COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 14.03.2025 Ne 6884

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHROPO TIPERAPATA 100°)

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
PonuBakauH, 2 Mr/mi1, pacTBOp JUII HHbEKITUH

PonuBakauH, 5 Mr/mi1, pacTBOp Ul HHbEKITUH

PonuBakaus, 7,5 Mr/mii, pacTBOp AJIsi UHBEKITUI

PonmuBakauH, 10 Mr/mi, pacTBOp IJisi HHBEKIHI

2. KAUMECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
[elicTByrolee BENECTBO: PONUBAKAUH

PonmBakang, 2 Mr/mMi1, pacTBOp UL NHEEKIIAH

Kaxxap1it M1 pacTBOpa coziep:KUTCs 2 MI poltMBakanHa (B BUJI€ TUIPOXJIOPUIA).

BcrnomorarenbHbIe BelIECTBa, HAMYME KOTOPHIX HAI0 YYUTHIBATh B COCTAaBE JICKAPCTBEHHOTO
npenapara: Hatpuil (cMm. pazaen 4.4).

PonuBakaus, 5 mr /MJ'I, pacTBOP JUIA MHBEKIINI

Kaxxap1it M1 pacTBOpa coziepKUTCs 5 MI poltMBakanHa (B BUJI€ TUIPOXJIOPUIA).

BcrnoMorarenbpHbIe BElIECTBa, HAMYME KOTOPHIX HAll0 YYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npenapara: Hatpuit (cMm. pazaen 4.4).

PonuBakaud, 7.5 Mr/mi1, pacTBOp UL MHBEKIIUN

Kaxxp1it Mi1 pacTBOpa conepkuTcs 7,5 Mr poruBakanHa (B BUAE THAPOXIJIOPHUIA).

BcnomorarenbHble BelecTBa, HaJHMUMe KOTOPBIX HANO YUYUTHIBaTh B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cMm. pasnen 4.4).

PonuBakaus, 10 Mr /MJ'I, DPACTBOP JJIs MHBEKIIUI

Kaxnap1it M1 pactBopa conepxkutcs 10 Mr ponrBakanHa (B BUAE THAPOXJIOPUTIA).

BcnomorarenbHble BellecTBa, HaJMUMe KOTOPBIX HANO YYUTHIBaTh B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cMm. pasaen 4.4).

[TonnEbIiH MEepCUYCHDb BCIIOMOTI'aTCIbHBIX BCIICCTB IIPUBCJCH B Pa3J€CJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBop 11 nHBEKIMIA.

[Tpo3paunas 6ecuBeTHAs KHUIKOCTb.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
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4. KIMHUYECKHUE I[AHHI)IE (NOCNEOCBATENEHOCTE 0005)

4.1. lloxkazaHusi K NpUMeHEHN IO

B koHIeHTpanuu 2 MI/MJI POIMBaKauH IMMPUMEHAIOT 110 CJIACAYIOMNM ITOKa3aHUAM

Kynuposanue ocmpoeo bonesozo cunopoma y e3pocivix u 0emeti cmapuie 12 nem

- TPOMJICHHAs SMUIypaibHas WHY3Us WM EPUOANIECKOE OOIOCHOE BBEICHHE, HAIIPUMED,
JUTSL yCTPAHEHUS! TIOCIICOTIEPAIMOHHOM 00K vt 00€300/IMBaHuUs POJIOB;

- 6J'IOKaI[a OTACIBbHBIX HCPBOB U I/IH(l)I/IJ'II)TpaI_II/IOHHaH AaHCCTEC3HUs,

- mpomyieHHas Onokaaa nepudepruuecKux HEPBOB MyTeM MH(Y3UU WU OOMOCHBIX MHBEKIUHA
(Ipu moceonepauoHHoN 60IN).

Kynuposanue ocmpoeo bonesoco cunopoma y oemeii om 1 2o0a 0o 12 nem 8KA0UUMENbHO
- OTHOKparHas W MpoJUICHHAs OJI0KaIa mepudepuvIeckux HEPBOB.

Y noeopooicoennvix u demeiti 0o 12-n1emueeo o3pacma (8K0UUMENLHO)

- KayJaJibHas SMUypaiibHas OJoKasa;

- MPOJUICHHAS SMUAYpaTbHAS HHPY3HS.

B KOHILIGHTpalMK 5 Mr /M1 PONMBAKaAWMH MPUMCHAIOT I10 CIACAYIONIHUM ITOKAa3aHUAM

AHnecmesus npu xupypeuieckux eMeuameibCcmeax y 63pocivix u oemet cmapuie 12 nem
- MHTparekajbHas OJoKasa.

Kynuposanue ocmpozco bonegoco cunopoma 6 neouampuu

- Onoxana nepudepruyeckux HEPBOB y nerel ¢ 1 roga A0 12 ner BKIOYUTENHHO.

B koHnenTpamusax 7,5 u 10 MI/MIT pOIMBAaKavH NPUMEHSIOT YV B3POCHIBIX U JeTel cTapiie 12 jer

IO CJICAYIOMMM IMOKa3aHHUAM

Anecmesus npu Xupypauieckux eMeuamensCcmeax

- anuAypaibHas 0JI0Kaaa MpU XUPYpPru4ecKuX BMEIIaTeIbCTBaX, BKIIOUAsl KECAPEBO CEUCHMUE;
- Onokaja KpyNHBIX HEPBOB U HEPBHBIX CIUIETEHHIA;

- Osokajza OT/eIbHBIX HEPBOB U MH(MDUIBTPALIMOHHAS aHECTE3US).

Brympucycmagnoii unvexkyuu npu apmpocKkonuu KoieHHo20 Cycmasa.

4.2. PexxuM 103MPOBAHUSA M CIIOCO0 NPUMeEHEHMS

PonuBakana JOJIXKEH HCIIOJIB30BAaThCs TOJIBKO CIi€HaJInCTaMHu, UMCIOIIIMMH }IOCTaTOLIHI)IfI OIIBIT
IMPOBEACHUA MECTHOM AHCCTC3UH, HUJIN I104 HX Ha6J'IIO)IeHI/ICM, IIpu HaJIU4YUH 06opy)1013aHH$1 nu
JICKAPCTBCHHBIX IIpEriaparoB I IMPOBECACHHA pPCaHUMalMOHHBIX MGpOHpHS[THfI. 210 Ha4dalia
BBIITOJTHEHUS OOJIBIINX 6J'IOKa)I JOJIDKHBI OBLITH YCTAHOBJICHBI BHYTPHBCHHBIC KAaTCTCPHI.

Pexxum no3upoBanus

B nenom mu1st aHecTe3nM pu XUPYPTrUIECKUX BMEIIATEIhCTBAX TPEOYIOTCS 00Jiee BEICOKHE JT03bI
u Oosiee KOHIICHTPHPOBAHHBIC PACTBOPHI Ipemapara, 4eM IPH HCIOIh30BAaHUN aHECTETHUKA C
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nensio 00e36omuBanus. [Ipu ucmonb30BaHUU

COOTBETCTBYET 3KI

ot 14.03.2025 Nz 6884

CMEPTHOMY

"OTYETY

apecTeThiy :;:_IE&%E AlehtA R L R0 B8R

pPEKOMEH 10BaHa J103a 2 Mr/mil. J[Ji1 BHYTPUCYCTaBHOTO BBEJICHUSI PEKOMEHI0BaHa /1032 7,5 MT/MII.
PonmuBakann B mo03e 10 Mr/mi pekoMeHAyeTcs ISl SMHIYypaJbHOW aHECTE3WH, KOrja TMOJHas

MOTOpHasi ONokanga sBISIETCS HEOOXOMUMOW ISl MpOBeIeHUs omeparuil. J{03bl, ykazaHHBIC B
Ta6JII/II_IaX ln 2, CUUTAIOTCA AOCTATOYHBIMHU JJIA JOCTHUKCHUA Ha[[e)KHOﬁ 6JIOKaI[bI U ABIAIOTCA
OPUEHTHUPOBOYHBIMU IIPU UCIIOJIB30BAHUM IIpENapara y B3pOoCJbIX U JAeTel crapiie 12 jeT, Tak Kak

CYLIECTBYET
JUIUTEIBHOCTH.

HHAWNBUAYAJIbHAs

BapuaOeIbHOCTD

CKOpPOCTH  Pa3BUTUA 6HOKa,I[BI

n cro

Janubie Ta6aun 1 1 2 SBJSIFOTCS OPUCHTUPOBOYHBIM PYKOBOICTBOM 10 JIO3UPOBAHHIO Tpernapara
JUTSI TIPOBEICHSI Hanbosiee 9acTo UCIOIb3yeMbIx Omokan. [Ipu monbope 103sl pemapara ciaemyer
OCHOBBIBATHCS HA KIIMHUYCCKOM OIIBITC C YUCTOM (bI/I?)I/I‘-IeCKOI‘O COCTOAHUA ITallKCHTA.

Tadamua 1. Pekomenanuu no 103MpoBaHUIO Npenapara PonrBakauH 11s1 B3pOCHbIX U JeTel
crapiie 12 et B KOHIeHTpanusax 2 Mr/mi, 7,5 mr/mi u 10 mMr/mo

KonuenTpanus | Oobem Ho3a Hauvano | JiMTenbHOCTH
npenapara pacTtBopa (M) | (mMr) aeiicTBus | neiicTBus (4)
(Mr/mur) (MuH)
AHecTe3Hsl IPH XHPYPrUu4eCKUX BMeNIATeIbLCTBAX:
Onuodypanvras anecmesus Ha NOACHUYHOM YPOBHE:
Xupyprudeckue 7,5 15-25 113-188 | 10-20 3-5
BMeEIIaTeIbCTBA 10,0 15-20 150-200 | 10-20 4-6
KecapeBo ceuenue 7,5 15-20 113-150 | 10-20 3-5
Onudypanvhas anecmesus Ha epyOHOM YPOGHe:
[Tocneoneparmontas 7,5 5-15 38-113 | 10-20 -
o0e300muBaroIas
Onokazia u
XHPYpTrUUEcKre
BMEIIATEIbCTBA
FBnokada kpynuvix nepsuwix cniemenui:
Hanpumep,  Gmoxana | 7,5 1040 75-300" | 10-25 6-10
TJIEYEBOTO CILIETCHUS
[IpoBomHuKOBas u|75 1-30 7,5-225 | 1-15 2-6
WHOUIBTPAIIMOHHAS
aHecTe3us
KynupoBanue ocTporo 60J1€Boro CHHApoMa:
Onudypanvroe 68edeHue Ha NOACHUYHOM YPOGHE:
Bonroc 2,0 10-20 20-40 10-15 0,5-1,5
[Tepuoguueckoe 2,0 1—15 20-30 - -
BBEJICHHE (Hampumep, (MUHUMATBHBIN
mpu  00e300IMBaHAN WHTEpBal
poOAOB) 30 MuHYT)
Ipoonennas unghysus ona:
O6e360omuBanus pomo | 2,0 6—-10 /g 12— - -
20 mr/4a
[Tocneonepanuonnoro | 2,0 6—14 mi/u 12— - -
00e300muBaHus 28 mr/4a
bnoxaoa nepughepuueckux nepsos:
Hanpumep,  Onokana | 2,0 5-10 M/ 10— - -
OeIpEeHHOT0 HepBa WIIN 20 mr/4a
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MCXKIICCTHUYHAA

Onokana (mpomyieHHBIE
uHOY3UU WIH
MOBTOPHBIE HHBEKIINH )

Onudypanvroe 88edeHue Ha epyOHOM YPOBHE
6—14 M/ 12—
28 Mr/4a

[Iponnennast wundysus | 2,0
(manpumep, JUIsL
[IOCJIEONEPAIIIOHHOTO
00e300mBaHms)
IIpoBonHMKOBAs
Onokana
WHOUIBTPALOHHAS
aHecTe3us
BuyTpucycraBHOE BBEieHUE
ApTpockonus 7,5
KOJIEHHOT'O CyCTaBa

" Jlo3a juist GNOKabl KPYIHBIX HEPBHBIX CIUIETEHHH JOJDKHA MOAOMPATHCS B COOTBETCTBHU C MECTOM
BBEJICHUA U COCTOSIHUEM MAalMEeHTA. biokana miedeBoro CrjieTeHUs MEXJIECTHUYHBIM U HAJAKITIOUNYHBIM
JIOCTYTIOM MOKET OBITH COTPSKEHA C BRICOKOM 9aCTOTON CePhE3HBIX MOOOYHBIX PEaKInii BHE 3aBUCUMOCTH
OT HUCIIOJIB3YEMOI'O MECTHOIO aHECTETHKA.

2,0 1-100 2-200

20 150" 2-6

* Coo6mIanock 0 Clydasx XOHAPOJIN3a IPHU MOCIIEONEPALIMOHHOMN IIPOIEHHON BHY TPHCYCTaBHOM HH(Y3UH
MECTHBIX aHEeCTETUKOB. [Ipenapar He clieyeT NMPUMEHSTh AJIsl POAJICHHOW BHYTPUCYCTaBHON HHQY3UH.

*** Ecnii mpenapar JOIOJHUTEIBHO HCIIONbL30BANCS Il JPYTHX BHIOB aHECTE3MH, MAKCUMAJIbHAs [103a He
JIOJKHA IPEBBIIIATH 225 ML

Tabauua 2. PexomeHanum 1o A103UpoBaHUIO npenaparta PonmBakauH 11 B3pOCIIbIX U AeTel
ctapiie 12 eT B KOHUEHTpAUK 5 MI/Mil

KonuenTpanus | O0bem Jo3a Hauauno JIINTEJIbHOCTD
npenapara pactBopa (MmJ1) | (mr) aeiictBus | gecTBus (4)
(Mr/mur) (MuH)

AHecTe3usi IPH XHPYPru4eCKHX BMeELIATeIbCTBAX:
HUnmpamexanvnas dnoxaoa
34 15-20

Xupypruueckue 5,0 1-5

BMCIIATCJILCTBA

Jns mpenorBpalieHus MOMAJAaHUSA AHECTETHKAa B COCYA ClIeiyeT oO0s3aTelnbHO IMPOBOJUTH
acnMpalMOHHYO0 Mpo0y /10 BBEJACHMS U B Mpoliecce BBeAEHUs npenapara. Eciu npenmnonaraercs
UCIOJIb30BaTh Ipernapar B BBICOKOM J103€, pEKOMEHIYETCs BBECTH MPOOHYI0 103y — 3—5 mi
auokanHa ¢ snuHedpuHoM. Ciy4ailHoe BHYTPHCOCYIMCTOE BBEACHHE PACIO3HAETCS IO
BPEMEHHOMY YBEJIMUYEHHUIO YaCTOThl CEPACYHBIX COKpAIICHHWH, a CIy4allHOE HMHTPAaTeKallbHOE
BBEJICHUE — MO MpHU3HAKAM CHHUHAJIBHOrO Onoka. [Ipu mosiBIEHHMM TOKCHYECKHUX CHUMIITOMOB
cleqyeT HEMEJICHHO PEKPaTUTh BBEIEHUE Mperapara.

Jlo BBeleHUs W BO BpeMsi BBeAeHUS npenapara PommBakanH (KOTOpoe cliefyeT MpOBOJUTH
MEIJIEHHO WJIM IMYTEM YBEIMYEHUS BBOAMMBIX IMOCJIENOBATEIBHO 03 Ipernapara co CKOPOCThIO
25-50 mr/mMuH) Heo0X0IUMO TIIATEILHO KOHTPOJIUPOBATh KU3HEHHO BaXKHbIE (DYHKIIMHU MMalleHTa
U TIOJUIEP>KUBATh C HUM BepOanbHBIN KOHTAKT. OIHOKpAaTHOE BBEJCHHE PONMBAaKaWHa B J03€ /10
250 Mr npu >nuAypanbHON OoKane ISl MPOBEIEHUS] XUPYPIUUECKOr0 BMEIIaTeIbCTBa OOBIYHO
XOPOIIO NePEHOCUTCS MallMeHTaMHU.
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MaKCHMaJbHbIE I1a3MeHHblEe KOHIEHTPAUUH (Cmax) POIMBAKaWHA y HEKOTOPBIX MAI[MEHTOB MOTYT
JIOCTUTaTh 3HAYECHUS, XapaKTEePU3YIOIIErocs JIErKUMU CUMITOMAaMU TOKCHYHOCTU CO CTOPOHBI
neHtpanbHoi HepBHOH cuctemsl (LHHC). IloaTomy nmpumenenue no3sl Bbiiie 40 M1 npenapara
PoruBakaun 7,5 mr/muit (300 Mr ponrBakanHa) He PEKOMEH IOBAHO.

[lpy MTENFHOM TpPOBEAECHUHM OJNOKaAbl IyTeM MPOJIEHHOW HWH(Y3UHM WIH TMOBTOPHOTO
OOJIIOCHOTO BBEIECHHUS CIEAYET YUUTHIBATh BOBMOKHOCTH CO3/1aHUS TOKCUYECKUX KOHLIEHTpaLUii
aHECTeTHKa B KPOBM M MECTHOTO MOBpEXACHHsS HepBa. BBeleHHe pomnvBakanHa B TEUEHUE
24 4gacoB B go3e a0 800 Mr cymMMapHO MNpH XUPYPrUYECKHUX BMEIIATEIbCTBAX U A
MOCJICONEPAITMOHHOTO 00e300JIMBaHMs, a TaKKe NPOUICHHAs SMUAypajibHass HHQY3US IMOCIe
OTIEepalu CO CKOPOCTHIO 70 28 MI/4 B TeueHHE 72 4acOB XOPOIIO MEPEHOCHUTCS B3POCIBIMU
MaIMeHTaMH.

Jns KynmupoBaHUS MOCIEONEPalMOHHON OOJM PEKOMEHYETCs CIEAYIOIIas cxema MPUMEHEHUs
npenapara: €Ciu MUY PaTbHBIN KaTeTep He ObLT yCTaHOBIICH MPH ONEPATHBHOM BMEIIATEIHCTBE,
[I0CJIE €r0 YCTAaHOBKHU BBIMOJIHACTCS 3MUIypajibHas OJ0kaga OOMOCHONW MHBEKLIMEH Ipenapara
PonuBakaun (7,5 mr/mu). Ananere3us mnojajep:kuBaercss uMHQy3ueidl npenapara PonuBakauH
(2 mr/mut). B GonbIIMHCTBE CiTydaeB JIsl KyIUPOBAHHUS OCICONEPAIOHHON 00N OT yMepEeHHOH
710 BBIpaKEHHOW, HH(]Y3Hst co ckopocThio 6—14 Mi/a (12—28 mr/4) obecrieunBaeT aJeKBaTHYIO
aHAJIBIe3MI0 C MUHUMAJIbHOW HE Mporpeccupyromell JBurarenpHoi Onokanoil (mpu
UCIIOJIb30BaHUM JIaHHOW METOJUKM HaOI0NAloCh 3HAYUTENbHOE CHIDKEHHE MOTpeOHOCTH B
OTIMOMTHBIX aHAJIBI'€TUKAX ).

Jns nocneonepanuonHoro ooe36oiauBanus PornmBakaus (2 Mr/mi1) MOXXKHO BBOJUTH HEHPEPHIBHO
B BUJIE NUAYpajbHON HH(DY3UM B TeueHue 72 yacoB 0e3 ()eHTaHWIa I B KOMOMHAIMM C HUM
(1-4 mxr/mn). IIpu npumenennn npenaparta PonmBakann 2 mr/min (614 mMi/4) obecrieunBaioch
aZiekBaTHOe 00e3001MBaHMe Yy OOJbIIMHCTBA MauuMeHToB. KoMOuHamusi pornuBakavHa U
(deHTaHmIa MPUBOAMIIA K YIyUIICHUIO 00€300IMBaHMs, BBI3bIBas MPU 3TOM MOOOUHBIE AP EKTHI,
OpUCYIIMEe HAapKOTUYECKUM aHajbreTukaMm. lcnosib3oBanue mpemnapara PonmBakauH B
KOHLIEHTPALMU BbIIIE 7,5 MI/MJI IpU KECAPEBOM CEUEHUHU HE U3YUEHO.

Oco0ObIe I'pynnbl HalIMCHTOB

Tayuenmoi ¢ napywenuem GyHKyuu noyex

Kak mpaBuiio, npu BBEJIEHUU OIHOKPATHOM J03bI JMOO KPAaTKOCPOUHOW Tepanuu MalUeHTOB C
HapylleHueM (yHKIMH [T0YeK, U3MEHEHHE J103bl He Tpedyercs.

layuenmul ¢ napywenuem ynkyuu nevenu

Ponusakann MeTa6OJ'II/ISI/Ipy€TC$I B INCYCHU U, BCJICACTBHEC OTOIr0, AOJKCH C OCTOPOKHOCTBIO
MNPUMCHATBECA Y NHAIUCHTOB C CCPbC3HBIMU 3a00JICBAHUSAMU ITICUCHH. HOBTOpS[I—OHH/IeCﬂ J03bI
BO3MOXHO, HCO6XOI[I/IMO CHMXXATb BCJICACTBUC 3aACPIKKU BBIBCACHU .

Hauuenmbl, cmpac)aiou;ue aunogonemueli

Yy ManueHTOB, CTpadatOIUuX FHHOBOHGMHCﬁ, mo 1000 MNPHUINUHC MOXKCT Pa3BUTLCA OCTpasA U
TsDKEIasd THUIIOTCH3USA BO BPEMA 3n1/1)1ypanLH0171 AHECTC3UH, HC3aBHCHUMO OT HCIIOJIB30BaHUA
MECTHOI'O aHECTCTHUKA.
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Pexum nosupoBanus nis nereit crapiie 12 jer He OTIMYaeTcs OT PEeKUMa JI03UPOBAaHUS IS
B3POCIIBIX.

BBumy OTCYyTCTBHS TOCTaTOYHOTO KOIMYECTBA KIMHWYECKHX HAOMIONCHUN HE PEKOMEHIIyeTCs
NPUMEHSTHh PONTMBAKAUH B IO3UPOBKE 5 MI/MII y JieTeld B Bo3pacTte 70 1 rona.

Jannbie Tadauu 3 u 4 SBISIOTCS OPUSHTUPOBOYHBIM PYKOBOJICTBOM IO JJO3UPOBAHUIO Mpenapara
JUISL TpOBeeHHs] HanOoJee YacTo UCIOIb3yeMbIX ONokaja y nereit B Bo3pacte ot 0 g0 12 jer.

Tadoauna 3. Pexomenganuu no 103upoBaHuio npenapara PonuBakavn mig aereit or 0 go 12 jer
B KOHIICHTpAIMX 2 MI/MJI:

Konuentpauuss npenapara | O0bem Ho3a (mr)
(mMr/mun) pacTrBopa
(mn)
KynupoBanue ocTporo 601¢B0ro CHHApOMAa (MHTPAONIEPALIMOHHOE U
nmocjaeonepanunoHHoe)
Kayoanvnoe snudypanvnoe 66edenue
brnokana B oonactu Hrke ThXIly | 2,0 1 2
JieTel ¢ Maccol Tena 10 25 Kr
Ilpoonennas snudypanvhas unghysus y demeti ¢ maccou mena 00 25 ke
Bospacm om 0 0o 6 mecayes
Bomoc” 2.0 0,5-1 1-2
Nndysus no 72 yacon 2,0 0,1 ma/xr/g | 0,2 Mr/kr/4
Bospacm om 6 0o 12 mecayes
Bomoc” 2.0 0,5-1 1-2
Nndysus no 72 yacon 2,0 0,2 mn/kr/g | 0,4 Mr/kr/4
Bospacm om 1 200a 0o 12 nem exnrouumenbHo
Bomtoc™ 2,0 1 —
Wnody3us no 72 yacos 2,0 0,2 m/kr/g | 0,4 mr/kr/q

: MeHnb11ne A03bl M3 Mpcajiara€éMoro HMHTCpBajia PEKOMCHAYIOTCA I SIMUAYPAJIBHOIO BBCIACHHUA Ha
rpydiHOM YPOBHE, B TO BPEM:A KakK OoJIbIIHE J03bl PEKOMCHAOBAHbI 1JId 3NHUAYPAJIbHOIO BBCIACHUA Ha
MOACHUYHOM HJIN KaydaJIbHOM YPOBHX.

- PeKOMeHILyeTCH AT SMIUAYPAJIbHOIO BBCACHUA HA IHOACHHUYHOM YPOBHEC. OOOCHOBAHHBLIM SIBJISICTCS
CHHMIXXCHHUEC JJO3bI Ooioca JJISL BHHHypaHLHOﬁ AHAJIBI'C3UU HA I'PYAHOM YPOBHC.

Ta6auna 4. Pexomenganuu o 103upoBaHuto npenapara PonmBakann miist geredt ot 1 roga g0
12 neT B KOHLEHTPALMH 5 MI/MIL:

Jlo3za (mMr)

Konuentpauus O0bem pacrTBOpa
npenapara (Mr/mui) (M)
KynupoBanue octporo 00/1¢B0ro cHHApoMa (HHTpPaonepanuoHHoOe U
NnocJieonepaumoHHoOe)
brokaoa nepughepuueckux nepsos y oemeii om 1 2cooa 0o 12 nem 6Kk1ouUmenbHoO
Hampumep, omokana | 5,0 0,6 3
MTOJIB3/IOIITHO-TTAX0BOTO HEPBa
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VY neteit ¢ M30BITOYHOM MAacCOM TeJla YacTo TPeOyeTCs MOCTENEHHOe CHIYKEHUE JI03bI Mperapara;
IIPU STOM HEOOXOIMMO PYKOBOJICTBOBAThCS «UI€aIbHON» MacCoil Tena nanueHTa. 3a crpaBoYHoON
uHpopMaruei o (akTopax, KOTOpble BIUSIOT Ha METObI BBIMOJHEHHS OTIEIBHBIX OJIOKaa U O
TpeOOBaHUAX, MPEABABIIEMbIX K KOHKPETHBIM TpYIIaM MAIMEHTOB, CIEAyeT oOpamarbcs K
CHEIHMAIM3UPOBAHHBIM pyKoBojacTBaM. OOBeM pacTBopa i KayAalbHOTO SMUAYPaJbHOTO
BBEJICHUS U 00beM Ooiroca JUIsl SMUAYPaJbHOTO BBEACHHS HE JODKHBI MPEBBIIATh 25 M AJis
mro0oro marpenTta. s mpenoTBpalieHus HempeJHAMEPEHHOTO BHYTPHUCOCYANCTOTO BBEICHUS
aHEeCTETHKa CIEAYET TIIATEIbHO MPOBOJUTH aCTIMPALMOHHYIO MPOOyY /10 BBEJCHUS U B MPOLECCE
BBeJICHUs Tpenapara. Bo BpeMs BBeneHus npemnapara HeoOXOAUMO TIIATEIbHO KOHTPOIUPOBATh
JKU3HEHHO BaKHbIe (DYHKIUHU ManueHTta. [Ipu MosBIEHUU TOKCHYECKUX CHMIITOMOB CIEIyeT
HEMEJICHHO MIPEKPaTUTh BBEJECHUE IIpenapara.

OnHOKpaTHOE BBEIECHUE PONMBAKaMHA B J103€ 2 MI/MJ (M3 pacdera 2 MI/KI, 00BbEM pacTBOpa
1 MU/KT) JUI1  TOCJEONEpallMOHHON KayJallbHOW aHajbre3ud 00ecreunBaeT aJIeKBaTHOE
o0e30ommBanue HIKe ypoBHS Thxi y OONBIIMHCTBA ManueHToB. JleTw crapime 4 Jer XOpoIio
nepeHocar 103bl 10 3 mr/kr. O0beM BBOAMMOIO pacTBOpa Ul SMUAYPAJbHOIO BBEACHUS Ha
KayJaJlbHOM ypOBHE MOXET ObITb M3MEHEH C LeJbl0 JIOCTHXKEHMS  pa3In4yHON
pacIpoCTPaHEHHOCTH CEHCOPHOTo OJI0Ka, YTO OIMCAHO B CHELIMATU3UPOBAHHBIX PYKOBO/ICTBAX.

HesaBucumo oT THHa aHecTe3WH, PEKOMEHIYyeTcCsi OONIOCHOE BBENEHUE PACCUMTAHHOM J103bI
nperapara.

[Ipumenenne npenapara B KOHIEHTPAIMH BbIIIE 5 MI/MJI, a TaK)Ke HHTPATEKAIbHOE TPUMEHEHHE
Mr00bIX KOHLEHTpaluil mnpenapara PonuBakanH y gerell He wuccienosajiock. Ilpumenenue
npenapara PonuBakanH y HEJOHOLIEHHBIX JE€TEH HE U3y4ajoCh.

Crrocob nmpuMeHeHu s

[Ipenapar PornmBakauH npuMeHsI€TCS ISl SMUIAYPaJIbHOM, CIMHAIBHON, HHOUIBTPALIMOHHOW U
IIPOBOJHUKOBOW aHECTE3UU.

WHCTpyKLIMY 1O MPUTOTOBIEHUIO JIEKAPCTBEHHOTO Tpenapara PomuBakanH niepes mprUMeHEHUEM
CM. B pazzene 6.6.

4.3. [IpoTuBONOKA3aAHUA

FI/IHGP‘IYBCTBI/ITGHBHOCTI) K pOIIMBaKanHy MJIW K MCCTHBIM aHCCTCTHUKAM aMUJHOI'0 THIla, UJIN K
J'II-O6OMy N3 BCIIOMOT'aTCIIbHBIX BCUICCTBA, IIEPCUNUCICHHBIX B pa3JICIIC 6.1.

HGO6X0)II/IMO YUUTBIBATH O6HII/IG IMPOTHUBOIIOKA3aHUA IJI KaXXK/10I0 KOHKPETHOI'O BUJ1a aHECTC3HU,
HE3aBUCUMO OT UCIIOJIB3YCMOI'0 aHCCTCTHUKA.

[Tpenapar mpoTHBONOKA3aH AJIsl BHYTPUBEHHON pErHOHApHON aHECTE3UH, «OONbIION) OIOKaIbl Y
MAIMEHTOB C THIIOBOJIMEMHEN U MMapallepBUKAIbHON aHECTE3NH B aKyILIEPCTBE

B KoHuEHTpauuu 5 MIr/Mi1 U BbIlIE PONMBAKaMH MMEET CIIAYIOIINE MPOTUBOIMOKA3aHUS: BBUILY
OTCYTCTBHUSI JIOCTAaTOYHOTO KOJMYECTBA KJIMHUYECKUX HAONMIONEHUM HE peKoMEeHAyeTcs
NpPUMEHEHUE poNMBAaKaWHA y JerTed Mmiaame 1 roma, a TakkKe HHTpaTeKaJlbHOE BBEIEHUE
npenapara.
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4.4. OcoOble yKa3aHUA U MePbI NPEI0CTOPOKHOCTH nbﬂ%ﬂﬁéﬁeﬁﬁﬂ EMEHOCTE 0005)

C 0CTOPOKHOCTEIO

C OCTOPOXHOCTBIO CIIEAYEeT BBOIUTH Ipernapar ociaaOJeHHbIM M IOKWIBIM IalUEeHTaM HWIN
HalMEeHTaM C TSDKEJIBIMM  COIYTCTBYIOIIMMHU 3a00J€BaHUSAMH, B TOM 4YHcie OJI0Kazbl
BHyTpucepaeunoil nposogumoctd I u IIl crenenu (cuHoarpuanbHas, aTPUOBEHTPUKYISIpHAs,
BHYTPIDKEITYZOUKOBasi), TMPOTPECCUpPYIOIINE 3a00JIeBaHUsl TIEUECHH, TOKENas IedeHOuHas
HEJIOCTATOYHOCTb, TSXKeJasi XPOHUYECKas MoYedHass HeAO0CTaTOYHOCTh, OcTpas nopdupus, npu
Tepanuy TUII0BOJIEMHUH, IETCKUI BO3pacT, 0EpEMEHHOCTb, IIEPUOJL TPYIHOIO BCKapMJIMBaHUs. [l
JAHHBIX TPYyHI MAalMEHTOB pErHOHApHAs aHECTE3Us SBIAETCA IpeanodrurenpHor. Ilpum
NPOBEICHUU «OOJIBIINX» OJIOKA C LEJIbI0 CHUKEHUS PUCKA Pa3BUTHS TSKEIBIX HEOIarOnmpHsTHBIX
SBJICHUN PEKOMEHAYETCsl MpEeIBAapUTEIbHO CTa0WIM3UPOBaTh COCTOSIHME MAIMEHTa, a TaKxke
CKOPPEKTHPOBATH 103y AHECTETUKA.

Crnenyer coOmoaaTh OCTOPOXKHOCTD NMPU UHBEKIIMM MECTHBIX aHECTETUKOB B 00JIACTU TOJIOBBI U
IeH, B CBSI3U C BO3MOKHOMW TMOBBIIICHHON YaCTOTOW Pa3BUTHUS CEPbE3HBIX MOOOUYHBIX AP (HEKTOB
[Ipy BHYTPUCYCTaBHOM BBEICHHMM Iperapara CcjieayeT coOmoaaTh OCTOPOKHOCTh IPHU
NOJO3PEHNHU Ha HaJMuue HeaBHEH OOIIMPHOW TPaBMbl CyCTaBa WU XUPYPru4eCKOW oreparnuu
CO BCKpBITHEM OOIIMPHBIX [OBEPXHOCTEH CyCTaBa, B CBSI3M C BO3MO)KHOCTBIO YCHUJICHHS
abcopOuuu pornrBakanHa 1 0ojee BEICOKOM KOHIIEHTpAIMK polTMBaKkanHa B ruiazme kposu Ocoboe
BHMMAHME CIIEAYyeT YAEJSATh IPU NMPUMEHEHHH Ipenapara y Jered A0 6 MecsAleB B CBS3H C
HE3PEJIOCThI0 OPTaHOB U CHUCTEM.

Oco0kbIe YKa3aHusig

Anecres3us AOJDKHAa TPOBOAMTHCA  ONBITHBIMHU  CHICHUAJIHUCTAMMU. OO0s13aTeNbHO  HAJIMYHE
O60py,I(OBaHI/ISI N JICKAPCTBCHHLIX ITPpCHIaparoB IS IIPOBCACHHA pCaHUMAIllMOHHBIX MepOHpHHTHﬁ.
I[O HayaJia BBIITOJIHEHUS OOIBIINX 6J'IOK3.I[ JOJIXKCH OBITE YCTAHOBJICH BHYTPUBCHHO KaTCTEP.

[Tepconas, oOecreynBaIONINI BBIMOJIHEHHUE AHECTE3UM, JOHKEH OBITh COOTBETCTBYIOIIUM
00pa3oM MOJrOTOBJIEH U 3HAKOM C TUAaTHOCTUKOM U JICYEHHEM BO3MOXKHBIX MOOOYHBIX 3((HEKTOB,
CHUCTEMHBIX TOKCHUECKHUX PEaKIi U JPYyTUX BOSMOXKHBIX OCIOKHEHUH (cM. pa3zaen 4.9).

Oclo)XHEHHEM  HeNpeAHAMEPEeHHOro  Cy0apaxHOWJAIbHOIO BBEACHUS MOXET  SBJISATHCS
CIMHAJIbHBIN OJIOK C OCTAHOBKOM JIBIXaHUS U CHMXKEHUEM apTepuasibHoro aasieHus. Cynoporu
pa3BUBAIOTCA 4alle Npu OJ0KajJe IUIEUEBOro CIUIETEHUs M SMUIypalibHOW OJ0Kaze, BEpOSTHO,
BCJIEJICTBUE CIIy4allHOTO BHYTPHCOCYAMCTOTO BBEIEHUS WJIM ObICTpOM abcopbuuu B MecTe
UHbEKIMH. Beinonnenue 0iokaj nepudepruieckux HEpBOB MOXKET TpeOOBATh BBEIEHUE OOIBIIOTO
00beMa MECTHOT'O AaHECTETHKA B 30HBI C OOJIBIINM KOJTMUYECTBOM COCY/IOB, YAaCTO BOJIM3U KPYITHBIX
COCYAOB, YTO TOBBIIIAET PUCK BHYTPUCOCYAMCTOTO BBEAEHUS W/WUIM OBICTPOrO CHUCTEMHOTO
BCACBIBAHMS, YTO MOXKET MPUBECTH K BBICOKON KOHLIEHTPALIMK POIIMBAaKaWHa B IUIa3Me KPOBH.

HexoTopsie nporieaypsbl, CBI3aHHBIE C IPUMEHEHUEM MECTHBIX aHECTETUKOB, TAKUE KAK UHbEKIIUU
B 00JIaCTH TOJIOBBI U IIIEU, MOTYT COMPOBOKAATHCS MOBBIIEHHONW YaCTOTOM Pa3BUTUS CEPHE3HBIX
mo604HBIX A(G(EKTOB, BHE 3aBUCHUMOCTH OT THIIA NPUMEHSIEMOTO MECTHOTO aHECTETHKA.
Heob6xoanmo cobmtonaTh 0CTOPOKHOCTD IS TPEIOTBPAIICHHUS] HHBEKITUU B 00JIACTh BOCIIAJICHUSI.

Crnenyer coOmrogaTe OCTOPOXKHOCTH IIPM  BBEICHUHM Iperapara [anueHTaMm ¢ Onokaaoi
BHyTpucepaeuHo mnposoaumoctu II wm Il cremenn, mammeHTam C TSOKEIOM IOYEYHOM
HEJIOCTATOYHOCTbIO, OXKHIIBIM U OCJIa0JICHHBIM IMAIlEeHTaM.
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SMUIYpAIbLHON aHeCTe3WH WK O10Kaa nepudeprudecknx HEPBOB, 0COOCHHO MOCIE CIy4aitHOTO
BHYTPHUCOCYIMCTOTO BBEJICHUS Iperapara, y TOXHIBIX TAIlMEeHTOB M Yy TMAalUueHTOB C
COITYTCTBYIOLIIUMU CEPACUHO-COCYAUCTHIMH 3a00JICBAHUSIMU.

B psine ciaydaeB peaHUMAMOHHBIE MEPONIPHATHS ObUIH 3aTpyAHUTENBHBI. OCTaHOBKA Ceplia, Kak
npaBuiio, TpeOyeT Oojee UINTENbHBIX PEAaHUMAIIHOHHBIX MEPOIPHUSATHIA.

HOCKOJ'II)Ky poOIIMBaKanH MCTa60J’II/IBI/IpyeTCH B IICYCHHU, CICAYCT IPOABJLITE OCTOPOXHOCTH IIPpHU
INPUMEHCHUMN IIpfIliapara y MNaUCHTOB C TAXCEIIBIMU 3a00JIEBaHUSAMU INEYCHU, B HCKOTOPBIX
CIydadx H3-3a 3aMEJICHHON SJIMMUHALIMA MOXKET BO3HUKHYTb HGOGXOI{I/IMOCTB YMCHBIICHUA
IMOBTOPHO BBOAMWMBIX 103 aHCCTCTUKA.

OOBIYHO y MAaLMEHTOB C MOYEYHOM HEIOCTATOUHOCTHIO TP BBEJICHUH IIperiapara OAHOKPATHO WK
IIPU UCTOJIB30BAHUH IIpENapaTa B TEUEHUE HENPOLOJDKUTEIBHOTO IEPUO/Ia BPEMEHU HE TpeOyeTCs
KOPPEKTUPOBaTh A03y. OTHAKO alM103 U CHI)KEHHE KOHIICHTPAIMK OSJTKOB B IIa3Me KPOBH, YACTO
pa3BUBAIOLIMECS Y TAIUEHTOB C XPOHUUYECKON MOYEUHOM HEAO0CTATOYHOCTHIO, MOT'YT MOBBIIIATH
PUCK CHUCTEMHOTO TOKCHYECKOro JeicTBusi mpemnapara (cm. pasgen 4.2). Puck cucremHoin
TOKCUYHOCTH TaK)K€ IMOBBIIIEH IPU IPUMEHEHUH TIpenapara y MalyueHToB ¢ IOHUKEHHONW Maccou
TENa U NalMeHTOB C THIIOBOJIEMHYECKUM HIOKOM.

OnuaypanbHas aHECTE3Us MOXKET IPHUBOAUTH K CHIDKCHHMIO apTEPUAIIBHOTO JABICHUSA H
Opanukapauu. BBeaeHue coCylnOCYKMBAIOLIUMX IpENapaTtoB WM  yBEJIWYEHHE o0bema
UPKYJIUPYIONIEH KPOBH MOXKET YMEHBUIMTH PHUCK Pa3BUTHS MOMOOHBIX MOOOYHBIX 3((EKTOB.
Crnenyer CBOEBPEMEHHO KOPPEKTHUPOBaTb CHW)KCHHE apTEPUAJIbHOIO JABJIEHUS IIyTEM
BHYTPHUBEHHOTO BBezieHUs 5—10 Mr adenpuna, npu HE0OXOJUMOCTH BBEACHUE MOXKHO TOBTOPHTS.

[lpy BHYTPUCYCTaBHOM BBEICHHH IIperapara CleAyeT COOIIaTh OCTOPOXKHOCTh TpHU
MOZI03PCHHUN HA HAJIMYME HEJaBHEW OOIIMPHON TPaBMbI CyCTaBa WJIM XHPYPrU4E€CKOM Orepanun
CO BCKpPBITHEM O6IHI/IpHI)IX HOBerHOCTCﬁ CyCTaBa, B CBiA3H C BO3MOXHOCTBIO YCHUJICHHUA
abcopO1uu npenapara u 6o1ee BRICOKON KOHIIGHTpAIMU TIpernapara B mia3mMe KpoBH.

[TarueHTsl, momyvarolue Tepanu aHTHapuTMUYeckuMu mnpenapatamu III kmacca (Hampumep,
aMUO/IapOHOM), JOJDKHBI HAXOAWUTHCS TOJ TIIATEIbHBIM HAOMIOACHUEM, PEKOMEHYETCs
MOHUTOPHUHT A1ekTpokapauorpaMmmbl (OKI') B cBsA3U ¢ pUCKOM yCHIIEHUS CEPACYHO-COCYIUCTHIX
a¢deKToB.

Cnenyer uzberarb JUIMTEILHOTO IPUMEHEHMS Mpernapara y NalMeHToB, IPUHUMAIOLIUX MOIIIHbIE
uHruouTopsl nzopepmenta CYP1A2 (Takue, kak (p1yBOKCaMUH M SHOKCAIIUH).

Cnez[yeT YUUTBIBATH BO3MOXKXHOCTDH HepereCTHOﬁ TUIICPIYBCTBUTCIIBHOCTH ITPU OJHOBPEMECHHOM
IMPUMCHCHHWHU ITpCIiapara PornmuBakans ¢ APYTr'UMH MECTHBIMU aHCCTCTUKAMU aMHUJHOI'O THUIIA.

[IpumeneHue npenapara y HOBOPOXKICHHBIX TpeOyeT yueTa BO3MOKHOW HE3PEIOCTH OpPraHoB U
¢buznonornyeckux GyHKIUN HOBOpOXAeHHBIX. KinpeHc HecBsA3aHHOM (pakuuy pornrMBakanHa U
MUMEIOKCHIIMINHA 3aBUCUT OT MaccChl Tela U BO3pacTa peOeHKa B IEpPBbI€ IO/IbI JKU3HH.

Bnustnue Bo3pacTa BbIpaxaeTcsi B pa3BUTHH U 3peNOCTH (QYHKIIUH MTeUYEHH, KITUPEHC TOCTUTAETCS
MaKCHMMaJIbHOTO 3Ha4eHHUs B Bo3pacTe okoio 1-3 ser. Ilepuon nonyBeiBenenus (t12) ponuBakanHa
cocTaBisieT 5—6 4acoB y HOBOPOKJECHHBIX M JIETEH B Bo3pacTe | MecsIa o CpaBHEHMIO € 3 yacaMu
y Jeteil Oosee crapiiero Bozpacta. B CBS3M ¢ HEIOCTaTOYHBIM pa3BUTHEM (YHKLHUHU ME€UEHU
CUCTEMHAsl KCIIO3MLIMS PONMBAKAMHA BBILIE Y HOBOPOKIEHHBIX, YMEPEHHO BBIIIEC y AECTEH B
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OTIMYMSA B KOHIEHTPAallUM POINMBAKAWHA B IUIa3ME€ KPOBH HOBOPOJKICHHBIX, BBIIBICHHBIC B
KIIMHUYECKUX HCCIEIOBAHMAX, MO3BOJSAIOT IPEAIOJAraTb IMOBBIIICHHBI PUCK BO3HMKHOBECHMS
CUCTEMHON TOKCMYHOCTH B 3TOM I'pyNIIE€ NalME€HTOB, 0COOEHHO MPHU MPOAJIEHHON 3Ky palbHON
uH(y3un. PexoMeHIOBaHHbIE /03Bl JUII HOBOPOXKIEHHBIX OCHOBAaHBI Ha OTPAHUYECHHBIX
KIIMHUYECKUX JaHHbIX.

[Ipy WCMONB30BaHUM POMMBAKAWHA Y HOBOPOXICHHBIX HEOOXOOUMO MOHUTOPUPOBAHUE
CHUCTEMHOHN TOKCUYHOCTH (KOHTPOJIb MPU3HAKOB TOKCHYHOCTH co cTopoHsl [IHC, DKI, koHTposb
OKCUI'€HAIlUM KPOBH) U MECTHOM HEHpPOTOKCUYHOCTH, KOTOpBIE CIEAyeT MpOJOJIKAaTh IMOCie
3aBepiieHus HH(]Y31UH U3-32 MEIJICHHOTO BBIBEICHUSI PONTMBAKaWHA Y HOBOPOXKICHHBIX.

HpI/IMeHCHI/Ie Inpernapara B KOHOCHTpAlWX BBILIC 5 MF/MH, a TAKXKE UHTPATCKAJIbHOC IIPUMCHCHHUEC
mnpcerapara y I[CTCI71 HE UCCJICI0BAIOCH.

PornrBakanH NoTEHIIMATBHO CITIOCOOEH BBI3BIBATH MOP(PUPHIO U MOKET IPUMEHSTHCS Y MTAllMEHTOB
C IMarHo30M OCTpasi NoppUpHst TOJIBKO B CIIydasix, €Ciy HeT Oosiee 6e30macHoi anpTepHaTuBbl. B
cilyyae IOBBIIICHHON YyBCTBUTEIBHOCTH HAIIMEHTOB JOJKHBI OBITH MPHUHATHI HEOOXOIUMBIE
Mepbl PEAOCTOPOKHOCTH.

COO6HI3.J'IOCB 0 ClIy4dasaX XOHApOJirM3a IIpUu HOCHGOHepaHHOHHOﬁ HpO,I[J'I@HHOfI BHyTpHCYCTaBHOfI
I/IH(l)y3I/II/I MECTHBIX aHECTETHKOB. B OONBIIMHCTBE OMKUCAaHHBIX CJIy4acB IIpoOBOAUJIACH I/IH(i)y3I/I${ B
IICYCBOM CyCTasB. HpI/ILII/IHHO-CJICI[CTBeHHail CBA3b C [IPUCMOM aHCCTCTHKOB HC YCTAHOBJICHA.

PonuBakaun He CJICAYCT IPUMCHSATDH AJIA HpO,Z[J'ICHHOfI BHYTpI/IcyCTaBHOﬁ I/IH(I)YSI/II/I

BcriomorarenbHbIE BEIIECTBA

[Tpenapar PonuBakaun 2 mr/mi cogepxut 1,47 mmons (wiu 33,8 Mr) Hatpust Ha ammyiny 10 moL

[Tpenapar PoruBakaun 2 Mr/mi cogepxut 2,94 mmons (uim 67,6 Mr) Hatpus Ha amiyay 20 Mo
HeoOxoqumo yuuThIBaTH MAIEHTaM, HaXOMAUIMMCS Ha JIUETE C OTPaHUYCHHUEM MOCTYIUICHHUS
HaTpWs.

[Tpenapar PoruBakaun 5 mr/mut cogepxut 1,37 mmons (nm 31,5 mr) Hatpus Ha ammyny 10 Mo

[Tpenapar PonuBakaun 5 mr/miu conepxut 2,74 mMonp (mnu 63 Mr) Hatpust Ha amiyay 20 mi.
HeoOxomuMo y4MThIBaTh MalyeHTaM, HAXOASIIMMCSA Ha JAMETE C OrpaHUMYEHUEM MOCTYIUICHUS
HaTpusl.

[Tpenapar PonuBakaux 7,5 mr/mi cogepxut 1,28 mmons (wiu 29,5 Mr) Hatpus Ha amyny 10 mur.

[Tpenapar PonuBakaun 7,5 Mr/mi conepxur 2,57 mmonb (wiu 59 mr) Hatpust Ha ammyay 20 Ml
Heo0OxomuMo y4MThIBaTh MalyeHTaM, HAXOASIIMMCS Ha JAMETE ¢ OrpaHUMYEHHEM MOCTYIUICHUS
HaTpusl.

[Tpenapar PoruBakaun 10 mr/mia conepxut 1,21 mmons (v 27,9 Mr) Harpust Ha amiyay 10 mur.

[Tpenapar PonuBakaun 10 mr/min cogepxut 2,43 mmons (i 55,8 Mr) Hatpust Ha amiyay 20 M.
Heo6xonuMo yunThIBaTh MAaIMEHTaM, HAXOJIIMMCS Ha JHETE C OTPaHWYCHHUEM MOCTYIUICHUS
Harpusl.
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B3aUMOAEeHCTBUA

JIaHHBIM JIEKapCTBEHHBIM IIperapar He CJeayeT CMEIIMBarb € APYTMMM JIEKapCTBEHHBIMU
CpenCTBaMH.

OpHOBpeMEHHOE TNPUMEHEHHE pOINMBAKAaWHA C MECTHBIMM AaHECTETUKaMHM, Ipenaparamu
CTPYKTYPHO CXOXXMMHU C MECTHBIMH aHECTETMKaMHU aMUJHOTO THUMAa WM JIEKapCTBEHHBIMHU
cpenctBamu, yrueraromumu LITHC, moxer ycunuBarh Tokcuueckue 3¢ (peKTsl mpenaparos.

[TaruenTsl, IpUHUMAaOIIKME aHTHapuTMuUYeckue npenaparsl [II knacca (Hanpumep, aMHOAapOH),
JOJDKHBI ~ HaxXOJUTBCA  MOJA  TOCTOSIHHBIM — MeQUIMHCKUM  HaOmogenuneM u  OKI'-
MOHUTOPUPOBAHUEM, TaK KaK MOTYT BO3HMKHYTbh 1OOOUYHBIE 3(P(HEKTHI CO CTOPOHBI CEPIEUHO-
cocymuctoit cuctemsl (CCC).

B 1m1en04HbIX pacTBOpax poruBakalH MOXKET BbINAAaTh B 0CAJIOK, TOCKOJIBKY OH 1200 pacTBOPUM
nipu pH Bbie 6,0.

In vivo Tpu OZHOBPEMEHHOM TMPHUMEHEHHH (IIyBOKCAMHHA, MOIIHOTO H30MPaTEeIbHOTO
uHruoutopa uzodepmenra muroxopoma P450 (cytochrome P450, CYP) 1A2, nmnmazmeHHBbIH
KIIMPEHC pONMBaKanHa ruApoxyiopuaa cumwxancsa Ha 77 %. Takum 06pa3oM, CUIIbHbIE HHTUOUTOPBI
uzopepmenta CYP1A2, rakue kak (pyBOKCaMUH M SHOKCAILIMH, IIPH COBMECTHOM MTPUMEHEHHUH C
pONMBAaKaHOM MOT'YT B3aMMOJICHCTBOBATh C POIMBAKAWMHOM THJPOXJOpUAOM. JlnurembHOro
Ha3Hau€HUs pONMBaKaWHa TUAPOXJIOPHA CIeayeT H30erarh y MalyMeHTOB, MOMyJYaroluX JeUeHHe
CWIIbHBIMU HHTrHOUTOpamu nzopepmenta CYP1A2.

In vivo ipy OTHOBPEMEHHOM IPUMEHEHUHU KETOKOHA30J1a, MOIIIHOIO U30UpaTeIbHOTO HHIMOUTOpa
uzodpepmenta CYP3A4, mia3MeHHbIN KIHUPEHC pONMBaKanHa THIpOoXJIopuaa cHuskasics Ha 15 %.
OnnHako MHTUOMPOBAHKE JAHHOTO M30(epMeHTa BPsIA I OyJeT KIMHUYECKH 3HAYHMO.

In vitro ponuBakanHa TUIPOXJOPHUJA SBISETCS KOHKYPEHTHBIM HHIHMOUTOpOM H30(depMeHTa
CYP2D6, B TO e BpeMs MHIMOMpOBaHME JaHHOTO H30(epMEHTa HE JIOCTUraercs IpHu
IIPUMEHSAEMBIX B IIPAKTUKE KOHIIEHTPALUAX Npenapara B IU1a3Me.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTH U JIAKTAIUSA

bepemeHnHOCTH

He BbIsIBIEHO BIUSHMS PONMBAKaWHA HA (PePTUIBHOCTh U PENPOSYKTUBHYIO (DYHKIIHIO, a TaKXkKe
TEpaToreHHoro Aeicreus. He mMpoBOAMINCH MCCIIENOBAaHUS MO OLIEHKE BO3MOYKHOIO JEHCTBUS
ponMBaKavHa Ha Pa3BUTHE IJI0A Y SKEHIIUH.

PonnBakanH MOXHO MPUMEHSTH MPU OEPEMEHHOCTH TOJBKO, €CIIH OKHJIaeMasi ToJIb3a JIsl MaTepu
MPEBBIIIAeT MOTEHIIMATBHBIA PHUCK AN TUIoAa (B aKylIepCTBE HCIOIb30BaHHE Ipernapara s
AQHECTE3WH WM aHAJIBIe3UH XOPOIIO 000CHOBAHO).

I/ICCJ'IC,Z[OBaHI/ISI BJIUSAHUSA poOIMBaKanHa Ha PCHPOAYKTUBHYIO (I)YHKLII/IIO IIpOBOAUIIUCH Ha
JKMBOTHEIX. B HCCIICOOBAHUM Ha KPBICAX POIMMMBAKAMH HE OKa3bIBaJl BIUAHUA HaA q)epTI/IJ'II)HOCTI) n
pPEeOpOaAYKIHNIO B JBYX ITOKOJICHHUAX. HpI/I BBCACHUM MaKCUMAJIbHBIX 03 pOIIMBaKanHa
6epeMeHHBIM KpbICaM Ha6J'IIO,Z[aJ'IOCL YBCIUYCHUC CMCPTHOCTU IMOTOMCTBA B IICPBLIC TPU IOHA
nocjie poaoB, 4To, BO3MOKHO, OOBSACHSIETCS TOKCHYECKHM B(I)(bCKTOM polMBakanHa Ha Marb,
MMPUBOAAIINUM K HAPYIICHUIO MAaTCPUHCKOI'O MHCTHUHKTA.
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pOTMBaKanMHa Ha OPTAaHOTCHE3 WM pa3BUTHE IUIOAA HAa PAaHHUX CTaAWsax. Takxke B Xoue
NEepUHATAJIbHBIX W TOCTHATAJbHBIX HCCICAOBAHWA Ha KpbICaX, MOJTYYaBIIMX MaKCHMaJIbHO
MEePEHOCUMYIO 103y POIMBaKaWHa, HE OTMEYAIOCh MOOOYHBIX AP (HEKTOB Ha TMO3IHUE CTAIUH
pasBUTHA TIUIOJA, POJOBYIO JAEATEIbHOCTb, JAKTAIMIO, >KU3HECIMOCOOHOCTh WIJIM Ha pPOCT
MIOTOMCTBA.

JlakTanms

He u3yuanoch BblieneHe ponuBakanHa WM €ro METaboIMTOB ¢ IPpyAHBIM MosIokoM. Mcxons u3
JKCIEPUMEHTAIbHBIX  JAHHBIX /1032  pONMBAKauMHa, II0JIy4a€MOTO  HOBOPOXKICHHBIM,
IPEAIOI0KUTENLHO COCTaBIsIeT 4% OT 103bl, BBEAEHHONW MaTepy (KOHLIEHTpALUs pOlIMBaKanHa B
MOJIOKE/KOHIIEHTpallisl ponMBakauHa B IuiasMe kpoBu). OOmas 1o3a polMBakauHa,
BO3/ICHCTBYIOIIAs HA peOeHKA P IPYTHOM BCKApMIIMBAHUU, 3HAYUTEILHO MEHBIIIE J03bl, KOTOpast
MOXET TIONacTh B IUIOJ IPU BBEACHUM aHECTETHKAa Marepw npu poxpax. IIpum HeoOXomumocTu
IIPUMEHEHUS Iperapara B IEpHO IPyAHOI0 BCKapMIIMBAHMS CIIEYET pACCMOTPETh COOTHOLIIEHUE
MOTEHI[UATbHOMN MOJb3bI JJIsI MATEPU U BO3MOXKHOTO PHUCKA ISl MIIa/ICHIIA.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTarb ¢
MeXaHHu3MaMu

[Tomumo ananeresupyromero s¢¢exra, npemnapar PonuBakauH MOXET OKa3blBaTh cllaboe
TPAH3UTOPHOE BIMSHUAE HA JBUTATENBHYIO (YHKIHIO M KOOPAWHAIMIO. YUHUTHIBas MPO(uib
no0ouHbIX 3((deKkToB mpenapara, HEOOXOOUMO COONIOAATH OCTOPOXKHOCTH NPU YIPaBICHUU
TPAHCHIOPTHBIMU CPEJICTBAMM M BBIIIOJHEHUU JAPYTrUX M[OTEHUHUAILHO ONACHbBIMH BHUJIOB
NeSITEeAbHOCTH, TPEeOYIOLUIMX  IOBBILIEHHOH  KOHIEHTpPalMd BHUMAaHMA U OBICTPOTHI
IICUXOMOTOPHBIX PEAKLIUN.

4.8. HexenarebHble peakuuu

Pesrome mpodmiis 6e301macHOCTH

HexenarensHble peakiuu Ha npenapar PonmBakanH aHaJIOTMYHBI PEAKIIUAM Ha JPYTMe MECTHBIE
AQHECTETUKU amMugHoro tuma. WX cremyer orauvarh OT (GU3HOIOTHYECKUX A()PEeKToB,
BO3ZHHKAIONIUX W3-3a OJIOKaJbl CHUMIIATUYECKUX HEPBOB Ha (OHE SMUIAYpPATbHON aHECTE3WH,
HampuMep CHUXKEHHUE apTepHallbHOTO NaBlIeHUs, Opaaukapaus, win 3PQEeKToB, CBI3aHHBIX C
TEXHUKOW BBEIEHUS Ipernapara, TaKuX KakK, COMHHAs reMaToMa, MECTHOE MOBPEKIECHUE HEPBa,
MEHUHTUT, TOCTIYHKIIMOHHAs TOJIOBHAsI 00JIb, SMTUTypalibHbIN abciecc.

Ilobounvie a¢hpghexmul, npucywue mecmuvlm anecmemukam

HapvmeHuﬂ CO CImMOpOHbl H€D6HOZZ cucmemal

Bo3moxHbl Heifpormatust W HapylieHue (YHKIMM CIMHHOIO Mo3ra (CHHIApOM HepenHei
CIIMHHOMO3TOBOM apTepuH, apaxHOUIUT, CHUHAPOM KOHCKOTO XBOCTa), OOBIYHO CBSI3aHBI C
TEXHUKOM MpOBeeHNs pErMOHAPHON aHEeCTe3UH, a He C IEHCTBUEM Mpenapara.

B pesynbrare ciiy4allHOro MHTPATEKaJIbHOIO BBEIECHUS SIHMAYPAIbHOW J103bI MOXKET IPOU30UTH
OJHBIA CIIMHAJILHBIN OJIOK.

Bo3MOXHBI cepbe3HbIe OCIOXKHEHHSI TPH CHCTEMHOH Mepeqo3UpOBKEe U HENpeIHAMEPECHHOM
BHYTPHUCOCYIMCTOM BBEIEHUU TIpenapara (cM. pazaen 4.9).

Obwue Hapywenus u peakyuu 8 Mmecme 8e0eHusl
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BBICOKMX JI03 WM MpU OBICTPOM TMOBBIIMIEHUH KOHIEHTPALUK B KPOBU MpHU CIy4alHOM
BHYTPHUCOCYIMCTOM BBEICHHH IIpernapara JuOo mpH ero nepeao3upoBke (cM. paznenst 4.9 u 5.1).

Haubonee wacmo ecmpeuarowuecsi nobounvie s¢ghgpexmoi

Coo0mmanocs 0 pa3nuYHBIX MOOO0YHBIX 3¢ ¢deKTax mpenapara, MOJABISIONICEe OOIBIIUHCTBO
KOTOPBIX OBLIO CBSI3aHO HE C BO3JCHCTBHEM HKCIIOIB3yEeMOr0 aHECTETHKAa, a C TEXHUKON
NPOBEICHUS PETHOHAPHOM aHECTE3MH.

Yacto (>1%) orMeuanuch cienyroue modouHbie 3PQeKThl, KOTOpble OBLIM pPACICHEHBI, KakK
UMCHOIIUE KIMHHUYCCKOC 3HAYCHNUEC BHC 3aBUCUMOCTH OT TOI'O ObLIa 11 YCTAaHOBJICHA IMPUYINHHO-
CIICICTBEHHAsI CBS3b C HCIIOJIH30BAaHMEM AHECTETHKA: CHIIKEHHE apTepHaIbHOTO JaBICHHS,
TOIIHOTA, OpasuKapaus, pBOTa, MapecTe3us, MOBBIIICHUE TEMIIEPATyphl Tea, TOJIOBHAs OOIb,
3aJiepKKa MOYEUCITYCKaHHs, TOJIOBOKPYXEHHE, O3HOO, MOBBIINICHUE APTEPHAILHOTO IABICHHUSA,
TaxuKapus, TUNecTe3us, 0eCroKoNCTBO.

Pe3roMe HexenaTelabHbIX PeaKIMi

Yacrtora BO3HMKHOBEHHS HEKEJIATEIbHBIX PEAKIMH OIpenesiiack B COOTBETCTBHH  CO
CIEYIOMMMHU TpajiallisiMUA YacTOThl UX BO3HHMKHOBEHHS: odeHb yacTo (>1/10), wacto (=1/100,
<1/10), megacto (>1/1000, <1/100), peaxo (>1/10000, <1/1000), ouens pexnko (<1/10000), gactora

HCU3BCCTHA (Ha OCHOBAaHHMH UMCHOIIUXCA JaHHBIX OLICHUTH HCBO3MO)KHO).

Hapywenuss co cmoponvl ummMyHHOU cucmemsl. PEIKO — aUIEPTUUECKUE PEAKLUH,
aHa(pUIAKTHYECKUH IIOK, aHTMOHEBPOTUIECKHIA OTEK, KPATUBHHIIA.

Hapywenus co cmoponvl nepenoii cucmemsl: 4aCTO — MAPECTE3Us, TOIOBOKPYKEHUE, TOJIOBHAs
00J1b; HEYacTO — OECIIOKOMCTBO, CUMIITOMBI TOKcHYecKkoro Aeiicteust Ha LIHC (cynoporu, 6ombine
CYIOPOXXHBIE TPHITAJIKH, TApEeCTe3Ud B OKOJIOPOTOBOM 30HE, IU3APTPHs, OHEMEHHE SI3bIKa,
HapylIeHUsT 3pEeHHs, IIyM B yIIaX, THUMEPAKy3usi, TPEMOp, MBIIICUHbIC [OJCPTUBAHUN),
TUIIECTE3USI.

Hapywenus co cmopomnsi cepoya: 0o4eHb 4acToO: OpaguKkapIus, TaXUKapAus; PElKo: apuTMUH,
OCTaHOBKa ceplia.

Hapywienust co cmopombl cocy0o8: 04€Hb YaCTO: THIIOTEH3HUSI ; YaCTO: MOBBIIICHUE APTEPUATILHOTO
JTaBJICHHUS; HEYaCTO: 0OMOPOK.

Hapywenus co cmopoHvl OvixamenvHou cucmemsl, Op2aHo8 2pyoHOU KIemKu U CPeOOCMEeHU!
HEYaCTO — OJIBIIIKA, 3aTPYIHEHHOE JbIXaHUE.

JKenyoouno-xumeunvle napyuienus: 04eHb 4acTo — TOIHOTA; YacTo: PBOTa .
Hapywenus co cmopombl nouex u Mouebl00awux nymeli. 4acTo — 3a1epKKa MOUYEHCITYy CKaHHSL.

Obwue HapywieHus u peakyuu 8 mecme 88edeHusi. 4acTo: 00Ib B CIIUHE, 03HOO, TUIIEPTEPMHS,
HEYaCTO — TUTIOTEPMHUS.

* THIIOTOHUA BCTPECUACTCA Y JIeTel 4acTo.

** pBOTa BCTpEYAETCs y IETEN OUEHD 9acTo.
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eaxmudk C/TEAOBATENBHOCTE 0003)

COOGH_IGHI/IG 0 TOAO3PEBACMBIX HEKEIATCIIbHBIX

Baxxao coo0mmars 0 mojjo3peBacMbIX HeXKENIATeIbHBIX PEAKIMAX [TOCIIe PErUCTPALK Tperapara ¢
HEeNpl0  OoOecleueHHss  HENpephIBHOTO  MOHUTOPHUHTA  COOTHOIICHUS  <«I10JBh3a—PHCK
JIEKapCTBEHHOTO Tpenapara. MeauIMHCKUM paOOTHUKAM PEKOMEHJIYeTCsl cooOIarh O JIF0OBIX
MOJI03PEBAEMBIX HEXeNaTeIbHBIX PEAKIHUIX JIEKapCTBEHHOTO IMpenapara 4yepe3 HalUuOHAJbHbIC
CHUCTEMBI COOOIICHHSI O HEXENaTeNbHBIX peakIHusiX TrocydapcTB—wieHoB EBpasuiickoro
HKOHOMMYECKOTO COH3a.

Poccuiickas ®@eneparust

®denepanibHas ciryx0a o Haa30py B cepe 3apaBooXpaHeHUs
Anpec: 109240, r. MockBa, CnaBsiHCKast IUIOLIaAb, 1. 4, ctpoeHue 1
Tenedon: +7 800 550 99 03

DnekTpoHHas mouta: pharm@roszdravnadzor.ru

Caiit uH(GOPMAIOHHO-TEJIEKOMMYHUKAIIMOHHON ceTu «MHTEpHETY:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka
CuMIITOMBI
Ocmpas cucmemnas MoOKCUYHOCTb

[Tpu ciryuaiiHOM BHYTPUCOCYUCTOM BBEJEHUU P IIPOBEIECHUH OJI0Kal HEPBHBIX CIUIETEHUHN WU
Ipyrux nepudepudeckux O10Kaj HaOMIOJAIMCh Cllyyad BO3HUKHOBEHHs cynaopor. B ciyuae
HEMPaBWJIBHOIO BBEACHMS OIUAYPAIBHOM 03Bl AHECTETMKA HMHTPATEKaJIbHO BO3MOXHO
BO3HMKHOBEHHE IIOJTHOT'O CIIMHAJILHOTO OJI0Ka.

CnyqaﬁHoe BHYTPHUCOCYAUCTOC BBCACHUC AHCCTCTUKA MOKCT BbI3BATH HEMCIAJICHHYIO
TOKCUYCCKYIO PCAKIUIO.

IIpn mepeno3upoBke BO BpeMsl NMPOBEACHUS PETHOHAPHOW AHECTE3UM CUMIITOMBI CHUCTEMHOMN
TOKCHUYECKOW pEaKklIMH MOSBIIIOTCA B OTCPOYEHHOM Mopsake uepe3 15-60 munyT mnocie
UHBEKLUH U3-3a MEIJICHHOI'O MIOBBILIEHUS KOHIEHTPAIlUl MECTHOTO aHECTETUKA B IIJIa3M€e KPOBHU.
CucreMHas TOKCMYHOCTh, B IIEPBYIO Ouepellb, NMposBisercs cuMmnroMamu co ctoponsl [IHC u
CCC. JlaHHble peaKIMM BBI3BIBAIOTCS BBHICOKMMH KOHLIEHTpAIMsIMM MECTHOTO aHECTeTHKa B
KPOBH, KOTOpPbIE€ MOTYT BO3HMKHYTb BCJEJCTBHE (CIy4ailHOro) BHYTPHCOCYIUCTOTO BBEAEHUS,
NEepeI03UPOBKU WIIM UCKIIOYUTEIBHO BBICOKOM aacOpOLUM M3 CHIBHO BacKYJISPU3HMPOBAHHBIX
oOnacrei.

Peakiuu co CTOPOHBI I_[HC CXO0XKH IJIA BCEX MCCTHBIX aHCCTCTUKOB aMUIHOI'0 TUIIA, B TO BPEMHA
KaK p€aKlnu CO CTOPOHBI CCC B O0IIbIIIEH CTEIICHH 3aBUCIT OT BBCICHHOIO IIpCTiapara v €ro J03bI.

UeHmpaJlea}Z HepsHasl cucmema

[TposiBnenust cucTeMHON TOKCHYHOCTH cO cTOpOoHBI [IHC HOCAT TUCKPETHBIN XapakTep: CHavaa
MOSIBIIIFOTCA  PAacCTPOMCTBA 3pEHUST U CllyXa, OHEMEHHE BOKpPYTI pTa, OHEMEHHUE A3bIKa,
TUIIEPaKy3us, 3BOH B yIllaX, TOJOBOKPYKEeHHE. [[u3apTpusi, TPEMOP U MBILLIEYHBIE MTOAEPTUBAHUS
SBIISIIOTCS O0Jiee cepbe3HBIMU MPOSIBICHUSMU CUCTEMHOM TOKCUYHOCTH M MOTYT MIPEIIIIECTBOBATh
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HEBPOTHYECKOE MTOBEACHUE TAI[UEHTA).

IIpu mnporpeccupoBaHMM WHTOKCHUKALIMM MOYXKET HAOMIOAATHCS IOTEPs] CO3HAHUS, MPUCTYIIbI
CYIOpOI  IPONOJDKUTEIBHOCTBIO OT  HECKOJIIBKMX  CEKYHJ O HECKOIbKHX  MHHYT,
COIIPOBOXK/IAIOLIMECS HAPYILICHUEM JIbIXaHHs, OBICTPBIM PA3BUTUEM FMIIOKCUM U FMIIEPKAIHUU U3-
3a IOBBIILICHHS MBIIIEYHON AKTUBHOCTH U HEAJICKBATHON BEHTUIISILIUU. B TAXKEINBIX Clly4asx MOXKET
Ja)Ke HACTYNHUTh OCTAHOBKA JbIXaHWSA. BO3HMKaIONIME pPEeCUpaTropHBI U MeTabOIMYeCKuit
aIu103, FUIepKaIneMusl, TMITOKaJIbIUEMHUs YCUIIMBAIOT TOKCHYECKHE 3(PPEeKThI aHeCTeTHKA.

Bnocnencreuu, uz-3a mnepepactpenenenus asnecreruka u3 LIHC wu ero mnocnenyromiero
MeTa0oIM3Ma M HKCKPELUH, POUCXOAUT TOCTATOYHO OBICTPOE BOCCTAHOBIICHHE (PYHKIUH, eCIii
TOJIbKO He OblIa BBe/leHa Oonblias J103a Mpenapara.

Cepoeyno-cocyoucmas cucmema

PacctpoiictBa co croponst CCC sBISIFOTCS NpU3HAKaMH Oojiee CEepPhE3HBIX OCIIOXKHEHUI.
CHmXeHHe apTepralibHOTO JIaBICHUs!, OpaTuKapaus, apuTMus U, B psijie CIydaeB, Take OCTaHOBKA
Cep/Iia MOTYT BOSHUKATh BCJIEICTBUE BHICOKOH CHCTEMHON KOHIIEHTPAIIH MECTHBIX aHECT ETHKOB.
B penkux cimydasx ocTaHOBKa cepiia He COMPOBOXKIACTCS MPEAIIECTBYIOIEH CUMITOMATHKOM CO
ctopousl [IHC. B wuccienoBanusx Ha A0OpOBONbIAX BHYTPUBEHHas WHQY3HS pONMBAKaUHA
MPUBOAMIIA K YTHETEHHUIO MPOBOAUMOCTH M COKPATHUTEIHHOU CIIOCOOHOCTH CEPACYHON MBIIIIIBI.
CumnromaMm co ctopoHbl CCC 00BIMHO MPEALIECTBYIOT MPOSBIECHUS TOKCUYHOCTU CO CTOPOHBI
[IHC, xoTopble MOXHO HE 3aMETUTh, €CIH TMALUCHT HAXOTUTCS IOJ JCHCTBUEM CEeIaTHBHBIX
cpenctB (OeH301ua3eMuHbl WK 0apOUTypaThl) WU 1Mo o0IIel aHecTe3uneil.

VY nerent PaHHUC TIPHU3HAKU CHCTEMHOM TOKCHYHOCTH MECTHBIX aHCCTETHMKOB HHOIAA CIIOKHEE
BBISIBUTBH BCICOCTBUC Sany,HHeHI/II‘/‘I, HUCIBITBIBACMbIX ACTbMU IIPH OIIMCAHHU CHUMIITOMOB, WJIH B
CJIydac IIpUMCHCHU A perHOHapHoﬁ AHCCTC3HNH B COUCTAaHHNH C 061_1_[6171 aHecTe3uel.

Jleuenue
Jleuenue ocmpoii cucmemHot moKCUYHOCMU

HpI/I MOSABJICHUN TICPBBIX IIPU3HAKOB OCTpOfI CHUCTEMHOH TOKCHUYHOCTHU CJICAYCT HCMCIJICHHO
MNPEKpaTuTh BBCACHUC IIpCIiapara.

[Tpu nosBnenuun cygopor u cumnromoB yrHerenus [[HC maumenty tpelyercst ajekBaTHOE
JIeYeHHUE, LEIbI0 KOTOPOrO SBIAETCS MOJAEPKAHUE OKCUTCHALMH, KyIUPOBAaHUE CYIOPOT,
nomnepxkanue aesrensHocth CCC. Cremyer o0ecneduTh OKCUI'€HAIMIO KUCIOPOAOM, a INpHU
HEOOXOAMMOCTH — UCKYCCTBEHHYIO BEHTWJISALMIO Jerkux. Ecinu ciycts 15-20 cexyHa cynoporu
HE IIPEKPAILAOTCs, CIEAYET CIOIb30BaATh IPOTUBOCYIOPOKHBIE CPEACTBA: THOIIEHTA HATpHs 1—
3 MI/Kr BHYTpUBEHHO (0OecrieunBaeT OBICTpOe KynmMpoBaHUE cynopor) uin auaszenam 0,1 mr/kr
BHYTPUBEHHO (JeiicTBUE DPa3BHBAETCS MEIJICHHEE MO CPaBHEHHUIO C JEHCTBHEM THOIEHTAla
Harpusi). CykcameroHuil 1 Mr/kr OBICTpO KyNHpYyeT CyJOpPOTH, HO MpPHU €ro HCIOJIb30BaHUU
NAaIMEeHT JOJKEeH ObITh MHTYOMpOBaH M JOJDKHA MPOBOJAUTHCS HCKYCCTBEHHAs] BEHTHIISIIIMS
JIETKHX.

[Tpu yruerenun neareiabHoct CCC (rumoteHsus, Opaaukapaus) HE0OXOJUMO BHYTPHUBEHHOE
BBezieHne 5—10 mr adenpuHa, Ipu HEOOXOAUMOCTH Yepe3 2—3 MUHYTHI BBeJIeHHE MOBTOPUTH. [Ipu
pa3BUTHU LUPKYJISITOPHON HEAOCTATOYHOCTH MM OCTAHOBKE CEpJILia CIENyeT HEMEUIEHHO HauaTh
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OKCHUI'€HAIWIO, BEHTUWIALIUIO U HUPKYIALNUIO KPOBU, a@ TAKXKE KOPPEKTUPOBATH allU103.

[Ipu ocraHoBKe cepama MOTyT MOTpeOoBaThcsi Oojiee ATUTENbHBIE pEaHMMAIIOHHBIC
MEpPOIPHUSATHSI.

IIpu Tepanuu CUCTEMHOHM TOKCHMYHOCTH Y JE€Te HEOOXOAMMO KOPPEKTHPOBAaTh J103bl
COOTBETCTBEHHO BO3PACTy M Macce TeJla IalUeHTa.

5. PAPMAKOJOIT MYECKHE CBOMCTBA

5.1. ®apmakoauHaMH4YeCKHe CBOHCTBA

®apMakoTepaneBTHUecKas rpymnna: AHECTETUKU; MECTHbIE aHECTETUKHU; aMH/IbI.
Kon ATX: NO1BB09

MexaHn3M ASHCTBUS 1 (baDMaKOHI/IHaMI/IqCCKI/Ie Sd)d)eKTBI

PonuBakauH — 1IepBBI MECTHBIM AQHECTETHK AMUJAHOIO THIIA JUIMTEIBHOIO JEHCTBHS,
SIBIISTFOIIUIACS YMCTHIM SHAaHTHOMEpOoM. O0nagaer Kak aHeCTe3UPYIOLIUM, TaK M 00e300JIMBAIOIINM
JerctBueM. Bpicokne 103l pONMBaKavHa IPUMEHSAIOTCS Il MECTHOM aHECTEe3uM Ipu
XUPYPrU4ecKMX BMEULIATeNbCTBAX, HU3KHE J03bl POIMBaKauMHa OOECHEeYMBAIOT AaHAJIbIE3UIO
(ceHCOpHBII 0€NOK) ¢ MHHUMAJIBHBIM W HE NPOTPECCHPYIOMIMM MOTOPHBIM Oiiokom. Ha
JUTATENTFHOCTh U MHTEHCUBHOCTH OJIOKA/IbI, BBI3BAHHOW POIMBAaKauHOM, JJOOaBIeHHE dIHHEDpIHA
(anpenanuHa) He BiuseT. OOpaTMMO OJOKUpPYs MOTEHLMAI3aBUCUMbIE HAaTpPUEBbIC KaHAJbI,
IPEMNATCTBYET T'€HEpaly MMITYJbCOB B OKOHUYAHUSAX UyBCTBUTEIIBHBIX HEPBOB U IIPOBEICHUIO
MMIIYJIbCOB 10 HEPBHBIM BOJIOKHAM.

Kak u npyrue MecTHble aHECTETHKM MOXKET OKa3bIBaTh BIHUSHUE Ha JIpyrue BO30yIUMBbIE
KJIETOUYHbIE MeMOpaHbl (Hampumep, B TOIOBHOM MO3re U MHUOKapae). Ecnu u30bITouHOE
KOJTMYECTBO MECTHOTO aHECTETHUKA JOCTHUTaeT CUCTEMHOTO KPOBOTOKA 32 KOPOTKHUH MPOMEKYTOK
BpPEMEHH, BO3MOKHO, MPOSBICHUE MPU3HAKOB CUCTEMHON TOKCUYHOCTH. [Ipr3HaKku TOKCHYHOCTH
co croponbl IIHC mpeamecTtByroT mnpu3zHakam TOKCHYHOCTH co cTopoHbl CCC, Tak Kak
HabIroarTes Mpu 0oiee HU3KUX KOHIIEHTPAIMSIX POTMBAaKalHa B IIa3Me KpoBU (CM. pazzen 4.9).

IIpsimoe nelicTBHE MECTHBIX AHECTETMKOB Ha CEpJALIE BKIIOYAET 3aMEIJIEHUE MPOBOAMMOCTH,
OTpHLIATENbHBIN U30TONMHBIN 3 (HEKT U, TP BHIPAXKEHHOM NEpe103uPOBKE, APUTMUH U OCTAHOBKY
cepaua. BHyTpuBeHHOE BBe€HHE BBICOKUX /103 pONMBAKaMHA MPUBOAMUT K TaKUM ke dpdexram
Ha cepaue.

BHyTpuBeHHble MH(Y3UH pONMBAKaWHA 3J0POBBIM JOOPOBOJbIIAM IOKa3aJd €ro XOpPOIIYIO
IEPEHOCUMOCTb.

Hempsimpie  cepaeuHo-cocymuctbie  3¢GQekTsl  (CHIDKEHHE  apTepuajbHOTO  JIaBICHHS,
Opanukapusi), KOTOpble MOTYT BO3HUKATh MOCJE SIUIYpPaTbHOrO BBEIEHUS pPOIMBaKanHa,
00yCJIOBIIEHBI BOSHUKAIOIIECH CHCTEMAaTUIECKOM OJI0Ka oM.
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(MOCNENOBATENEHOCTL 0005)

5.2 PapmakoKHHeTHYECKHE CBOIICTBA

Abcopoims

KoHnuenrpanusa ponuBakauHa B IUIa3M€ KPOBHM 3aBUCHT OT J03bl, IIyTH BBEIEHHUS U CTEIEHU
BaCKyJsipu3alMu oOnacTH MHbeKIMH. DapMakOKMHETHKAa ponUBaKauHa JHHEHHAsA, Cmax
IPONOPLUOHATIBHA BBEACHHOU J03€.

[Tocne snuypadbHOTO BBEACHUS PONMUBAKAaUH MOJHOCTHIO abcopOupyercst B KpoBb. AbcopOuus
HOCHT JIByX(a3HbIil XapakTep, ti2 AJs Kax1a0i (a3bl COCTABISIET, COOTBETCTBEHHO 14 MuH u 4 u.
3aMmeieHre SMMMHUHAIIMA PONTUBaKanHa ONPEACIIeTCsS MEUICHHON a0copOIueii, 9To 0ObSICHSET
Oonee NMUTENBHBIA ti2 MOCIE AMUAYPATBLHOTO BBEACHHS MO CPABHEHUIO C BHYTPHUBEHHBIM
BBEJICHHEM.

OO0muii TIa3MEeHHBIN KIIUPEeHC poruBakanHa — 440 MJI/MUH, TIa3MEHHBIH KIIMPEHC HECBSI3aHHOTO
BelIeCTBA — 8§ JI/MUH, MOYECYHBIA KIUpPEHC — | MII/MHUH, 00bEeM pacnpese/icHus B paBHOBECHOM
cocTosiHuM — 47 J1, ToKa3areib MeYEeHOUYHOM dKCTpakiuu — okoio 0,4, ti, — 1,8 4.

Pacnopenenenne

PonuBakaH MHTEHCHUBHO CBSI3bIBAETCS C OelKaMu IUIa3Mbl KpOBU (IVIaBHBIM 00pa3oM C ai-
KHUCJIBIMU INIMKOIPOTEMHAMH), HECBsI3aHHas (PpaKysl polUBaKauHa COCTaBISET OKOJIO0 6%.

JnutenpHast snuaypaibHas nHQY3Hs polMBaKanHa MOCe XUPYPru4ecKUX oneparui mpuBOIUT K
HOBBIIICHUIO KOHLEHTpAIMM pONMBAaKaWHA B IJIa3M€ KPOBH, 4YTO OOYCIIOBJIEHO YBEJINYEHHUEM
KOHILICHTPALMM KHUCJBIX INIMKONPOTEMHOB B KPOBM, IPH ATOM KOHLEHTpauus HECBSI3aHHOM,
(apMaKoIIOTHIEeCKH aKTHBHOM ()OPMBI pOINMBAaKaMHA B IUIa3ME€ KPOBU MEHSETCS B TOpaslo
MEHbILIEH CTeneHH, yeM 00111asi KOHLIEHTPALUs pOolMBaKanHa.

PorvBakamH XOpOIIO NPOHUKAET Yepe3 IUIALCHTApHBIA Oapbep C OBICTPBIM JIOCTIKEHHEM
paBHOBecHsI 110 HeCBsA3aHHOM (pakiuu. CBA3b ¢ OeJIKaMu M1a3Mbl KPOBHU Y IUT0/J]a MEHBIIIE, YEM Y
MaTepH, YTO IPUBOJUT K Oojee HU3KUM KOHIIEHTPALMsAM pONMBAKaWHa B IJIa3Me KPOBH IUIOJA 110
CPaBHEHHMIO ¢ 001Iel KOHIIEHTpalliel ponBaKkanHa B Ijla3Me KPOBH MaTepH.

BI/IOTDaHCd)ODMaLII/IH

PonuBakamH akTHMBHO MeTa0ONM3UpYeTCSl B  OpPraHM3Me, [JIaBHBIM 00pa3oM  IyTeM
apOMaTUYEeCKOro TUIAPOKCHIUpoBaHUs. OCHOBHBIE METAOONHUTHl 3-THAPOKCUPOIMBAKAWH, 4-
THJIPOKCUPONUBAaKauH, N-Ae3aIKUIMPOBAHHBIE META0OIUTHl U 4-TUAPOKCUIE3ATKUINPOBAHHBIHI
ponMBaKauH  3-TMIPOKCUPOINMBaKauH  (KOHBIOTHPOBAHHBIM M HEKOHBIOTMPOBAHHBIH)
oOHapyXHBaeTcs B IJIa3M€ KpPOBH, 3-TUIPOKCU- M 4-THIPOKCHUPONUBAKauH oOnajgatoT Oolnee
c1a0bIM MECTHOAHECTE3UPYIOLIUM JIEHCTBUEM TI0 CPABHEHUIO C POITMBAKAUHOM.

OIMMUHALMSA

[locne BHyTpHuBeHHOro BBeAeHHUs 86% porMBakanHa BBIBOJUTCA IMOYKAaMU U ToJdbko 1% oT
BBIJICJISIEMOTO0 TOYKAMHM pONHMBAKaWHAa BBIBOAUTCS B HeusMeHHoM Buje. Oxono 37% 3-
TUAPOKCUPOTIMBAKaWHA, OCHOBHOTO METa0O0JIMTa PONIMBAKaWHa, BBIBOJUTCS TTOYKAMHU B OCHOBHOM
B KOHBIOTUpOBaHHOW (opme. 1-3% ponuBakanHa BBIBOAUTCS MOYKAMU B BHUJE CJEIYIOMIMX
MeTabonMuTOB:  4-THIPOKCUPONHUBAaKaWH, N-Ie3aJlKHIMPOBAHHBIX  METaboOMUTOB U 4-
TUAPOKCUIC3ANKMINPOBAHHOTO POITUBAKaNHAa.

Her naHHBIX 0 panieMu3anuy pornvBaKkanHa in vivo.
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6. PAPMAIIEBTHYECKUE CBOWCTBA (MOCNEOCBATENBHOCTS 0005)

6.1. [lepeyeHb BcoMorarejbHbIX BelECTB

Harpus xnopun

Harpus runpoxcuna pactsop 1 M s koppexuuu pH
XJIOpUCTOBOAOPOIHOM KUCIOTHI pacTBop 1 M st koppeknuu pH
Bopna gng nabpexnui

6.2. HecoBMecTUMOCTH

JlaHHbIN JIeKapCTBEHHBIN Mpenapar He CleqyeT CMEIIMBaTh C IpernaparaMmu, 32 UCKIIOUEHUEM
YIIOMSIHYTBIX B pazjuene 6.6.

6.3. Cpok ronHoCTH (CPOK XpaHEHHSs)

3 roma

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3alIMIIIEHHOM OT CBETa MecTe npu Temrieparype He Boiie 30°C. He 3amopaxuBars.
6.5. XapakTep u coaep:kaHue NEPBUYHOI YIIAKOBKH

PactBop U1 MHBEKIIMN 2 MI/MIL:

ITo 10 mut i 20 MJ1 mpenapara B amIyJibl HEUTPAJIBbHOTO CTEKJIAa | THAPOIMTHUECKOTO Kiacca ¢
KOJIBIIOM HJIM TOYKOM paszioma.

Ha xaxmyro aMIty;y HAaHOCHUTCS 9TUKETKa U3 OyMaru 3TUKETOYHOW WJIM MHUCYel, U ITUKETKA U3
Oymaru camokuiesieics.

ITo 5 aMmyJs1 MOMEIMAIOT B KOHTYPHYIO STYEMKOBYIO YIIAKOBKY M3 IJICHKH ITOJIMBUHUIXJIOPUIHON
(IIBX).

ITo 1 nnn 2 KOHTYpHBIE SYEHKOBBIE YITAKOBKH BMECTE C MHCTPYKIIMEN MO IPUMEHEHHIO TOMEIAI0T
B KAPTOHHYIO I1AYKYy.

ITo 100 mMn mpemapara Bo (akoHbl U3 O€CLBETHOro CTeKda | TMAPONMTHYECKOTrO Kilacca,
TCPMCTUYHO YKYIIOPCHHBIC HpO6KaMI/I N3 PC3UHBI U 00KaTble KOJIMAaYKaMH aJJFOMHHHEBLIMHU HIIH
QIFOMHUHHUEBO-TIACTUKOBBIMHU.

Ha kaxxapiii hmakoH HaHOCHUTCS STUKETKA U3 OyMaru STUKETOYHOM WM NHUCYeH, WK STUKETKa U3
Oymaru camOKJIesIIIIecs.

[To 1 ¢gakoHy BMECTE ¢ MHCTPYKLHEN IO IPUMEHEHHUIO ITOMEIIAIOT B aYKy KAPTOHHYIO.

PactBop juts uabekmii 5 mr/mi, 7.5 mr/mut u 10 mr/mut:

ITo 10 mut wum 20 MJT mpenapara B aMITyJibl HEUTPAJIBbHOTO CTEKJIA 1 THAPOIUTHYECKOTO Kiiacca ¢
KOJIBIIOM HJIM TOYKOM paszioma.

Ha kaxxayro amimynmy HAHOCUTCS ATHKETKA U3 OyMaru 3TUKETOYHOW MIIM MHUCYeH, NI ITUKETKA U3
Oymaru camMOKJIESIIIIeHCs.
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ITo 5 aMmmyJs MOMEIAOT B KOHTYPHYIO STYEUKOBYIO ynaﬂ&?ﬁ;ﬂ?%{éﬁﬂ Eaﬁﬂﬁﬁgﬁﬂbﬁﬁ%hoﬁ

(IIBX).

ITo 1 nin 2 KOHTYpHBIE AYEHKOBbBIE YIIAKOBKH BMECTE C UHCTPYKIMEN 110 IPUMEHEHHIO TIOMEIAIOT
B KapTOHHYIO ITAYKy.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TMPH  YHHYTOKEHHUM  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM 0TX010B, NMOJTYy4YeHHBIX MOocJ/ie IPMMEeHeHUsl npenapara, u
Apyrue MAaHMMYJSIUH C MPenaparoM

I/IHCTDYKI_[I/II/I 10 IPUMCHCHHUIO pacTBOpa

PaCTBOp HEC COACPKUT KOHCEPBAHTOB U IIPEAHA3HAYUCH TOJIBKO JJIs1 OJHOKPATHOI'O IIPUMEHCHUS.

HOI[JIC)KI/IT HCMCIJICHHOMY HCIIOJIb30BAHUIO, IIOCJIC BCKPLITHA (bHaKOHa HEHCII0Ib30BaHHBIN
OCTaTOK IIpCliapara YHUUYTOXKAr0T.

[Tepen ucmonbp30BaHUEM JICKAPCTBEHHBIN MTpenapaT HeOOX0IMMO BHUMATEIIBHO OCMOTPETb.

PaCTBOp JJIA I/IH'bCKI_[I/Iﬁ IMPUTOACH TOJIBKO B TOM CJIy4dac, €CJIN OH SBJEICTCA IMTPO3PavYHbIM, BUAUMBIC
MCXaHUYCCKUEC YaCTUIbI OTCYTCTBYIOT, EMKOCTb HC ITOBPCIKACHA.

JIro00€e KOJIHM4ECTBO pacTtBOpa, OCTABIICIOCSA BO q)HaKOHe IIOCJIC HUCIIOJIb30BaHUA, AOJIDKHO OBITH
YHHUYTOXCHO.

Yrunnsanus

Becb ocraBmmiics JIEKapCTBEHHBIN Mpenapar U OTXOAbI CIEAYET YHUYTOXKUTh B yCTaHOBICHHOM
IIOPsJIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccuiickas Oenepanus

00O «bpeitn®apm», Poccus

Anpec: 142201, MockoBckas o01acts, r.0. Cepryxos, . CepnyxoB, yi. Jlanbuss, 1. 2A
Ten.: 8 (916) 670-30-25

Anpec anexrporHol noutsl: cerekard@yandex.ru

7.1. IIpeacraBuTe/b AepKaTesl PErHCTPAIMOHHOIO Y10CTOBEPECHHU S

[Iperen3uu HOTDC6I/IT6J'I€I7I HamnpasJIATh IO aApCCy:

Poccuniickas ®enepanus

00O «bpertn®apm», Poccus
Anpec: 142201, MockoBckas 06sactb, 1.0. Ceprryxos, r. CepnyxoB, yi. Jlanbasis, a. 2A
Ten.: 8 (916) 670-30-25

Anpec snexTponHoi moutsl: cerekard@yandex.ru

8. HOMEP PEI'UCTPAIIMOHHOT O YAJOCTOBEPEHMUSA
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9. JIATA MEPBUYHOW PETMCTPAIIMU (MOMTBEPAITEHIS liJEu;“EIE‘I'i‘;&:ﬁi/II/I

INEPEPETUCTPALIUN)

[lara nepBoi perucTpanuu:
10. JATA IEPECMOTPA TEKCTA
OOmiast  xapakTepuUCTHKAa  JIGKAPCTBEHHOTo  Ipemapara  PonuBakamH  JOCTynHa  Ha

UHPOPMAITMOHHOM TIOpTaiie EBpa3sMiCKOro HSKOHOMHYECKOTO COK3a B  HH(POPMAIOHHO-
KOMMYHHUKAITMOHHOU cetu «HTepHeT» http://eec.eacunion.org/
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