COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 11.06.2024 N= 11643
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
POIIMBAKAWH ABEKCHUMA, 2 mr/mi, pacTBOD 151 MHBEKIIHA
POIIMBAKAWH ABEKCHUMA, 5 mr/mu, pacTBOD 151 MHBEKIIHIA
POITMBAKAUWH ABEKCUMA, 7,5 Mr/min, pacTBOp 715l HHBEKITHIA
POITMBAKAUWH ABEKCUMA, 10 mr/mi, pacTBOp AJIsi UHBEKIUI

2. KAUECTBEHHBI 1 KOJTUYECTBEHHBI COCTAB
JleficTBy1o1IIE€€ BEIIECTBO: POIMBAKANH.

POINIMBAKAHNWH ABEKCHUMA, 2 Mr/mi1, pacTBOp Ul HHBEKIIAA

Kax b1t M1 pacTBOpa COACPIKUT 2 MI' pOITMBaKanHa (B BHJIC TUAPOXIOPUIA).
BcnoMoratenbHble BElIECTBa, HAJMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuid (cM. pazzaen 4.4).

POIIMBAKAHNWH ABEKCHUMA, 5 Mr/mi1, pacTBOD Ul HHBEKIIAA

Kax b1t M1 pacTBOpa COACPKUT 5 MT ponuBakanHa (B BHJIE TUAPOXIOPUIA).
BcnoMorarenbHbie BElIeCTBa, HAJMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOT'O
npenapara: HaTpui (cM. pazzaen 4.4).

POIIMBAKAHNWH ABEKCHUMA, 7.5 Mr/mi, pacTBOD Ul UHBEKIIAN

Kaxp1ii M1 pacTBOpa COACPKUT 7,5 MT ponuBaKanHa (B BHJIC TUAPOXJIOPUIA).
BcrnomoratenbHble BelecTBa, HaJIM4We KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpuii (cM. pazzaen 4.4).

POIIMBAKANWH ABEKCHMA. 10 Mr/mi1, pacTBOp JUISI UHBEKIIUH

Kaxnp1it M1 pactBopa coaepxut 10 Mr ponrBakanHa (B BUE FHMIPOXJIOPUIA).
BcrniomoraTenbHble BELIECTBA, HAJIMYME KOTOPBIX HAJO YUUTHIBATH B COCTaBE JIEKAPCTBEHHOTO

npenapara: HaTpuii (cM. pazzen 4.4).

ITomupIit MEPCUCHb BCIIOMOT'aTCJIbHBIX BCIICCTB IIPUBEACH B pa3Ciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTtBOp 114 HHBEKIUH.

[Tpo3paunblit OeCIIBETHBIM pacTBOP.
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4. KIMHUYECKUE TAHHBIE (NOCNEOOBATENEHOCTE 0002)

4.1. IlokazaHus K NPUMEHEHHUIO

B KOHIICHTpAaIuu 2 Mr/mn ponMBaKanH NPpUMCHAIOT IO CJICAYIOIMIMM IMOKAa3aHUAM:

Kynuposanue ocmpozo 601e6020 cunopoma y 63pocivix u oemetl cmapuie 12 nem:
® TIPOJUICHHAS SIUAYpaIbHAS HHDY3US WM IEPUOTUIECKOE OOIFOCHOE BBEJICHHE, HAIIPUMED,
JUTSL yCTPaHEHHUsI TOCIICONIEPAIMOHHON 00 Wi 00€300JIMBaHuUs POJIOB;
e 0JOKaga OTIENbHBIX HEPBOB U MHPHIBTPALIMOHHAS aHECTE3HS;
e 1poJyIeHHas OoKkaa nepudepuIecKrx HEPBOB MyTeM HH(Y3UH WK OOITFOCHBIX WHBEKIIMN
(pu moceonepanuoHHON 00IH).
Kynupoesarnue ocmpoco 6onesoco cunopoma y demeti om 1 200a 0o 12 nem (8xarouumenvro):
® OJHOKpaTHas M MPOJIeHHAs 0JI0Kaa epuepuIeckux HEPBOB.
Y nosopooicoennuvix u demeti 0o 12-nemmuezo 8o3pacma (6KHOUUMENbHO)!
e KayJanbHas SIUAypaibHas OJI0Kana;
® TIpOJUICHHAS SMUAYpaTbHAsT HHPY3HUS.

B xoHueHTpanuu 5 MI/MII POIMMBaKanH IPUMCHAIOT 110 CICAVIOINM ITOKa3aHUAM.

AHnecmesus npu Xupypauueckux Meuamenbcmeax y 63pocavix u oemei cmapuie 12 nem:
e HHTpaTeKaJbHAas OJIOKAA.

Kynuposeanue ocmpoeo 6onesoco cunopoma 6 neouampuu:
e Omokajaa nepudepuueCKUX HEPBOB y Aeteli ¢ 1 roja 1o 12 et BKIIOYUTEIBHO.

B xonuerTpammu 7.5 mr/mia v 10 Mr/min porMBakanH IMIPUMEHSIOT V B3POCHBIX U AeTeil crapiie 12

JICT IO CJICAYIOMMM MOKA3aHUAM!

Anecmesus npu xupypauueckux emeuamenbCcmeax:
e HnuaypaibHas OJoKaga NpU XUPYPrUYECKHX BMEIIATENbCTBAX, BKIIOYas KecapeBO
CEYCHHUE;
e 0y0KaJa KpPYMHBIX HEPBOB M HEPBHBIX CIUIETEHUII;
e (0J0OKaJa OT/ENbHBIX HEPBOB U MHPUIBTPAILIMOHHAS AaHECTE3HU.

BHympucycmaeﬂaﬂ UHBEKYUA npu apmpoCKonuu KOJeHHoco cycmaesd.

4.2. Pe:xuM 103MPOBaHUS ¥ CMIOCO0 MPUMeEHEHHUsI
PornnBakanH HOIKEH HUCIIONB30BATHCSA TOJBKO CHELUATUCTAMU, UMEIOIIUMHU JOCTATOYHBIN OIBIT
IPOBE/ICHUS] MECTHOM aHECTe3MM, WM IMOJ MX HAOIIOJCHHWEM, NPU HATUYUU 00O0pyIOBaHHUS U
JIEKAPCTBEHHBIX IPENapaToB Ui NPOBEJICHUS PEaHMMAlHMOHHBIX Meponpuatuil. Jlo Hagana

BBITTOJIHEHHUS OOJIBIINX 6J'IOKa,21 JOJIDKHBI OBLITH YCTAHOBJICHBI BHYTPUBCHHBIC KAaTCTCPHI.
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PexuM 103UpOBaHUS (MOCNEOCQBATENEHOCTE 0002)

B menom s aHecTe3uM Mpu XUPYyPrHUECKUX BMEIIATEIBCTBAX TPEOYIOTCST O0Jiee BBICOKUE O3Bl
U OoJiee KOHIIEHTPUPOBAHHBIE PACTBOPHI IMpemnapara, 4YeM IpPU HCIOIH30BAHUHM AHECTETHKA C
neaplo 00e30omBanus. [Ipu MCmob30BaHWM aHECTETHKA C IENbl0 00€300JMBaHUS OOBIYHO
pPEKOMEHI0BaHa J103a 2 Mr/miL. J{J1s1 BHyTpHCYCTaBHOTO BBEJICHUS PEKOMEHI0BaHa 7103a 7,5 MI/MII.
PonuBakaun B mo3e 10 Mr/mi pekoMeHIyeTcs IUIsl SMHUIYypaTbHOW aHeCTe3WH, KOrja MOJIHAs
MOTOpHasi OJ0Kajga SIBISAETCS HEOOXOMUMOM A TpoBeneHHs oneparuii. Jlo3bl, yKkazaHHbIE B
Tabmmuax 1 u 2, CYUTArTCd JOCTATOYHBIMU IJIS JOCTHIKEHHUS HaIE)KHOM OJOKaIbl U SBISIOTCSI
OPHUEHTHPOBOYHBIMHU ITPH UCIIOJIB30BAHUH TIPETapaTa y B3pOCIIbIX U ieTel crapiie 12 JieT, Tak Kak
CYIIIECTBYET HH/IMBHU TyalIbHASI BApUAOCILHOCTh CKOPOCTH Pa3BUTH s OJIOKAIBI U €€ NTTUTCIILHOCTH.
Jannbie Tabmui 1 u 2 SBISIOTCS OPHEHTUPOBOYHBIM PYKOBOJICTBOM I10 JIO3MPOBAHUIO Mpernapara
JUTSI TPOBEICHHS HanboJiee 4acTo uCnoib3yeMbIx Ooka. [Ipu moagbope 10361 mpemnapara cieayer

OCHOBBIBATHCA HA KIIMHUYCCKOM OIIBITE C YUCTOM (bHSI/I‘IeCKOl"O COCTOsHUA ITaMCHTA.

Tabmuna 1. Pexomenmamun no nosuposanuio npernapara POIIMBAKAWH ABEKCHUMA s

B3POCJIBIX U JACTeH cTapie 12 jeT B KOHIeHTpausax 2 mMr/mi, 7,5 Mr/mi u 10 mr/m:

Konnenrpan O0beM Hauano
. JnarensHoCTh
ug npenapara | pactBopa | Joza (mr) | neictBus .
JercTBus (1)
(mr/m) (M) (MHH)
AHecTe3usl NPH XUPYPrUYeCKUX BMEMIATEIbCTBAX
Dnuodypanvruas anecmesus Ha NOACHUYHOM YPOBHE:
Xupypruueckue 7,5 15-25 113 -188 10-20 3-5
BMeEIIATEIbCTBA 10,0 15-20 150 — 200 10-20 46
KecapeBo cedcHme 7,5 15-20 113 -150 10-20 3-5
Dnuoypanvnas anecmesus Ha ZPYOHOM YPOBHeE:
ITocneonepanuoHHas
o0e30o0nuBaroas
OJI0Kama Hu 7,5 5-15 38 -113 10-20 —
XUPYPTrUYCCKHE
BMeEIIATEIILCTBA
Brokaoa Kpynnwix nepenbix cniemeHuil:
Hanpuwep, — Groxana 7.5 10-40 | 75-300% | 10-25 610
MJICYEBOTO CIUICTEHHS
[TpoBogHMKOBas u
UHQUIHTPAITUOHHAS 7,5 1-30 7,5—-225 1-15 2-6
aHecTe3us
KynupoBaHue ocTporo 60,1eBoro CHHApoMa:
Snuodypanvroe 66edenue Ha NOACHUYHOM YPOGHE:
Bonroc 2,0 10-20 20-40 10-15 05-15
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TepuoamdecKoe 10 115 (MOCTHEQUEBATENBHDCTE 0002]
— 1J
BBEJICHUE (HAIIpPUMeED, (MuHU-
npu 00300 IMBaHIH 20 MAILHEDR 20-30 — -
0J10B 1
pozioB) WHTEPBAIL
— 30 MuH)

Ilpoonennan ungpyzus ona:

6-10 12-20

00€300JIMBaHMS POJIOB 2,0 - -
MI1/4 MI/4
1ocJIeornepauoH- 6-14 12 - 28
2,0 _ _
HOro 00e300IMBaHus MI1/4 MI/4

bnoxaoa nepughepuueckux nepeoe:

Hanpumep, ©Onokana
OepeHHOro HEepBa

WA  MEXKIICCTHUYHAS 5-10 10-20

Os1okana (IpoICHHBIC 2,0 — —
MI1/4 MI/4

uHpy3Un WA

MTOBTOPHBIC

WHBEKIIIH )

SnuoypanvHoe 66edenue Ha 2PYOHOM YPOGHE:

[Iponnennas napy3us
(Hanmpumep, s 20 6-14 12 - 28
mocJIeornepaoH- ' MI1/4 Mr/4

HOTO 00€300TMBaHMUS )

IIpoBoHKMKOBAs
Onokana u 2.0 1-100 2200 1-5 2—-6
UH(QUIBTPAMOHHAS

AHCCTE3 1A

BuyrpucycraBHoe BBeeHuUE!

ApTtpockonus

. 7,5 20 150%%* - 2-6
KOJICHHOTI'O CyCTaBa

* lo3a [uist OiIoKa bl KPYIHBIX HEPBHBIX CIUIETCHUH JOJDKHA ITOJOMPATHCS B COOTBETCTBHU C MECTOM BBEJCHUS M
COCTOSIHMEM TaIlMeHTa. biiokaia 1e4eBoro CrjieTeHus] MeXJIECTHUIHBIM M HaAKIIOYHYIHBIM J0CTYIIOM MOXET OBITh
COTIPSDKEHA C BBICOKOH YacCTOTOM CEephEe3HbIX MOOOYHBIX PEaKIMi BHE 3aBHCHUMOCTH OT HCIIOIB3yEeMOTO MECTHOIO
aHeCTeTHKa.

** Coo0miajoch 0O ciy4asx XOHIPOJM3a MPHU IIOCIEONEePAlMOHHON IPOJIJICHHONH BHYTPHCYCTaBHOW WHQY3UH
MecTHBIX aHecTeTukoB. POIIMBAKANH ABEKCHUMA He ciaeayeT IpUMEHATH AJs IPOJUIEHHON BHYTPUCYCTaBHOU
nH}y3UH.

*** Ecmu  POIIMBAKAVWH ABEKCHUMA nOMONHUTENBHO WCIONB30BANCS JUIL JAPYTHX BHJOB aHECTE3WH,

MaKCHMaJbHasl 1032 He JI0JKHA MPEBbILATh 225 M.
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Tabmuma 2. PekoMeHIanuu Mo JI03UpPOBAHUIO penapdﬂ'%%&[ﬁ(ﬁﬁtﬂﬁfiﬁem\/f% :I,Z[J'IH

B3pOCIBIX U AeTell crapiie 12 jieT B KOHIEHTpAIMK 5 MI/MJI:

Konnenrpanus O0BeM Hauano
Jo3za . JIIMTeIbHOCTD
npenapara pacTBopa JIEHCTBUS .
(mr) nercTBus (1)
(mr/m) (mur) (MuH)

AHecTe3us IIpA XMPYPru4eCKUuX BMeEIIaTe/IbCTBAX:

Humpamexanvhas é10kaoa:

Xupypruyeckue
BMeENIaTeIbCTBA

5,0 3-4 15-20 1-5 2-6

Jis mpenoTBpallieHMsl NOMAJaHUSl aHECTETHKAa B COCYH ClelyeT o0s3aTeIbHO IPOBOJIUTH
acnMpalnMoHHYI0 IpoOy 10 BBEACHUS U B IIpoliecce BBeAeHUs npenapaTa. Eciu npeanonaraercs
UCIOJIb30BaTh Ipenapar B BBICOKOM J03€, peKOMEHAyeTCs BBECTH NpOOHY0 a03y — 3-5 Mi
aupokanHa ¢ snuHegpuHoM. CiyyailHO€ BHYTPHCOCYJIHCTOE BBEACHHME PpACIO3HAETCS 10
BPEMEHHOMY YBEJIMUYEHHUIO YacTOThl CEPJACYHBIX COKpALLlEHUH, a CilydailHOe MHTpaTeKajJbHOE
BBEJICHUE — IO NPU3HAKaM CIHMHAIbHOTO Onoka. [Ipu MOSBIEHMH TOKCHMYECKUX CHUMIITOMOB
ClIelyeT HEMEAJIEHHO IIPEKPaTUTh BBEICHUE IIpernapara.

Jo BBenenus u Bo Bpemst BBeaeHus npenapata POIIMBAKANH ABEKCHUMA (kotopoe cienyer
IIPOBOAMTH MEJUIEHHO WM IIyTEM YBEJIMYEHHs BBOJMMBIX IOCIIEOBATEIBHO /103 IIpernapara co
CKOpocThi0 25-50 Mr/MuH) HEOOXOIWMO TIIATEIHHO KOHTPOJIMPOBATH JKU3HEHHO BAaXKHBIE
(GyHKLIMU MalUeHTa U MOAJIEPKUBATh C HUM BepOasbHbIM KOHTAaKT. OZHOKpaTHOE BBEJCHUE
pornuBakauHa B j103¢ 10 250 Mr npu snuaypanbHOi Oiiokazne A MPOBEACHUS XUPYPrHUECKOro
BMEUIATEIbCTBA OOBIYHO XOPOIIO NEPEHOCUTCS MAllUEHTaMH.

[Ipu Onokane muedeBoro cruiereHuss ¢ nomombio 40 M npenapara POIIMBAKAWH
ABEKCHMA 7,5 Mr/mi MakcuManbHbI€ TJIa3MEHHbIE KOHIIEHTPALUU PONTMBaKalHa y HEKOTOPBIX
NAlUEHTOB MOTYT JOCTUIaTh 3HAYEHUs, XapaKTEPU3YIOIIErocs JETKUMH CHUMITOMaMU
TOKCUYHOCTH CO CTOPOHBI LIEHTPAJIbHON HEPBHOU cUcTeMbl. [103TOMYy NpuMeHEeHue J103bl BbIIIE
40 mn npenapara POIIMBAKAWH ABEKCHUMA 7.5 mr/ma (300 mMr ponuBakanHa) He
PEKOMEHI0BAHO.

[Ipy anuTensHOM NpPOBENEHUM OJIOKaAbl MyTeM IMpPOJUIEHHOW HWH(Y3MH WIM TOBTOPHOIO
0O0JIIOCHOTO BBEJECHUS CIIEIYET YUUTHIBATh BOZMOKHOCTh CO3JaHMsI TOKCUYECKUX KOHLEHTpalui
aHEeCTEeTHKa B KPOBHU U MECTHOTO MOBPEXIEHHUS HepBa. BBeneHnue ponruBakanHa B TedeHue 24 4 B
no3e 10 800 Mr cymMmapHO IIpU XUPYPrU4e€CKMX BMEIIATENbCTBAX U VIS MOCIEONEPALMOHHOTO
00e30011BaHus, a TAaKXKe MPOAJICHHAs SNUAypaibHas HH(Y3Hs OCIE ONEepalui O CKOPOCTHIO J10

28 Mr/4 B TeueHue 72 4 XOpOLIO MEPEHOCUTCS B3POCIbIMU MAlUEHTaAMH.
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mpernapara: ecliv MHUIAYPaTbHBINA KaTeTep He ObUT YCTAaHOBIICH IPU ONEPATUBHOM BMEIIATEIbCTBE,
MOCJIE €r0 YCTAHOBKH BBIMOJHICTCS dMHIAypaibHas OJlokaga OONMIOCHONW MHBEKIMEW Mpernapara
POIIMBAKAWH ABEKCHUMA (7,5 mMr/mi). AHanbere3us mojjiepkuBaercs nHpy3ue mpenapara
POIIMBAKAUH ABEKCHUMA (2 wmr/mi). B OonbmIMHCTBE CiydaeB Jisd KyIMHPOBaHUS
MOCIICOTIEPAIIMOHHON OO0JIM OT YMEPEHHOU 10 BBIPAXKEHHOU, HH(PY3HUS CO CKOPOCThIO 6-14 Mi/4
(12-28 mr/4) obecrieunBaeT aACKBATHYIO aHAJIbIC3UI0O C MHUHHMAJIBHON HE MPOrPECCHPYIOMICH
JBUTATENILHOM OJ0KaI0i (IIpHU MCIONB30BAHUM JAHHOW METOAMKH HaOII0AaNoch 3HAUUTEIHHOE
CHU)KEHHE MOTPEOHOCTH B OMTMOUIHBIX aHAJIbIETHKAX).

Js mocneoneparmonnoro obezbonuBanus POIIMBAKAVH ABEKCHUMA (2 mr/mi) MOXHO
BBOJWTH HEMPEPBHIBHO B BUJE SMUAYPATLHON MHY3UU B TeueHue 72 4 6e3 (peHTaHuna wim B
koMOuHamu ¢ HuM (1-4 mxr/mi). [Ipu npumenenun npenapata POIIMBAKAWH ABEKCHUMA
2 mr/mi (6-14 mi/yac) obecrnieyuBanoch aiekBaTHOE 00e300JIMBaHKe y OOJIBIIMHCTBA MAI[UEHTOB.
KombOunanust ponuBakanHa u (eHTaHWIA IPUBOAMIA K YIydlIeHHI0 00e30011BaHMsl, BbI3bIBaAs
IIPH 3TOM HEXKeJaTeNbHbIC PEaKIUH, IPUCYIINE HAPKOTHUECKUM aHAIbreTHKaM. Vcrob30Banme
npenapata POIIMBAKANH ABEKCHMA B KOHIIEHTpaluu BbIlIe 7,5 MI/MII TIpU KecapeBOM
CCYCHHUHU HE U3YUYECHO.

Oco0ble IPVIIILI TAIUEHTOB

ITloueunas neoocmamounocms
Kak mpaBuiio, mpu BBEJACHUU OJHOKPATHOW JIO3BI JTUOO KPAaTKOCPOYHOW TEpaIliy MAIMEHTOB C
HapylieHneM (QyHKIIMU TOYeK, M3MEHEHHUE J103bI He TpeOyeTcs.
Ileuenounas neoocmamoynocme
PoruBakaun meTabonM3upyeTCss B MEUYEHHU U, BCIEICTBHE JTOTO, JIOJDKEH C OCTOPOXKHOCTHIO
MPUMEHSTHCS Y TAIMEHTOB C CEPhE3HBIMH 3a00JeBaHUSMHU MedeHHu. [loBTopsromuecs 036l
BO3MO>KHO, HEOOXO/IMMO CHIKATh BCIIEJICTBUE 3aJI€PIKKU BHIBEICHHUS.
Iayuenmul, cmpadarowue cunosonemuet
VY manMeHToB, CTpaJarolIuX TUIOBOJIEMHEN MO JIFOOOW MPUYUHE, MOXKET Pa3BUTHCA OCTpas U
TsDKENIasi apTepuaibHasi TUIIOTEH3Us BO BPEMS JIHMAYPalIbHON AHECTE3UHU, HE3aBUCUMO OT THUIIA
HCIIOJIb3yEMOTO0 MECTHOI'O aHECTETUKA.

eTH
Pexxum no3upoBaHus st AeTed crapuie 12 JieT He OTIMYAaeTCss OT PeXHUMa JO3MPOBAHUS IS
B3POCIIBIX.
BBuay oTcyTCTBHSI TOCTaTOYHOTO KOJMYECTBA KIMHUYECKUX HAONIOACHHUN HE PEKOMEHIYyeTcCs

MPUMEHSTH PONKMBAKalH B JO3UPOBKE 5 MI/Mi y AeTel B Bozpacte 10 1 rona.
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Tabmuma 3. PekoMeHIanuu 1Mo JI03UpPOBAHUIO penapdﬂ'-ﬁe}%ﬁﬁgﬁﬂtﬂﬁEﬁeﬂMﬁ-'zm;{

nereit ot 0 10 12 neT B KOHIEHTPALMU 2 MI/MJII:

Konnenrpanms O06nem pacTBopa Jo3a (mr/kr)
npenapara (Mr/mi) (Mu/kT)

Kynuposanue ocTporo 00/1eBOro CMHApoMa (MHTpaonepanMoHHoOe U MocJieoNepanioHHoe):

Kayoanvnoe snudypanvroe 6sedenue:

biiokana B oOiactu
ke Thx y gereii ¢ 2,0 1 2
MacCOH Tena 10 25 Kr

IIpoonennan 3nudypanvnas ungysus y oemeit c maccoi mena 00 25 ke.

Bospacm om 0 0o 6 mecayes:

Bosroc* 2,0 05-1 1-2

Nudy3us 1o 72 yacos 2,0 0,1 mn/kr/ga 0,2 Mr/kr/g4

Bospacm om 6 0o 12 mecsyes:

Bomroc* 2,0 05-1 1-2

Nudy3us 1o 72 yacos 2,0 0,2 mu/kr/ga 0,4 Mr/xr/ga

Bospacm om 1 0o 12 nem eéxniouumenvHo:

bosroc ** 2,0 1 2

Wudysus 1o 72 yacoB 2,0 0,2 ma/kr/ga 0,4 Mr/kr/qa

* MeHbIIME 10361 U3 PEIaraeéMoro HHTepBalla PEKOMEH TYIOTCS JJIsl STTHTypabHOTO BBEICHUS Ha TPYIHOM ypPOBHE,
B TO BpeMs Kak OOJbIINE /103bl PEKOMEHJOBAHbI Ul SIHYPajIbHOTO BBEJCHMS HA IOSICHUYHOM HIIM KayAdalbHOM
YPOBHSIX.

** PexoMeHyeTcs Ul SIHUIYPaJbHOIO BBEACHHS Ha MOSCHUYHOM ypoBHE. OOOCHOBaHHBIM SIBISETCS CHHKEHHE

J103b1 OOJTFOCa JJIs SNy PalbHON aHAIBI€3UH Ha IPYIHOM yPOBHE.

Tabmuua 4. Pexomennanuu no nosuposanuto npenapara POIIMBAKANWH ABEKCUMA nns

nereit oT 1 1o 12 1€eT B KOHIIEHTPAIIMA 5 MI/MII:

Konnentpanus O6nem pacTBopa

npemnapara (Mr/Mi) (MI/xr) Jo3a (Mr/kr)

KynupoBanue ocTporo 00/1eB0ro CHHApOMa (MHTPaoNePAIMOHHOE U NOCIe0NePAllMOHHOE):

briokaoda nepughepuueckux nepeos 'y oemeii om 1 zooa 0o 12 nem (éxnouumensvno):.

Hanpumep, O:10kana
[1OAB3I0IIHO-TIAX0OBOT'0 5,0 0,6 3
HEepBa
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Jo3b1, yka3zanHble B Tabmuax 3 u 4, sBISIOTCS pWOBdﬁT%ﬁh@ﬁgé'GEﬁﬁﬁoT@éhébé&a B

nenaTpuiYeckoil mpakTuke. B TO ke Bpems CymIecTBYeT HMHIUBUAyalbHas BapHaOeIbHOCTH
CKOpPOCTH pa3BUTHS OJOKA U €r0 JITUTESIBHOCTH.

V neteii ¢ N30BITOYHON MacCO Tela 4acTo TpedyeTcs OCTEIEHHOe CHUKEHUE J03bI IIpenapara;
IIPU 3TOM HEOOXOMMO PYKOBOJICTBOBATHCS «UAEAIBHON» MAacCcOH Teja MalueHTa.

3a cripaBouHOM HH(pOpMaIeil o hakTopax, KOTOPbIE BIUSAIOT HA METO/IbI BBITIOJIHEHUS OTACIBHBIX
Omokan M o0 TpeOOBAHMAX, MPEIBSBISAEMBIX K KOHKPETHBIM TIpyIIaM IalUeHTOB, CIEAyeT
oOpamarbess K CHEUUATU3UPOBAaHHBIM pyKoBojacTBaM. OO0beM pacTBOpa A KayJdalbHOIO
SMUAYpPAJILHOTO BBEJCHMS W 00beM Oostoca i SMUAYPATbHOIO BBEACHUS HE JOJDKHBI
npeBbIIaTh 25 M A Jgo0oro mamuenrta. Jns mpenoTBpalieHus HenpeaHaMepeHHOTO
BHYTPUCOCYAMCTOIO BBEJICHUS AHECTETHKA CIIEAYeT TINATEIbHO IMPOBOJUTH ACHHMPALMOHHYIO
npoOy 70 BBeIEHUs W B Ipoliecce BBeACHMs npenapata. Bo Bpems BBeaeHus mnpemnapara
HE00X0/MMO TIIATEIbHO KOHTPOJUPOBaTh JKU3HEHHO BakHble (QYHKUMU mnanueHrta. Ilpu
MOSIBJICHUH TOKCUYECKUX CUMIITOMOB ClIelyeT HEMEIJIEHHO IPEKPAaTUTh BBEJCHUE IIpenapara.
OnHOKpaTHOE BBEJICHHE PONMBAaKaWHA B 03¢ 2 MI/Mi (M3 pacuera 2 Mr/Kkr, o0beM pactBopa 1
MII/KT) JUId  TIOCJIEONEpallMOHHOM KaylaldbHOM aHaJbre3ud O00eCHeuuBaeT aJIeKBaTHOE
o0e3001nBaHue HUXKe YpoBHS Thxi y OosbIIMHCTBA ManUeHToB. JleTH crapiue 4 jJeT XOpollo
nepeHocsAT 1036l 10 3 Mr/kr. O0beM BBOJUMOIO PAacTBOpa MUl SMUAYPATHHOTO BBEICHUS HA
KayJaJIbHOM YpOBHE MOXET OBITh HW3MEHEH C [EeJbI0  JIOCTHIXKCHHS  Pa3InIHOU
pacIpoOCTPaHEHHOCTH CEHCOPHOTrO 0JI0KA, YTO ONUCAHO B CHELHUATU3UPOBAHHBIX PYKOBOJACTBAX.
HezaBucuMo OT THIa aHECTE3MH, PEKOMEHJyeTcsi OOIIOCHOE BBEJICHHE PACCUMTAHHOM 03Bl
npernapara.

[IpumeHeHue npenapaTa B KOHIIEHTPALMK BbIIIE 5 MI/MJI, a TaK)K€ MHTPAaTEKaJIbHOE IPUMEHEHNE
mo0b1x koHueHTpauuil npenapara POIIMBAKANH ABEKCHUMA y nereit He uccienoBaioch.
ITpumenenne npenapara POIIMBAKANH ABEKCHMA y HETOHOIIEHHBIX E€TEN HE N3y4aocCh.

Criocob nnpuMeHeHus

[Ipemapatr npumeHsiercs i SUOUAYPATbHOM, CHUHAJIBHOM, HWHQWIBTPALIMOHHOM U
IIPOBOJIHUKOBOM aHECTE3UU.
WMHCTpyKIUU 110 IPUTOTOBIIEHUIO JIEKAPCTBEHHOIO IIpeTapara nepe IpuMEHEHUEM CM. B pasieiie

6.6.

4.3. IlpoTuBONOKA3aAHUSA
e [ UNepuyBCTBUTEIBHOCTh K PONMUBAKAUHY WJIM K MECTHBIM aHECTETHKAM aMUIHOTO THIIA,

NN K J'IIO6OMy N3 BCIIOMOTI'aTCJIbHBIX BCHICCTB, ICPCUYNCIICHHBIX B Pa31CJIC 6.1.
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6J'IOKa,I[I>I Yy NaoueHTOB C THITOBOJIEMHEH U napauepBI/IKaanoﬁ AHCCTE3MHU B aKYILICPCTBE.
L4 BBI/II[y OTCYTCTBUA  JOCTATOYHOTO  KOJHUYCCTBA  KIIMHHUYCCKUX HaGJIIOl[eHI/Iﬁ HEC
PEKOMEHAYCTCA NPHUMCHCHHE pPOIIMBAKanHA Yy ,HeTeﬁ Miiaguie 1 roga, a TaK¥XeE

MHTpaATEeKaIbHOE BBEICHHUE Mpernapara ¢ KOHIEHTpauen 5 MI/MJ1 polMBakanHa U BBIIIE.

4.4. OcoOble yka3aHHsl U MePbI MPEI0CTOPOKHOCTH NMPH NPUMeEHEeHUH

C 0CTOPOKHOCTBIO

POIIMBAKANWH ABEKCHUMA cnenyeT NpUMEHSATH C OCTOPOXHOCTBIO IPU HMXKEYKa3aHHBIX
3200J€BaHUAX U COCTOSHUSAX:

— ocna0JeHHbIe NOXKWIIbIE NAIllUeHTBI;

— MAIMEHThl C TSDKEIBIMH COIYTCTBYIOIIMMH 3a00J€BAHUSAMHU, TaKUMH Kak OJOKaJbl
BHyTpucepaeuHo  mpooaumoctd Il m Il cremeneit  (cuHOaTpuanbHaf,
aTPUOBEHTPUKYIIAPHAs], BHYTPUKETYJOUKOBAsI), IPOrPECCUPYIOLINE 3a00eBaHUs IEYCHH,
TSOKeNask — MEeYeHOYHas  HeJOCTaTOYHOCTb,  TsDKeNas ~ XpOHMYEecKass  IoYeyHas
HEJ0CTaTOYHOCTb;

— IIpHU Tepanuy rHnoBOJEMUYECKOI0 I0Ka;

— ocrpas nophupus;

— OEepeMEeHHOCTb U B NIEPUO/ JJaKTallUH,

— JIE€TCKUH BO3pacT.

JUisl TaHHBIX TPYII NAllMEHTOB pErMOHAPHAS aHECTE3Us YacTo SBJISAETCS NpeAnoYTuTebHon. [Ipu
NPOBEIEHUN  «OOJBIIUX» OJIOKaJA C ILENbl0 CHIKEHHS PpHUCKA PA3BUTHUS  TSDKENbIX
HEOJIarONpPUATHBIX SIBICHUM PEKOMEHAYETCSl MPEeIBAapUTEIbHO ONTUMHU3UPOBATH COCTOSHUE
MaIUEeHTa, a TAK)Ke CKOPPEKTUPOBATh /103y aHECTETHKA.

Crnenyer co0r01aTh OCTOPOKHOCTD MPH MHBEKLUH MECTHBIX aHECTETUKOB B 00JaCTH TOJIOBBI U
IIed, B CBSI3U C BO3MOXKHOH TOBBIIICHHON 4YacTOTOW pPa3BUTHUS CEPbE3HBIX HEXenaTeIbHBIX
peaKuuii.

Cnenyer coOmoaThb  OCTOPOXKHOCTb IPU  BHYTPUCYCTAaBHOM  BBEJECHHUM  Ipernapara
POIIMBAKANH ABEKCHUMA B koHueHtpamusx 2 wr/mu, 7,5 mr/mun u 10 mr/min npu
MOJ03PEHNH Ha HAJIMYMe HeJaBHEeW OOIIMPHOM TpaBMBI CyCTaBa WIIM XUPYPTrHUECKOW OIepanuu
CO BCKpBITHEM OOIIMPHBIX MOBEPXHOCTEH CycTaBa, B CBSI3M C BO3MOXHOCTBIO YCHUJICHHS

abcopOuuu nmpemnapara u 60j1ee BHICOKOW KOHLIEHTPAllUY IIperapara B ria3Me.
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AHecTe3us JOJDKHA TPOBOAMUTHCS ONBITHBIMU — crienuanuctamu. OOs3aTeNbHO  HAIWYHe
000py10BaHUs U JIEKAPCTBEHHBIX MIPENAapaToB JUIsl IPOBEICHUS PEAHUMAL[MOHHBIX MEPOIPUATHH.
Jlo HauaJia BBINOJHEHUSI OOIbIINX OJIOKAL JOJIKEH OBITh YCTAHOBJIEH BHYTPUBEHHBIN KaTeTep.
PernonapHas m MecTHas aHecTe3Us JAOJDKHA IPOBOJUTHCA OIBITHBIMU CIIELUAIUCTAMU B
COOTBETCTBYIOIIUM 00pa3oM 0OOpYIOBaHHOM IIOMEIIEHHH MpPU JOCTYHHOCTH TOTOBOTO K
HEMEUICHHOMY HCIOJIb30BaHUI0 000PYJOBAHUS M MPETapaToB, HEOOXOAUMBIX JUIsl TPOBEACHHS
MOHUTOPHHIA CEpJACYHOW JAEATEJbHOCTH M peaHMMAalMOHHBIX Meponpusatuil. Ilepconan,
BBINOJIHAOLINH aHECTE3UI0, JOJDKEH ObITh KBATU(DHUIIMPOBAHHBIM U 00YY€H TEXHUKE BBIITOJHEHUS
aHeCTe3WH, JOJDKEH OBITh 3HAKOM C JHArHOCTHKOW M JICYCHHEM CHUCTEMHBIX TOKCHYECKHX
peaKkitii, HeJKEIaTENIbHBIX SBJICHUN U PEAKUUN, U APYTUX OCIIOKHEHUH.

Oclo)KHEHHEM  HeNpeAHAMEpPEeHHOro Cy0apaxHOMAAJIBHOIO BBEACHUS MOXKET SIBJIATHCS
CIIMHAJBHBIA OJIOK C OCTAHOBKOW JBIXaHUs W CHIDKCHHs aprepuanbHoro nasieHus (A/L).
Cynoporu pa3BUBAIOTCS 4Yalle MpU OJIOKAAE IUICUYEBOTO CIUIETCHUS M AMHIypalibHOU OoKaze,
BEPOSITHO, BCJICACTBHE CIY4alHOTO BHYTPHUCOCYIMCTOTO BBEICHHS WU OBICTPON abcopOmuu B
MecTe UHbEKLIHU.

Beimonnenune 6io0kan nepudepuifHbIX HEPBOB MOXKET TpeOOBaTh BBEJCHHE OOJBLIOrO 00BbEeMa
MECTHOTO aHECTETMKa B 30HBI C OOJBIIMM KOJWYECTBOM COCYAOB, YacTO BOJIM3HM KPYITHBIX
COCYJZIOB, YTO TOBBIIMIAET PUCK BHYTPHCOCYAMCTOTO BBEICHHS H/WIM OBICTPOTO CHCTEMHOTO
BCACbIBaHUsI, YTO MOKET IPUBECTH K BHICOKOM KOHIIEHTpAlLlMU Mpenapara B IU1a3Me.

HexoTopsle npouierypel, CBsI3aHHbIE C IPUMEHEHUEM MECTHBIX AHECTETUKOB, TAKNE KaK MHBEKLIUN
B 00JIaCTH T'OJIOBBI U 1LIEU, MOTYT COMPOBOKIATHCS MOBBIIIEHHON YaCTOTON Pa3BUTHUS CEPbE3HBIX
HE)KeNaTeJIbHbIX DPEaKIMii, BHE 3aBUCUMOCTHU OT THUMAa MPUMEHSIEMOIO0 MECTHOI'O aHECTETHKa.
Heo6xonumMo cobmtoAaTe OCTOPOKHOCTh Ui MPEJOTBPALLCHUs HHBEKLIUH pPONMBAKauHA B
001acTh BOCHAJICHHUS.

HmeroTcst cooOIIEeHNs 0 PEKUX ClTydasix OCTaHOBKHU cep/la Mpy MPUMEHEHUH pONMBaKanHa JJis
AMUYPATHHON aHECTe3Un UM OJIoKa nepudepruyeckux HEpBOB, OCOOEHHO TOCIE CIy4aHOTO
BHYTPUCOCYAMCTOTO BBEACHMs INIpenapara, Yy TMOXWIbIX [allMEHTOB W Yy TMAalUEHTOB C
COITYTCTBYIOIIMMH CEPJICYHO-COCYAUCTHIMU 3a00I€BAHUSMH.

B psne ciyuyaeB peaHMMaIMOHHBIE MEPONPUATHS ObLUIN 3aTpyIHUTENbHBI. OCTaHOBKA cep/ilia, KaK
paBuIIo, TpeOyeT GoJiee AMUTENbHBIX PEAaHUMALIMOHHBIX MEPOTIPUSATHH.

[Tockonbky ponvBakauH MeTaOOMU3UPYETCs B MEUYEHH, CIEeyeT NPOSBIATH OCTOPOKHOCTh MPU

MNPpUMCHCHUHN IIpCIliapaTa y MNAIUCHTOB C TAKCIBIMU 3a00JIeBaHUSIMU MEYCHNU; B HCKOTOPLIX
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MIOBTOPHO BBOJMMBIX J103 aHECTETUKA.
OOBIYHO y NAI[MEHTOB C I0YEYHOM HEIOCTATOYHOCTHIO IIPU BBECHUH IIperapaTa OqHOKPATHO WK
IIPY UCIIOJIb30BAHUY IIperapaTa B TeUCHHE HEITPOAOJIKUTEIBHOI0 IEpHO/1a BpeMEHH He TpeOyeTcst
KOPPEeKTHpOBaTh 103y. OIHAKO alui103 U CHIKEHHE KOHLIEHTpaluu OENKOB B IlIa3Me€ KpPOBH,
4acTO Pa3BUBAIOLIMECS Yy NALUEHTOB C XPOHMUYECKOM INOYEYHOM HEJOCTaTOYHOCTHIO, MOIYT
MOBBINIATh PUCK CHUCTEMHOTO TOKCHYECKOTO JeicTBusl mpemnaparta (cMm. paszen 4.2). Puck
CHUCTEMHOH TOKCHYHOCTU TakKK€ IIOBBILIEH NpU INPUMEHEHHM Ipenapara y HalMEeHTOB C
HOHMKEHHOM Maccoll Tejla U MallMEeHTOB C TUIIOBOJIEMHUYECKUM LLIOKOM.

OnuaypanbHas aHECTe3Ws MOXKET NMPHUBOAUTH K cHWkeHuio AJl u Opaaukapauu. Bmenenue
COCYJIOCY)KMBAIOLINX MpPENapaToB MM YBEIMYCHHE OObeMa HUPKYIUPYIOUMEH KPOBU MOXKET
YMEHBIINTh PUCK DPA3BUTUS MOAOOHBIX HEXeNaTesNbHbIX peakuuil. CrexyeT OZHOBPEMEHHO
KOppEeKTHpOBaTh CHWKeHHe AJl myrem BHyTpuBeHHOro BBeaeHus 5-10 mr sdenpuna, npu
HEO0OXOUMOCTH BBEJIEHUE IIOBTOPUTD.

[Ipy BHYTpHUCYCTaBHOM BBEACHMM IIpenapara cieqyeT coOaoJaTb OCTOPOKHOCTh MU
[OJIO3PEHUH Ha HAJIMYMe HeJaBHEeW OOILMPHOM TpaBMBbI CyCTaBa WJIM XUPYPrHUECKOW orepanuu
CO BCKpPBITHMEM OOLIMPHBIX IOBEPXHOCTEH CyCcTaBa, B CBS3M C BO3MOXKHOCTBIO YCHJICHUS
abcopOumu npemnapata u 6osee BBICOKOW KOHIIEHTPAIMH MIperapara B Iia3Me.

Coobmanoce 0 ciydasx XOHAPOJH3a MPH MOCICONEPANMOHHON MPOAJICHHON BHYTPUCYCTaBHON
UH(Y3UH MECTHBIX aHECTETUKOB. B 00JBIIMHCTBE ONUCAHHBIX CIIy4aeB, IPOBOANIACHE HHY3HUS B
11eueBoil cycras. [I[puunHHO-CIIEICTBEHHAS CBA3b C IPUMEHEHUEM aHECTETUKOB HE YCTAHOBJICHA.
PonuBakauH He ciieiyeT NpUMEHSTH Ui IPOJJIEHHON BHYTPUCYCTaBHOW NH(DY3UH.

[TanieHTsl, MOMyYaOIINe TEPANUI0 aHTHAPUTMUYECKUM U Tipenaparamu |l kmacca (mampumep,
aMHOJApOHOM), JOJDKHBI HaXOJUTHCS MOJ TIIATeNbHbIM HaOmroneHueM. Pexomenayercs OKI'-
MOHMTOPHHT B CBSI3H C PUCKOM YCHJIEHHS CEPACUHO-COCYIUCTBIX HEKETATEIbHBIX PEAKIII.
PonuBakauH mnoTeHUManbHO MOXET 00JaaaTh NOPGUPUHOTCHHBIMU CBOMCTBAMU U MOMKET
NPUMEHSTHCS y MallMEHTOB C AMArHO30M OCTpasi mop(upHs TOJIBKO B CiIydasiX, €clid HeT Oojee
Oe30macHON anbTepHATUBBL. B cilydae MOBBIIIEHHON YyBCTBUTEIBHOCTH MAIIMEHTOB JIOJIKHBI
OBITH IPUHATHI HEOOXOAUMBIE MEPBI TPEOCTOPOKHOCTH.

Cnenyer umsOerarb anutenbHoro npumenenusi mnpemnapara POIIMBAKAWH ABEKCUMA vy
NAlMEHTOB, MPUHUMAIOMKUX MoIHble HHruoutropsl uszopepmenta CYP1A2 (rakue Kak,

¢b1yBOKCAaMUH U DHOKCAIMH) (CM. pasnen 4.5).
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noarospemeHHoM npumeHenny npenapara POIIMBAKANH ABEKCHMA ¢ npyrumu MeCTHbIMU
aHEeCTETHKAMK aMHUJIHOTO TUIa (CM. paszzaen 4.5).
Bcnomoeamenvuvie sewjecmsa
[TaurenTam, HaxXOAIIMMCS Ha JUETE€ C OIPAaHUYEHUEM HaTpHs, HEOOXOIUMO NPUHMMATh BO
BHUMaHHE COJIep)KaHNE HATPUS B IIpenapare.

eTu
Ocoboe BHUMaHME clelyeT yAEIATh NPU NIPUMEHEHWU pOIMBaKauHa y JeTell 1o 6 mecsleB B
CBSI3U C HE3PEJIOCTBIO OPraHOB U (DYHKIIMH.
[IpumeHeHne npenapaTra y HOBOPOXKJICHHBIX TpeOyeT yyeTa BO3MOXKHON HE3PENIOCTH OPTaHOB U
¢dusnonoruueckux GpyHKIUI HOBOPOKICHHBIX. KinpeHc HecBs3anHOW (ppakiuy ponruBakanHa U
nunenokcunuauHa (I11IK) 3aBucut ot maccel Tena 1 Bo3pacta peOCHKa B IEPBbIE TO/bI KU3HHU.
Bausinue Bo3pacTa BbIpakaeTcsl B pa3sBUTHM U 3peTIOCTH (DYHKIMM MEYEHU, KIUPEHC TOCTUTAET
MaKCHUMaJIbHOTO 3Ha4eHusi B Bo3pacTe okoyio 1-3 set. Ilepwox mosryBhIBEACHUS PONMMBAKAMHA
cocTaBisieT 5-6 yacoB y HOBOPOKIEHHBIX U JIeTeil B Bo3pacTe 1 Mecslia 1o cpaBHEHUIO ¢ 3 yacaMu
y nereil Oosiee crapiiero Bozpacta. B cBA3M ¢ HEJOCTAaTOYHBIM Pa3BUTHEM (QYHKLUUHN MEeYEHU
CHCTEMHasl SKCIIO3UIIMsI POITMBAKaNHa BbIIIE Y HOBOPOKICHHBIX, YMEPEHHO BbIIIE — Yy AeTel oT 1
70 6 MecsIeB IO CPaBHEHUIO C JIETHhbMH 0OoJiee CTapIIero Bo3pacra. 3HAYUTEIbHBIC OTIMYHS B
KOHIICHTPALUSIX POMUBAKaMHA B IJIa3Me KPOBH HOBOPOX/ICHHBIX, BBISIBICHHBIC B KIMHUYECKHX
UCCIICIOBAaHMSX, IO3BOJISIIOT IpeanojaraTb MOBBIIIEHHBIH PUCK BO3HUKHOBEHMS CHCTEMHOM
TOKCHUYHOCTH B 3TOH IpyIIe MalnueHToB, 0COOEHHO MpPU MPOIJIEHHON 3MUIYypaIbHON UH(Y3UN
(cMm. pazzmen 5.2). PexoMeHIOBaHHBIE JT03bI JJIsl HOBOPOXKJICHHBIX OCHOBAHBI HA OIPAaHUYCHHBIX
KJIMHWYECKUX JaHHBIX. [IpM WCTONBb30BaHUM pONMBAKaWHA y HOBOPOXIEHHBIX HEOOXOIMMO
MOHUTOPUPOBAHNE CUCTEMHON TOKCHMYHOCTH (KOHTPOJb MPHU3HAKOB TOKCUYHOCTH CO CTOPOHBI
HeHTpalbHOW HepBHOW cuctembl, OKI, KOHTpONb OKCHI€HAllMM KpOBHU) U MECTHOM
HEHPOTOKCUYHOCTH, KOTOpBIE CIIEAYeT TPOJOJDKATh TOCIE 3aBEepIICHUS HWHPY3UH U3-3a
MEJICHHOTO BBIBE/ICHUS TIpernapaTa y HOBOPOKICHHBIX.
[TpuMeHeHMe ponBaKanHa B KOHIIEHTPAIMU BBIIIE 5 MI/MJI, a TaKXKe UHTPAaTEKaIbHOE BBEICHHUE

npernapara y 1eTel He UCCIIEN0BanoCh.

4.5. BzaumoaeiicTBue ¢ JAPYrMMH JIeKApCTBEHHBIMH MpenaparamMM W Jpyrue BH/bI
B3aNMOJAEHCTBHUSA
JlaHHBIM JI€KapCTBEHHBIA IIpernapar He CleAyeT CMELIMBaTh C APYTMMH JIEKapCTBEHHBIMHU

CpeJCTBaMHU.
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CTPYKTYpPHO CXO)KMMH C MECTHBIMH aHECTETMKaMU aMUJHOTO THUIIA WJIM JIEKAPCTBEHHBIMU
CpeICTBaMH, YTHETAOIIMMHU IeHTpalbHyto HepBHYO cucremy (LJHC), moxer ycunuBath
TOKcHUecKHe 3P PEeKThI IpenapaToB.

[TaruenTsl, IpUHUMarOIIKMe aHTHapuTMHUeckue npenapatsl I kinacca (Hanpumep, aMHOAapOH),
JOJDKHBI ~ HAaXOAWTBCS  TOJA  TOCTOSHHBIM —~ MEOUIMHCKMM  HabOmomenmem u  OKI-
MOHHMTOPUPOBAaHUEM, TaK KaK MOI'YT BO3HUKHYTb HEXKEJATEJIbHbIE PEAaKIMH CO CTOPOHBI
CEpJICYHO-COCYAUCTON CUCTEMBI.

B mieno4nbIx pacTBOpax poruMBakalH MOXET BBINAJaTh B 0Ca/I0K, TOCKOJIbKY OH CJIa00 pacTBOPUM
npu pH Beie 6,0.

In VvivO mpu OJHOBPEMEHHOM TNPHUMEHEHUU (IIyBOKCAMUHA, MOIIHOTO W30MPATEIHHOTO
unrubutopa uzodepmenta CYP1A2, mmasmMeHHBIH KIMPEHC pOMHMBAKAaWHA THAPOXJIOPHIA
camxkancs Ha 77 %. Takum o6pazom, cunbHbie UHTUOUTOPHI M30hepmenta CYP1A2, Takue kak
(G1yBOKCAMUH UM DHOKCALlMH, IPU COBMECTHOM IPUMEHEHUH C PpONMBAKAUHOM MOTYT
B3aMMOJIEHCTBOBAThH C PONMBAKAMHOM TUAPOXIOPUAOM. JIUTENbHOrO Ha3HAYEHUs pOITMBAaKalHa
TUAPOXJIOPHAA clieAyeT u30erath y NaiueHTOB, MOTYYaroINX JIeUeHNEe CUIIbHBIMA HHTUOUTOpaMU
uzopepmenta CYP1A2.

In Vivo ripu 0JJTHOBpEMEHHOM ITPUMEHEHHH KETOKOHA30J1a, MOIIHOTO U30MPATEIbHOIO HHIUOUTOpa
uzodpepmenta CYP3 A4, mnazMeHHBIH KIUPEHC pONUBaKanHa THIPOXJIOpUIa CHIDKaCs Ha 15 %.
Opnnako UHrUOMPOBaHKE JaHHOTO M30(epMeHTa BPA Jik OyAeT KIMHUYECKU 3HAYHMO.

In vitro pomuBakanHa THUAPOXJIOPH] SBISETCS KOHKYPEHTHBIM HHTHOMTOPOM H30(hepMeHTa
CYP2D6, B TO ke BpeMs HHIMOMpPOBaHME IaHHOTO H30(EepMEHTa He JOCTHraeTcss Mpu

MPUMCHACMBIX B ITPAKTUKEC KOHUOCHTpALUAX IIpCIapara B Ij1a3Me.

4.6. ®epTUIBLHOCTb, 0€PeMEHHOCTDb M JIAKTALMA

bepeMeHHOCTB

He npoBommimce uccienoBanus MO OIIEHKE BO3MOYKHOTO JEHCTBHS pONMBAaKanHa Ha pa3BUTHE
IU10/1a y *KEHUIUH. PonrBakanH MOXXHO NPUMEHATh IPU OEPEMEHHOCTH TOJIBKO, €CIIH OXKUJaeMast
M0JIb3a JUISl MAaTEePH MPEBBIIIAET MOTEHIMATBHBIA PUCK [T TUI0/A (B aKyILIEPCTBE MCIIOJIb30BaHUE
npernapara JUist aHeCTe3UH WM aHaJIbT€3UH XOpOIIo 000CHOBAHO).

HccnenoBanusi BIMSHUS pONMBaKavHAa Ha PENPONYKTUBHYIO (YHKIMIO TPOBOJMINCH Ha
KUBOTHBIX. B MiccienoBaHMsAX Ha KpbICax POMUBAKAUH HE OKa3bIBaJl BIMSHUS HAa GEPTHIIBHOCTD U
PENpOOYKIMI0O B JIBYX IOKOJNEHMSX. IIpm BBEACHWHM MaKCHUMaJbHBIX JI03 pPONHMBAKaMHA

OepeMeHHBIM KpbIicaM HaOJI0JANOCh YBEJIMYEHHE CMEPTHOCTH MOTOMCTBA B MEpBbIE TPU JHS
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s

MPUBOASIINM K HAPYUIEHUIO MATEPUHCKOTO MHCTUHKTA.
HccnenoBanusi TepaTOreHHOCTH Ha KPOJIMKAX M KPbICAX HE BBISBHIIA HEXKEIATEJIbHBIX PEaKlUi
ponMBakanHa Ha OPraHOTEHE3 WJIM pPa3BUTHE IUIOJAa HAa paHHUX CTaausaX. Takxke B XOoje
MEepUHATAIBHBIX W IMOCTHATAJIbHBIX MCCICJOBAHUN Ha KpbICAaX, IMOJYYaBIIMX MaKCHUMAaJIbHO
MEePEHOCUMYIO /103y PONMBAKaNHA, HE OTMEYAIOCh HEXKENATEIbHBIX PeaKlid Ha MO3IHUE CTaIuN
pa3BUTHSL IUIOJA, POJOBYIO JESTEIbHOCTb, JAKTAIMIO, >XKHU3HECIIOCOOHOCTh WJIM Ha POCT
IMOTOMCTBA.

JlakTamus

He u3y4anochk BbIJeIeHHE PONTMBAKAWMHA HITH €r0 METa0O0JIMTOB C TPYIHBIM MoJokoM. Mcxos u3
AKCIICPUMEHTAJIbHBIX ~ JAaHHBIX, J103a  pOMNMBAKaWHA, IMOJY4aeMOrO  HOBOPOXKICHHBIM,
MIPEANOJIOKHUTEIILHO cOCTaBIseT 4 % OT 103bI, BBEJICHHOW MaTepH (KOHIICHTPAIMS POIMBAaKaWnHA
B MOJIOKS/KOHIICGHTpAIlMsl pOINMBaKanHa B IuIa3Me KpoBu). OOmas mgo03a ponMBaKaWHa,
BO3JICHCTBYIOMIAs HA peOEHKAa TpHU TPYTHOM BCKAPMIIMBAHUH, 3HAYUTEIILHO MEHBIIE JO3BI,
KOTOpasi MOXKET TMOMNacTb B IUIOJ MPH BBEACHUU aHECTETHKa MaTepu npu poxax. llpu
HEOOXOJUMOCTH TPUMEHEHHs] Mpernapara B TMEPUOJ TPYAHOIO BCKAPMIIMBAHUS CIIEIYeT
PaccMOTPETh COOTHOIIEHHWE MOTCHIIMAIBHOW TOJIb3bI JUII MaTEPH M BO3MOXKHOTO PHCKA IS
MJIaJICHIIA.

DdepTUabHOCTD

He BBIABIICHO BIMSHUS poIllMBaKanHa Ha (I)epTI/IJIBHOCTL " pCIIPOAYKTUBHYIO (bYHKI_II/IIO, a TaKKC

TEPATOrCHHOI'O JIENCTBUSL.

4.7. BiusiHue HA cNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeICTBaMHU M padoTaTh ¢
MeXaHHU3MaMH
HeobxonuMo Bo3zepkaTbcs OT MOTEHIMATbHO ONACHBIX BHUJAOB JESITEIBHOCTH, TPEOYIOLIMX
MOBBILIEHHOI'O BHUMAHHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIMM, TaK KaK Ha (poHE IpUMEHEHUs
npenapata POIIMBAKANH ABEKCHUMA BpeMeHHO HapylIaioTCs ABUTaTelbHbIE (DYHKLINU,

KOOpAUHaNHA JBIKESHUH U CKOPOCTDb pCAKIUU.

4.8. HexkesaTesIbHbIE peakuH

Pesrome mpodmnsg 6e30mmacHOCTH

Hexenarensuble peakuun npu npumeHeHun npenapata POIIMBAKANWH ABEKCHUMA
AQHAJIOTMYHBI PEAKLMAM Ha IPYrHMe MECTHBIE aHECTETUKU aMHUHOro tuna. Mx cienyer otnuuarth

oT (hu3HoIornueckux 3pPexToB, BOZHUKAIOMINX U3-3a OJI0KaIbl CHMIIATUYECKIX HEPBOB Ha (oHE
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SMUAYPATbHON aHECTE3UH, TAKUX Kak, CHIKeHHe AJl, 6@&ﬁk%hlaﬁﬁﬁ%@ék¥bﬂ::tgﬂ§éﬁhmx

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

C TEXHUKOW BBEIEHHUS TMpernapara, TaKMX KaK, MECTHOE MOBPEKICHHE HEPBa, MCHHUHTUT,
MOCTITYHKIIMOHHAS TOJIOBHAs 00JIb, SMUAYpaIbHBINA abciecc.
Tlobounvie s¢hpexmot, npucyuue mecmHvlM aHeCMemuKam

Hapywenus co cmoponsl Hepsrou cucmemb.

Bo3MoxHBl HeWpomaTHs W HapylmieHHe (QYHKIMM CHOUHHOTO MoO3ra (CHHIPOM IepeaHen
CIIMHHOMO3TOBOI apTepuy, apaxHOWUIHUT, CHHIPOM KOHCKOTO XBOCTa), OOBIYHO CBSI3aHBI C
TEXHHUKOW MPOBEJIEHUSI pErMOHAPHON aHECTEe3MH, a He C JIeHCTBHEM IMpenapara.

B pesynbraTe ciay4yailHOro MHTPATEKAIbHOTO BBEACHUS SMUAYPATBLHOM O3Bl MOXKET MPOU30UTH
MOJTHBIA CITMHATBHBIN OJIOK.

Bo3MOXHBI cepbe3HBIE OCIOXKHEHHS IPU CUCTEMHOW INEpEO3UPOBKE M HENPEAHAMEPEHHOM
BHYTPUCOCYIUCTOM BBEJCHUU mpemnapata (cM. pazzaen 4.9).

Ocmpas cucmemHas MOKCUYHOCHb

[Tpenapar POIIMBAKANH ABEKCVMA MoeT BbI3BIBATH OCTPbIE CUCTEMHBIE TOKCHUYECKHE
PEaKIH MPH UCTIOIH30BAHUH BHICOKHX /103 WM MPU OBICTPOM TMOBBIIICHHN €r0 KOHIIEHTPAIHH B
KPOBH IPH CIyYailHOM BHYTPHCOCYIHMCTOM BBEJICHUU Mpernapara JIM0o ero nepeao3upoBKe (CM.
pasmenst 4.9 u 5.1).

Haubonee uacmo ecmpeuaiowjuecs HexcenamenbHvle peakyuu

Coo0maioch 0 pa3IMYHBIX TOOOYHBIX 3(QeKTax Mpenapara, MOJABISIONICe OOJBITHHCTBO
KOTOPBIX OBLIO CBSI3aHO HE C BO3/CWCTBUEM HCIIONB3YEeMOTO AaHECTEeTHKA, a C TEXHUKOH
IIPOBEJCHUS PETMOHAPHON aHECTE3HH.

HaubGonee vacto (> 1 %) oTMeuanuch CIEAYIOIINE HEXKENIATeIbHbIE PEaKIMH, KOTOpbIE OBLIN
pacieHeHbl, KaKk HMMEIoIIMe KIMHUYECKOE 3HAU€HHWE BHE 3aBUCUMOCTH OT TOro, Obula JU
YCTAQHOBJICHA MPUYUHHO-CIEICTBEHHAs CBSA3b C UCIOJb30BAHUEM aHECTETHKA: CHIDKEHHE
aprepuanbHoro aaeieHus AJl, TomHoTa, Opagukapius, pBOTa, MapecTe3us, MOBBIIICHUE
TEMIEpaTypbl Teja, TOJOBHas 00Jb, 3aJ€pKKa MOYEHCIIYCKAaHHUS, TOJIOBOKPYXEHHE, 03HOO,
MOBBILICHUE apTEPUATBHOIO JaBJIE€HUS, TaXUKapHsl, TUIIECTE3Hs], O0ECIIOKONCTBO.

Tabauunoe DPE3IOME HEKENATEIbHBIX PEAKIINN

BHyTpu cHCTeMHO-OpPraHHBIX KJIACCOB MO YAacTOTE BO3HMKHOBEHMSI HEXKETaTeNbHBIX peaKiui
WCITOJIB30BaHbI CIIEAYIONINE KPUTEpHUH: 04eHb yacto (>1/10), wacto (>1/100, Ho <1/10), HEHACTO
(>1/1000, wO <1/100), penko (=1/10000, wHo <1/1000), ouenr penko (<1/10000), gacroTa

HCHU3BCCTHA (Ha OCHOBAHUWH UMCHOIIMUXCA JaHHBIX OLICHUTD HeB03MO)I(HO).

15



o1 11.06

COOTBETCTBYET 3KCINEPTHOMY OTYETY
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CucremHno-
OPraHHBIN KJacc

(MOCTEOOBATENBHOTCTE U002]

HexxenareabHbIe P€aAaKIUM, pPACIPEACTCHHBIC 110 YACTOTEC BbISIBJICHUA

OuyeHb 4acTo Yacro Heuacto Peakxo
Hapymenus co Annepruyecku
CTOPOHBI € peakuuu
UMMYHHOMI (anagmnakTuyg
CUCTEMBI €CKue
peaxuuu,
aHTHOHEBPOTHU
YEeCKHUH OTEK,
KparuBHUIA),
aHa(UIaKTHYe
CKMI 10K
Hapymenus co ITapecresns, becnokoiicTso,
CTOPOHBI HEPBHOH TOJIOBOKPY’KEHHUE, | CUMITOMBI
CUCTEMBbI roJioBHasi 00Jb TOKCUYHOCTH CO
CTOPOHBI
LEHTPAIBHOMN
HEPBHOM
cuctemsl (ITHC)
(cynoporn,
Oosblne
CYIIOPO’KHBIE
IIPUIIAJIKH,
[1apecTe3NH B
OKOJIOPOTOBOM
30H€,
IU3apTpus,
OHEMEHHUE
A3bIKa,
HapyLICHUS
3peHus, 3BOH B
ylax,
TUIepaKy3us,
TpeMop,
MBIILIEYHbIE
CyJIOpOTH),
TUIECTE3Us
Hapyenus co bpanukapnus, AputMmus,
CTOPOHBI cepAla TaxuKapIus OCTaHOBKa
cepaua
Hapymenus co Cumxenune AJ] | [loBeimenue AJ[ | O6mopok
CTOPOHBI COCYJIOB
Hapymenus co Oppinixa,
CTOPOHBI 3aTpyJHEHHOE
JBIXaTEIBHON JIbIXaHuE

CHCTEMBI, OPraHOB
IpyIHON KIETKH U
CpeNOCTEeHNUs
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 11.06.2024 N= 11643
(MOCTEOOBATENBHOTCTE U002]

CucremHo- HexenarenbHble peakily, paclpeleJeHHbIC 110 4aCTOTe BHISABJICHUA
OPraHHBIN KJacc

OuyeHb 4acTo Yacro Heuacto Peakxo
Kenynouno- TomHoTa PBora
KHIIIEYHbIE
HapyleHUs
Hapymenus co
CTOpPOHBI NEYEHU U
YKETUEBBIBOSALIUX
yTein

Hapymenus co
CTOPOHBI KOXKH U
MTOJAKOKHBIX
TKaHE!
Hapymenus co 3agepxka
CTOPOHBI MIOYEK U MOYEHCITYCKaHUs
MOYEBBIBOSILINAX
yTen

Oo6mue bons B cniune, l'unorepmust
HapyLIeHUs U 03HO0,
peakLuu B MECTE MOBBIILICHUE
BBEJICHUS TEeMITepaTyphl
Tena

eTu
Hapywenus co cmoponwl cocyoos

Yacro — camxenue A/l;

Kenyoouno-kuuieunvie napyueHus

OueHsp yacTo — pBOTA.

Oxwunaercsi, YTO B OTHOIICHHH OCTANIbHBIX HEXKEIAaTeIbHBIX peakuuil npoduis 6e3omacHoCTH

npenapara Oy/eT TaKUM ke, KaK Y B3POCIIBIX.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0maTh 0 T10J03pEBAEMBIX HEXKeNaTeJIbHBIX pPEaKLUUAX MOocie pPerucTpanuu
JIEKapCTBEHHOI'0 Tperapara ¢ 1eIbl0 00ecnedyeHrs HeNpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«I0J1b3a — PHUCK» JIEKapCTBEHHOIO Ipemnapara. MeIuIMHCKUM pabOTHUKAM PpPEKOMEHAYETCs
coolmate O JIOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIUsIX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHbIE CHUCTEMBI COOOILEHHUS O HEXeNaTeNbHBIX PeaKIUsX rocylapCTB-4JICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccuiickas @enepanus.

®denepanbHas ciiy:x0a 1o Haa30py B cepe 3ApaBOOXpaHEHUS.
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COOTBETCTEYET ZKCMNEPTHOMY OTYETY
0111062024 N2 11643
Anpec: 109012, r. Mocksa, CiasstHckas miomas, 1. 4, (!4 IEAOBATENBEROCTE 0002)

Tenedon: +7 800 550 99 03.

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru.

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHUKAITAOHHON ceTu «uTepHeT:

https://roszdravnadzor.gov.ru/

4.9. llepeno3upoBKa
CumMnOTOMBI
Ocmpas cucmemHas MOKCUYHOCHb
[Ipu cny4aiiHOM BHYTPHUCOCYAMCTOM BBEJIECHHH NPHU MPOBEIACHUU OJIOKAJ HEPBHBIX CILICTCHUIN
WIN APYTUX Hepudeprudeckux 0I0Ka HaOI0JaTUCh CIy4ad BOZHUKHOBEHUS CYI0POT.
B ciyyae HenpaBUIBHOTO BBEJICHUS SIUAYPaIbHON O3l aHECTETHKA HHTPATEKAIbHO BO3MOKHO
BO3HHUKHOBEHHE MOJTHOTO CIUHAIBHOTO OJI0Ka.
CnyvaiiHoe BHYTPHUCOCYIMCTOE BBEJICHHE AaHECTETHKAa MOXET BBI3BATh HEMEMJICHHYIO
TOKCHYECKYIO PEAKIIHIO.
[Ipu mepeno3upoBKE BO BpeMs IPOBEICHHS PETMOHAPHON aHECTe3WH CHMIITOMBI CHCTEMHOMN
TOKCHYECKOW PeaKIMK MOSBIAIOTCS B OTCPOUECHHOM THopsiake uepes3 15 — 60 MuH mociie HHbEeKIHH
U3-32 MEJUICHHOTO TIOBBIIICHUS KOHLEHTPAIlMM MECTHOIO AaHeCTeTHKa B IIJIa3Me KpOBH.
CucremMHasi TOKCHYHOCTB, B MEPBYIO OYEpe.lb, NPOsBiIsieTCs cumnTomaMu co croporsl HHC u
cepaeuHo-cocyauctoil  cucrembl (CCC). JlaHHBbIE peakIuu BbI3BIBAIOTCA  BBICOKUMH
KOHIIGHTPALUsIMH MECTHOI'O aHECTeTMKa B KPOBH, KOTOpPblE MOTYT BO3HHUKHYTH BCIIEICTBUE
(cy4aifHOTO) BHYTPHCOCYIUCTOTO BBEICHHS, MEPEIO3HMPOBKU WM HCKIIOYUTEIHHO BBICOKOH
abcopOIuu U3 CUIIBHO BaCKYJISIPU3UPOBAaHHBIX oOnactei. Peakumu co croponst [THC cxoxu mmst
BCEX MECTHBIX aHECTETMKOB aMMJHOIO THUIA, B TO BpeMs KakK peakiHH CO CTOPOHBI CepAeYHO-
COCYJIUCTOM CHCTEMBI B OOJIBIIIEH CTENEHH 3aBUCAT OT BBEIEHHOTO Ipenapara U ero J103bl.
LHC
[TposiBnenus cucreMHoit TokcuyHocT co cropoHsl [IHC pasBuBaroTcsi mocTeneHHo: cHavaja
HOSBIISIOTCS] PAaCCTPONCTBA 3pEHUs], OHEMEHHE BOKPYT pTa, OHEMEHHUE SA3bIKa, TUIIepaKy3Hsl, 3BOH
B yIlax, FOJIOBOKpYXeHHe. [lu3apTpus, TpeMOp U MbIIIEUHbIE MOJEPrUBaHus SBIAIOTCA Oojiee
CephE3HBIMU TPOSIBIICHUSMH CHUCTEMHOW TOKCHYHOCTH W MOTYT MPEIIIeCTBOBATH IOSBICHUIO
TeHEePATM30BAHHBIX CYAOPOr (3TH TpPH3HAKH HE JIOJDKHBI TPUHUMATHCS 32 HEBPOTHYECKOE
noBeJieHHe MnainuenTta). [Ipu mporpeccupoBaHUM MHTOKCHKAIIMM MOXET HaOMI0JaTbes MOTeps
CO3HaHUs, MPHUCTYIBI CYAOPOT MPOAOIDKUTEIBHOCTBIO OT HECKOJBKUX CEKYH] 10 HECKOJIbKHX

MUHYT, COINPOBOXAAIOIINECS HApYIIEHUEM [bIXaHUS, OBbICTPBIM pa3BUTHUEM TUIIOKCUU U

18


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

COOTBETCTEYET ZKCMNEPTHOMY OTYETY
ot 11 CIE::IE-i Mz j 1_Eii13 o
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TSOKETBIX CIIydasX MOXET JaKe HACTyNHUTh OCTAaHOBKa JbIxaHus. Bo3Hukaromue amnuuos,
TUTIEPKATMEMUS], TUTTOKAIBIIMEMHUS YCHIIMBAIOT TOKCUIECKHe (D (PEeKThI aHECTeTHKA.
Bnocnencreuu, wuz-3a mnepepacnpenenenuss anectetuka u3 [IHC wu ero mnocnenmyrormiero
MeTabonM3Ma U 9KCKPELUH, IPOUCXOTUT JOCTATOYHO OBICTpOEe BOCCTaHOBJIEHHE (YHKIUH, €clin
TOJIbKO He ObLTa BBe/ieHa OoJIbIlas 103a Mmpemnapara.

cce

PaccrpoiictBa co croponsl CCC sBASIOTCA TpU3HAKAMU 00Jiee CEPhE3HBIX OCIOKHECHHIA.
Cumwxenue AJl, Opaauxapausi, apuTMusi 4, B pse CIy4aeB, JaK€ OCTAaHOBKa CepAla MOTYT
BO3HHMKATh BCJIEACTBUE BBICOKOW CHUCTEMHOM KOHIIEHTpAllMM MECTHBIX aHECTETHKOB. B peakux
CIIy4asiX OCTaHOBKa CEp/Ila HE CONPOBOXKAAETCS IPEIIIECTBYIOLIEH CUMIITOMAaTUKOM CO CTOPOHBI
I[MHC. B uccnenoBanusix Ha 100pOBOJIbIIaX BHYTPUBEHHAs MH(Y3Us PONMMBAaKaWHA MPUBOIMIIA K
YTHETEHUIO MPOBOJIMMOCTH M COKPATUTEIBHON CIIOCOOHOCTH CepAeuHOI MbIIIIbl. CHMIITOMaM CO
CTOPOHBI CEPJICYHO-COCYIUCTON CUCTEMBI OOBIYHO MPEIIIECTBYIOT MPOSBICHUSI TOKCUYHOCTH CO
cropoubl [ITHC, koTopeie MOXHO HE 3aMETUTh, €CIIM OOJIbHOW HAXOIUTCS TOJ JCUCTBHUEM
CEIaTUBHBIX cpe/cTB (OeH301ua3enuHbl Uiau 0apOUTypaThl) WK MO/ 001l aHecTe3ueH.
Jleuenue

IIpy mnosiBJI€HUHM NEPBBIX NMPHU3HAKOB OCTPOM CUCTEMHOM TOKCHUYHOCTH CIIEAYET HEMEMJIEHHO
MIPEKPaTUTh BBEJICHUE MIpenapara.

[Tpu nosiBnenun cynopor u cumntomoB yrHeTeHus [[THC OGonpHOMYy TpeOyercst aaekBaTHOE
JI€YEHHUE, LEIbI0 KOTOPOro SBIISIETCS MOJJEPKaHME OKCHUIE€HAllMH, KyNHUpPOBaHUE CYIOpOT,
nonnepxkanue nesrenbHoctd CCC. Crenyer o0GecneunTh OKCUTE€HALUI0 KHUCIOPOJIOM, a Mpu
HEO0OXOIMMOCTH — TIEPEXO0] Ha UCKYCCTBEHHYIO BEHTWIALIUIO JieTkuX. Ecnu criyctst 15-20 cexkyHn
CyJIOpPOTH HE MPEKPAIIAITCs, CIEAYET UCIOJIb30BaTh NPOTUBOCYIOPOKHBIE CPEACTBA: THOTEHTAI
HaTpus 1-3 MI/KT BHYTpUBEHHO (0OecrednBaeT OBICTpOE KYMHUPOBAHHUE CYJOPOT) WU Jua3ernam
0,1 Mr/kr BHYTPHBEHHO (JCHCTBHE pPAa3BHBAETCS MEUIEHHEE IO CpPAaBHEHHIO C JIeHCTBHEM
tuorneHTana Hatpus). CykcaMeToHUW | MI/KT OBICTPO KyHmUpYeT CYIOpOTH, HO TpU €ro
MCIIOJIb30BaHUU TPeOyeTCss MHTYOAIMs U UCKYCCTBEHHAs! BEHTUIISIIUS JIETKUX.

[Tpu yruerenun nestensHoctu CCC (cHmwkenue AJl, Opagukapans) HeoOX0IUMO BHYTPUBEHHOE
BBeneHue 5-10 mr sdenpunHa, mpu HEOOXOIUMOCTH Yepe3 2-3 MHUH BBeJEHHE MOBTOPUTH. [lpu
Pa3BUTHHU LUPKYIATOPHON HETOCTATOYHOCTH MJIM OCTAHOBKE Cep/Iiia ClieIyeT HEMEUIEHHO HavyaTh
CTaHJapTHbIE pEAaHUMALIMOHHBIE MEPONPUATHS. JKU3HEHHO Ba)KHO MOAIEPKUBATh ONTUMATBHYIO
OKCUT€HAIIMI0, BEHTWISILIUIO U LUPKYISIIUIO KPOBH, a TaKkKe KOPPEeKTHpoBaTh auujaos3. [lpu

OCTaHOBKE cep/illa MOT'YT MOTpedoBaThcs 0oJiee IUTENbHbIE pEAaHUMALIMOHHBIE MEPOIIPUSITHS.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 11.06.2024 N= 11643
oTi (NMOCNEOOBATENEHOCTE 0002)

VYV nereil paHHUE NPU3HAKA CHUCTEMHOM TOKCHYHOCTH MECTHBIX AHECTETHMKOB MHOTJA CJIOKHEE
BBIIBUTH BCJIEACTBUE 3aTPYJAHEHUN, UCIBITHIBAEMBIX JIETHbMHU MPU OMKUCAHUU CUMITOMOB, UJIU B
cily4yae IpUMEHEHUsI PETMOHAPHOW aHECTE3UH B COYETAHHMH C OOIICH aHecTe3neH.

[Ipu Tepanmuu CHUCTEMHON TOKCHYHOCTH Yy J€Teli HEO0OXOJUMO KOPPEKTHPOBATH JI03bI

COOTBCTCTBCHHO BO3pPAaCTy U MACCC TCJia MalueCHTaA.

5. PAPMAKOJOT'MYECKHE CBOMCTBA

5.1. ®apmakoquHAMHYECKHE CBOMCTBA
dapMakoTepaneBTUYECKas Tpymna: AHECTETUKN; MECTHBIC aHECTETUKH; AMHU/IBI.
Kox ATX: N0O1BB09

MexaHu3M ASHCTBHUS 1 d)aDMaKOHI/IHaMI/I‘leCKI/Ie Sd)d)eKTLI

PonmBakanH — TiepBBIA MECTHBI aHECTETHMK AaMHJHOTO THIA JJIUTEIBHOIO JEWUCTBUSA,
SIBIISTIOIIMNACS YUCTHIM SHAaHTHOMEpOM. O0J1a1aeT Kak aHEeCTE3UPYIOIIUM, TaK i 00€300IMBAIOLITIM
JecTBMEM. BbICOKME [103bI pPONMBAKAaWHA IIPUMEHSIIOTCS [UJII MECTHOW aHECTE3UHd NpHU
XUPYPrU4eCKHX BMEMIATeIbCTBAX, HU3KHE J03bl IMpermapara 00€CleYrBaIOT AaHAIbIe3UI0
(ceHCOpHBI OOK) ¢ MHUHUMAIbHBIM U HE MPOTPECCUPYIOIIUM MOTOPHBIM OnokoMm. Ha
JUTMTEIIbHOCTh U HHTEHCUBHOCTD OJIOKA/IbI, BRI3BAHHOW POTIMBAKaWHOM, JT00aBiIeHUE dIHHEQpPHHA
He Biusger. OOparuMo OJOKHpYsl MOTEHLMAI3aBUCHMBbIE HATPUEBbIE KaHalbl, MPEHSTCTBYET
reHepaluu UMITYJbCOB B OKOHYAHUAX YYBCTBUTEIHHBIX HEPBOB U MPOBEACHUIO HUMITYJIHCOB IO
HEPBHBIM BOJIOKHAM.

Kak u npyrue MecTHbIE aHECTETMKM MOXKET OKa3blBaTh BIIMSHHE Ha JIpyrue BO30yIHMBbIE
KJIETOYHblE MeMOpaHbl (HampuMmep, B TOJOBHOM Mo3re W Muokapzae). Ecinu u3bbiTouHOE
KOJIMYECTBO MECTHOTO @HECTETHUKA JIOCTUTaeT CUCTEMHOI'O KPOBOTOKA 3a KOPOTKUI IIPOMEXYTOK
BPEMEHH, BO3MOXHO MPOSIBICHUE NIPU3HAKOB CUCTEMHOM TOKCHYHOCTU. [I[pr3HaKku TOKCHYHOCTH
co croponbl [IHC mpenmecTByloT mpu3HakaM TOKCHYHOCTH co cTopoHbl CCC, Tak Kak
HaOJIIOJAFOTCS IPH O0Jiee HU3KUX KOHIIEHTPALMSAX PONMBaKanHa B 1ia3Me (cM. pasaen 4.9).
ITpsimoe neficTBME MECTHBIX aHECTETMKOB Ha CEPJLE BKIIOYAET 3aMENJICHUE MPOBOAUMOCTH,
OTPHUILIATENIbHBIA MHOTPOMNHBIN 3((deKkT U, MpU BBIPAXXEHHOW NEpeA03UPOBKE, ApUTMHHU U
OCTaHOBKY cep/la. BHyTpuBeHHOE BBe/IeHHE BHICOKUX /103 POMMBAKanHa MPUBOJIUT K TaKUM Ke
s dexram Ha ceparie.

Henpsimeie cepaeuno-cocyaucteie 3pdextsl (cHmkenue AJl, Opaguxapaus), KOTOpble MOTYT
BO3HHUKAaTh II0CJI€ OSMUIAYPAaJbHOTO BBEICHUS pPOINUBAKauHa, OOYCIOBJIEHBI BO3HHKArOIIEH

CUMITATUYECKOM OJI0OKaIOM.
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Knununueckast 5 GpeKTHBHOCTD U 6€30MACHOCTh (NOCNEOCBATENEHOCTEL 0002)

BuytpuBeHHble MH(Y3UHM pONMBAKaWHA 3J0POBBIM JOOPOBOJIBIIAM MOKAa3aJId €ro XOPOIIYIO

MEPCHOCUMOCTD.

5.2. ®apMaKoOKHHETHYECKHE CBOHCTBA
AOGcopouus
KoHnuenTpanus ponuBakanuHa B IJJa3M€ KPOBU 3aBUCHUT OT J03bl, IIyTH BBEJICHHUS U CTEIEHU
BacKyisipuzauuu  obnmactu  uHbeKkuuMu. DapmMakoKkMHETMKAa  pONUBAaKaWHa  JIMHEWHas,
MakcuMaibHas KoHIEeHTpaust (Cmax) IPONOPIHMOHATIbLHA BBEACHHOM /103€.
[Tocne snuaypanbHOTO BBEACHHS POMMBAKAWH MOJIHOCTHIO abcopOupyeTcst B KpoBb. AGcopOuus
HOCUT JBYX(a3HbIi XapakTep, nepuox nonysbiBenenus (Tiz) mis xkaxmoil (asel cocraBiser,
COOTBETCTBEHHO, 14 MuH u 4 4. 3aMe[ieHHE JIMMHUHAIIMA POIMBAKaWMHA OMPEIeNaeTCs
MeAsIeHHOM abcopOiueii, uTo 00BsCHIET 60see AMUTeNbHbIN T1/2 mociie SnuAypaaTbHOTO BBEICHUS
110 CPaBHEHUIO C BHYTPUBEHHBIM BBEJICHUEM.
OO01muii TUTa3MEHHBIN KIIMPEHC ponnBakanHa — 440 MII/MUH, TIa3MEHHBIN KIIMPSHC HECBI3aHHOTO
BellecTBa — § JI/MHH, MOYEUHBIH KiupeHe — 1 mi/MuH, 00beM pacrpenencHuss B paBHOBECHOM
cocTosTHUM — 47 J1, ToKa3aTeslb NeYeHOYHOU 3KCTpakiuu — okojo 0,4, Tip— 1,8 .

Pacnpenenenne

PonvBakanH WHTEHCHBHO CBS3BIBACTCA C OelKaMu IJIa3Mbl KPOBU (TJIABHBIM 00pa3oM C 0Oi-
KUCJIBIMHM TJIMKOIPOTEMHAMM), HECBsA3aHHAs (pakiusi polMBaKaMHa COCTaBIsAET OKOJIO 6 %.
JnuTenpHas snuypainbHas HHQY3Us poNMBaKauHa 10OCe XUPYyPrUYeCKUX Oneparii MpuBOIUT K
MOBBIIICHUIO KOHIEHTPAllMM pONMBaKauHa B IJa3M€ KPOBHU, YTO OOYCIIOBIEHO YBEIMYEHHUEM
KOHIICHTPAllU! KHCIBIX TJIMKONPOTEMHOB B KPOBHM, IIPM 3TOM KOHLEHTpAlUs HECBA3aHHOM,
(bapMaKoIOTHYEeCKH aKTUBHOM (OpPMBI pONMBaKanHa B IUIa3Me€ KPOBH MEHSETCS B Tropaszio
MEHbIIEH CTeNeHH!, YeM 00111asi KOHLEHTpalHs pOBaKanHa.

PonuBakauH Xxopolio NpOHMKAaeT yepe3 IUIAleHTapHbI Oapbep € OBICTPHIM JIOCTHXKEHHEM
paBHOBECHS 110 HECBS3aHHOM (Pppakunu. CBsi3b ¢ OenKamMu M1a3Mbl KPOBHU Y IJI0]Ia MEHbIIIE, YEM Y
MaTepH, 4TO MPUBOAMT K 00Jiee HU3KUM KOHLIEHTPALMSM POIMBAaKauHa B IJIa3Me KPOBH IIJI0AA MO
CpaBHEHHMIO ¢ 00IIel KOHLIEHTpallMel ponuBaKkauHa B Iia3Me KPOBU MaTepH.

buorpancdopmarms

PonuBakanH axkTUBHO MeTabOJIM3UpYyeTCs B OpraHu3Me, TJaBHBIM 00pa3oM IyTeM
apOMaTUYECKOro THAPOKCUIMpoBaHUsA. OCHOBHbIE METAOOMUTHI: 3-TUAPOKCHUPONMBAKAWUH, 4-
THJIPOKCUPONHUBaKanH, N-Ie3alKHINPOBAaHHbIE META00IUTHl U 4-TUAPOKCHIC3ATKHIUPOBAHHBIH

ponuBakauH.  3-TUAPOKCUPONUBAKAUH  (KOHBIOTUPOBAHHBIM W HEKOHBIOTHPOBAHHBIN)
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0OHapy)XMBAETCs B IJIa3M€ KPOBH, 3-THJIPOKJU- H 4-%%0E%b®%gmg%nlﬂ%f-'ébnee

C1a0bIM MECTHOAHECTE3UPYIOIIUM JCHCTBHEM 10 CPABHEHHUIO C POMTUBAKAMHOM.

DIMMUHALIUA

[Tocne BHyTprBEHHOrO BBeJIcHHS 86 % pomnumBaKkanHa BBIBOJMUTCS MOYKAMHU M TOJIBKO Okosio 1 %
OT BBIJEISIEMOr0 MOYKAaMHU pPOINMBAKaWHA BBIBOJMUTCS B HEM3MEHEHHOM Bujie. Okono 37 % 3-
TUAPOKCUPONMBAKANHA, OCHOBHOT'O META00JIUTa PONMBAKANHA, BBIBOJUTCS TIOUKAMU B OCHOBHOM
B KOHBIOTUPOBaHHOU ¢opme. 1-3 % pomnmBakanHa BBIBOJUTCS MOYKAMH B BHJIE CIICIYIOIIHX
METa0OJIUTOB:  4-THUAPOKCUPONHMBAKaWH,  N-JC3aJKWJIMPOBAHHBIX  META0OJUTOB U 4-
TUAPOKCHIC3TKAINPOBAHHOTO POITMBAKaHa.

Her nanHbIX 0 panemMu3anuu pornuBakansa in vivo.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCOMOraTeJibHbBIX BelIeCTB
Harpus xnopun
1 M pactBop HaTpus ruapoxkcuia wiv 1 M Kucinora XxJ10poBog0pogHAas

Bona mist nabexiuii

6.2. HecoBMeCcTUMOCTH
JlaHHBIN JIGKApCTBEHHBIA Mperapara HE CIEAyeT CMEIIMBATh C JPYTUMHU JIEKAPCTBEHHBIMU

npenaparamMu, 3a UCKJIKOUYCHUEM YIIOMSAHYTBIX B pa3Jciic 6.6.

6.3. Cpok rorHoCTH (CPOK XpaHEeHUsl)

2 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuThb 1pu Temieparype He Boime 25 °C.

6.5. XapakTep H coep:KaHue NEPBUYHOI YIAKOBKH
[To 10 ma B ammynbl GecuBETHOro cTekja 1 MHAPOIMTUYECKOTO Kiacca ¢ HaJgpe3oM M TOUYKOU
HaJUTOMa WK C KOJIBIIOM M37ioMa. Ha ammynax qomyckaercsi HaHeCeHHE OJTHOTO MM HECKOIBKHX
IIBETHBIX KOJICII.
Ha xaxxayro ammyiny HaKJIEUBAIOT CAaMOKJIESIIYIOCS ITUKETKY.
[To 5 ammyn noMeIaT B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY U3 TUIEHKH MOJIMBUHIIXJIOPUIHON U

MIJIEHKU TTOJIMMEPHOM.
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ITo 1 KOHTYpHOI1 TYEMKOBOW yTaKOBKE JJIsI TO3UPOBOK 2 Lﬂl/-ﬂqﬂ:lglgf*fh%h“,-ﬁ%rbkm', TG'I\Illl"/IRIﬁII-II/IJ'H/I

2 KOHTYPHBIC STUEHKOBBIC YITAKOBKU IS TO3UPOBKHU 2 MI/MII C JIMCTKOM-BKJIAJIBIIIEM TOMEIIAIOT

B [1a4YKy KApPTOHHYIO.

6.6. OcoOble Mepbl NPEAOCTOPOKHOCTH TNPH YHHUYTOKEHUM  HCIOJbH30BAHHOIO
JIEKAPCTBEHHOI0 TMpenapara WJIM OTX0A0B, MOJYYEHHBIX MOCJde TNPUMEHeHHs
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MAaHUILYJISIIUN ¢ IPenapaToM

HMHCTpYKIIMH 110 IPUMEHEHHIO PacTBOPa

PacTBOp HE COIEPKUT KOHCEPBAHTOB U MPEJIHA3HAYEH TOJIBKO JUIsl OJTHOKPATHOTO NMPHUMEHEHHSI.
[ToyiexXuT HEMEIJICHHOMY HCIIOJIb30BaHUIO, TIOC/IE BCKPBITHSA (JIaKOHA, HEHCIOIb30BAHHBIN
OCTaTOK IperapaTa yHUUTOKAIOT.

[lepen wucmonb30BaHUEM JICKAPCTBEHHBIM Ipenapar HEOOXOIUMO BHHUMATEIBHO OCMOTPETh.
PacTBOp Ui MHBEKIHMI MPHUTOJCH TOJBKO B TOM ClIydae, €CIH OH SIBJISICTCS MPO3PAYHBIM,
BUJUMBIC MEXaAHNYCCKUC YaCTHUILIbI OTCYTCTBYIOT, CMKOCTb HC ITOBPCIKACHA.

JIrob0e KOJIMYECTBO PAcTBOPA, OCTABIICIOCS BO (pIIaKOHE MOCIE MCIOJIB30BAHUS, JJOIDKHO OBITh
YHUYTOXKCHO.

Bech ocraBrmiicst JeKapCTBEHHBIH MpenapaT U OTXObI CICAYeT YHUUYTOXKHUTh B YCTAHOBICHHOM

MOPSIZIKE.

7. JEPKATEJIb PETUCTPAHIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®enepanus
OAO «ABekcuma»

125284, Poccust, r. MockBa, JIeHUHTpaackuil mpocnekT, A. 31A, ctp. 1.

Ten.: +7 (495) 258-45-28.

OnektponHas mouta: info@avexima.ru

7.1. IlpeacTaBuTe/]Ib JepPKaTeNsA PETHCTPALIMOHHOIO Y10CTOBEPEHH

[Iperen3nn norpedUTENEeH HAOPABIATE 110 aIPeECY:

Poccniickas @enepanns

OAO «ABekcuma»

125284, Poccus, r. MockBa, JIeHunrpaackuii npocnexr, A. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28.

DnexkTponHas moyra: info@avexima.ru
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8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPE S =4 TENEHOCTE 0002)

9. IATA EPBUYHOI PETMCTPAIIMA (IOJABTEPXKJIEHUS PETUCTPAIIUMN,
INEPEPETNCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

O6mas xapakrepuctuka jgekapcrseHHoro npemnapara POIIMBAKAWNH ABEKCHUMA noctynHa
Ha MHGPOPMALMOHHOM THopTaje EBpa3uiickoro 3KOHOMHUYECKOIO €Or03a B HMH(OPMAIMOHHO-

KOMMYHHKaIIMOHHOU cetu «HTepHeT»» https://eec.eaeunion.org.
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