MHHHCTEPCTBO 3JIPABOOXPAHEHU S POCCUUCKOM ®EJIEPAIMA
WHCTPYKIMS
10 MEJJMLIMUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOIO IPEHAPATA
JIEBOBYITUBAKAMH |

PerncrpannonnbIii Homep:

Toprosoe nanmenoBanune: IEBOBYIITMBAKAWH | C A
MexaynapoaHoe HeNaTeHTOBAHHOE HJIH I'PYIIIHPOBOYHOE HaﬁMeHonanne: J€eBOOyTHUBaKaWH
JlexapcrBennas popma: pacTBOp /IS HHBEKIUI

Cocras

1 ma1 pacTBOpa coiepKHUT:

Jna oozupoeku 5 mo/mn

Oelicmgylowee 6eujecmso: NeBOOYMBAKaHHa THAPOXJIOPH MOHOTHApAT — 5,945 Mr (B mepecuere Ha
neBoOynuBakanH — 5,000 mr);

6cnomozamenvivle sewecmsa. HaTpus Xiopua — 9,0 mr; 2,5 M pacTBop HatpHs ruapokcuia — 10 pH 4,0
—6,5; 2,5 M pacTBOp XJIOPHCTOBOJAOPOAHON KUCIOTHI — 10 pH 4,0 — 6,5; Bona 11 MEBEKIHit — 10 1,0
MIL

Hna oo3uposku 7,5 me/mn

oeticmsyiouee 6eujecmeo. NeBOOYIMBAKaHHA THAPOXJIOPHI MOHOTHAPAT — 8,917 Mr (B mepecyere Ha
neBoOynuBakauH — 7,500 mr);

6cnomozamenvivle seujecmea: Hatpus Xaopua — 9,0 mr; 2,5 M pactBop Hatpus ruapokcuia — g0 pH 4,0
- 6,5; 2,5 M pacTBOp XJIOPUCTOBOAOPOHOM KUCIOTHI — 10 pH 4,0 — 6,5; Bosa 11 MHbeKIHi — 10 1,0

MJIL.

Onucanne

ITpo3paunblii GecrBETHBIM pacTBOP.

(I)apmaKOTepaneBanecxaﬂ rpymnmna: MECTHOAHECTE3UPYIOIICE CPEACTBO

Kox ATX: NO1BB10

Papmako ioruyecKue cBoMCTBa

Dapmaxkoounamuxa

JleBoOynuBaKkauH SBJISETCS MECTHBIM aHECTE3WPYIOIIMM CPEJCTBOM M aHAIBIETHKOM JUITHTEIBHOTO
AeiictBust. JleBoOynuBakauH OJOKMpYeT mepefady MMITYJIbCOB B CEHCOPHBIX M MOTOPHBIX HEPBHBIX

BOJIOKHax B OCHOBHOM 3a CYET BJIMSAHHS HaA TIOTCHIHMAJI-3aBHCHUMBIC HATPUEBBIC KaHAJIBI KJIETOYHOU
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MeMOpaHBbI, XOTS TaKXK€ OH BBI3bIBAET OJIOKANy KaIMEeBBIX M KalbLHEBBIX KaHaioB. Kpome Toro,
7eBOOYIIMBAKauH MPEISATCTBYET Nepeiade M MPOBEACHHIO MMITYJIbCOB B APYTHX TKAHIX: HauOolee
BOKHYIO POJIb B Pa3BUTHH KIMHHYECKUX HEXKEJIATEIbHBIX PEAaKIIMi UIPaeT ero JAefcTBHE Ha CEPAEUHO-
COCYIUCTYIO M LIEHTPATIbHYIO HEPBHYIO CUCTEMY.

Jlo3a neBoOynvBakauHa BBIPaXKE€HAa B KOJIMYECTBE CBOOOJHOTO OCHOBAHHSA, B TO BpPEMs KaK 03y
palemMuyecKoro OynMBakaWHa BHIPAXKAIOT B KOJIMYECTBE T'HAPOXJIOPHIHOM comu. Takum o6Gpazom,
pacTBOp JIeBOOyNHMBaKaWHa COJAEPKUT Ha 13% Oosblle aKTHBHOTO BEIIECTBA, YEM PpAacTBOP
OynuBakavHa. B KIMHMYECKHX HCCIEIOBaHHSAX OBUIO MOKA3aHO, YTO NPH OJMHAKOBBIX 3aaHHBIX
KOHLEHTPaLUAX KIMHUYecKas 3 GEeKTUBHOCTH JIeBOOYTMBaKaHHa U Oy TMBAKaHHA CXO/(HAs.

B uccreroBanuaX KIMHAYIECKOH (hapMaKOIOTHH ¢ HCIOIB30BAHUEM MOIEIH OJI0KA/IBI IOKTEBOTO HEPBa
OBLIO IPOIEMOHCTPHPOBAHO, YTO JI€BOOYIMBAKAaUH 0071a/1aeT TAKUM JKe KIIMHHIECKUM d)PEKTOM, uTO
u OynuBaKauH.

Jlannple no Oe3omacHOCTH JIeBOOyNMHMBAKaWHA MPU €ro BBEJCHWHM HA MPOTSHKEHHH Oosiee 24 dacoB
OTPAHUYEHBI.

Dapmakokunemuka

Abcopbyus

Konnenrpanus geBoOynBakarHa B ia3Me KPOBH MOCIIE BBEIECHHUS TIPENapara 3aBHCHT OT 10351, MECTa
U IyTH BBEJICHHS Mpenapara, Tak Kak abcopOuus 1eBoOynuBakanHa W3 MeCTa BBEJICHHUS 3aBHCHT OT
BAaCKyJIIpU3allii TKaHW. Pe3ysbTaThl KIMHUYECKUX MCCIIEJOBAHMH IMOKA3bIBAIOT HAYall0 CEHCOPHOM
OJ10KaIbl, aIeKBaTHOM JUIs ONEPaTHBHOIO BMEIIATENbCTBA, depe3 10-15 MUHyT mocsie 31uypaibHOro
BBEJIEHUS CO BPEMEHEM PETrPECCUH B Jiana3oHe 6-9 4yacos.

Pacnpeoenenue

B kiMHAYECKHX HCCIEIOBAaHUAX Yy YeIOBeKa MOKa3aHo, YTO paclpejielieHue JIEBOOYMBaKanHa 110CIIe
BHYTPUBCHHOT'O BBEJICHHS B OCHOBHOM TaKoe ke, Kak y OynuBaxauHa. MccrneoBanusi in vitro moxkasai,
YTO KHHETHKA Daclpe/esieHHs JieBoOyNHBaKanHa IOC/e BHYTPHUBEHHOTO BBejeHHs (B/B) ObLia, B
OCHOBHOM, Takod e, KaKk M OynuBakauHa. CBs3piBaHME ¢ OelKaMH IUIa3Mbl KPOBH Yy YeJIOBEKa
coctasister 6onee 97% npu korueHtpanuu ot 0,1 g0 1,0 MKr/mir.

O6beM pacnpesieneHus Moclie BHY TPUBEHHOTO BBEIEHHS COCTaBIISET 67 JI.

Memabonusm

JleBoOynHMBaKauH B 3HAUUTEIIBHON CTETICHH 110/IBEPraeTcsi MeTaboIM3MYy, B MOYE U Kajle HEU3MEHEHHBIH
npenapar He 00HapykuBaeTcs. OCHOBHON MeTaboJIHUT IeBOOy TMBaKauHa, 3-ruAPOKCHIIEBOOY IIMBAKAKH,
BBIJICJISACTCS TOYKAMU B BHJIE KOHBIOTATOB C INIIOKYPOHOBOH KHCIIOTOM M cepHOKHCiIoro s¢wupa. B
WCCIICIOBAHUAX in Vifro OBbUIO TOKa3aHO, 4TO B MeTaboiau3Me JeBOoOyNHBAaKaWHA ydYaCTBYIOT

n3opepmentsl nuroxpoma CYP3A4 u CYP1A2, npu stoMm 06pasyrores aecOyTHII-I1eBoOyNMBaKauH 1



3-ruapoKCcHIIEBOOYTMBaKalH, COOTBETCTBEHHO. J[aHHBIE HCCIIENOBAHUS 110KA3AIH, YTO METaboJH3M
neBoOynuBaKavHa v OynmuBaKanHa CXOJIEH.

Panemu3zaruu neBoOynuBaKkanHa in vivo He BHISBIIEHO.

Buviseoenue

[lociie BHYTpHBEHHOTO BBEJIEHHUs JIEBOOYIHBAKaWH BBIBOJHMTCS B cpelHeM B TedeHue 48 u Ha 95%,
npudeM 71% BBIBOAMTCS uepe3 MOukH, 24% — depes KUIIEYHHUK.

IIpu BBe/teHNH B BU/I€ BHY TPUBEHHOH HH(DY3HH OOIIMIA IIa3MEHHBIN KJIMPEHC JIeBOOYTMBAKAaHHA PAaBEH
39 /4, a KOHEUHBI TIEPHO/T MOJTYBBIBEACHUS — 1,3 U.

B uccnenosannn KmHuYecKo# hapMakoIOrHy P BHY TPUBEHHOM BBeieEuH 40 MI T1eBoGyIHBaKaHHA
CPEIHU# MEPUOJI IOJTy BBIBEICHHs cocTaBUI NpHOIu3uTeabHO 80 + 22 MuH, Cmax — 1,4 + 0,2 MKI/MIT 1
AUC 70 + 27 MKT"MUH/MIL

Jlunetiinocmo

Ipu smuxypansaom Beenenun 75 mr (0,5%) u 112,5 mr (0,75%) neBoOGynuBakanHa, a Takxke IpH
OJtoKkajie 11eYeBOro CIUIeTEHNs 1eBOOyHBaKanHOM B 103e 1 mMr/kr (0,25%) u 2 mr/kr (0,5%) cpennue
Cmax M AUC(24) mpemapata HpHOJIH3MTENLHO IIPONOPLUHMOHAIBHEI BBOAMMOH jo3e. Ilociie
snuaypaisHoro Beenenus 112,5 mr (0,75%) neBoOynuBakanna cpegnue 3HaueHHS Cmax 1 AUC

coctaBisitor 0,81 Mxr/mit u 4,93 MKr-4/MII, COOTBETCTBEHHO.

Ocoobvie zpynnsl nayuenmoe

Hapywenue gpynkyuu nevenu

JlaHHBIX 110 (hapMaKOKMHETHKE JIeBOOYIMBAKAWHA Y NMAMEHTOB C HApylIeHHeM QYHKIMHA IeUeHH HeT
(cM. paznen «OcoOble yKa3zaHHs»).

Hapywenue ¢pynkyuu nouex

JlaHHBIX 1O (papMaKOKMHETHKE JIeBOOYITHBAKAWHA y MALMEHTOB ¢ HAPYIICHHEM (YHKIMH MOYEK HET.
JleBoOynuBakanH B 3HAUNTEIILHOM CTENEHHU MOABEPraeTcs MeTabon3My, HEeM3MEHEHHBIH TIpenapar B

MoY€e He OOHapyKHBACTCS.

IToxa3anus K npUMeHEeHHIO
Jna 0o3uposku 5 ma/mn
Bspocavie
Anecmesus npu xupypeuueckux emewiamenbcmeax
e Ilpu OGonmpmIMX XMPYPrHYECKHX BMEIIATENbCTBAX, HANMpPHUMEpP, OIHAypalbHas (BKIOYas
AQHECTE3WI0 BO BpeMs OIllepallud  KecapeBa CEUYEeHHs), WHTpaTeKajibHas, OJioKaaa

nepupepudecKiX HEPBOB.



o [Ilpy MambIX XMpPYypruyecKHX BMEIIATEIbCTBAX, HANPUMEDP, MHQUILTPAIMOHHAS AHECTE3Hs,
nepuOyibbapHas 6;10kaa (B I71a3HOW XUPYPIHH).
Kynupoeanue 6onesoco cunopoma
o IlpomomkutenbHas smuaypanbHas HHQY3Hs, OJHOKPATHOE HWJIM MHOTOKPAaTHOE OOIOCHOE
SIHUIYpajlbHOE BBEJCHHE IMpenapara Ui KylMpOBaHUS OOJEBOrO CHHAPOMAa, OCOOEHHO B
MOCJICONEPAIIMOHHOM NIEPHO/IE UIIH BO BPEMS POJIOB.
Jlemu
¢ OGesbonuBanue (1OJB3IOMHO-TIAXOBbIE H IOAB3IOLIHO-NIONYPEBHBIE GIOKANBI) y aeTeil B
BO3pacTe oT 6 Mecses 10 12 jer.
na oo3upoeku 7,5 ma/mn
B3pocavie
Anecmesus npu xupypeuueckux ememamen>cmeax
e Ilpu OonbmIMX XMPYpPrUYECKHX BMEIIATEIBCTBAX, HANPUMED, OSMHIAYpaTbHAS aHECTE3Hs,
MHTpaTeKanbHas, 6/10Ka/1a nepudepruuecKiux HEPBOB.
e [lpy ManbIX XMpPYpruyeckHX BMEIIATeIbCTBAX, HANPUMEDP, MHQUILTPAIIHOHHAS AHECTE3Hs,
nepubynpdapHas 6;10kaza (B IJ1a3HOM XUPYPrHK).
Kynuposanue 60ne6020 cunopoma
o [lpomomkurenbHas SnuaypaiabHas HHOY3Hs, OAHOKPATHOE WM MHOTOKPATHOE OOJOCHOE
SMHUIYpaIbHOE BBEJCHHE Ipenapara Uil KyNHpOBaHUS OOJEBOrO CHHAPOMA, OCOOEHHO B
N0CJICONIEPAIIMOHHOM TIEPHO/IE.
emu
¢ OOGe3bommBanye (MOAB3OIIHO-TIAXOBbIE W IOAB3IOIIHO-IIONYPERHbIE OI0KAIBl) y HeTeil B

BO3pacTe oT 6 Mecstes 1o 12 ser.

IIporuBonokazanus

e OOmue NPOTUBOIOKA3aHUS K PETHOHAPHOM aHECTE3UH.

¢ ['MnepyyBCTBUTENILHOCTD K 1I€BOOYIMBaKaHHy HJIH BCIIOMOTATEIHHBIM BEIECTBAM Mpenapara, a
TaK)KE K MECTHBIM aHECTe3MPYIOIIMM CPEJICTBAaM Tpymnbl amMuaoB (cM. paszaen «IloGounoe
JICUCTBHUEY).

* BuyTrpuBeHHas pernoHapHas aHecte3us (Harpumep, 610kazna 1o bupy).

* 3HAYUTENBHOE CHHKEHHME ApTEPUANBHOIO NABJICHUs (HAIPUMEP, NPH KapIMOTEHHOM HIIH
THIIOBOJIEMHUYECKOM IIIOKE).

o [lapauepsukanbHas 6j0KaJa B aKylIepcKodl mnpaktuke (cMm. pasaen «IIpumeHenme mpu

O€peMEHHOCTH U B IEPUOJ TPYHOTO BCKAPMJIMBAHHUSY).



* Jlo3upoBka 7,5 MI/MIJI IPOTHBOMOKA3aHa B aKyMIEPCKON NMPAKTHKE H3-3a TIOBBIIIEHHOTO PHCKA

Pa3BUTHS KapIMOTOKCUYHOCTH IIPHU BBEACHUU J'ICBO6yHI/IBaKaPIHa.

C ocTopoxkHOCTBIO

e Baeznenne npenapara JIUTEILHOCTBIO Gosiee 24 4acoB.

¢ JleBoOynuBakauH CIEMyET C OCTOPOKHOCTBIO IPHMEHATh y TAIMEHTOB, IIOTYYAIOIIHX
AQHTHAPUTMHYECKHUE MpenapaThl CO CBOMCTBAMH MECTHBIX AHECTETHKOB (MEKCHJIETHH) H
aHTHapuTMHYeckue npenaparsl [ knacca (Ipy NpUMEHEHHH TOC/IEJHUX MOTYT Pa3BHBAThCS
aJITMTUBHBIE TOKCHYECKUe 3 PeKTHI).

¢ PeruoHapHas aHecTe3Ms y MAIUEHTOB C CEPACYHO-COCY IUCTHIMH 3a00JICBAHHSAMH, B YACTHOCTH,
C TSDKEJIBIMH HapyIICHUSIMU PHTMa Cep/lia.

* YV [AUMEHTOB C MPEINIECTBYOMUMH 3a00IeBaHAMH [€HTPATBHOM HEPBHOM CHCTEMBL.

* VYV [AUWeHTOB, MOJYYarOIMX JPYrHe MECTHbIE AHECTETHKH MO0 Npemaparthl, CXOXHE 10
CTPYKTYpE ¢ MECTHBIMH aHECTETHKAMH aMHJIHOTO THIIA.

* VY mauueHTOB ¢ 3a00J€BAaHMAMH MEYEHH WIH CO CHI)KEHHEM II€YEHOYHOr0 KPOBOTOKA

(HampuMep, P MPPO3€ WK ATKOTOJIBHOM 60JIe3HH IEUYEHH).

IIpumenenue npu GepeMeHHOCTH H B IIEPHO/ IPYHOI0 BCKAPMJIHBAHHS

bepemennocmo (014 003uposox 5 me/ma u 7,5 m2/mn)

IIpumenenne neBoOymuBakvHA Ul NapalepBUKAIbHON OJOKaabl B IEPHOJ  OepPeMEHHOCTH
NPOTHBONOKA3aHO. KiMHWYECKMH ONBIT MOKa3aJl, 4Yro BBEJEHHE JIEBOOyNMBAKAWHA IpH
naparepBUKaIbHON 0J10Kajie BHI3BANIO OpaJuKapanIo y IJI0/1a.

KinHuyecknx NaHHBIX 10 MPUMEHEHHIO JIeBOOY IMBAKAHHA B IEPBOM TPUMECTpE GepeMeHHOCTH HeT. B
MCCIIEZIOBAHMAX HA KMBOTHBIX TEPATOTCHHOrO JIEHCTBHS IpenapaTa 3aperucTpupoBano He 6bu10. B 10
K€ BpEMsl, IIPU TOM CHCTEMHOM YPOBHE OKCIIO3MIMH JIEBOOYNHBAKAWHA, KOTOPBIH IOCTUraeTcs B
KIMHMYECKOH IpPAaKTHUKE y YeNOBeKa, Y JKUBOTHBIX OBbUIM 3adMKCHPOBaHBI 3MOPHOTOKCHYECKHE
o dekrnl. [ToTeHHaTBHBIN PHCK [UTS YeoBeKa Hen3BecTeH. TakuM 06pasoM, TIPH OTCYTCTBHH SBHOM
HEOOXOJMMOCTH JKEHIIMHAM B INEPBOM TPHMECTPE OEPEMEHHOCTH JIEBOOYIHBAKAHH BBOIUTH HE
clenyer.

bepemennocme (012 0o3uposku 5 me/mn)

B Hacrosimiee Bpems CymiecTByeT OGIIMPHBIH ONBIT NPUMEHEHHs OyNHBAKAWHA TPH AKYIIEPCKUX
XUPYPruYeCKUX BMEIIATENIbCTBAX (B MEPHOI OEPEMEHHOCTH M HPH POJOpPAa3spElICHUH), MPH 3TOM
SMOPHOTOKCHYECKOTO IEHCTBHS Ipenapara He 3aperuCTPUPOBAHO.

bepemennocme (0na oo3upoexu 7,5 mz/mn)



JlosupoBka 7,5 MI/mil IPOTHBOIIOKA3aHA B aKyIEPCKO# IIPAKTHKE H3-32 MOBBIIIEHHOTO pHCKa pa3BUTHUS
KapAMOTOKCHYHOCTH IIPU BBEJICHUH JIEBOOYIHBaKauHA.

Ilepuoo zpyonozo eckapmausanus

Caenennit 0 TOM, MPOHUKAET JTH JIEBOOYIMBAKAUH B TPYIHOE MOJIOKO, HeT. OIHAKO TaHHbIN npemnapar,
0 BCEH BMIMMOCTH, BBIACINISETCS TPH JAKTAlMM B MEHbIIEH CTeNeHH, ueM Oynusakaus. I pyaHOe

BCKapMJIMBAHUE BO3MOKHO ITOCJIE IPpOBEACHUA MECTHOM aHECTE3HUH.

Crioco6 npumeHeHus ¥ 103bI

Beenenne  nepoGynuBakamHa — JO/DKHO — OCYIIECTBISATBCS — CHELHATHCTOM, BJIQJICFOIIIUM
COOTBETCTBYIOIMMH HABBIKAMH QHECTE3UH, JTHOO I10J] €10 KOHTPOJIEM.

Jlist passenenus neBoGynuBakanna ucroap3yior 0,9% (9 MI/MJI) PacTBOp XJIOPHAA HATPHS UL
HUHBEKLUH ¢ COOIIOICHUEM TIPaBHJI ACETITHKH.

Ilokasano, 4ro ¢ neBoGymuBakamHoM B 0,9% (9 mr/mun) pacTBOpe XJIOpHJA HATPUS COBMECTHUMBI
kioHuuH 8,4 MKr/Mi, MopduH 0,05 Mr/mi u GpenTanun 4 MKr/MiL.

Ilepen npumenenueM HEOGXOAMMO IPOBECTH BU3YATbHYIO OLEHKY npenapara. PactBop MoxHO
HCIOJIb30BATh TOJILKO B TOM CITy4ae, €CJId OH IIPO3PAyuHbIi U HE COAEPKUT BUIAMMBIX YaCTHII.

Ilpu passesenny sieBoOynMBaKaMHa IIENOYHBIME DPACTBOPAMH MOYXET OGPAa3’OBBIBATBCH OCAIOK.
IIpenapar Henmb3s pa3sBomMTB THAPOKAPOOHATOM HATPHSA HJIM OJHOBPEMEHHO HA3HAYATH C HHM.
JleBoOy1MBaKanH Heb3s CMENIMBATH C APYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH, 33 HCKIIOUEHHEM %,
KOTOpBIE yKa3aHbl B pa3/ielie BhIIIE.

B Tabmuue 1, npesacrasnennoli Hike, PHBEAEHB PEKOMEH/TyeMbIe 03B Mperapara npu Haubouee
4acTo MCrnonk3yeMbix Onokanax. Jlns obe30onmBaHMs (HanmpuMep, NP SHHIYPAIbHOM BBEICHHH
neBoOyNMBaKauHa ¢ LENbI0 KYIHPOBaHUs (GOJNEBOr0 CHHAPOMA) IOKA3aHbl 60Jee HU3KHE J03bL. [Tpu
HEOOXOIMMOCTH TIIyOOKOM WM MPOJOIKUTEIBHON AHECTE3WH C IOJHOM MOTOpHO#M OJ0Ka0it
(Harpumep, SMHAYPATbHOW MM 1epuOyab0apHO) BO3MOXKHO HCIOJIB30BaHHE OONEe BBICOKHX
KOHLEHTpauui npenapara. Jlo Havyana BBeICHHS M BO BPeMsl HETO 00S3aTEBHO CIEAYeT BHIIOIHSTH
acMpaIMOHHYI0 POOY UL MpeAyNpPexkICHHs MONafaHns JIeBoOyIMBaKauHa B COCYIHCTOE PyCIIO.
JlanHble 10 Ge3omacHOCTH Tepanmuu JIeBOOYNHBAKAMHOM IIPOOJDKATENBHOCTBIO Ooee 24 4acoB
OrpaHHYeHbL. JUIsl yMEHBUIEHHS pHCKAa Da3BHTHS TSOKEIBIX HEBPOJIOTHYECKHX —OCI0KHEHHI
HEOoOXOMMO TIIaTeIbHOE HAGMIOICHHE 3a ALIMEHTOM M 3a JUIATENHHOCTHIO BBECHHS IIperapata (CM.
paszen «Ocobble ykazaHusy).

ACIHPAIMOHHYIO MPO0Y CleyeT MPOBOJMTH IEPe] BBEJIEHWEM Mpenapata ¥ BO BPeMsi HEro B
OOJIIOCHBIX /103X MEUICHHO | B IIOCTENEHHO HAPACTAIOIIMX 038X CO CKOpOCTHIO 7,5 — 30 Mr/MuH. [Tpu
9TOM HEOOXOIMMO TIIATETHHO KOHTPOIHPOBATH [I0KA3aTe M KU3HEHHO BaYKHBIX (YHKIIHH U TOCTOSHHO

NOAJACPIKHUBATH Bep6anbm,n‘/’1 KOHTAaKT C ITIAlTHEHTOM.



[Ipu MosBIEHMH CHMITOMOB TOKCHYECKOro 3(QeKra BBeieHHE MNpemapara cleayeT HeMeUICHHO
IPEKPaTUTh.

Makcumanvnsie 0o3vt npenapama

MakcumanbHy1o 103y 1eBoOyIMBaKanHa pacCYMTHIBAIOT B 3aBUCUMOCTH OT MAacchl TeJIa MAlHEHTa ¥ €10
(pusnkanbHOTO CTaTyCa, TaKKe 7032 IperapaTa ONpPEAEISeTCs ero KOHIEHTpaneH, MECTOM H IIyTeM
BBeJICHHs. BO3MOXHbBI MHIMBH/yalbHble Pa3IH4hs BO BPEMEHH Hauaia JCHCTBHS JIEKAPCTBEHHOTO
CpeiICTBA M B JUIMTENBHOCTH Osokaiapl. COracHO JaHHBIM KIMHHYECKHX HCCIEIOBaHUM, IIpH
SMUYPabHOM BBEJICHHMHM JIeBOOyNMBaKaWHA ajeKBaTHas Ul XHPYPIHYECKOrO BMEIIATEIHCTBA
ceHcopHas O110Kkaza pasBuBaeTcs B TedeHue 10 — 15 muH, a perpeccupyer uepes 6 — 9 u.
MaxkcumanbHas pekomenayeMas pasoBas 103a mpemapara cocrasisier 150 mr. Jlns mommepkaHus
JUTATEIbHOM MOTOPHOM M CEHCOPHOM OJOKambl MpPH MPOJODKHUTEIBHBIX BMEIIATEILCTBAX MOXKET
noTpeboBaThCs TOBTOPHOE BBEJIEHHE aHECTeTHKA. MaKkcHMallbHasl /1032 JieBOOyIMBAaKaKHa, KOTOPYIO
MOJXHO BBECTH B TeueHue 24 4, pasHa 400 mr. ITpu iedyeHnn 601€BOro CHHIpOMa B IOC/IE0IEPALHOHHOM
IIEpHOJIE J103a Mpenapara He JI0JDKHA MpeBhInarth 18,75 mr/q.

Makcumanvusie 003v1 npenapama ¢ aKywiepckoii npakmuke

Jliist aHecTe3sun BO BpeMs Omepalli KecapeBa CEUeHHs Iperapar Hejb3s BBOJMTH B KOHIIEHTPAIUH,
npesbimatomei 5,0 mr/mi (eM. paznen «IIporuBonokasanusy»). MakcuManbHas peKOMeHayeMas 7103a
cocrasisieT 150 mr.

[Tpu snuypaneHO# HH(Y3UH ¢ Hesbio 00€300MBaHUS POJIOB J103a JIEBOOY IMBAaKaHHA He JIOJDKHA ObITh
Oounpmre 12,5 mr/q.

Makcumansnsie 00361 npenapama y oemeii

MakcumanbHas pekoMeHyeMas 103a Iperapara [Uis aHallble3un y AeTell (IIpU M0/1B310IIHO-1aX0BOH
WJIH TI0/IB3/I0IIHO-I10{YPEBHO O110Kazie) cocTaBisieT 1,25 MI/KT ¢ OJJHOM CTOPOHBHI.

Heobxoauma Koppeknus MaKCHMalIbHOM [03bI B 3aBHCHMOCTH OT MAacChl Tejla, KOHCTHTYLHH M
¢uzuueckoro craryca nanueHTa/pebeHKa.

D¢ dexTHBHOCT, U 0E30IaCHOCTH TPUMEHEHHMs JIEBOOYNMBAKAWHA BHE YKA3aHHBIX MOKA3aHHI He
YCTaHOBJICHA.

Maxkcumanvnsie 00361 npenapama y nayuenmoe ocobsix zpynn

Y NOKMIBIX M 0CTa0eHHBIX TAIHEHTOB, a TAK)XKE [IPH OCTPBIX 3a00JI€BaHUSX 1034 JIEBOOYIMBaKaHHA
JI0JKHA OBITh CHMJKEHA B COOTBETCTBHH C JAHHBIMH (DU3MKAILHOIO CTATyCAa.

Ilpu BBeneHMM npenaparta s KyIHpOBaHHsS OO B MOCICONEPAIIMOHHOM IEPHOIE HEOOXOIUMO
YUHUTBIBATh JI03y aHECTE3UPYIOLIEr0 CPECTBA, BBEAEHHOTO BO BPEMS XHPYPrHUECKOT0 BMEIIATEILCTBA.
JIaHHBIX O MPUMEHEHHH Mpenapara y MaUeHTOB C TSHKEIBIM MOPAKEHHUEM MEYEHH HET (CM. pa3/elsl

«Ocobble yka3anus» u « DapMakOKHHETHKAY).



Tabnuya 1. Pexomenoyemvie 003b1 npenapama npu Hauboiee 4acmo Ucnolb3yemulx 610Ka0ax.

KoHuentpauus CreneHb MOTOPHO#M
1 Joza
(mr/mi) 0J10Ka1bl
AHecTe3us pH XUPYPruvecKux
BMeILATebCTBAX
OnuaypanbHoe GomocHoe’ (MeUIEHHOE) BBEIEHHE NPENnapara NpH XHPYPruyeckKHX BMELIATEIbCTBAX
- B3pocibie 50-7,5 10 —20 M (50 — 150 Mr) | OT yMepeHHOi# 10 NMOJTHOM
MennenHoe SMUAYpPaIbHOE
BBeAeHWe  mpenapara’ npu | 5,0 15-30ma (75 -150 mr) | OT yMepeHHOI 10 MOJTHOM
OInepaLy KecapeBa CeYeHHUs
HHTpaTekanbHOE BBEICHHE 5,0 3 ma (15 mr) OT yMepeHHO# 10 NOJIHOM
bnokana nepudepuueckux 1 —40 ma (2,5 - 150 mr) " .
2,5-5,0 : OT yMepeHHO# J10 MOJHOM
HEepBOB MaKCHUMAJIbHO)
[ToaB3nouiHoO-Maxosas WIH 25 0,5 ma/kr (1,25 Mr/kr ¢
OJIB3JIOLLTHO-TI eBHasl ’ OJIHOW CTOPOHBI
AR IIRG: 6 1 pOHED He npumennmo
61o0kana y nerei ot 6 mec® — 5.0 0,25 ma/kr (1,25 mMr/kr ¢
12 net ’ OJIHOM CTOPOHBI)
AHecre3us npu
0(TaNBEMOIOrHYECKUX 5-15mn(37,5 - N o
7,5 OT yMepeHHO#M 10 MOTHOH
onepauusix  (nepudynbOapHas 112,5 mr)

OJs10Ka1a)
MecTtHasi HHQUIBTPALIMOHHAS AHECTE3HS

1 —60 ma (2,5 - 150 mr)

- B3pocisie 2,5 : He npumenumo
MaKCHUMAaJIbHO)
Kynuposatue 60s1eBoro cunpoma’
O6e36onuBanue poIoB "
OT MUHUMAaJILHOH 10
(anuaypasibHOE 6omocHoe | 2,5 6 — 10 ma (15 -25 mr) g
p YMEpEeHHOM
BBEJEHHUE )
O6e300n1uBanHne poioB 4-10mn/u (5 - Ot MUHMMAJBHO#M 10
1,25 o
(anaypanbHas HHY3HS) 12,5 wmr/4) YMEPEHHOM
1.25 10-15 ma/g (12,5-
O6e36o0nBaHne B| ’ 18,75 mr/4) OT MUHUMAaJIBHOM 10
MIOC/IEONEPALIMOHHOM NepHoAe | 5 5-7,5mn/u (12,5 - YMEPEHHOU
i 18,75 mr/4)

! — neBoGynuBakauH B BHjle PacTBOpa /I MHBEKIMH JUTA IPHTOTOBICHHS MH(Y3Hil CyEeCTBYeT B

‘ KoHIeHTparusax 5,0 mr/mi u 7,5 mMr/mit.

2 _ BBOJIHTH B TEYEHHE 5 MHH

3 _ BBOIHTH B TeueHue 15 — 20 MuH.

* — npu npUMeHeHWH TpemapaTa B COYETAHHH C APYTHMH JIEKapPCTBEHHBIMH CpeACTBAaMH IS
KyIMpoBaHHs 00JIEBOr0 CHHPOMA, HAIIPUMED, C OTHOM/THBIME aHAIBIETHKAMH, 103y JIEBOOYIIHBAKaHHA
CIIelyeT YMEHBIIUTh; TAKXKE MPEINOYTUTEIbHEE IIPUMEHATh OoJiee HU3KME KOHIIEHTpAIUU pacTBoOpa
(mampumep, 1,25 mr/mo).

5 — MHHHMATbHBIH PEKOMEHIYEMbIH WHTEPBAT MEXKIYy HHTEPMATTHPYIOIMMHA HHDBEKIAAMHA paBeH
15 muH.

6 — KIMHUYECKHE TaHHBIE TI0 PUMEHEHHIO Y JeTel MIIaie 6 MecsIeB OTCyTCTBYIOT.

PacTBOp HE CONEPXKUT KOHCEPBAHTOB M JOJDKEH HCIOJIB30BATHCS HEMEUICHHO MOCE BCKPBITHS

amirysiel. OCTaTKH pacTBOpa TODKHBI OBITH Y THIH3HPOBAHBI.



ITo6ounoeE aeiicTBHE

HexenarenbHbple peaknuM Ha JIeBOOYNMMBAKAaWH COIVIACYIOTCS C TAKOBBIMH IIPH NPHMEHEHHH

JICKaAPCTBCHHBIX IIPEapaToB AJaHHOI'O Kjacca. Haubonee wyacTeiMH HeXeJaTEIbHBIMH peaKusiIMu

ABJIAIOTCS CHHIKCHHUC apTEepHaIbHOI'0O NABJICHU, TOIIHOTA, aHEMHUs, PBOTA, IOJIOBOKPYIKEHUE, TOJIOBHAS

00J1b, MOBHIIIEHUE TEMIIEPATYPhI Teja, 60JIb BO BpeMs IPOLIEAyPbl BBEAEHHs IIpenapaTa, 601b B CIIHHE

U JUCTPECC-CUHAPOM IIjIoja (IpH NMPUMEHEHHH Ipernapara B aKyIIEpCKOM MpakTHke). Bo3MoxHbIe

HEXEJIATCIIbHBIC PEAKIIUU IIPU NIPUMECHCHUH IICB06YIII/IBaKaI/IHa pacipeaeii€Hbl 110 CUCTEMHO-OpPraHHbIM

KJIlaccaM ¢ yKa3aHHEM YacCTOThl UX BOSHHKHOBEHHS: ouenv yacmo (= 1/10); ywacmo (> 1/100, < 1/10);

neuacmo (= 1/1000, < 1/100), neussecmno (Ha OCHOBaHHHM MMEIOIIMXCS JAHHBIX OLEHHTH YaCTOTY

HEBO3MOXKHO).

Opran HJIH CHCTEMa OpraHoB

YacroTa BO3BHHKHOBEHHS

Hexenarenbnas peakuus

Hapymenuﬂ CO CMOPOHbBL KPOBU

u 1umpamuyecko cucmembl

OyeHb yacTo

AHemus.

cepoya

Hapywenus co cmoponwi HewussectHo Annepruyeckue peakuuu (B
UMMYHHOU cucmembl TSKEIIBIX CITydasx
aHa()UITAKTHYECKHIA II10K),
TUIEePYyBCTBUTEIHHOCTD.
Hapywenus co cmoponvi Yacro ['onoBokpysxeHue, rooBHas
HEpPBHOI CUCMeMbl 00J1b.
HewussectHo Cynoporu, notepst CO3HaHHs,
COHJIMBOCTH, CHHKOTIQJIBHOE
COCTOSIHHE, NTapecTe3us,
Taparvierys, napammy' .,
Hapywenus co cmoponwi HewnssectHo HeueTKkoCTh 3peHHus, nTo3>,
opeana 3peHus MHO03?, sHO(TATEM?.
Hapywenus co cmoponwi HewnsgectHo ATpHOBEHTPHKYJISIPHAS

6110Kaa, OCTAaHOBKA CepICUHOMN

JACATCIIBHOCTH, XKCJIIYIOYKOBBIC

TaxuapuTMUH, TaXuKap/usi,
Opaguxapausi.
Hapywenus co cmoponui Ouens yacto CHmkenne apTepUaATbHOTO
€ocy008 JIaBJICHUS.

HewussectHo

I'unepemus’.




OCNOMNCHEHUSL MAHUNYIAYUU

Hapywenus co cmoponwi Hewussectro OcraHoBKa JbIXaHHs, OTEK

ObIXamenbHOU Cucmembl, rOpPTaHH, allHOd, YNXaHHE

0p2aHo6 epyOHOU MemKU U

cpeoocmenust

Hapywenus co cmoponul Ouenb gacTo TommHoTAa.

HCENYOOUHO-KUULEYHO2O Yacro PBora.

mpakma HeusectHo ['unecre3us CIIM3UCTOMN
000J109KH [I0JIOCTH pTa,
Hapy[IeHUE KOHTPOJISA (PyHKIUU
counkrepos’.

Hapywenus co cmoponwl koocu | HenspecTHo AHTMOHEBPOTUYECKHH  OTeK,

U NOOKOJICHBIX MKAHell KparuBHMILIA, 3y, THIIEPTHIIPO3,
aHTu/po3, SpUTEMa.

Hapywenus co cmoponut Yacro boinb B criune.

CKeJIeMmHO-MblULeYHOU U HewussectHo [TonepruBanue MBIIIII,

COeOUHUMENbHOU MKAHU MBIIIeYHas c1abocTh.

Hapywenus co cmoponwl novex | HenspectHO JuchyHkims MOYEBOTO

U MOY€8bI600AUUX Nymell my3sips’.

bepemennocmu, nociepodoswvie | Yacto JlucTpecc-CHHAPOM 10/,

U nepuHamanvHvle COCMOSHUA

Hapywenus co cmoponwi Hewu3ssectHo Ipuanusm'.

ROJIOBbIX OP2AHO8 U MOJIOYHOU

Jhceniesul

Obwue paccmpoiicmsa u Yacto [ToBbiieHHe TEMIIEPATY PbI

HapyuileHus 8 Mecme 66e0eHUs. Tena.

Jlabopamopnvie u Hewuspectro CHmxeHune CEpICYHOT0

UHCMPYMeHmMAlbHble OaHHble BpIOpOCa,  M3MEHEHHs  Ha
3JIEKTPOKAPIUOTPAMME.

Tpasmul, unmokcuxkayuu u Yacto bosb BO Bpems mporie 1y phi.

b MOJKET OBITH CHMITTOMOM HJIH IIPU3HAKOM CHHIPOMa KOHCKOI'O XBOCTA.

2

— MOXET OBITh CHMIITTOMOM HJIU MPH3HAKOM IIPEXOAAIIECTO CUHApOMa I OpHEpa.

HpI/I NPUMCHCHUH MECTHBIX aHECTE3UPYIOLIUX CPEJICTB HEXKEIIATEIIbHBIE pCaKnuu pa3BUBaKOTCA PEaKO,

OJTHAKO OHM MOT'YT BO3HHMKATh IIPH TIE€PEI03UPOBKE WK IIPH CIIyYaifHOU BHYTPHCOCYAMCTOM HHBEKIUH

U [IPY 9TOM HOCST CEPbEe3HbIH XapakTep.
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Ommcanpl cllydad MEPEKPECTHOH YyBCTBHTEIBHOCTH K DPa3IHYHbIM aHECTE3UPYIOIMM CpEICTBAM
IPYIIIBI QMHU/IOB.

Cryuaiinoe HHTpaTeKaIbHOE BBEJICHHE Mpernapara MOXKET IPUBECTH K CIIMHAIBHOM aHECTE3WH Ha OYeHb
BBICOKOM ypOBHE.

Binsiune npenapara Ha CepeUHO-COCYIHMCTYIO CHCTEMY CBS3aHO CO CHHIYKEHHEM IIPOBOJMMOCTH,
BO30YIMMOCTH U COKPaTUMOCTH MHOKapaa. OOBIMHO 3TOMY MPEIIECTBYIOT NPU3HAKA TOKCHYECKOTO
nopaxenus [[HC, nanpumep, cynopors, B TO ke BpeMs, B PEIKHX CIydYasX OCTAaHOBKA cep/la
BO3HMKAET 0e3 KaKo#-I1160 MpoapoMatbHOM HEBPOJIOTHYECKOH CUMIITOMATHKH.

IlopaxeHre HEpBHOM CHCTEMBI — Pe/IKOE, HO XOPOIIO JUATHOCTHPYEMOE OCII0XKHEHHE PETHOHAPHOM, B
YaCTHOCTH, SNUIYypPaIbHOW M CHUHAIBHOHW aHecTe3ud. OHO MOXeT OBITh CBSI3a8HO C IPSAMBIM
IOBPEKJICHUEM CIIMHHOTO MO3ra WM CIMHHOMO3TOBBIX HEPBOB, CHHJIPOMOM  Iepe/Heit
CIIMHHOMO3TOBOM apTepHH, BBEJCHHEM DPa3pakaloIero BEIIECTBA MM HECTEPHUIIBHOTO pacTBopa. B
PENKHX CITydasX U3MEHEHUS COXPaHSIOTCS TOCTOSHHO.

CyuecTByIOT JaHHBIE O COXPAHAIONIEHCS CIa00CTH HIlH CEHCOPHBIX HAPYIIEHHSX, ACCOMHPOBAHHBIX C
BBEJICHHEM JIeBOOyUBaKauHa. FIHOr1a 3TH ABJICHHS MOTYT OBITh TOCTOSHHBIMHA. CII0KHO OIPE/ICTHTS,
BO3HHUKAIOT JIH TaKue JUIMTENbHbIE ()QEKThI BCIEICTBHE TOKCHYECKOTO MEHCTBUS NpenapaTta HIM
ABJIAIOTCS  IPHU3HAKAMHK  HEJAWArHOCTHPOBAHHOIO TPAaBMATHYECKOTO IOBPEXKIEHHUS BO  BpeMs
XUPYPru4ecKoro BMEIIATEILCTBA JIMOO IPH BIMSHUM JPYTHX MEXaHHUYECKHX (PaKTOPOB, B YACTHOCTH,
YCTaHOBKH KaTeTepa U MaHUITYJISAIHH C HAM.

[loyuensl cooOmeHHss 0 Pa3sBUTHH CHHAPOMA KOHCKOTO XBOCTA MJIM HOSBICHHH CHMITOMOB H
NPU3HAKOB BO3MOXKHOTO MOBPEXKIEHHS OCHOBAHHS CIIMHHOTO MO3Ta WJIH KOPEIIKOB CIIHHHOMO3IOBBIX
HEPBOB (BKJIOYAs €1a00CTh HIKHUX KOHEYHOCTEH, apecTe3ni WM Tapajind, OTepro KOHTPOIS HAJ
OTIOPOXXHCHHEM KHIICYHHKA M/MJIM MOYEHCITyCKAaHHEM M MpPHAIH3M), aCCOIMUPOBAHHBIX C Tepanueit
neBoOynuBakanHoM. [Ipu BBeJleHNH J1eBOOyNHMBaKanHa Ha MPOTSHKEHHH Oojiee 24 4acoB yKa3aHHBIE
SIBICHUsI ObUTM GOJiee TSOKEITBIMH M B HEKOTOPBIX CIIydasX IIOJHOCTBIO HE HCYe3ald (CM. paszen
«Oco0ble yKa3aHus»).

OnHaKo HEBO3MOKHO ONPEIENNTh, ObUIH JIM ITH SIBJIECHHS CBA3aHBI C JEHCTBMEM JIeBOOYNHBaKaHHa,
MEXaHHYeCKOW TPaBMOM CIMHHOIO MO3ra JHOO KOPEHIKOB CIIHHHOMO3TOBBIX HEPBOB, MJIM B3STHEM
KPOBH B 00J1aCTH OCHOBaHHS TI03BOHOYHHKA.

Taxxe omnucaHbl peakue cilydadm NPEXOSINEro CHHApoma [opHepa (MTo3, MMO3, >3HODTAIBM,
OZIHOCTOPOHHSISI  MOTJIMBOCTH  W/MJIM  THIIEPEMHS), CBS3aHHOTO C NPHMEHEHHEM MEeCTHBIX
AHECTE3UPYIOIIUX CPEJICTB, BKJIKOYas jeBoOynuBakauH. Ilocrie mpekpamieHust Tepanvu TH SBJICHHS

HCYEC3aroT.
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Ilepeno3npoBka

ITocne ciry4yaiiHOM BHYTPHCOCYIHCTOH WHBEKIIMH MECTHOTO aHECTE3HUPYIOMIEr0 CPEACTBA MOMKET
BO3HUKHYTh HEMEUICHHAs TOKCHYecKas peakuus. [Ipu nepeno3upoBke mpemnapara ero KOHIEHTPALHs B
IUla3Me MHOTI/Ia JOCTHIaeT IIMKOBBIX 3HAUEHHUH TOJBKO 4epe3 2 4 Mocje BBEJACHHUS (B 3aBUCHMOCTH OT
MeCTa HHBEKIMH ), TAKMM 00pa3oM, CHMIITOMBI TOKCHYECKOT'O TIOPAXKEHUSI MOTYT OBITh OTCPOYEHHBIMH.
Bo3moxxHo npoutenue ¢ dekra npenapara.

CucreMHble  HEXENAaTEIbHBIE PEAKIUM II0CIE  TePEO3UPOBKH WM  HENpeIHAMEPEHHOIO
BHYTPUCOCYZIMCTOIO BBEJIEHHS MECTHOIO AHECTE3UPYIOIIEr0 CPEACTBA JJIHTENBHOIO JICHCTBHS
BKJIOYAIOT B Ce€0sl CUMIITOMBI TIOPAKEHUS! CEPACUHO-COCY TUCTOM U LIEHTPATLHON HEPBHOM CHCTEM.
Bo3soeiicmeue na ITHC

IIpy pa3BuTHH CyI0POT ClIEIyeT HEMEUIEHHO BBECTH BHYTPHBEHHO THOIIEHTAN HATPHUS MIIM JHa3eram,
TUTPYs /103y COOTBETCTBYIOIIMM 0Opa3oM. TuomeHTan HaTpHs M Jua3enaM TOXe MOTYT OKa3biBaTh
YTHETAOIIEe ACHCTBHE Ha IIEHTPAIbHYIO HEPBHYIO CUCTEMY, JBIXATEIBbHYIO U CEePIACYHO-COCYTUCTYIO
JeATENbHOCTh. Takum 00pa3oM, NIpH BBEJCHUH OTHX MPEMNAPATOB MOXET pPa3BUBATHCS AaIHOD.
IIpenapaThl, 610KHpYIOIIME HEPBHO-MBIIICUHYIO Nepeaady, ClaeayeT MPUMEHATh TOJIBKO B TOM CIIyYae,
€CJIM €CTh BO3MOXKHOCTB IOJIEP/KaHMsI MPOXOIUMOCTH JIbIXaTEJIbHBIX MyTeH M JICYEHHUS MalMeHTa ¢
IIOJIHOM MHUOpEJIaKcaIuei.

IIpy oTCyTCTBMM CBOEBPEMEHHOIO JIEYEHHS CYIOPOTH, MOCIEIYIOMIHE TMIIOKCHS ¥ TMIIEPKAIlHMS, a
TAK)K€ YTHETEHUE CEP/ICYHOM AEATEIbHOCTH 1101 BIUSTHUEM MECTHBIX aHECTE3UPYIOIIMX CPEICTB MOTYT
BBI3BATh HAPYIIECHHs CEPACYHOTO PUTMA, GUOPHILTSLIHUIO HKEITy TOYKOB U OCTAHOBKY CEp/ILa.
Bosoeiicmeue na cepoeuno-cocyoucmyio cucmemy

IIpenBapurenbHOE BBEIEHNE HKUAKOCTH M/HIIH IIPUMEHEHHE Ba30IPECCOPOB MO3BOJISIET PEIOTBPATUTE
WIA YMEHBUIMTL CHHJKEHHE apTepHAIbHOrO AaBiieHHs. [Ipy CHHIKEHHWH apTepUabHOTO aBJICHHUS
NOKa3aHa BHYTPUBEHHAs MH(Y3Us KPUCTAUIOHJIOB U KOJUIOMJOB W/WIIM BBEJCHHE Ba30IPECCOPOB B
BO3pacTaroIuX J03ax (Hanpumep, sgeapun 5—10 mr). Taxoke cieayer kKak MOKHO ObICTpee YCTPaHHTh
BCE JIpyTHe NIPUYUHBI CHI)KEHUS apTePHATBHOTO JaBJICHHUS.

Ilpu paseutum Tskenoi Opaaukapauu nenecooOpasHo BBeieHHe arpomnwHa B jgo3e 0,3 — 1 mr, yro
no3BoJisgeT yBeauyuTh YCC (4WacToTa cepledyHbIX COKpalIeHWH) OO0 JOMYCTUMBIX 3Ha4eHHid. [Ipu
BO3HMKHOBEHUHM HApyLICHUH CEpJEYHOr0 PHTMA CJIEAYeT IPOBOIAMTH COOTBETCTBYIOIIEE JICYEHHE,

(GuOpuIIANMS KeTy 109KOB TpeOyeT SIKCTPEHHOM AEKTPHUECKON KapauoBepcH (aehruOpHIUISIN ).

B3anmopaeiicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH CPEICTBAMH
B uccnenoBanusix in vitro nokasaso, 4to B MetaboM3Me JIeBOOYTHBAKAWHA YIACTBYIOT H30(EPMEHTHI

nuroxpoma P450 CYP3A4 u CYP1A2. Ha npeBparenus ieBoOymHBaKanHa MOTYT BITHST HHTHOHUTOPBI
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uzopepmenta CYP3A4 (B dyacTHOoCTH, KeTokoHaszonm) u u3obepmenta CYP1A2 (mampumep,
METHJIKCAHTHHBI ), XOTs KIIMHUYECKHX HCCIIEJOBAHMU TaKMX B3aUMOJIEHCTBHM HE TIPOBOIUIIOCE.
JleBoOynuBaKauH CleIyeT C  OCTOPOJKHOCTBIO IIPUMEHSATH y  IAIlHEHTOB,  IOJyYaroluX
AQHTHAPUTMHUYECKHE IIperaparbl €O CBOWCTBAMM MECTHBIX AHECTETHKOB (MEKCHJIETHH) H
aHTHapuT™Muieckue mnpenaparel III kimacca (Opum nIpUMEHEHMH TOCIEIHUX MOTYT pa3BHBATHCS
aJIMTUBHBIE TOKCHYECKHE P PEKTHI).

KiMHyuecknx wucciefoBaHuil 1O OlEHKe aefcTBUS JieBOOYNHMBAKaWHa INPH €ro KOMOMHAIIMH C

SIMUHE(PPHHOM HE IPOBOAMIOCE.

Oco0ble ykazanus

Bce BHIBI MECTHOH MM PErHOHAPHOM aHECTE3HH CIIEAyeT BBIIOIHATH B XOPOIIO OCHAILEHHOM
MEJIUIIMHCKOM YYPEXKICHUH, TIEPCOHANT JODKEH UMETh ONBIT MPOBEICHHUs] PETHOHAPHON aHECTe3HH, a
TAK)K€ YMETh JMarHOCTUPOBATH BO3MOKHbIE HEXKeEJIaTeIbHbIE PEAKIIUU U TIPOBOUTH COOTBETCTBYIOIIEE
JIEYCHHE.

JleBoOynyBaKauH MOJKET BBI3BIBATh A/UICPTHYECKHE PEaKIUH, HAPYLIEHHsS CO CTOPOHBI CEPAECYHO-
COCYTUCTOM CUCTEMBI M HEBPOJIOTMUYECKHE HApy IICHHS.

Y DanMeHToB ¢ CEepAEYHO-COCYAUCTHIMU 3a00JICBAHHUSIMHE, B YACTHOCTH, C TSDKEJIBIMH HApyIIEHHSIMH
pPHTMA Cep/ilia, PErHOHAPHYIO AHECTE3HIO JICBOOYNUBAKAUHOM HYXKHO IPOBOJHUTH C OCTOPOKHOCTHIO
(eM. pazzen «C 0CTOPOKHOCTBIO).

B mocTperncTpaniMoOHHOM Nepuoje HaOMIOAEHHS OTMEYaTHCh CIIy4ad XOHJPOJH3a Y IAIMEHTOB,
TOJIyYarOIIMX HENPEPBIBHYI0 HH(Y3HI0 MECTHBIX AHECTETHKOB B IOCIICONEPAHOHHOM IEPHOJIE
BHYTPUCYCTAaBHO. DBOJIBIIMHCTBO COOOIIEHHH O CiIydyasX XOHJAPOJH3a OTHOCHINCH K IUIEYEBOMY
cycraBy. M3-3a MHOMKECTBa COINYTCTBYIONIMX (D)aKTOPOB W HECOOTBETCTBHM B HAYYHOM JMTEpaType
OTHOCHTEJIFHO MEXaHMU3Ma JICHCTBHS, IPUUYNHHO-CIIEJICTBEHHAS CBSI3b HE ObIIa YCTAHOBIICHA.
JleBoOynuBaKauH He OKa3aH JUIsl HEIIPEPHIBHOIO BHY TPHCYCTABHOTO BBEICHHSI.

V nauuenToB ¢ mpeamecTByrommmy 3aboneBanusaMu [[HC momaganue MECTHOTO aHeCTE3MpPYIOIIErO
cpeacta B IITHC npm snuaypaibHOM BBEJCHHH MOXET IIOBIE€Yb 3a COOOM O0OOCTpEHHE 3THX
3abosneBanuii. [109TOMY IpH MIaHUPOBAHUM SIHIYPATBHOM aHECTE3UH Y TAKUX HALMEHTOB HEOOXOIUMO
IIPOBOUTH COOTBETCTBYIOIIYIO KITMHUYECKYIO OLIEHKY.

dnudypanvnaa anecmesusn

Konuenrpuposannslii pactBop neBoOynuBakansa (0,5 — 0,75%) npu snuaypaibHON aHECTE3UH HYKHO
BBOJMTH JPOOHO 10 3 — 5 MJI, MOCTETIEHHO YBEIMYHUBAs 03y, TIPH 3TOM HHTEPBAT MEX/Y BBEICHUIMHU
JOJDKEH OBITh JOCTaTOUHBIM VISl TOTO, YTOOBI YCIIETh ONPEAETUTh TOKCHUECKHE TPOSBIICHHS B CIIydyae
NOMAaJaHus JIEKapCTBEHHOIO CpE/ICTBA B IPOCBET COCyJa HJIM HHTpaTekaabHO. OmHcaHbl Cydan

TSOKETION 6pam/n<ap1mu, CHHXKCHHUA apTCPHATIBHOTO JaBJICHHUA U JIBIXaTeJIbHOW HEJOCTATOYHOCTH C
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OCTaHOBKOH CEpIeYHOM JEeATeTbHOCTH IIPpH INPUMEHEHHWH MECTHBIX aHECTE3HPYIOIIUX CpPEICTB
(HEKOTOpBIE M3 3THX CIIy4aeB 3aKOHYMJIUCH JICTAJILHBIM HCX0J0M). [Ipy HEOOXOIMMOCTH BBEICHUS
OoJbIION /103bI JIeBOOYIIMBAKaHHA, HAIPEMED, IPH SIHIYPATbHON OJI0Kaje, PEKOMEHYeTCs BBECTH
NpPeBAPUTENBHYI0 TECTOBYIO 103y ¢ 3 — 5 Mil JquMaokauHa ¢ snuHedpuHOM. HempenHamepenHoe
HONaaHKe Mpenapara B COCYAMCTOE PyCII0 MOKHO Paclo3HaTh 110 BpDEMEHHOMY HapaCTaHMIO YaCTOTHI
CEpJCYHBbIX COKpAIlCHHH, a CiIyYyalHOE IIONaJaHhe ero B MOA000T0YeHHOE MPOCTPAHCTBO — 110
CHMIITOMaM CIUHAIBHOMW Oyokajael. IIpu IpOOKUTENIBHOM (MHTEPMHUTTUPYIOIIEM) BBEICHUH
NeBOOyMBAKaWHA Yepe3 KaTeTep HeOOXOAMMO BBIIOIHATH aCMHPAHOHHYI0 poly (Iepe nepBoit 1
KaXJI0H TOCNeyIOmeH OMOMHUTENbHOM HnHbeKknuel). [lomamanme mnpemapara BHYTpL cocyda
BO3MOXHO JJaXKe ITPH OTCYTCTBMM KPOBH B INIIPUILIE BO BpeMsl aCIUPAITHOHHO# TpoOkL. [TpH BEITOIHEHHH
SIUJTY PaTIbHON aHECTE3MH PEKOMEH]IyeTCsl BHayasle BBECTH TECTOBYIO JI03Y M OTCJIEKMBAThH JEHCTBUE
7eBOOyNMBaKaMHa JI0 Hayalia BBEJICHHsI BCETO MperapaTa IeJIuKOM.

JIo0bIe anecTe3upyronme cpeicTBa MECTHOTO ASHCTBHS [IPH SIHY PATLHOM BBEJIEHHH MOTYT BBI3BAaTh
CHIDKCHHE apTePHAIbHOIO NaBJIECHUS U Opaqukapauio. B CBsI3M ¢ 3THM y BceX HAUEHTOB J0JIKEH OBITH
obecrieueH BeHO3HBIH JocTyn. Takxke HEO0OXOAMMO yOEIHTBCS B HAJIWYMH COOTBETCTBYIOMIHX
PacTBOpOB, Ba30MPECCOPOB, AHECTE3MPYIOMIUX CPEJICTB C MPOTHBOCYIOPOXKHBIM JICHCTBHEM,
MHOPEJIaKCaHTOB, aTpONKHA W 00OpYNOBaHMS JJIs PEAHUMAILMOHHBIX MEPONPHSTHH (CM. pasjen
«Ilepeno3zupoBka).

Inudypanvran ananvze3us

MMeroTes moCTperucTpallMOHHbIE JaHHBIE O PA3BUTHH CHHPOMAa KOHCKOIO XBOCTa M IIOSBJICHUH
NPU3HAKOB HEHPOTOKCUYHOCTH (cM. paszzen «lloGounoe naeiicTBHEe»), KOTOpBIE OBLIM CBS3aHBI BO
BPEMEHH C BBEICHHEM JIEBOOYTMBAKANHA C IIEJIBIO MUY PATTbHON aHATBI€3UH HA IPOTSHKEHUH 24 4acoB
u 6onee. Ilpu uHby3un npemapara mosbine 24 4acoB Takue sBJICHHS ObUIM Oojiee TSHKEIBIMH, B
HEKOTOPBIX CIIydasX II0CJIE HUX COXPAHSUIUCh OCTaTOYHBbIE SIBICHHWS. B CBA3M ¢ JTHM BBeJIEHHE
npenapara JUIMTeIEHOCTRIO Oos1ee 24 4acoB ciIeayeT OCYIEeCTBISATh O4eHb OCTOPOIKHO U TOJIBKO TOT/A,
KOT'/Ia 110J1b3a JUIs NAllMeHTa 3HAaYUTETbHO MPEBBIIIAET PHCK.

IIpu BBeZEHHH J1HOO0T0 MECTHOTO AHECTE3UPYIOIIEr0 CPEICTBA HEOOXOAMMO BHIIOJIHATH ACTIHPAIHIO
KPOBH WJIM CIIMHHOMO3TOBOW JKHIKOCTH (KOTAAa 3TO HEOOXOIMMO) Tepel HWHBEKIUEH OCHOBHOH U
KQKJIOW TOC/eayomei 103, 4roObl M30exaTh MONAgaHHs Mpernapata B IPOCBET COCYAa HIIH
UHTpaTeKaibHo. OJHAaKo OTpUIATeNbHAsl acHUpalroOHHAs poba He TapaHTHpPYyeT OT IIONaiaHHs
npenapara B COCyJHCTO€ PYyCIIO WM NOA000J04e€YHOe MPOCTPAHCTBO. Y MALMEHTOB, MOJIYYarOIIUX
JpyTHe MECTHBIE aHECTETHKH JIMOO Ipenaparthbl, CXOXKHE 10 CTPYKTYPe ¢ MECTHBIMH aHECTETHKAMHU
aMHUJIHOTO THIIA, JIEBOOYNMBaKaWH ClIEJyeT IPUMEHSTh C OCTOPOXKHOCTBHIO H3-332 aJJMTHBHOIO

TOKCHUYECKOTO JIEUCTBUS ITUX JICKaAPCTBCHHBIX CPEJICTB.
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Pezuonapnbie 610ka0bl KpynHvix HEPEHBIX CMEBO106

B uensx oGecrneuenus (yHKIHOHAIBHOrO BEHO3HOTO JOCTYNA MAIHMEHTY JOJDKHBI BHYTPUBEHHO
MOCTYMaTh JKHIKOCTH Yepe3 MOCTOSHHBIA KareTep. UToObI B 1I1a3Me KPOBH HE CO3/1aBajach BBICOKAS
KOHIICHTpAIU NPeNapaTa 1 He pa3BHBAINCH CEPhE3HbIE HEXENATEIbHBIC PEAKIHH, CIIEIyeT IIPHMEHSTH
HaMMEHBIIYI0 103y JeBOOyNHBaKauHa, MO3BOJLSIONIYIO JOCTHYL 3((EKTHBHON aHecte3nn. Henpss
BBOJIMTH OOJBLIOH 00BEM aHECTE3UPYIOMIET0 CPEACTBA C BHICOKOH CKOPOCTBIO, 10 BO3MOKHOCTH
Tpenapar Hy>KHO BBOAWTH (PPAKIMOHHO, IIOCTEIICHHO YBEIUYMBAs J103Y.

Mecmuan anecmesus 6 obaacmu 201061 u wieu

Beenenne naxe HeOOIBIIMX /103 JIEBOOYIMBAKAHHA B 00IaCTh TOJOBBI U IIEH (mpu peTpolypbapHoi
Giiokaze, npu GroKkaze BO BpeMs CTOMATOJNOTMYECKHX BMEIIATENbCTB M NPH OJIOKAZE 3BE3T4ATOrO
TaHIJIHA) MOXKET BbI3BATh TSIKENbIE HEXKENATeIbHbIE PEAKI[UH, CXOIHBIE C TAKOBBIMH IIPH CHCTEMHBIX
TOKCHYECKUX 3P PeKTax nmocie ciydaifHoi BHY TPUCOCY IHCTOMH HHBEKIIHHI npenapara B O0JbIIei J03e€.
BBezenue npenapara tpeGyer npeziebHOMA 0CTOPOKHOCTH. BO3MOKHO pasBHTHE PeaKiuil, BHI3BAHHBIX
BHYTPHAPTEPHAbHOM HMHBEKIMEH aHECTE3UPYIOMIEro CPEeACTBa U IONAJaHUeM €ro B IepeOpaTbHBbIi
KPOBOTOK PETPOrpajHbIM 1yTeM. HexenarenbHble peakiluy TakKe MOTYT ObITh CBA3aHBI ¢ ITyHKIHEH
TBEP/IOH MO3rOBOH OOOJIOYKH 3PHTENBHOTO HEpBa IPH perpobyiasbapHoil Grokame ¢ auddysueit
KaKoro-1ub0 MECTHOTO aHECTEe3MPYIOIIEro CPEeICTBa MO CyOXypaltbHOMY NMPOCTPAHCTBY B CpeIHMHA
Mo3r. HeobXoauMO MpOBOAMTH TOCTOSHHOE HAOIIONEHHE M TIIATEIHHOE MOHHTOPHPOBAHHE
TNOKa3aTeIel JbIXaTeIbHON U CepIedHOM JEATEeIBHOCTH y NAlMEHTOB, Y KOTOPHIX BBIIOIHSIIOTCS 3TH
BUJIBI 610K/, Takke JOMKHBI GBITH ZOCTYIHBI 000PY/I0BAHHE IS PeaHHMAIIHOHHBIX MEPONPUATHI U
IEPCOHAN, UMEIOIIMH COOTBETCTBYIONIYIO HOATOTOBKY.

Ilpumenenue npenapama e xupypzuueckoii opmansmonozuu

CrieranucTsl, BBIIONHSIONME peTpoOyIb0apHyi0 6I0KalTy, JOKHBI MOMHHTH O BO3MOMKHOCTH
PasBUTHS OCTAHOBKH JILIXaHUs IIPU MECTHOM BBE/ICHHM aHECTE3UPYIOMIEero cpezctaa. Kak u nmpu apyrux
BapUaHTaX PErHOHAPHOM aHECTE3WH, Nepesl NMPOBECHHEM peTpolyibbapHOi 610KaIsI HEOOXOIUMO
yOeauThes B HaMUMK 000PYIOBAHHS, IIEPCOHATA H JIEKAPCTBEHHbIX NMPENAPaTOB /U JEeUeH s TAKHX
HapyIICHUH, KaK YTHETEHHE WM OCTAHOBKA JBIXaHHsA, CyJIOPOTH, BO3OYXKICHHE WIH IO/IABJICHHE
cepaeyHo nesrenbHocTH. Kak W mocne ApyrMX BHIOB aHECTE3WH, IOCIE  TPOBEICHHS
peTpoOybbapHoi 6710Kabl HEOOXOAUMO MOCTOSHHOE HAOTIOICHHE U OTCIIEKMBAHHUS OMMCAHHBIX
HEXEJIATEeNIbHBIX PeaKIuii. -

Ocobvie zpynnovl nayuernmos

Ilpumenenue 'y o0C1abNEHHBIX U NOJNCUNLIX NAYUEHMOS, 4 MAKICE V NAYUCHMOSE C ocmpuiMu
3a60.1e6anusMU

JleoOynuBaKanH y OCIabNeHHBIX M MOXKHIBIX IAHEHTOB, a TaKKe y TNAIHMEHTOB C OCTPHIMH

3a00J1eBaHUSIMH CICAYCT IPUMEHATH C OCTOPOXKHOCTBHIO (CM. pasaein «Cmoco06 IIPUMCHCHUS U IIOBLI))).
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Hapywenue ¢pynxyuu nevenu

Tax xak neBoOynuBakanH MeTabOIU3UPYETCS B IIEYCHH, MAI[MEHTaM C 3a00JICBAaHUSAMH TI€YEHH HIIH CO
CHHKCHHEM IME€YEHOYHOI0 KPOBOTOKA (HampHMep, IpH LUPPO3€ MM AIKOTOJNBHON OOJIEe3HH MEYeHH)
npernapar Hy)»XHO Ha3HayaTh C OCTOPOKHOCTBIO (cM. paszznen «C  OCTOPOXKHOCTBIOY»). JIaHHBIH
JIEKapCTBEHHBIA MperapaT COAEPXKUT 3,6 MI/MJI HaTpUsl, YTO HY)KHO YyYHTHIBATH MPH MPUMEHEHUH Y

NAUEeHTOB, MOJIy4YalouX MTUETYy C KOHTPOJIUPYEMBIM COACPKAHUEM HATPH .

Bausinue Ha cnocoOHOCTH YipaBJ/isiTh TPAHCHOPTHBIMH CPEIACTBAMH H pa601y ¢ MEXaHH3MaMHu
jICBO6y1‘II/IBaKaI/IH MOJKET OKa3blBaTh 3HAYUTENIbHOE BJIMSHHE Ha CIOCOOHOCTH YIpaBJATh
TPaHCIIOPTHBIMU CPEJICTBaAMHU U paGOTaTI) C MCXaHU3MaMHu. H606XO,HI/IMO NpeaynpeanTb nmafue€HTOB O
HEIOITyCTUMOCTH YIIPABJICHUS TPAHCIIOPTHBIMHU CPEICTBAMHU U pa60TLI C ME€XaHU3MaMHU 10 pa3spCIICHUs

BCCX 3(1)(1)6KTOB AHECTE3UHU U NIPAMBIX MOCJIE/ICTBUI OIICPAaTUBHOI'O BMCHIATCIILCTBA.

®opma BbIIyCcKa

PactBop mis unbeknuu, 5,0 Mr/m u 7,5 Mr/mi.

ITo 10 ma npenapaTa B aMmyJibl U3 HeHTpanbHOro OecuBeTHOro crekia Mapkd HC-3 wim crekna 1-ro
THIPOJIMTHYECKOIO KJlacca ¢ HaceYKaMuU/KOJIbIIAMU HJTH TOYKaMHU HaJUTOMa, WK 0e3 HHX.

ITo 5 ammyn ¢ mnpemapatoM B KOHTYPHOW sS4YE€HKOBOM ymakoBKe (IIOJUIOHE) M3 IUICHKH
NOJTMBHHUIXJIOPUIHON WM U3 IJICHKH MOJUATUICHTEpe TaTaTHOM.

ITo 1 unm 2 XOHTYPHBIX SUEHKOBBIX YNAKOBKH (IIOAJ0OHA) BMECTE C HHCTPYKIHEH MO MPUMEHEHHIO M
HO’KOM aMITyJIbHBIM HJIH CKapH()UKAaTOPOM aMITyJIbHBIM B [TaUKe KApTOHHOIM.

IIpu Mcnonb30BaHMM aMITysl ¢ HACEYKAaMH/KOJBLAMH WIIH TOYKAMH HAJJIoMa, HOXK aMITyJIbHBIH HIIH

cKapu(pUKaTOp aMIyJIbHBINH He BKJIa/(bIBAOT.

YeaoBusi XxpaHeHust

ITpu Temneparype ot 15 10 30 °C. XpaHuTh B HEAOCTYITHOM JIJISt JIETEH MECTE.
Cpok roanocTn
3 rona.

He ucnonp30BaTh mocjie HCTeUeHUs CpoOKa roJHoCTH.

VYeaoBust oTmycka

OtmyckaroT 1o penenty.
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IIponsBoauTe/n
OKII «ApmaBupckas 6uodpadbpukar, Poccus

Anpec: 352212, Kpacnonapckuii kpait, HoBokyOanckuii paiios, 1. [Iporpecc, yi. Meunukosa, 1. 11

Baanenen perucrpanmonHoro yaocropepenus/ OpraHusauusi, NPHHEMAKMAA TPEeTEH3HH
norpedurTeei

000 «Acnexryc papmar, Poccus

121357, r. Mocksa, BH. Tep. I'. My HUIUTIAIBHBIN OKpyT Moxaiickuii, yi1. Bepecaesa, 1. 8, o1. 1, mom. 1,
KOMH. 20

https://aspectus-pharma.ru;

Ten.: +7 495 274-06-19, +7 916 205-06-04.

Benymmii menemxep no perucrparuu JIC

000 «Acnektyc dpapma»

- Ackeposa E.M.

b
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