUM K€
addekram Ha cepile.

BuyTpuBenHnble MH(Y3UH pONMMBaKavHa 3J0POBBIM J0OpPOBOJIbLIAM TOKa3ald €ro XOPOIIYIO
MEePEHOCUMOCTb.

Hemnpsimbie cepmeuno-cocyaucteie d(dexTsl (CHmKeHUe aprepuanbHoro paieHus (All),
Opanukapaus), KOTOpbIE MOTYT BO3HHKATh IIOCTE SMUIYyPaTbHOIO BBEICHHUS POIMBAKAWHA,
00yCJIOBJICHBI BOBHUKAIOIIECH CUMITATHYECKOM OJIOKa0M.

5.2. ®apMaKoOKHHeTHYECKHE CBOHCTBA

AOGcopOnus
KOHI.[GHTpaI_II/I}I pOHI/IBaKaI/IHa B IIJ1Ia3M¢C KpOBI/I 3aBUCUT OT HOO3BbI, HYTI/I BBCIACHHUSA U CTCIICHHU

BacKyJsipuzanuu  obnmacth  uHbeKkuuMd. DdapmakoKkMHETMKa  pONUBaKaWHa  JIMHEWHas,
MakcuMaibHas KOHIEHTpaUs (Cmax ) IPONOPLHUOHATIbHA BBEJEHHON JI03€.

[Tocne amuaypanbHOTO BBEACHUS PONTMBAKAWH MOJHOCTHIO abcopOupyeTcsi B KpoBb. AGCopOIus
HocuT JnByx¢asHelii xapaktep. [lepuon momyBbiBenenus (Tiz) miast aByx (a3 cocrasiser,
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abcopbuumelt, yto oOBscHsIEeT Ooyee UMTENbHBIA T12 TOCHE SMUAYPaTIHLHOTO BBEIEHHS IO
CPaBHEHUIO C BHYTPUBEHHBIM BBEICHHUEM.

Pacnpenenenue

OO0mwmit TuTa3MEeHHBIN KIUPEeHC ponuBakanHa - 440 Mi1/MUH, IJIa3MEHHBIA KIIMPEHC HECBSI3aHHOTO
BEIIECTBA - § JI/MUH, MMOYCUHBIA KIHUpeHC - 1 MJI/MHH, 00beM pacIpenesieHus] B paBHOBECHOM
COCTOSTHUM - 47 J1, MOoKa3aTesib NeYeHOYHOM 3KcTpakiuu okoiio 0,4, T -1,8 u.

PonmBakanH WHTEHCHBHO CBSI3BIBACTCS C O€NIKaMHU IUIa3Mbl KpOBU (TJaBHBIM 00pa3oMm ¢
anb@al-KUCcabIMU TITUKONPOTEMHAMH), HECBsI3aHHAs (PpaKIMsl PONKBaKanHa COCTABISET OKOJIO
6%.

JlnurenbHas snuaypanbHas HMHQY3HS pONHMBaKauHAa TMPUBOAUT K TOBBIIICHUIO OOIIEro
COJlep’KaHusl Tpernapara B IUIa3Me KPOBH, YTO OOYCIIOBJICHO YBEIHMUYEHHUEM YPOBHS KHCIBIX
[JIMKONIPOTEMHOB B KPOBU TIOCIE XUPYPrHUECKHUX OIepanuii, Npu HSTOM KOHLEHTpalUs
HECBSI3aHHOH, (DapMaKOJIOTHUECKH aKTUBHOUM (DOPMBI poNMBaKanHa B TIa3Me KPOBU MEHSIETCS B
ropaszio MEeHbIIEH cTeneHu, YeM o0I11ast KOHLIEHTPALUs PONMBaKanHa.

PonuBakanH XOpOIO TMPOHMKAET Yepe3 IUIAlEHTapHBINM Oaphep ¢ OBICTPHIM JOCTHKEHHUEM
paBHOBecHs MO HecBA3aHHOH (pakiuu. CTeneHb CBSI3bIBaHMs ¢ OeIKaMU IJ1a3Mbl KPOBH Y IUIOAA
MEHBIIIE, YeM Y MaTepH, YTO MPUBOAUT K O0JIee HU3KUM KOHIICHTPAIUSIM PONMUBAKAWHA B IJIa3Me
IUI0/Ia 110 CPAaBHEHUIO ¢ 001l KOHILIEHTpalrel B I1a3Me KpOBU MaTepH.

MeTtabonu3m

PonuBakanH aKTMBHO MeETa0ONU3HUpPYEeTCS B OpraHu3Me, TJIaBHBIM oOpa3oM, IMyTeM
apOMaTHUYECKOTO  THAPOKCIIIMPOBAHMS.  3-TUAPOKCUPONMUBAKAWMH (KOHBIOTUPOBAHHBIA  +
HEKOHBIOTUPOBAHHBIH ) oOHapy XKUBaeTCs B TJIa3Me KpPOBH.
3-TUAPOKCU U 4-TUAPOKCUpONMUBAaKaWH o0JamaoT Oojee ci1abbiM MECTHOAHECTE3UPYIIUM
JEICTBUEM T10 CPAaBHEHUIO C POMTMBAKAHOM.

DJIMMUHAIMS

[Tocne BHyTpuBEHHOTO BBeneHMS 86% ponMBaKanHa BBIBOJUTCA C MOYOM M TOJNBKO OKOJIO 1%
BBIIETISIEMOTO0 C MOYOM Ipenapara BBIBOAUTCA B Heu3MeHeHHOM Buae. Okono 37% 3-
TUAPOKCUPONUBAKaWHA, OCHOBHOIO MeTa0oJMTa pONMBaKaWHa, BBIBOAMTCS C MOYOHU
MPEUMYIIIECTBEHHO B KOHBIOTHPOBAHHOH (opMe.

1-3% ponmBakamHa BBIBOAWTCS C MOYOM B  BHIE  CICAYIONIMX  METaOOIUTOB:
4-ruapoKCHUpOIIMBaKaNHa, N-Ie3anKuIupoOBaHHBIX MeTaboIHTOB "
4-ruApOoKCUIe3TKIINPOBAHHOTO POITMBAKAUHA.

HeTt manHbBIX 0 palieMu3aiiuu porrBakanHa in vivo.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcnoMoraTeibHbIX BellleCTB
Harpus xnopun

Harpus runpokcuyg

XIOpUCTOBOJOPOAHAS KUCTIOTA

Bona niist naneximi

6.2. HecoBMecTHMOCTH
JIaHHBII JI€KapCTBEHHBIM IIperapar He CIeAyeT CMEIIMBAThb C APYIMMH JIEKAPCTBEHHBIMU

npernaparamu, 3a UCKIIOUYEHUEM YIIOMIHYTHIX B pazjeie 6.6.

6.3. Cpok roaHocTH (CpOK XpaHeHMusl)
3 rona.

6.4. Oco0ble Mepbl NPE0CTOPOKHOCTH NPH XPAHEHUH
IIpu Temnepatype He Boimie 25 °C. He 3amopaxuBaTs.
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6.5. XapakTep u coepkanne nepsnunoii ynaropxn. ||| IEAUBATENEHOCTE 0002

ITo 10 mn mpenapaTa B amityJibl OECIIBETHOTO CTEKJa 1-r0 THAPOIUTUYECKOrO Kiacca ¢ KOJIbLOM
WIM TOYKOM Ha/AJIOMa WM B aMITyJIbl METUIIMHCKOTO CTEKJIa MEePBOTr0 MMAPOIUTHUECKOrO Kiacca
C KOJIBLIOM WJIM TOUYKOH HaJjioMa.

ITo 100 M mpemapara (1711 703upOBKHU 2 Mr/mi1) Bo (prtakoHbI opaHkeBoro ctekia USP tum | v
BO (pr1akoHBI O€CLBETHBIE 2-T0 THIPOIUTHUECKOTO KJIacca, yKyIOpeHHbIC MPOOKaMH PE3NHOBBIMU
Tun 1 u o6kaTble aTIOMUHAEBBIMH KOJITAYKaMH, UM KOJIMaYKaMi KOMOUHUPOBAHHBIMH.

Ha xaxuayto amiryiry/(hakoH HAHOCHTCS STUKETKA U3 OyMaru 3TUKETOYHON WIIA TUCYEH, WK
STUKETKU U3 OymMaru camoKJIesecs.

[To 5 ammyn B KOHTYpPHYIO slUeUKOBYIO ynakoBKy U3 mieHku [IBX wnu u3 mienku [19TO.

ITo 1 KOHTYpHOI AYEUKOBOM YMaKOBKE BMECTE C MHCTPYKIHUEH 110 MEAUIIMHCKOMY TPUMEHEHUIO
MOMEIIAIOT B IAUKy U3 KapTOHA.

[To 1 ¢nakoHy BMECTE C MHCTPYKLIMEH MO MEIULIUHCKOMY MIPUMEHEHHUIO IOMEUIA0T B MAUKy U3
KapTOHa.

6.6. Oco0ble Mepbl MNPeIOCTOPOKHOCTH MNPH YHUYTOKEHHHM HMCIOJIB30BAHHOIO
JeKapCTBEHHOI0 TMpenapara WJIH  OTX0I0B, TMOJYYeHHBIX [MOcje TNpUMeHeHUs
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUMYJISINMHU ¢ PenapaToMm.

WNHCTPYKIMY IO TPUMEHEHUIO pacTBOpa

PacTBOp He conep>KUT KOHCEPBAHTOB U MPEAHA3HAYECH TOJIBKO JUIsl OJTHOKPATHOTO MPHUMEHEHHUSI.
[Togne>kuT  HEMEUICHHOMY — HCIIOJB30BAaHHMIO  IIOCIHE  BCKPHITHUS  aMIyibl,  (aakoHa
(OyThLTH/OYTBUIKH),  HEUCHOJBb30BAaHHBIM  OCTATOK  Mpemapara  yHUYTOXawoT. llepen
HCTIONIb30BaHUEM JIEKaPCTBEHHBIN MpenapaT Heo0X0IMMO BHUMATEIbHO OCMOTPETb.

PacTBOp 1151 MHBEKIUI NMPUTOJEH TOJBKO B TOM CIIy4ae, €CIM OH SBISETCS MPO3PadHbIM,
BU/INMBIC MEXaHMYECKHUE YACTUIIBI OTCYTCTBYIOT, EMKOCTh HE TIOBPEXK/ICHA.

JIroboe KOMMYECTBO pacTBOpa, OCTABIIErocs B amimyie, (ruakone (OyThuIn/OyThUIKE) MoOCIe
MCTIONIB30BAHUSL, JOJDKHO OBITh YHHYTOXKEHO.

Bech ocraBmmiics nekapCcTBEHHBIN MpenapaT U OTXObI CIEAyeT YHUYTOXKHUTD B YCTAHOBICHHOM
HOPSIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA

Poccniickas @enepanys

000 «b-OAPM»

143026, MockoBckasi 00acThb, . 0. OQUHIIOBCKUH, p. 1. HoBoMBaHOBCKOE, Y. ATPOXUMHKOB,
cTp. 2A, KoM. 2.

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

DrexkTponHas modra: INbox@b-pharm.ru

7.1. IlpeacTaBUTENb A€PsKATE/IsI PETHCTPALMOHHOIO YI0CTOBEPEHU

[IpeTeH3un moTpeduTeNIel HAIPaBIATh MO AJIPECy:

Poccniickas @enepanvs

000 «b-®APM»

IOpuouueckuii aopec: 143026, MockoBckast 001acTh, T. 0. OIUHIIOBCKUH, p. 1. HoBonBaHOBCKOE,
yi1. ATpPOXUMHKOB, CTp. 2A, KOM. 2.

Iloumosuiii adpec: 143026, MockoBckasi 061acts, . 0. OAMHIOBCKUH, p. . HOBoMBaHOBCKOE, YII.
ATpOXUMUKOB, 1. 2, a/s1 80/1039.

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

DrexTpoHHas moyra: INbox@b-pharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
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(NMOCNEOOBATENEHOCTE 0002)

9. JATA NEPBUYHOM PETUCTPAIIMA (IIOATBEPXJIEHUSA PETMCTPAIIUN,
IHNEPEPEI'UCTPALIUN)
JlaTa niepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO0mrast XapaKTepUCTHKA JIEKAPCTBEHHOT'O Iperapara JOCTyIHA Ha MH(POPMALMOHHOM TOpTaje
EBpa3uiickoro AKOHOMHYECKOTO CO103a B  HH(OPMAIMOHHO-KOMMYHHUKAITMOHHOW  CETH
«uTepuer» http://eec.eaeunion.org/
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