OBIIA S XAPAKTEPUCTHKA JIE J&E@FBEH%F@H?EHZE}@F&W MY OTUETY
ot 06.06.2024 N= 11268

(NOCNEQCBATENEHOCTE 0001)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
PonuBakauH, 2 Mr/mi1, pacTBOp Ui HHBEKITUI

PonuBakauH, 5 Mr/mi1, pacTBOp JJI1 HHBEKITUI

PonmBakauH, 7,5 Mr/mi1, pacTBOp JJIsl HHBEKIIHIA

PonuBakaun, 10 Mr/mi, pacTBop At HHbEKLIUH

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB
JleicTByOL1I€E BEMECTBO: PONMBAKAWHA TUAPOXJIOPH]L

PonmBakann, 2 Mr/mi1, pacTBOp UL MHBEKIIAN

Kasxnprit M1 pacTBOpa 11 HHBEKIMH COAEPIKUT 2 MT' POTTMBAKaWHA THIPOXJIOPHUI.

PonuBakaus, 5 M/ MJI, PACTBOD JUISI HHBEKIIMI

Kaxx b1t M1 pacTBOpa U1l MHBEKIMM COAEPKUT 5 MI' pOIIMBAKauHa THIPOXIOPHUL.

Ponusakaus, 7.5 Mr/mi1, pacTBOD JUISI UHBEKLIUN

Kasxnprit M1 pacTBoOpa i1 MHBEKIUN COAEPIKHUT 7,5 MI' POITMBAKaWHA THAPOXJIOPHI.

PonuBakaud, 10 Mr/mi1, pacTBOD JUIS MHBEKLIUHA

Kaxnprit Mt pactBopa i1t uHbekuil conepkut 10,0 Mr ponmBakanHa ruIpOXIOPHI.
BcrnomoratenbHble BeleCTBA, HAIMYME KOTOPBIX HAJ0 YUUTHIBATH B COCTaBE IpernapaTta: HaTpuil (CM.
paznen 4.4).

ITonHpI1it NEpCUCHb BCIIOMOT'aTCJIBHBIX BCIICCTB IIPUBEACH B pA3JCIIC 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBop mi1 nHBEKIUI.

ITpo3paunblii 6ecIBETHBII pacTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

B xonyenmpayuu 2 Me/ML ponueaKkaur npumerAont no CJZ@@ViOWMM NOKAa3aHuAM.

Kynuposanue ocmpozo 6onesoco cunopoma y 63pocivix u oemeti cmapuie 12 nem:

- TpOJUIeHHAsl SMUAypaibHas WHQY3WsS WM TEPHOANYEcKoe OONIOCHOE BBEICHHE, HANpUMeEp, JUIS
YCTpaHEHHS TIOCIICOTIEPAITMOHHON 001 nu 00€300IMBaHUs POJIOB;

- OJ10Ka/1a OTJENBbHBIX HEPBOB U MHMUIIBTPAIMOHHAS AHECTE3US;

- mpoasieHHas Oyokaga mepudepudecKux HEpBOB MyTeM HHQPY3UH WIH OONIOCHBIX WHBEKIHH (Tpu
MOCJIeOTIepaIMOHHON 00JIH).

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

* OJIHOKpATHasl ¥ MpoIeHHas OJ0Kaga nepudepruuecKux HEpBOB.

Y nosopoorcoennvix u oemeti 0o 12 nem (6xniouumenbHo):
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B konyenmpayuu 5 Me/ML ponueaKkaur npumeHAaront no CJZ@OVFOWMM NOKA3AaAHUAM.

Anecmesusi npu Xupypeuveckux eMeuamenbCmeax y 63pocivix u oemeil cmapuie 12 iem:
- HHTpaTeKaJIbHas OJI0Kaja.

Kynuposanue ocmpozo 6onegozo cunopoma y demeti ¢ 1 200a 0o 12 1em 6KkiiouumenbHo.
- Ookana nepudepuvaecKux HEPBOB.

B xonuenmpayuu 7,5 me/ma u 10 me/mu ponueakaur nPUMeEHAIOmM. Y 83pocivix u demeu cmapme 12 aem no

cnedwomww NOKA3AHUAM.

Anecmesus npu Xupypeuueckux eMeuamenbCcmeax:

- AnUAypabHas OJ0Kaga MpH XUPYyPrUIECKUX BMEIIATeIbCTBAX, BKIIIOUAs KECAPEBO CEUCHHUE;
- 0J10Ka/1a KPYIIHBIX HEPBOB U HEPBHBIX CIUIETCHUIA;

- 0JI0Ka/1a OTJIeNIbHBIX HEPBOB U MH(UIBTPALIMOHHAS aHECTE3US.

Buympucycmasnas unvekyus npu apmpockonuu KOJeHHO20 CyCmasa.

4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHHU

[Ipenapatr PonmBakanH IOMKEH HCIOJIB30BATHCS TOJIBKO CICHUAIMCTAMH, UMCHOIIUMH JTOCTATOYHBIHN
OIIBIT IPOBCACHUA MECTHOH AHCCTC3UHU, HUIIN II0J HX Ha6JIIOI[eHI/I€M, Ipyu HaJIU4uH O60pyI[0BaHI/I$I n
JICKApPCTBCHHBIX MPCHapaToB AJId NPOBCACHUA PCaHMMALMOHHBIX MepOHpI/ISITI/If/'I. I[O Ha4daJia BBIIIOJIHCHUA
0071bIIKX OJI0KaA JOJKHBI ObITh YCTAaHOBJIEHBI BHYTPHUBEHHBIE KaTETEPHI.

PexxuM 103upoBaHus

B3pocnvie u 0oemu cmapue 12 nem

B uenom ju1s aHecTe3uM Npu XUPYpruueckux BMEIIaTeNbCTBAaX TpeOyroTes 0oJiee BHICOKHE J103bI U Ooliee
KOHIEHTPUPOBAHHbIE PACTBOPHI IIpermapaTa, 4YeM IpU HCIOJb30BAHUM AHECTETUKA C  IIEJIbI0
o6e36ommBanus. [Ipu MCIONB30BaHUM aHECTETHKA C IENIbI0 00€3001MBaHUS OOBIYHO PEKOMEH]I0BaHa
no3a 2 mr/mi. J1jig BHyTpUCYCTaBHOTO BBEJICHUS peKOMEHA0BaHa j103a 7,5 mr/mi. PonuBakaus B 103e 10
MI/MJI PEKOMEHJyeTCs U1 SNUAYPaJbHOW aHECTe3WHu, KOorJa IOoJIHAas MOTOpHas OJyioKaja sBISeTCS
HE0OXO0IMMOM ISl TPOBEJIEHUS OTIepaIIHii.

Jl03b1, yKa3aHHbIe B TaOnuuax 1 U 2, CYUTAIOTCS AOCTATOUHBIMU JUIsl IOCTUIKEHUSI HAJI)KHON OJIOKaabI U
ABJIAIOTCSL OPUEHTUPOBOYHBIMU TPU UCIIOJIB30BAHUH IIpENapara y B3pOCIbIX U AeTel crapiue 12 ner, Tak
KaK CYIIECTBYET MHIMBHyaJbHAsl BapUaOeIbHOCTh CKOPOCTH Pa3BUTHA OJIOKAJbI U €€ IUTEIbHOCTH.
Jlanubie Tabmui 1 1 2 SBISIOTCS OPUEHTUPOBOYHBIM PYKOBOJICTBOM IO JIO3MPOBAHUIO Tperapara s
NpoBe/IeHUsT Hanmbosee YacTo HCIoyb3yeMbix Onokan. I[lpm mombope 03Bl mpemapara Clieayer

OCHOBLIBATHCA HA KIIMHUYCCKOM OIIBITE C YUCTOM (I)I/I3I/I‘-ICCKOP0 COCTOAHHA ITAITKUCHTA.

Ta6auna 1. Pexomenaanuu no 103MpoBaHui0 npenapara PonumBakamH A B3pociabIX U JeTei

crapiue 12 et B KOHHeHTpauusx 2 mr/mJi, 7,5 mr/ma u 10 mr/mu:



Onokana (mpoaseHHble WHQY3UU

Kouuentpamusi | “O6vem | I?;Egs’;zE i :ﬁﬁﬁa@_l1 _Zlﬁég;tif'ehﬂﬂoiTﬁ
npenapara pacTBEPAL{[|(ME)) [ ACHTTR IS~ TreH B (1)
(Mr/mu) (mJ1) (MuH)
AHecTe3usl MPU XHPYPruYeCKNX BMeIaTeIbCTBAaX
Onudypanvhas anecmesusi Ha NOACHUYHOM YPOBHE
Xupypruyeckre BMEIaTeIbCTBa 7,5 15-25 113- 10-20 3-5
188
10,0 15-20 150- 10-20 4-6
200
KecapeBo ceuenne 7,5 15-20 113- 10-20 3-5
150
Onudypanvhas anecmesusi Ha 2pyOHOM YPOGHE:
[TocneonepanuoHHas 75 5-15 38-113( 10-20 -
oOe30onmBaromasi  Oimokaza U
XUPYPrUYeCKUE BMEIIATEIBCTBA
b10Ka0a KpynHvlx HepEHLIX CHIemeHUll
Hanpuwmep, Oiiokaga 1iedeBoro 7,5 10-40 75- 10-25 6-10
CILICTEHUS 300*
[TpoBogHMKOBAS 5 75 1-30 7,5- 1-15 2-6
H(UIBTPAMOHHAS AaHECTE3Us 225
Kynuposanue ocTporo 00;1eBOro CHHApOMa
DnuodypanbHoe 66e0eHue Ha NOACHUYHOM YPOBHE
bosttoc 2,0 10-20 20-40| 10-15 0,5-1,5
[lepuoanueckoe BBEJCHHE 2,0 10-15 20-30 - -
(Hanpumep, npu 00e300JIMBaHUN (MMHHMM.
[POJIOB) untepsain 30
MUH.)
[/ Ipoonennas unghyzus ons:
- 00e300IMBaHUS POIOB 2,0 6-10 mur/u | 12-20 - -
MI/q
- MOCJICOTIEPAITMOHHOTO 2,0 6-14 mi/u | 12-28 - -
00e300JIMBaHUS MTI/4
hioxada nepugepuyeckux Hepeos:
Hanpuwmep, Omokana OeIpeHHOTO 2,0 5-10 ma/a | 10-20 - -
HEpBa WM MEXIICCTHHYHAS MI/4




COOTBEIN

MJIU IOBTOPHBLIC I/IH’beKI_[I/II/I)

(MOC]

DOnudypanvroe 8gedeHue Ha 2pyOHOM YPOSHe:

[Iponnennas uady3us (Hampumep, 2,0 6-14 mu/q

et MMOCJICONCPAITUOHHOT O

00e300IMBaHNs)

[/ Iposoonuxosas onokada u 2,0 1-100 2-200 1-5 2-6

qubqubmpaquHHaﬂ aHecmesus

BrympucycmasHoe 6gedenue:

APTPOCKOITHS KOJICHHOTO, 7,5 20 150*** -

cycraBa**

* Jlo3a anst GOKaabl KPYMHBIX HEPBHBIX CIUICTEHUH MOJDKHA MOAOHPATHCS B COOTBETCTBHU C MECTOM
BBEJICHUS U COCTOSTHUEM IalMeHTa. biokana mie4eBoro CIuieTeHUsl MEXJIECTHUYHBIM U HaJKIOYUYHBIM
JOCTYIIOM MOXET OBITh CONpSKEHAa C BBICOKOW YACTOTOM CEpbE3HbIX IMOOOYHBIX peaklUil BHE
3aBMCHMOCTH OT UCIIOJIb3yEMOI0 MECTHOTO aHECTETHUKA.

** Coo0manoch 0 ciydasix XOHAPOJHM3a IPH IOCIEONEPAMOHHON MPOMJICHHON BHYTPUCYCTaBHOMN
uHpy3UH MecTHbIX aHecTeTHKOB. Ilpenmapar PonuBakanH He cieayeT HOpUMEHSTb JJI MPOJJICHHOMN
BHYTPHUCYCTaBHOM HH(DY3HUH.

**% Ecmum mpenapar PonmBakawH TOTOJHUTENBFHO HCIIONB30BANICS U JIPYTMX BHJOB aHECTE3HH,
MaKCHMaJbHas /1032 HE JI0JKHA MPEBbIILATh 225 MT.

Tabampa 2. PexoMeHaanuu nmo 103MpPOBaHMI0 npenapara PonmBakamH AJsi B3pOC/bIX M JAeTed

crapiue 12 jjeT B KOHIEHTPALUAX S5 MI/MJI:

Konuentpanusi| O0bem Ho3a | Havano | JaurebHOCTH AedCTBUS
npenapara | pacrBopa | (Mr) |gelcTBus (9)
(Mr/mur) (M) (MuH)
AHecTe3Hsl IPU XUPYPru4eCcKUX BMeATeJIbCTBAX
Hnumpamexanvras 610xada
XHpyprudyeckue
50 3-4 15-20 1-5 2-6

BMeIIaTeIbCTBA

s o3HakomieHHs ¢ (aKkTOpaMH, BIUSIONIMMH HAa METOJ BBIIIOJHEHUS OTACTBHBIX OJIOKaA, U C
TpeOOBaHUSMHU, TPEABIBIAEMbIMH K KOHKPETHBIM TpYIIaM TNaleHTOB, CIEAYyeT HCIOJIb30BaTh
CTaHJapTHHIE PYKOBOJICTBA.

Hns

ACITUPAIIMOHHYIO Hp06y A0 BBCIACHUA M B HNPOLECCC BBCACHUA IIpCIiaparta. Eciu nmpearojgaracTcd

nNpeaoTBpali€cHrd  IoagaHus aHCCTCTUKa B COCyd  CICOAYCT 00513aTeNIbHO IIpOBOANTH

WCIIONBb30BaTh Npenapar B BBICOKOW J03€, PEKOMEHIYETCs BBECTH TECT-I03Yy 3-5 M JUIOKauHa C
aapenamuaoM. Ciy4yailHO€ BHYTPHUCOCYJMCTOE BBEJCHHUE PACIIO3HAETCS MO BPEMEHHOMY YBEIMYCHUIO
YacTOThl CEpPJEYHBIX COKpaIlEeHUH,

a cioyyailHoe UHTpaTeKaJbHOE BBEACHHE - IO MPU3HAKAM

CIIMHAJIBLHOTO OJIOKA. HpI/I MOSBJICHUNU TOKCHYCCKUX CHUMIITOMOB CJICAYCT HCMCIAJIICHHO IPCKPATHTDH

4



BBEJICHHE Ipernapara. COOTBETCTEYET 3KCNEPTHI
ot 06.06.2024 N2 11268
J1o BBeZieHUs U BO BpeMsl BBeJIeHUs IpernapaTta PonuBakanx (IfP'IEQEQTEJ,ﬂe}E,Q. OIUTE MGATGHHO M

MY OTHETY

IyTeM YBEJIMUYEHHUs BBOJIMMBIX IIOCJIEIOBATENLHO J103 Tpemapara co CKOpocThio 25-50 Mr/muH)
HE00XO/UMO TINATEILHO KOHTPOJUPOBATh KM3HEHHO BaXKHbIE (DYHKIMM MALMEHTa U MOAJIEPKUBATH C
HUM BepOabHBIM KOHTAKT. OHOKpAaTHOE BBEACHUE pONMBAaKanuHa B J103€ 710 250 MT IIpHU SMHAYPATbHON
Omokase JUIst MPOBEACHUSI XUPYPTrHUECKOTr0 BMEIIATEIbCTBA OOBIYHO XOPOIIO NEPEHOCUTCS MAIUEHTAMH.
[Ipu Onokane muedeBoro crjeTeHuss ¢ momomblo 40 M mpenapara PonuBakamH 7,5 Mr/mi
MaKCUMaJIbHble IJIa3MEHHbIC KOHLEHTPAMKM PONMBAKaHMHA y HEKOTOPBHIX NAllMEHTOB MOTYT JOCTHUraTh
3HAYEHUs, XAPAKTEPU3YIOIIErocsl JIETKUMHM CHMITOMaMH TOKCHYHOCTH CO CTOPOHBI LIEHTPaJIbHOM
HEpBHOI cuctembl. [loaToMy npumenenue 10361 Beime 40 mit npenapara Ponusakann 7,5 mr/mi (300 mMr
polnuBaKanHa) HE PeKOMEHI0BAHO.

IIpu anuTenbHOM NPOBENEHMM OJIOKAAbl IMyTEM IPOJJIEHHOM MH(Y3UM WIM HOBTOPHOIO OOIIOCHOTO
BBEJICHUS CJIEJIyeT YUUTHIBaTh BO3MOXHOCTb CO3JJaHUsI TOKCUUYECKUX KOHLIEHTPALM aHEeCTEeTHKA B KPOBU
U MECTHOTO NOBpEXACHUsS HepBa. BBeneHue pornuBakanHa B TedeHue 24 yacoB B go3e 10 800 wmr
CYMMapHO MPH XUPYPTUYECKUX BMEUIATEIbCTBAX U JJIS TOCICONEPALMOHHOTO 00€300IMBaHUSA, a TAaKKe
IPOAJICHHAs 3NUAYypaibHas UH(Y3Us MOCIe ONepaluyu cO CKOPOCThIO 10 28 MI/4 B TeueHHe 72 4acoB
XOPOIIO MEPEHOCUTCS B3POCIIBIMU MAI[UEHTAMH.

JUis KynupoBaHUS IOCJIEONEPALMOHHON OO0JIM PEKOMEHIYeTCs Cleaylollas CXemMa HIPUMEHEHUS
mpernapara: eclid SIUAYPAIbHBIA KaTeTep He ObUT yCTaHOBIICH MIPH ONEPATHBHOM BMEIIATEIBCTBE, TOCIE
€ro yCTaHOBKH BBIMOJIHSETCS 3MUypanbHas 010kaa 001r0CHON nHbeKIuel npenaparta PonuBakaus (7,5
MI/MJI). AHanbresusi nojjep)kuBaercsd MH(y3ueil npenapata PorumBakaumH (2 mr/mi). B GonbmmHcTBe
CllyyaeB Ul KYNUPOBAaHUS MOCIEONEPAl[MOHHON OOJMM OT yMEpEeHHOW 10 BhIpak€HHOM, MH(DYy3us co
ckopocthio 6-14 wmu/u (12-28 wmr/4) oOecreunBaeT aJCKBATHYIO aHAJIbI€3UI0 C MHUHUMAIBHOW HE
IIporpeccupyronieil ABurareabHol Ojokanoil (Mpu HCIOJIB30BAHUM JTAHHOM METOIMKH HalIr0/1ajaoch
3HAYUTEIbHOE CHU)KEHUE MOTPEOHOCTH B OMUOUIHBIX aHAJIbI€THKAX).

Jns  mocneomnepalmoHHoro o6e30onuBaHus mpenapar PonuBakauH (2 MI/mMil) MOYKHO BBOJUTH
HENPEPBIBHO B BUJIE SIUAYPAIbHON HHPY3UH B TeueHue 72 yacoB 0e3 peHTanuna wim B cMecu ¢ HuM (1-
4 wmxr/min). Ilpu npumenenuum npenapata PommBakamn 2 wmr/ma (6-14 mi/dac) obecnednBanoch
aziekBaTHOE 00e30011BaHKe Y OOJIBIIIMHCTBA MMALMEHTOB.

KomOuHnanus ponrBakavHa U (eHTaHMIIA IPUBOAMIIA K YIYUIIEHUIO0 00€300I1MBaHNs, BbI3bIBAs IPH 3TOM
1o0o4HbIe 3(PPEKTHI, MPUCYIINE HAPKOTUYECKUM aHAJIbI€THKaM.

Hcnonp3oBanue npenapara PornmBakanH B KOHIIEHTPAIMK CBbIIIE 7,5 MI/MJI IPU KECAPEBOM CEUEHUU HE
U3Y4EHO.

Oco0nie T'PYHIIBI HATWMCHTOB

Iloueunasn neoocmamounocmeo
Kak mnpaBwio, mpu BBeIEHWH OAHOKPATHOW [03bl JIMOO KPAaTKOCPOYHOM Tepamnuu MalueHTOB C
HapyumeHneM (yHKIUU T0YeK, M3MEHEHHE 03I He Tpedyercs.

Ileuenounas nedocmamounocms



PornvBakanH MeTabOIM3UpyeTCs B IEUSHH 1, BCICACTBHe BTOTd; mbimker' € dcTdpokaboTRi0 HpMénsrbea
ot 06.06.2024 N2z 11268

Y HNanucHTOB C CCPbC3HBIMU 3a00/I€BAaHUSIMH TICUEHH. HOBTHPHIPI’_H_EC)IIEIEWET ECQ@PEOI[_HIYIO“qI;IH)KaTB

BCJICACTBUC 3a,uep>1<1<1/1 BBIACJIICHU .

Tlayuenmul, cmpadarowue cunosonemuet

VY nanueHToB, CTPAJAIONIMX TUIIOBOJIEMHUEH, MO JIFOOOW NMPUYMHE MOXKET Pa3BUTHCS OCTpasl TsDKeas

TUIIOTEH3Us BO BpeMsl SIIUYpaIbHON aHEeCTe3MH, HE3aBUCUMO OT MCIIOJIb30BAHUS MECTHOT'O aHECTETHKA.
CTU

Taoauna 3. Pekomenaanuu mo 103MpoBanuio npenapara PonuBakaun ns aerei or 0 no 12 jger B

KOHIEHTPauM 2 MI/MJI:

Konunentpauusa |O0bem pacTBopa Hdo3a (Mr/kr)

npenapara (Mr/mui) (mu1/kr)

KynupoBanue ocTtporo 001¢B0ro CHHApPOMa (MHTPAONEePALIMOHHOE U MOCIe0NePaAllHOHHOe)

Kayoanvroe snuodypanvroe gedenue:

brokaga B ob6nactu Thxy
2,0 1 2
neTel ¢ Maccou Tea 10 25 Kr

[ Ipoonennas snudypanrvhas un@ysus y demeil ¢ Maccou meia 00 25 ke

[Bozpacm demeti om () 0o 6 mecsayes

Bomroc* 2,0 0,5-1 1-2

Nudys3us g0 72 yacos 2,0 0,1 ma/kr/u 0,2 mr/kr/u

[Bospacm om 6 0o 12 mecayes

Bosroc* 2,0 0,5-1 1-2

Hby3us 1o 72 yacoB 2,0 0,2 mi/kr/u 0,4 Mr/kr/4

[Bozpacm om [ u 0o 12 nem exnouumenbHo

Bosroc** 2,0 1 -

Nudy3us 10 72 gyacoB 2,0 0,2 mMi/kr/u 0.4 mr/xr/u

* MeHbIiue A03bI U3 MpeAjiaracMoro HMHTEpBajla PECKOMCHAYCTCA I SIHUAYPAJIbHOIO BBCIACHHA Ha
IPYyJHOM YpPOBHE, B TO BpeMs Kak OOJIbLIME 03l PEKOMEHIOBAHBI JJIsi SMUIYPaJbHOrO BBEACHUS Ha
MOSICHUYHOM U KayJaJIbHOM YPOBHSIX,

** PexoMEHIyeTCsl I SMUIYPaTbHOTO BBEJACHHUS Ha MOSICHUYHOM ypoBHE. OOOCHOBAaHHBIM SIBIISCTCS
CHIIKEHME 710361 00JII0Ca [T SIHUypaIbHOM aHAJIBI'€3UH Ha TPYIHOM YPOBHE.

Tabanna 4. Pekomenganum no 103upoBaHuio npenapara Ponusakann nis aerei or 1 roga no 12

JIeT 6 KOHYeHmpayuu 5 me/mau:

Konuenrpanuss | O0bem pacTBopa Ho3a (mr/kr)

npenapara (Mr/mui) (Mu1/kr)

Kynuposanue ocTporo 00;1eBOro CMHApoOMa (MHTPaoNepalMoOHHOE U MOCJIe0NepanioOHHOe)

brokaoa nepugepuneckux Hepgos y oemeii om 1 2ooa 0o 12 nem exaouumenbHo




Harnpumep, ISy 5,0 COOTHEE C TE. YE

10AB3I0IIHOIIaX0OBOT'0 HEPBA (NMOCNEOOBATENEHOLC '|'_. 00017

Jlo3bl, yka3zaHHbple B TaOmumax 3 W 4, SBIAIOTCS PYKOBOJICTBOM K HCIOJb30BaHUIO TIperapara
neAuaTpuiYeckord mpakTHKe. B To ke BpeMs CyllecTBYeT MHIUBUAYalIbHas BapuaOelbHOCTh CKOPOCTHU
pa3BUTHs OJIOKA U €ro JUTUTEIbHOCTH.

VY nereil ¢ U30BITOUHOM Maccoi Teja 4acTo TpeOyeTcsl NMOCTENEHHOE CHUKEHHUE J03bl Mpenapara; npu
3TOM HEOOXOIMMO pPYKOBOJICTBOBAThCS '"WIealbHOH'" Maccoil Telna TalWeHTa. 3a CIPaBOYHOM
uHpopmanuenr o QaxTopax, KOTOpbIE BIHAIOT HAa METOJbI BBHIMNOJHEHHUS OTAEIBHBIX OJIOKag U O
TpeOOBaHUSAX, NPEIBABISIEMbIX K KOHKPETHBIM TpyIlaM MAalMeHTOB, CcjeayeT olpamarbes K
CIELMAIM3UPOBAHHBIM pYKOBOJCTBaM. OOBbEM pacTBOpa JUIsl KayJalbHOTO 3MUIYPaTbHOTO BBEACHHS H
00beM OoIroca IS SMUAYPATbHOTO BBEICHUS HE JOJDKHBI IPEBBIIATh 25 MII 7S JII00O0Tr0 MalrueHTa.

Jlis  mpenoTBpallleHUs HEeMpeIHAMEPEHHOTr0 BHYTPHUCOCYIMCTOTO BBEACHHUS AaHECTETHKA CIIEIyeT
THIATENFHO MPOBOJIUTH ACIHMPAIMOHHYIO MPOOYy 10 BBEACHHUS M B IpOIECCe BBEACHHUS mpemnapara. Bo
BpeMs BBEJCHHS Ipernapata HEOOXOAMMO THIATEIBHO KOHTPOJIMPOBATHh KXU3HEHHO BAXKHBIE (DYHKIUH
nanuenTta. [Ipy MOSBIEHWM TOKCHYECKHX CHMITOMOB CIIEIYyeT HEMEIJICHHO IPEKPAaTUTh BBEICHHE
npernapara.

OpHoKpaTHOE BBeJIEHUE POMMBaKanHa B 03¢ 2 Mr/mi (U3 pacuera 2 Mr/Kr, o0beM pactBopa 1 mi/kr) amns
MOCJICONePAIIIOHHON KayJallbHOW aHAJIbre3uH 00eCIieunBaeT afeKBaTHOE 00e300IMBaHNEe HUKE YPOBHS
Thxy y GonbiimHcTBa mamueHToB. Jletu crapiie 4 jeT XOpoIio HmepeHocsAT 103l 10 3 Mr/kr. O0bem
BBOJIMMOT'O pacTBOpa AJIsl SMUIYPaTbHOIO BBEACHUS Ha KayAaJbHOM YPOBHE MOXET ObITh M3MEHEH C
LEJNBI0  JOCTMXKEHUS pa3IMYHOM  pacHpOCTPAaHEHHOCTH CEHCOPHOro OJioKa, 4YTO OINHCAaHO B
CHeMaTM3UPOBAHHBIX PYKOBOJCTBAX.

HezaBucumo ot THIa aHeCcTe3UH, PEKOMEHyeTcsl OOJIIOCHOE BBEJIEHUE PaCCYMTAHHOM 103l IIpernapara.
[IpumeneHue npenapara B KOHIIEHTPAIMH BBIIIE 5 MI/MJI, @ TAaKXKe UHTPATEKaIbHOE MPUMEHEHHE JTF0OBIX
KOHIIGHTpaLlMil poluBaKkanHa y JeTel He ucciieoBanoch. [IpuMeHeHre ponrBakaHa y HEJIOHOIIEHHBIX
JIeTEel HE U3y4aJioCh.

Cooco0 nmpuMeHeHns

[Ipenmapatr mpuMeHsieTcs A SNUAYPANbHOM, CNHMHANBHOM, WHQWIBTPALIMOHHOM M MPOBOJHUKOBOM
aHEeCTE3UH.

NHcTpyKuio o NpuMEHEHUI0 pacTBOpa cM. B pasjene 6.6.

4.3. IIpoTnBoONOKa3aHUSA

['umepuyBCTBUTENHHOCTS K POMMBAKAUHY W/UIU K JOOOMY M3 BCIIOMOTATENbHBIX BEUIECTB WA JPYTUM
MECTHBIM aHECTETHKAM aMHUIHOTO THIIa, IEPEYUCICHHBIX B pasnene 6.1.

HeoOxonuMo yuuThiBaTh OOIIME HPOTUBOMOKA3aHUS Ui KaXJAOr0 KOHKPETHOTO BHJAa AaHECTE3UH,
HE3aBHCHUMO OT UCIOJIb3yEMOIO aHECTETHKA.

[Ipenapatr PomnuBakanH NpPOTHBONOKA3aH Uil BHYTPHUBEHHOH PErMOHAPHOM aHECTE3WH, «OOJIbIION



OMY OTUETY

6JIOKA/IBI, y TIAIEHTOB C THTIOBOJIEMHEH 1 MapaIiepBy Kéhﬂﬁ%ﬁﬁiﬁ&&@%ﬁﬁﬁ?}?fﬁ%'
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B xonyenmpayuu 5 me/ma: (MOCMNEOOBATENLHOCTS 0001)

BBI/II[y OTCYTCTBUA HOOCTATOYHOI'O KOJHUYCCTBA KIIMHUYCCKUX HaGHIOIIeHI/Iﬁ HC PCKOMCHAYCTCA

IIPUMEHCHUEC pOIIMBaKanHA Yy I[CTCI71 Mjagaic 1-ro roaa, a TakKK€ MHTECPAaTCKaJIbHOC BBCACHUC IIpCIiapara.

4.4. OcoOble yka3aHusl 1 Mepbl PeI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

OcnabneHHble TOXKUIble MAl[UEHThl WM MAlUEHTabl C TSKEIBIMU COIYTCTBYIOIIMMHU 3a00JIEBAHUSMU,
TaKUMH Kak Oiokaapl BHyTpHcepaeuHod mnpoBogumoctd II m III cremennm (cuHOaTpuanbHas,
aTPUOBEHTPUKYIISIPHASI, BHYTPHIKEIYIOYKOBAs), MPOTPECCUPYIONINE 3a00JIeBaHUSI TCUCHH, TsDKEas
MEYEHOYHAs] HEJOCTAaTOYHOCTh, TSKENIas XPOHUYECKas IMoueyHash HEJAOCTaTOYHOCTb, MPU Teparuu
TUIOBOJIEMUYECKOTO IIOKa, OcTpasi mophupus, 6epeMeHHOCTh, IEPUO TPYIHOTO BCKapmiuBaHus. s
JAHHBIX TpyNN NAlUWEHTOB pEruoHAJIbHAs aHECTe3Wsl 4YacTo sBJserca npennodyrutenbHou. [lpu
MIPOBEJICHUN «OOJIBITUX» OJIOKA] C IEIbI0 CHIDKECHUS PHCKA Pa3BHUTHUS TSOKEIBIX HEOIArompHsTHBIX
SIBJICHUH PEKOMEHIYETCSl TPEABApPUTENIbHO ONTHUMHU3UPOBATh COCTOSIHUE TIAllMEHTa, a Tak XKe
CKOPPEKTUPOBATh /103y aHECTETUKA.

[TaruenTam, HaXOASIIMMCS HA UETE C OTPAaHUYCHHUEM HATPHs, HEOOXOAMMO MPUHUMATh BO BHUMAaHUE
coJiepKaHue HATPHs B IIperapare.

Crnenyer co0iroAaTh OCTOPOKHOCTh IIPU UHBEKIIUU MECTHBIX aHECTETUKOB B O0JIACTH TOJIOBHI U III€H, B
CBSA3M C BO3MOXXHOW TIOBBILICHHOW YacTOTOW pAa3BUTUS CEpbe3HbIX MOO0YHBIX 3dekToB. I[Ipu
BHYTPHUCYCTaBHOM BBEJEHUHM IMpenapara clieyeT COOMI0AaTh OCTOPOXXKHOCTh MpPHU TMOJAO3PEHHH Ha
HaIMYMEe HeJaBHEH OOIMPHONW TpaBMBI CyCTaBa WM XUPYPTUYECKOM OIMepalui CO BCKPBITHEM
OOIIMPHBIX TTOBEPXHOCTEHN CYCTaBa, B CBSA3U C BO3MOXKHOCTBIO YCHJICHHS abcopOumu rpenapara u 6osee
BBICOKOH KOHIIEHTpAIUH Mperapara B Ia3Me.

Oco0oe BHUMaHHE clieyeT YAENsATh MpU MPUMEHEHUHU MpernapaTa y JeTed 1o 6 MecslleB B CBA3H C
HE3PEJNOCTHIO0 OPraHOB U (PYHKIIHIA.

AHecTe3usi JOJDKHA TMPOBOJMTHCS OMBITHBIMU  CIIEIIMAIIUCTAMU B COOTBETCTBYIOIIMM  00pazoM
000pYJIOBAaHHOM TOMENIEHWU TPU JIOCTYIIHOCTH TOTOBOTO K HEMEJICHHOMY HCIOJIb30BaHUIO
00OpyIOBaHUS U MPENapaToB, HEOOXOAUMBIX JIJIsl IPOBEJACHISI MOHUTOPUHTA CEPACUYHON AeATeIbHOCTH U
pEaHMMAIMOHHBIX ~ MepomnpusaTuii.  llepcoHan,  BHIMOMHSIONIMM  aHECTE3WIO, JODKEH  OBITh
KBATU(UIIUPOBAHHBIM W OOyYeH TEXHHKE BBIMOJHEHUS AaHECTE3UH, JIOJDKEH OBITh 3HAKOM C
JIMarHOCTUKON W JIEYEHWEM CUCTEMHBIX TOKCHYECKUX PEaKIIMil, HEXKETATEIbHbIX SBJICHUN W pEeaKUuid, U
JIPYTUX OCIOKHEHUH.

OcnoxHeHHEeM HeTlpeTHaMEePEHHOT0 Cy0apaXHOUAATFHOTO BBEACHHSI MOXKET SIBISITHCSI CIIMHATIBHBINA OJIOK
C OCTAaHOBKOHW JIbIXaHWS W CHIDKCHHEM apTepuaibHOro napiieHusi. Cyaopord pa3BUBAIOTCS Halle MpU
0JIOKaJie TUIEYEBOTO CIUICTCHHS W OJNUAYPAIBHOW OJIOKaae, BEPOSTHO, BCIEACTBUE CIIy4ailHOTO

BHYTPHCOCYAMCTOTO BBEJICHHS UM OBICTPOI aOCOPOIIMH B MECTE MHBEKILIUH.



BrimonHeHne 6okan nepudepHitHbIX HEpBOB MoskeT TpéGoBaTk Baelferire 6oMbIIoro loduéiia Mdctadro
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AHECTCTUKA B 30HBI C 6OHBI_HHM KOJIMYCCTBOM COCyaOB, LIa,CTO( H@[II_H_S"{/E@ZEWPEM@?TE"EQ:l‘;l‘_gB,LILHaeT

PUCK BHYTPUCOCYAMCTOTO BBEIEHUS W/UIHM OBICTPOTO CHCTEMHOTO BCACBHIBAHUS, YTO MOKET MPUBECTU K
BBICOKOM KOHLIEHTpAIUU Mperapara B IjIa3Me.

Hekortopsie mpouenypsl, CBSI3aHHbIE C IPUMEHEHUEM MECTHBIX AHECTETHKOB, TAKUE KaK MHBEKLUHUU B
00JIaCTH TOJIOBBI W WIEH, MOTYT COINPOBOXKIAThCS TIOBBIIICHHON YacTOTOW pa3BUTHUS CEPhE3HBIX
no0oYHBIX 3(p(PEeKTOB BHE 3aBUCHUMOCTH OT THIA MPHUMEHSEMOrO0 MECTHOTO aHecTeTnka. HeoOxomnmo
COOJIIOAATh OCTOPOXKHOCTD IS MIPEIOTBPALICHUS MHBEKIIMY B 00JIaCTh BOCIIATICHHUS.

Crnenyet co0iro1aTh OCTOPOKHOCTD IIPH BBEACHUU IIperapaTa nmaiueHTam ¢ 0J0Kag0i BHyTpUCEPACUHOM
npoogumoctu Il m III crenenu, manueHTam € TSKEIOM MOYEYHOW HEAOCTATOYHOCTBIO, MOMXKHUIIBIM U
0CJa0JIEHHBIM MAlEHTAM.

Nmerorcss cooOIieHuss O peAKuX clydasX OCTAaHOBKM cCepJlia Mpu NPUMEHEHUWU pPONMUBAaKaWHa IUis
SNUAYPATBHOM aHecTe3uu WiIh OlloKa] mepudepuyecKux HEPBOB, OCOOCHHO TOCJe CIy4aifHOTro
BHYTPUCOCYAMCTOIO BBEJCHMS, y MOXKWIbIX MAUEHTOB M y MAIMEHTOB C COMYTCTBYIOIIMMHU CEPIACHYHO
COCYJUCTHIMH 3200JICBAaHUSIMHU.

B psine cmydaeB peaHUMaIllMOHHbBIE MEPOIIPHUATHS MOTYT OBITh 3aTpyIHUTENbHBI. OCTaHOBKA CEepla, Kak
MpaBmUIIo, TPEOyeT OoJiee AMTUTENbHBIX PEAHUMALIMOHHBIX MEPOTIPUSTHH.

[TockonbKy pomNHMBaKauMH META0OIM3UPYETCS B TIIEYCHH, CIEAYET NPOSBIATH OCTOPOKHOCTH IPH
NPUMEHEHHUH Tpernaparta y OOJBHBIX C TSHKETIBIMHU 3a00JIEBaHUSMH MIEYEHU; B HEKOTOPBIX CIyYasx H3-3a
3aMeJYICHHON 3JIMMUHAIMN MOXET BO3HHUKHYTh HEOOXOAMMOCTh YMEHBIIEHHS IOBTOPHO BBOJMMBIX 103
AHECTETHUKA.

OObIYHO y OOJBHBIX C MOYEYHOW HEIOCTATOYHOCTHIO MPH BBEJIEHUU TMpenapara OJHOKPATHO WU MPHU
UCIOJIb30BaHUU TMpenapara B TEYEHHE HENpPOJOJDKUTENBHOIO [EepUuojia BpEeMEHUM He Tpedyercs
KOppekTupoBarh A03y. OJHAKO anua03 U CHIKEHHWE KOHIIEHTpalMM OENKOB B IJIa3M€ KPOBH, 4YacTO
pa3BuBamOIIMecs y OONBHBIX C XPOHUYECKOW IMOYEYHOW HETOCTaTOUYHOCTHIO, MOTYT TOBBIIIATH PHUCK
CHCTEMHOI'0 TOKCHYECKOro AeWCTBUS mpemnapara (cM. pazzaen 4.2). Puck cucTeMHON TOKCMYHOCTH TakxkKe
MOBBILIEH NpU MPUMEHEHHM Mpenapara y MalMeHTOB C MOHMKEHHOW Maccoil Tena U NAaIlMEeHTOB C
TUIIOBOJIEMUYECKUM IIOKOM.

OnuaypalibHas aHECTEe3Us MOXKET MPUBOAUTH K CHIDKEHUIO apTePUAIBHOTO NaBICHUS W OpaguKapauu.
BBenenne cocynocyKUBAIOIUX MpernapaToB WIH yBeNIWYeHHEe 00beMa HUPKYIHPYIOMIEH KPOBU MOXKET
YMEHBIIUTh PUCK Pa3BUTUS MOJOOHBIX MOOOYHBIX 3PdekToB. CreayeT CBOEBPEMEHHO KOPPEKTHPOBATH
camxkenue AJl myrem BHYTpUMBEHHOTO BBeAeHHs 5-10 mr adenpunHa, mpu HEOOXOIWMOCTH BBEICHUE
MMOBTOPUTb.

[Ipu BHYTpHCYCTaBHOM BBEJIEHHU TIperapara CleayeT COOMI0AaTh OCTOPOKHOCTh MPHU MOJO3PEHUU Ha
HaJMuuMe HeJaBHEH OOIIMPHONM TpaBMbl CyCTaBa WM XUPYPTUYECKOW OIepaluu CcO BCKPBITHEM
OOIIMPHBIX TTOBEPXHOCTEHN CyCTaBa, B CBS3M C BO3MOXKHOCTBIO YCHIICHHS abcopOuuu mpenapara u 6osee

BBICOKOI KOHIIEHTpAIMH Mpenapara B Iia3me.
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aMHMOJApOHOM), [OJDKHBI HAaXOIUTHCS T0J  TIIAfelbHbIM [ HabjoAcHUEM - MeKoMerayered | OKT -

MOHHUTOPHHT B CBSI3U C PUCKOM YCHJICHHS CEPJICUHO-COCYAUCTHIX I(P(EKTOB.

Crnenyer u30erartb AJUTEIbHOIO NPUMEHEHUs Ipenapara PonmBakauH y MAlUMEHTOB, NPUHUMAIOIIUX
MotIHbie UHruOuTOpHI M3odepmenta CYP1A2 (Takue kak, (hJryBOKCAMUH U YHOKCAIIHH).

Crnenyer y4MTHIBAaTb BO3MOXXHOCTH IE€PEKPECTHOH THUIEPUYBCTBHTEIBHOCTH MPU OJHOBPEMEHHOM
NpUMEHEeHHUHU IpenapaTta PonuBakanH ¢ IpyruMu MECTHBIMU aHECTETUKAMU aMHJIHOTO THIIA.

[TanrenTam, HaxXOAIIMMCS Ha JAMETE C OTPaHUYEHUEM HATpHsl, HEOOXOAMMO IMPUHUMATh BO BHUMaHHE
coJiep>KaHue HATpUs B IIpenapare.

[IpumeHenune mpenaparta y HOBOPOXKICHHBIX TpeOyeT ydera BO3MOXHON HE3PEIOCTH OpraHoB U
¢duznonornueckux (HyHKIHMI HOBOPOXKICHHBIX. KipeHc HecBsi3aHHOHM (ppakiiuy poriMBakanHa u
MUIETOKCUIINIMHA 3aBUCUT OT MACChl Tella U BO3pacTa peOeHKa B MEpBbIE TO/IbI )KU3HU.

BnusHue Bo3pacTa BbIpakaeTcsi B Pa3BUTUM M 3pENOCTH (YHKIUM MEYEHHU, KIUPEHC TOCTUraeT
MaKCHMaJIbHOTO 3HA4Y€HHUs B Bo3pacTe okoiso 1-3 ner. [lepron nosyBbIBeI€HUS POIIMBAKAHA COCTABIISIET
5-6 4acoB y HOBOPOXKJIEHHBIX M JIETeH B Bo3pacTe 1 mecsia 1o cpaBHEHHUIO C 3 dacaMu y JeTeil Oosee
CTapIlero Bo3pacta. B cBs3u ¢ HEHOCTaTOYHBIM pa3BUTHEM (YHKIMHA MEUEHH CHUCTEMHAsl SKCIIO3ULIMS
pOIMBaKanuHa BbILIE Y HOBOPOKICHHBIX, YMEPEHHO BBILIE - y AeTeil oT 1 10 6 MecsLeB 10 CpaBHEHUIO €
JIeTbMH 0o0Jiee CTapLIero BO3pacTa. 3HAUUTENbHBIE OTIMYMS B KOHIEHTPALMSAX POIMBaKauHa B ILIa3Me
KPOBH HOBODPOXXJICHHBIX, BBISBICHHBIC B KIWHUYECKUX WCCIEAOBAHMIX, IO3BOJISIOT IPENINoaraTh
MOBBIIIIEHHBI PUCK BO3HUKHOBEHHUSI CHCTEMHOW TOKCHYHOCTH B 3TOH TPYIINE MAIUEHTOB, 0COOEHHO MPH
MPOAJICHHOM 3MUAypanbHON HHPY3HH.

PexomeH10BaHHBIE 103bI JJ11 HOBOPOXKICHHBIX OCHOBAHbI HA OIPAaHUUYEHHBIX KIIMHUYECKHUX JaHHBIX.

[Ipr wcmonb30BaHUM PONMUBAKAaWHA y HOBOPOXKIEHHBIX HEOOXOJMMO MOHHUTOPHUPOBAHHWE CHCTEMHOMN
TOKCUYHOCTH (KOHTPOJIb MPU3HAKOB TOKCUYHOCTU CO CTOPOHBI IIEHTpaibHOM HepBHOU cuctembl, DKI,
KOHTPOJIb OKCUT€HAIIMM KPOBM) M MECTHOM HEHpPOTOKCHYHOCTH, KOTOpBIE CIEAyeT MpOAoJKaTh Mocie
3aBepIeHHs HH(DY3UH U3-32 MEJIJICHHOTO BBIBE/ICHUS MpenapaTa y HOBOPOXKICHHBIX.

[IpumeHenne mpenapaTa B KOHIIEHTPAIMM BBHIIIE S5 MI/MIJI, a TaKkXe HWHTpPATEKaJbHOE NPUMEHEHUE
npenapata PonuBakauH y eTeil He UCCIe0BaAIOCH.

PonmBakanH noTEeHIMAIBHO MOXKET 001aaTh MOP(HUPUHOTEHHBIMU CBOMCTBAMHU M MOXKET IPUMEHSTHCS Y
NAIMeHTOB C JIMarHO30M OcCTpas Mopupus TOIBKO B ClydasX, €cid HeT Oojee Oe30macHOM
aITbTEPHATHBBHI.

B ciydyae MOBBIIEHHOW YyBCTBUTEIFHOCTH MAIIMEHTOB JIOJDKHBI OBITh MPUHATHI HEOOXOIUMBIE MEPHI
IIPEIOCTOPOKHOCTH.

Coobmanoch 0 ciydasx XOHAPOJIHU3a MpHU MOCIeOoNepalMOHHON IPOAJICHHON BHYTPUCYCTaBHOW MH(DY3UH
MECTHBIX aHECTETUKOB. B OONBIINHCTBE ONMKUCAHHBIX CIIy4aeB, IPOBOAUIACH HH(Y3HS B IJIEUEBON CYCTaB.
[IprunHHO-CNIEICTBEHHAs CBA3b C NPUEMOM aHECTETHKOB HE yCTaHOBJeHa. PommBakauH He cienyer

NPUMEHSTH JUI IPOAJICHHON BHYTPUCYCTaBHO UH(DY3HH.

10



4.5. B3aumoeiicTBHe ¢ APYTHMH JIeKapCTBeHHbIMll ripenapatras n’ @yrﬂ'hﬁ#ﬁ;ﬂdaﬁﬁoﬂéﬁ%ﬁsﬁn
oT 06.06.2024 N2 11268
JlanHbIii eKapCTBEHHBIH IPENapaT He ClelyeT CMEITHBATh ¢ APYTAVI TRKANCTECHHEIMIT GREACTBAMH.

OpHOBpeMEHHOE NpUMEHEHue Ipenapata PonmmBakaMH ¢ MECTHBIMM aHECTETHKAMM, IIpernapaTamMu,
CTPYKTYPHO CXOJHBIMH C MECTHBIMH aHECTETUKAMHU aMMJIHOTO THUIIA WIH JIEKaPCTBEHHBIMHM CPEICTBAMU,
YTHETAOIUMH LEHTPAJIbHYIO HEPBHYIO CUCTEMY, MOXKET YCHUIIMBATh TOKCHYECKHE 3(P(EKThI MpenapaTos.
[TanmenTs!, IpUHUMAaOIIME aHTHapuTMUYeckue npemnaparsl 111 kiacca (Hanpumep, aMHOAAPOH ), TOJIKHBI
HAXOJUTHCS MO MOCTOSTHHBIM MEIUIIMHCKUM HabmroaenueM u DKI'- MOHUTOpHpOBaHKEM, TaK KaK MOTYT
BO3HUKHYTb I0O0YHBIE 3P (EKThI CO CTOPOHBI CEPAECUHO- COCYAUCTON CUCTEMBI.

B mieno4HbIX pacTBopax ponMBaKalH MOJKET BbINAJaTh B OCAA0K, IOCKOJIBKY OH €1a00 pacTBOpUM NpHU
pH Brie 6,0.

In VIVO mpu OIHOBPEMEHHOM NPHUMEHEHUU (IIyBOKCAMUHA, MOIIHOTO HM30MPATENBHOTO HHIHOMTOpA
uzopepmenta CYP1A2, mia3MeHHbIN KIUPEHC POINMBAaKaWHA TUAPOXJIOpUAA cHUkaica Ha 77%. Takum
o0pa3omM, cuibHble HHTHOUTOpPHl n3opepmenta CYP1A2, takue kak (IyBOKCAMHH W 3HOKCAIMH, NPU
COBMECTHOM IPUMEHEHMM C IpernapaToM PonuBakauH MOTyT B3aWMOJEHCTBOBAaTH C PpPONMBAKaWHa
TUAPOXJIOpHUIOM. JJTMTENbHOTO HAa3HAYEHMsI PONIMBAKaWHaA CJIeAyeT M30eraTh y OOJbHBIX, HOJy4YarolIX
JIeYeHUe CHIIbHBIMU HHruoutopamu nzopepmenta CYP1A2.

In VivO mpu OJHOBpEMEHHOM INPHMEHCHHH KETOKOHA30J1a, MOIIHOTO H30MPaTeIbHOIO HMHTUOUTOpa
nzopepmenta CYP3A4, nna3mMeHHBIH KIMPEHC pONMBAaKaWHA THIPOXJIopraa cHkancs Ha 15%. Onxnako
MHTUOMPOBAaHKE TaHHOTO M30(epMeHTa Bps Jiu OyaeT KIMHUYECKH 3HAYUMO.

In vivo porimBakarHa TUAPOXIJIOPH]T SIBISCTCS KOHKYPEHTHBIM HHIHOMTOpOM H3odepmerta CYP2D6, B To
e BpeMsl MHTMOMpOBaHUE JAHHOTO M30()epMEHTa HE JIOCTUTaeTCs MPU NPUMEHSIEMbIX B IPaKTHKE

KOHICHTpaUAX MpeIiapaTa B INIA3MCEC.

4.6 ®epTUWIBHOCTH, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

He BbIsiBIeHO BIMSIHHMS pONMUBakanHa Ha (QEPTUIBLHOCTh U PEMPOAYKTHBHYIO (YHKIMIO, a Takke
TEpaTOreHHOro JaeucTBus. He mnpoBOAMIMCH HCCIENOBaHUA MO OLEHKE BO3MOMXHOIO JICWCTBHUS
pomnMBaKanHa Ha pa3BUTHE TUI0JA Y KEHIIUH.

PonmBakanH MOXHO MPUMEHSTH MPU OEPEMEHHOCTH TOJIBKO B TOM CIIydae, €ClU OKHaeMasi 1MoJjib3a Jist
MaTepu MPEBBIIIAET MOTEHUUATBHBIA PUCK Ui TUIoAa (B aKyLIEpCTBE MCIOJIb30BAaHUE Ipenapara s
AQHECTE3UH WM aHAJIBT€3UH XOPOIIO 0OOCHOBAHO).

DdepTiiIbHOCTE

HccnenoBanusi BIUSHUS Tpernapara Ha PENpoOayKTHBHYIO (YHKIHIO NMPOBOJWIMCH Ha JKUBOTHBIX. B
HCCIIEIOBAaHMSIX Ha KpbICaX pPONMBAKAWH HE OKA3bIBAJI BIUSHUS HAa (PEPTUIBHOCTD U PETIPOIYKIIMIO B ABYX
nokosieHusix. [Ipu BBeJEHMM MaKCHMAalbHBIX /103 POIMBAaKanHa OEpeMEHHBIM KpbicaM HaOII0/1a10Ch
yYBEJIMUEHUE CMEPTHOCTH MOTOMCTBA B TEpPBbIE TPHU JAHS MOCJIE POIOB, UYTO, BO3MOXKHO, OOBSCHIETCS

TOKCHYCCKHUM B(b(i)eKTOM poIlMBaKanHa Ha MaThb, IPHUBOJAIIUM K HAPYIICHUIO MATCPUHCKOI'O NHCTUHKTA.
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MOCTHATAIBHBIX UCCIIEIOBAHUM Ha KpbICaxX, MOJYYaBIIMX MAKCUMAIbHO MEPEHOCUMYIO 103y Mperapara,
HE OTMEYajoch MOOOYHBIX A((PEKTOB HA MO3IHWE CTAJAMHM PA3BUTHS IUIOAA, POJOBYIO ACATEIHHOCTD,
JIAKTAIIMIO, )KU3HECITOCOOHOCTh WJIM Ha POCT MOTOMCTBA.

JlakTaius

He w3yuanock BBIIEICHHE PONUBAKAWMHA WJIH €r0 META0OJUTOB C TPYIHBIM MoJiokoMm. Mcxons wu3
SKCIEPUMEHTAIBHBIX JAHHBIX, J103a Mpenapara, nojgydyaeMas HOBOPOKJICHHBIM, COCTaBIIsIET 4% OT J03bl,
BBEJCHHOM MaTepu (T.e. oOmias 10o3a poIMBaKaWHa, BO3JCHCTBYyIOIIAs Ha pPeOCHKA IMpU TPYyIHOM
BCKapMJIMIBAaHUH, 3HAYUTEIHLHO MEHBINE JI03bI, KOTOpas MOXKET ObITh MOJy4eHa HOBOPOXKIACHHBIM IPH
BBEJICHUU AHECTETUKAa MaTepu mpu poxaax). [Ipum HeoOXoIMMOCTH TPHUMEHEHHUs Tpernapara B MEpUOJ
TPYAHOTO BCKapMJIMBaHUS CIEAYET PAaCCMOTPETh COOTHOIICHHE MOTEHIMATBLHOM MONB3bI Uil MaTepu U

BO3MOJXHOI'O pUCKa AJI MJIaACHIIA.

4.7. BiausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM H padorarh ¢
MeXaHU3MaMH

ITomumo ananbresupymouero 3¢ dexra, npenapar PornnBakanH MOXKET OKa3bIBaTh €1a00e TPAaH3UTOPHOE
BIMSIHUE Ha JBUTATENBbHYIO (YHKIHIO M KOOPIWHAIMIO. YYHUTHIBas NpoQuib 1moOouHbIX 3¢hdekToB
npenapaTta, He00X0AUMO COOIIOAATh OCTOPOKHOCTb MPU YIPABICHUM TPAHCHOPTHBIMU CPEACTBAMU U
BBIMIOJTHEHUM JPYTUX MOTEHUUAIbHO ONACHBIX BHUJOB JEATEIbHOCTH, TpPEOYIOMIMUX MOBBIILIEHHON

KOHICHTpAll BHUMAHUA U 6I>ICTpOTBI IICUXOMOTOPHBIX peaKHHfI.

4.8. HexkenaTesibHbIE peaKIMu

Pesrome mmpodmisg 6e30macTHOCTH

HexenarenbHble peakiuu Ha pPONMBAKAWUH AHAJOTMYHBI PEAKLMAM Ha JIPYrue MECTHBIE AHECTETUKHU
amujHOoro tuna. Mx cienyer omiuyarh oT (puU3HOIOrndeckux 3(pQeKToB, BOSHUKAOIUX U3-3a OJIOKaIbI
CUMIIaTMYECKUX HEpPBOB Ha (POHE 3MUIypalbHOM aHECTEe3UM, TaKUX Kak cHkeHue AJl, Opamukapnaus,
Wi 3QPEKTOB, CBA3AHHBIX C TEXHUKON BBEJIEHUS IpernapaTra, TaKuX Kak, CIIMHHAs remMaroMa, MECTHOE
MOBPEX/ICHUE HEPBA, MEHUHTUT, MOCTITYHKIIMOHHAS TOJIOBHAsI 00JIb, SMUIypaJIbHBIN abcrecc.

HexenaTelnbHble PEAKIIUK, IPUCYIIIHNE MECTHBIM aHECTETUKAM

Co cmopoHbl HepsHOU cucmembl

Bo3moxHbBI HelipornaTus ¥ HapyleHue (yHKIUU CIHHHOTO MO3Ta (CHHAPOM NepeaHell CHUHHOMO3TOBOM
apTepuu, AapaxHOWJUT, CHHIPOM KOHCKOTO XBOCTa), OOBIYHO CBSI3aHBI C TEXHUKOH MpPOBEICHHUS
PErMOHApHOM aHECTE3UH, a HE C IEUCTBUEM IIpernapara.

B pesynbTaTe ciiydallHOrO MHTPATEKAIbHOTO BBEAEHUS SMHUAYPATBLHON JO3bI MOKET MPOU30MTH TOJIHBIN
CIIUHAJIBLHBIN OJIOK.

BO3MOXHBI ~ CEpbE3HBIE OCIIOKHEHUS IPU CUCTEMHOM IIEPENO3UPOBKE M  HENPEIHAMEPEHHOM

BHYTPUCOCYIHMCTOM BBEJCHUU Ipemnapata (cM. paszaen 4.9).
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Ocmpas cucmemnasi MOKCUYHOCTb COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 06.06.2024 N= 11268
PonmBakanH MOKET BBI3BIBATH OCTPBIC CUCTCMHBIC T KCI/IquIfT[ﬁ:quIE_HI{I: EIPIFE/]]qEWEWa_HEﬂﬂ:IqE'ICOKHX

7103 WM TIpU OBICTPOM MOBBIIICHUH €T0 KOHIIGHTPAIIMH B KPOBU MPHU CIYYailHOM BHYTPHUCOCYIHCTOM
BBEJICHHH TIpernapaTa 0o ero nepeao3upoBke (cM. pasaeist 5 u 4.9).

Haubonee wacmo scmpeuarowuecs nobounsvie s¢hgpexmoi

Coobmanocs 0 pa3nuyHbIX MOO0UHBIX 3(ddekrax mpemapara, MoAaBIAIONIee OOJBIIMHCTBO KOTOPBIX
OBUIO CBSI3aHO HE C BO3ACHCTBHEM HCIIOJIb3YEeMOT'O aHECTETHKA, & C TEXHUKOH MPOBEICHUS PETUOHAPHOM
aHECTE3UH.

Haub6onee yacto (>1%) orMeuanuch cienyromue nododnsie 3¢(HeKTbl, KOTOpble ObUIM PACIICHEHbI, KaK
UMEIOIUE KIMHUYECKOE 3HAYCHHWE BHE 3aBHCHUMOCTH OT TOro ObUIa JIM YCTaHOBIEHA MPHYUHHO-
CIICZICTBEHHAs] CBSI3b C HCIIOJIb30BAaHUEM AHECTETHKA: CHIDKEHHE apTepHalIbHOTO JaBJICHHS, TOIIHOTA,
Opamukapaus, pBOTa, NApECTE3Wsi, IOBBIIICHUE TEMIEpaTypbl Telia, TOJOBHAs 00Jb, 3aJepiKKa
MOYCHCITYCKaHHS, TOJOBOKPY)KEHHE, O03HOO, TOBBIIICHHE apTEPHAIbHOTO JABICHHS, TaXUKapIus,
rUInecTe3us, 0eCIIOKONCTBO.

YacToTa BOSHUKHOBEHHSI HEXEIATeIbHBIX dPPEKTOB MPECTaBICHA CICAYIONIMM 00pa3oM: O4e€Hb YacTO
(> 1/10); gacro (> 1/100, <1/10); mewacto (>1/1000, <1/100); peaxo (>1/10000,<1/1000); oueHb peako
(<1/10000), BxIrOUYast OTACIBbHBIC COOOIICHUSI.

Co cmopoHbl cepdeuHo-cocyoucmou CUcCmemul.

OYEHB YaCTO - CHIDKCHUE apTePUATLHOTO JIaBIICHUS ¥,

9acTo - OpaguKapansi, TAXHUKapIUsl, IIOBIIICHNUE apTEPHATLHOTO JIaBIICHHUS;

HEYacTo - 00OMOPOK;

PEAKO - apUTMUS, OCTAHOBKA CEepAIIa.

Co cmoponbl Hep8HOIL cucmemb:

9acTo - MapecTe3us, TOJIOBOKPYKEHHE, TOJIOBHAST 00JIb;

HEYacTO - OECHOKOWCTBO, CHUMITOMBI TOKCHYHOCTH CO CTOPOHBI IEHTPaJbHOM HEPBHOW CHCTEMBI
(cymoporu, 0ombIIHMe CyTOPOKHBIE MIPHUMAIKH, TTAPECTE3UU B OKOJIOPOTOBOM 30HE, TU3apTPUs, OHEMEHUE
s3bIKa, HAPYIICHWS 3PCHHS, 3BOH B YIIAX, THUIEPAKy3HWs, TPEMOpP, MBIIMICUYHbIE ITOJCPTUBAHUN),
THTICCTE3HSI.

Co cmoponbl nuwesapumenvHoll CUCTNEMbL.

OUYE€HB YaCTO - TOLTHOTA;

4acTo - pBora* *,

Co cmopoHbl MOUenon060U cucmemvl:

yacmo - 3aJIepKKa MOYEUCITYCKAHHUS.

Co cmoponbl OvixamenvbHOU cucmeMmbl:

Hewacmo - OJIBIIIKA, 3aTPYJHEHHOE JIbIXaHNUE.

Hapywenus co cmopoHbl uMMyHHOU cucmems:

peoko - aHa(PUITAKTHUECKUH HIOK.

AﬂﬂepeuueCKue peakyuu.’
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MY OTUETY

Pefnko - aHa(UIaKTHYECKHE PEaKIUH, aHTHOHEBPOTHYedkuil 0Tek, ‘kpamuBuin” ":4_ E F'_IT HC
ot 06.06.2024 N2 1126
liporue: (MOCNELOBATENLHOCTL 0001)

9acTo - 00k B CIMHE, 03HOO, TUIIEPTEPMHUS;

HEYACTO - THIIOTCPMHS

* CHIKCHHE apTepUaIbHOTO JaBJICHUS BCTPEUACTCS Y JACTEeH 9acTo.
** PBOoTa BCTpeYaeTcs y A€TEH 04eHb 4acTo.

COO6IJ_[€HI/IG 0 TOA03PEBACMBIX HCXKCIIATCIIbHBIX PCAKITMAX

BaxkHo cooOmarhk 0 Moj03peBaeMbIX HEXENATeIbHBIX PEAKIMIX IOCIIC PErHCTPALMU JICKAPCTBEHHOTO
mperapara ¢ IeJIbI0  00€CIeYeHHs] HEMPEPhIBHOTO MOHHMTOPHHIA COOTHOIICHHS «IIOJIb3a — PHCK»
JEKapCTBEHHOTO TMpenapara. MeIUIUHCKUM pa0OTHUKAM PEKOMEHIYeTCS COoOoOIMarh O JOOBIX
MOJI03PEBAEMBIX HEXKETATEeNbHBIX PEaKIUsIX JIEKAPCTBEHHOIO IMpernapaTa Yepe3 HAIMOHATBHBIC CUCTEMBI
COOOIICHHUS O HEXKENATEIBHBIX PEaKIUsIX TOCYAaPCTB — WICHOB EBpa3uiickoro "KOHOMHUYECKOTO COK03a.
Poccuiickas @enepanus.

denepanbHas Ciryx0a 1o Haa30py B cepe 3paBoOXpaHEHUSI.

Anpec: 109012, r. MockBa, CiaBsiHcKast miiomiaib, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnektponHas mouta: pharm@roszdravnadzor.gov.ru

CaiiT B nH(MOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CuMOTOMBI

Ocmpas cucmemHas MOKCUYHOCTb

[Ipu cnydailHOM BHYTPHUCOCYJUCTOM BBEACHMM NpU NPOBEACHUU OJIOKaJ HEPBHBIX CIUIETCHWH WIN
Apyrux mnepudepuueckux Ojokajy HaOMOAaIMCh CiIydad BO3HHUKHOBEHMsS cyaopor. B cmyuwae
HEIPaBUIBHOIO BBEIECHUS SMUAYPAIBHONU J03bl AHECTETHUKA MHTPATEKAIBHO BO3MOXKHO BO3HMKHOBEHUE
MIOJIHOTO CIIMHAJILHOTO OJIOKA.

CnyyailHoe BHYTPUCOCYAMCTOE BBEICHHME AHECTETHKAa MOYXET BbI3BaTb HEMEUIEHHYI0 TOKCHYECKYIO
peaxkuuIo.

IIpn mnepeno3upoBKE BO BpeMs IIPOBEICHHS PErMOHAPHOM AHECTE3UHM CUMIITOMBI  CUCTEMHOMU
TOKCUYECKOW peaKkuy MOSBIIAIOTCS B OTCPOUCHHOM Mopske dyepe3 15-60 MUHYT mociae MHBEKIUN U3-3a
MEJUIEHHOTO IIOBBIIICHHWS] KOHILIEHTpAallMM MECTHOIO AaHECTeTHKAa B IuIa3Me KpoBU. CucremHas
TOKCUYHOCTb, B IEPBYIO OYEpEAb, IPOSABISCTCS CUMITOMaMU CO CTOPOHBI LIEHTPAJIbHON HEPBHOMN
CUCTEMBI U CEPAECYHO-COCYAUCTON CUCTEMBI. JlaHHBIE PEAKLIMK BBI3BIBAIOTCS BBICOKMMH KOHIEHTPALIUAMU
MECTHOTO aHEeCTeTMKa B KPOBHU, KOTOpble MOTYT BO3HUKHYTb BCJIEACTBHE (CIy4alHOIO)
BHYTPUCOCYAMCTOIO BBEIEHUS, MEPEIO3UPOBKH MM HCKIIOYUTENIFHO BBICOKOM aJcOpOIUU W3 CHIIBHO
BaCKyJISIpU3HPOBAHHBIX OOnacTeil. Peakuun co CTOpOHBI IEHTPaJbHOW HEPBHON CHCTEMBI CXOXH JJIs

BCCX MCCTHBIX aHCCTCTUKOB aMUIHOI'O THIIA, B TO BpCMA KaK PCAKIIUH CO CTOPOHBI CGpI[G‘-IHO-COC}’IIHCTOﬁ
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- OMY OTYETY
2024 M= 11268
TEMLHOCTE 0001)

CHCTEeMBI B GOJIBIIEH CTETIeHH 3aBUCST OT BBeJCHHOTO| TpEHapbra i lefld b3k
oT 06.0F

Llenmpanvhas nepenas cucmema (MOCNENDBA

[IposiBeHUSI CHUCTEMHOM TOKCHUYHOCTH CO CTOPOHBI LIEHTPAJIbHOM HEPBHOM CHUCTEMBI pPa3BUBAOTCS
IIOCTENIEHHO: CHayajla MOSBIISIIOTCA PacCTPOMCTBA 3pEHUs,, OHEMEHHE BOKPYI pTa, OHEMEHHUE S3bIKa,
TUIIEpPaKy3us, 3BOH B YIIAax, TOJOBOKpYXeHHUE. Jlu3apTpus, TpEeMOp M MbIIIEYHbIE MNOJAECPrUBAHUS
ABIISIOTCSL OoJiee CEphbE3HBIMU TPOSBICHUSAMU CUCTEMHOW TOKCHYHOCTH M MOTYT HpEAIIECTBOBAThH
MOSIBJICHUIO T€HEPAJIM30BaHHBIX CYAOPOr (3TH NpPU3HAKK HE JOJKHBI IPUHHUMATHCSA 33 HEBPOTUYECKOE
MOBE/ICHUE NAICHTA).

[Ipu nmporpeccupoBaHHM MHTOKCHUKAIIUM MOXKET HAOJIOAThCS MOTEPS CO3HAHMS, MPHUCTYIBI CYIOpOT
IIPOJOJDKUTEIBHOCTBIO OT HECKOJIBKMX CEKYHJl JI0 HECKOJIbKHX MHHYT, COIIPOBOXIAIOIINECS
HapYIICHUEM JIBIXaHUS, OBICTPBIM PA3BUTHUEM THIIOKCHH U TUTICPKAITHUH M3-32 TOBBIIICHHON MBITIICYHOM
AKTUBHOCTH U HEAJEKBATHOW BEHTWIALMH. B TSKENbIX Cilydyasx MOXET AaKe HACTYNUTh OCTaHOBKA
npixaHus. Bo3Hukaromme anuiao3, TuepKalIieMus, THMOKAIbIIUEMHUs YCHIMBAIOT TOKCHYeCKHe 3(PQeKThI
AHECTETHUKA.

BnocnenctBum, u3-3a mepepacnpeneieHUsl aHECTeTHKAa W3 ILEHTPAJIbHONM HEPBHOW CHUCTEMBI U €ro
MoCNeAyIomero Merabonu3sMa H SKCKPELHH, MPOUCXOAMUT JOCTATOYHO OBICTPOE BOCCTAHOBJICHHE
GbyHKIHH, ecu TOJIbKO He ObLTa BBe/leHa Oobllas 03a npenapara.

Cepoeuno-cocyoucmas cucmema

PacctpoiicTBa cO CTOPOHBI CEpJIEYHO-COCYAUCTON CHUCTEMBI SIBIIIOTCS MpPU3HAKAMH 00Jiee Cepbe3HBIX
ocnokHeHul. CHIDKEHNE apTepHallbHOTO JIaBleHUs, OpajuKapAus, apuTMUs U, B psJie CIIydaeB, Jake
OCTaHOBKa CepAlla MOTYT BO3HHMKAaTh BCJIEACTBHE BBICOKOM CHCTEMHOM KOHLEHTPAallMd MECTHBIX
aHECTETUKOB. B peakux ciydasx OCTaHOBKa CEpAlla HE CONPOBOXKIACTCA NPEIIIECTBYIOLIEH
CUMIITOMATUKOW CO CTOPOHBI IEHTPAJIbHOW HEPBHOW cucTeMbl. B mccrienoBanusx Ha q00pOBOJIBIIAX
BHYTPUBEHHAas MH(QY3Hs POINMBAKaMHA NPUBOJWIA K YTHETEHUIO MPOBOJMMOCTH U COKPaTUTEIbHOU
CIOCOOHOCTH CepAeYHON MbIlIbl. CUMITOMaM CO CTOPOHBI CEpAEYHO-COCYIUCTONM CHUCTEMBI OOBIYHO
IIPENLIECTBYIOT IIPOSBIEHUS TOKCUYHOCTH CO CTOPOHBI LIEHTPAJIbHONW HEPBHON CUCTEMBI, KOTOPHIE MOXKHO
HE 3aMETUTh, €clii OOJIbHOM HAaXOIWUTCS MOJ JEHCTBHEM CENaTUBHBIX CpencTB (O€H30/1Ma3eNUHbl WIN
O0apOuTypaThl) WK MO OOIIEH aHecTe3neH.

VY nerell paHHHME MPU3HAKU CUCTEMHON TOKCHUYHOCTH MECTHBIX aHECTETUKOB MHOTJA CJIOKHEE BBISIBUTH
BCJICJICTBUE 3aTPYJHEHUN, WCIBITHIBAEMBIX JI€TBMM NIPU ONHUCAHMM CUMITOMOB, WJIM B Cly4ae
MIPUMEHEHUS] PETHOHAPHOM aHeCTe3n B COYETaHHUH ¢ 001Iell aHecTe3nen.

JleyeHnune ocTpOM TOKCUYHOCTH

IIpu nosiBeHUH NEPBBIX NPU3HAKOB OCTPOM CUCTEMHON TOKCHUYHOCTH CJIETYET HEMEIJIEHHO NMPEKPaTUTh
BBEJICHUE Mpernapara.

[Ipu nosiBIEHNH Cy10pOT U CUMIITOMOB YTHETEHHS! LICHTPAIIbHON HEPBHOM crcTeMbl 00JIbHOMY TpedyeTcst
aJICKBATHOE JICYEHME, LIEJIBI0 KOTOPOIO SIBJISETCS IMOAJEPNKAHUE OKCUIEHAIlMW, KYIHPOBAaHUE CYAOpOTr,
NOJICp)KaHUE JIeATENIBHOCTH CEPIEYHO-COCYIANCTON cuctembl. Cremyer 00ecneunTh OKCUTCHAIUIO

KHUCJIOPOAOM, a IpHU H€O6XOI[I/IMOCTI/I - MepexoJ Ha UCKYCCTBCHHYIKO BCHTUJIALUIO JICTKUX. Ecmn CITyCTA
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15-20 cekyHI CyIOpOTH He NpEKpamlaiorcs, ciexyer-acudmsadsath. *rﬁﬂimb&i@ﬂ&pﬂﬂmfaﬂe epererba:
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THONCHTAN Harpusi 1-3 Mr/kr BHYTpHBEHHO (oOedreunBagy @g_q@a@gqypgp&qq}me]-cymmpq)r) WIH

muazeniaM 0,1 MI/Kr BHYTPUBEHHO (ZeHiCTBHE pa3BHBAETCs MEIJICHHEE IO CPaBHEHHIO C JeiCTBHEM
tuoneHTana Harpus). CykcamMeToHuil 1 MI/Kr ObICTpO KyNnupyeT CylOpOoru, HO NP €ro UCIHOJIb30BaHUU
TpeOyeTcst UHTYOalMsl U UICKYCCTBEHHAs: BEHTUJIALMS JIETKUX.

IIpu yrueTeHun IEesTENbHOCTH CEPACUHO-COCYIUCTON CHUCTEMBI (CHM)KEHHME apTepUaibHOrO JABJICHMS,
Opaaukapaus) HeoOX0MMO BHYTPUBEHHOE BBeeHHE 5-10 Mr adeaprHa, mpu HEOOXOAUMOCTH depes3 2-3
MUHYTBI BBEJICHHE MIOBTOPUTH. [IpH pa3BUTHN HUPKYIATOPHOW HEJOCTATOUHOCTH WM OCTAHOBKE cepa
clleAyeT HEMEJIEHHO HayaTh CTaHJapTHblE pEaHUMAllMOHHbIE MeponpusTusa. JKU3HEHHO Ba)KHO
MOJICP)KUBATh  ONTUMAJIbHYI0 OKCHICHAIMIO, BEHTWIAHMIO M [UPKYSAIHIO KPOBH, a TaKxke
KOppeKTHpoBaTh anujo3. Ilpm ocTaHoBKe cepana MOryT TOTpeOoBaThCs Oojiee AITUTEIbHBIC
peaHnMaIOHHbIE MEPOIIPUSATHS.

IIpu Tepanuu CUCTEMHOM TOKCHUYHOCTH Yy JeTell HEeoOXOIUMMO KOPPEKTHPOBATH J03bI COOTBETCTBEHHO

BO3pACTy U Macce Telia MalleHTa.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. @apmakoauHamMHYecKHe CBOiiCTBA

dapmakoTepaneBTHIeCKas TpyIa: AHECTETHKN; MECTHBIC aHECTCTUKH;, aMHUJIBI.
Kox ATX: NO1BBO09

MexauusMm JIelcTBrs U hapMakogrnHaMudecKue YO PEeKTol

MecTHBIN aHECTETMK aMHUJHOTO THIA JJIUTENIBHOTO JEHCTBUS, SBISIONIMICS YACTHIM JIEBOBPAIIAIOIINM
sHaHTHOMepoM. OO6safaeT Kak aHeCTE3UPYIOLINM, TaKk U 00e300uBatoMM AelicTBueM. Bricokue 10361
ponrBaKanHa HIPUMCHAIOTCA JIdA MECTHOM aHeCTe3nH Ipu XUPYPrud€CKUX BMCHIATCIBCTBAX, HU3KUC
7036l Tpenapara o00ecledyrBalOT aHaNblre3ui0 (CEHCOPHBI OJIOK) € MHUHUMAalIbHBIM U  HE
IPOTrPECCUPYIOIIMM MOTOPHBIM OJokOoM. Ha AIMTEenhHOCT M MHTEHCHBHOCTH OJIOKAbl, BBI3BAaHHOMH
poINMBaKauHOM, Jo0aBiieHHe snuHedpuHa He Biuser. OOpaTuMo OJOKHUPYS MOTEHIUAI3aBUCHUMbIE
HAaTpPpUCBBIC KAaHAJIBI, MPCIIATCTBYCT I'CHCPALMU HMITYJIBCOB B OKOHYAHUAX YYBCTBUTCIIBHBIX HEPBOB U
MPOBCACHUTIO UMITYJIbCOB 11O HCPBHLIM BOJIOKHAM.

Kak u npyrue MecTHble aHECTETMKHM MOKET OKa3bIBaTh BIIMSHUE HAa Jpyrue Bo30yAHMMBIE KIETOYHBIE
MeMOpaHbl (HampuMep, B TOJOBHOM MoO3re W Muokapze). Eciau u30bITOUHOE KOJIMYECTBO MECTHOTO
aHecTeTHKa JIOCTUTaeT CHUCTEMHOr0 KpPOBOTOKAa 3a KOPOTKUHA MPOMEXKYTOK BPEMEHH, BO3MOXKHO
IMPOABJICHUC IPU3HAKOB CHUCTEMHON TOKCHYHOCTH. HpI/ISHaKI/I TOKCHYHOCTH CO CTOPOHBI HGHTpaHBHOfI
HEpPBHOW CHUCTEMBI MPEALIECTBYIOT IPU3HAKAM TOKCHUYHOCTU CO CTOPOHBI CEPAEYHO-COCYIANUCTOU
CHCTEMBI, TaK Kak HaOIIOJAIOTCS Mpu Oojee HU3KMX KOHIICHTpAlMAX pONHMBAaKauHa B IjIa3Me (CM.
paznen 4.9).

PornuBakanH mMeeT MIMPOKUI TEepaneBTUUECKHUM JUANa3oH (JIMara30H MEXAY J103aMH, OKa3bIBAIOITUMU
TEpareBTHUECKOE U TOKCUUECKOE JIeHCTBHUE).

[Ipsamoe [nelicTBHE MECTHBIX AHECTETUKOB Ha CEpAUE BKIKOYAET 3aMEIJIEHHE IPOBOJUMOCTH,
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OTpHLATETbHBIA HHOTPONHBIA >(dexT 1, Ipu BhppkeHhor Népehb3iposkE - apuTiii MY deTdnbaxky

ot D6.06.2

2024 N= 11268
cepaua. BHYTpUBCHHOE BBEACHHE BBICOKHMX 03 POIHMBAKAMHA | IPYBOMH /K [TAKUN KG DhdgKTaM Ha

cepaie. BHyTpuBeHHbIE WH(Y3UU POIMMBAaKaWHA 3J0POBBIM JTOOPOBOJIBIAM IOKA3aIU €r0 XOPOIIYIO
MIEPEHOCUMOCTb.

Henpsimble cepnedno-cocyauctbie 3(PQPexTsl (CHUKEHHE apTepuaibHOro MaBJiCHUS, Opaaukapaus),
KOTOpPBbIE MOTYT BO3HHKATH MOCJIE AMUAYPATHHOTO BBEACHUS pONMBAaKanHa, 00YCIOBICHBI BOZHUKAIOIIEH

CUMITATUYECKON OJIOKAIOMN.

5.2 ®apmakoKkuHeTHYECKHE CBOMCTBA

AOGcopOrms

Konuenrpanuss ponuBakamHa B IIJJa3M€ KPOBM 3aBUCUT OT J03bl, IIYTH BBEACHUS U CTEIEHU
BacKyJsipu3aliuu  o0nacT WHBEKIUH. DapMaKOKHMHETHKAa pPOIMBAaKaWMHA JIMHEWHas, MaKCUMallbHas
koHUEeHTpalus (Cmax) MPONOPIHOHATBHA BBEIEHHOM J103€.

[Tocne snuaypasbHOTO BBEACHHS PONHMBAKAMH IOJHOCTHIO abcopOupyercs B KpoBb. AOGCOPOIMS HOCUT
nByX(a3HbIi XapakTep.

[lepuon mnonyswiBenenusi (Tip) mias kaxaod Qasel COCTaBISET, COOTBETCTBEHHO 14 MuH u 4 .
3ameyIeHHe 3IIMMUHAIMU POMMBAaKauHa OMpEJesaeTcs MeJICHHON a0copOiiuei, uto oObsacHsaeT Ooiee
JUTUTENbHBIN T1/p TOCTIE SMUAYPATILHOTO BBEACHUS 110 CPABHEHHUIO C BHYTPUBEHHBIM BBEJICHUEM.
Pacnpenenue

OO6mwmii TIa3MEeHHBIM KIMpPEHC pomnuBakanHa - 440 MJI/MUH, TUIa3MEHHBIM KIMPEHC HECBSI3aHHOTO
BelecTBa - § JI/MUH, IOYEUHBII KIUpeHC - 1 MiI/MUH, 00BEM pacnpeielieHHs] B pPABHOBECHOM COCTOSHUU -
47 n, noka3arenp NeYeHOUHOM 3KkcTpakuuu okono 0,4, Ty - 1,8 u.

PornvBakanH WMHTEHCHBHO CBS3BIBAETCS € OelKkamMH I1a3Mbl KpOBU (TJIaBHBIM oOpa3zoM ¢ anbdal-
KHCJIBIMU TJIMKOTIPOTEUHAMHU ), HECBsI3aHHAs ()pakiivsi pONTMBaKauHa COCTABIISIET OKOJIO 6%.

JlnutenbHasi snUAypaibHas MHQY3Us PONMBAKaWHA MPHUBOIUT K MOBBIIIEHUIO OOIIETO COJEpKaHUs
mpernapaTa B Ija3Me KPOBH, YTO OOYCIOBJICHO YBETUYEHHUEM YPOBHS KUCIBIX TIIMKOMPOTEUHOB B KPOBU
MOCJIe XUPYPTUYECKUX OTEpaInid, PU 3TOM KOHIIEHTpAIUs HECBSI3aHHOU, (papMaKOJIOTHYECKH aKTUBHON
¢bopMbl pomnMBakamHa B TIUIa3ME€ KpPOBU MEHSIETCS B TOpa3/l0 MEHBbIIEH CTENeHH, uYeM oOIas
KOHIIEHTpallUs pOMBaKanHa.

PonmBakanH XOpoIIo MPOHUKAET Yyepe3 TUTAlleHTapHbBIN Oaphep ¢ OBICTPBIM JOCTHIKEHUEM PaBHOBECHS TIO
HecBsi3aHHOU (ppakmuu. CTeneHpb CBSI3bIBAHUS ¢ O€IKaMHU IJIa3Mbl KPOBH Y T1J10/1a MEHBIIIE, YeM y MaTepH,
YTO NMPUBOAUT K O0Jiee HU3KUM KOHIICHTPAIMSIM pONMBaKanWHa B TUIa3Me TUIOJA 10 CPaBHEHHUIO ¢ oOmmein
KOHIIEHTpallMe! B IJIa3Me KPOBH MATEPH.

Buorpaucdhopmarius

PonuBakavH aKkTHMBHO MeTa0OJIM3MPYETCS B OpraHu3Me, IJIaBHBIM 00pa3oM, MyTeM apoMaTHYecKOro
TUIPOKCHIIMPOBAHUS (OCHOBHBIE METAOONUTHI: 3-THIPOKCHUPONHUBAKauH, 4- THAPOKCHUPOINMBAaKanH, N-
Ne3aIKUJIMPOBaHHBIE ~ METabOMUTBl W 4-THIPOKCUIC3AIKUIMPOBAHHBIA  PONMUBAKAUH). 3-

THJIPOKCUPONHMBAKauH (KOHBIOTMPOBAHHBIA U HEKOHBIOTHPOBAHHBIN) OOHAPY)KUBAETCS B IJIa3Me KPOBHU.
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CPaBHEHHUIO C POIMBAKAHOM. (MOCNENOBATENLHOCTL 0001)

ONUMMUHALMS

[Tocne BHyTpuBEeHHOro BBelAcHHS 86% ponMBakamHa BBIBOAUTCA C MOYOM M TOJBKO OKOJO
1% BeImEIIEMOTO C MOYOM TIIpemapara BBIBOAUTCS B Hew3MeHeHHOM Buzae. Okomo 37% 3-
TUIPOKCUPONUBAKAWHA, OCHOBHOTO METAa00IHMTa PONMBAKAMHA, BEIBOJUTCS C MOYOH MPEUMYIIECTBEHHO
B KOHBIOTHPOBAaHHOU (hopMme.

1-3% ponuBakanHa BBIBOJUTCS C MOYOH B BHJIC CIEAYIOINUX META0OJIUTOB: 4- THIPOKCUPOIMBaKanHa, N-
NE3TKIIIMPOBAHHBIX METa0O0JIUTOB U 4- THIPOKCHAC3ATKUINPOBAHHOTO POITMBaKauHa.

Her nanHbBIX 0 paneMu3anyu pornuBakanusa in vivo.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeyenb BCIOMOTaTeIbHBIX BEIIECTB.

Harpus xiopun

Hatpus ruapoxcuna pactBop 1M u/mimm XJI0prCTOBOAOPOAHOM KHCIOTHI pacTBop 1M

Bona miist uHBEeKIui.

6.2. HecoBMecTUMOCTH

JlaHHBIN JIEKapCTBEHHBIN Mpenapar He CIeAYeT CMEIIMBATH C IPYTUMU JIEKAPCTBEHHBIMHU CPEICTBAMM.

6.3. Cpok roqHocTH (CpOK XpaHeHus )

3 rozaa.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH MPH XPAHEHUH

XpaHuTs npu TemiepaTtype He Boie 25 °C.

6.5. XapakTep u cofep:KaHHe MePBUYHOI YITAKOBKHU

I[To 5 mu, 10 M wam 20 M mpenapara B aMIyjbl C HaJpe3oM M TOYKOM WM KOJIBLIOM H3J0Ma
OecIBETHOTO HeUTpaIbHOTO cTekiaa Mapku HC-3.

Ha amnyny HakinewBarOT JTUKETKY U3 Oymard OQCeTHOW WM CaMOKIESIIYIOCS ATUKETKY WM
MapKUPOBKY HAHOCAT Ha aMITyJly ObICTPO3aKPEIUISIOUIeCS KpaCKOU JJisl CTEKISTHHBIX M3/ETUil.

I[lo 3, 5 wmum 10 amnyn mnomemarT B KOHTYPHYIO SYEHKOBYIO YHNAKOBKY (M3 IUIEHKH
MOJUBUHUIXJIOPUIHON) miau mo 10 aMmyn BMecTe ¢ MHCTPYKUHMEH MO MEIWIMHCKOMY MPUMEHEHHIO
JICKapCTBEHHOTO TpernapaTa B KAapTOHHYIO MAyKy M3 KapToOHAa Uil MOTPEOUTENBCKOM Tapbl MapKu
LEJUTIONIO3HBINA MIIM MEJIOBAHHBIN XpoM-3p3all ¢ GOpMOIl U3 KaPTOHHBIX SUEeK JUIS YKIAJAKU aMITyIl.

[To 1 KOHTYpHOH SYEHKOBOM YHAKOBKE IO 3 amMIyJibl; O | KOHTYpHOU SYEMKOBOM yIIAaKOBKE MO 5 aMITyI;
1o | KOHTypHOH s4elikoBOW ynakoBke mo 10 ammyn miM Mo 2 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK IO 5

amIyJ; 0 4 KOHTYPHBIX SYEMKOBBIX YIIAKOBOK IO 5 amIyJ, 110 2 KOHTYPHBIX SYEUKOBBIX YIakoBOK 110 10
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B KapTOHHYIO MauKy W3 KapTOHa Jyisl MOTPEOUTENbCKOH Taphr|MapKy EEW-E%I VIeIOBaHHbIH

XpOoM-3p3all.

Jna cmayuonapos.

[To 10 KOHTYpHBIX STYEHMKOBBIX YIMAKOBOK MO 5 aMIyJ WJIM MO 5 KOHTYPHBIX SYEMKOBBIX YMaKOBOK 1o 10
amnyJ; 1o 20 KOHTYPHBIX STUEHKOBBIX YIIAKOBOK 110 5 aMITyJl WK 110 10 KOHTYpHBIX SYEUKOBBIX YIIAKOBOK
no 10 ammyn BMeCTE€ ¢ MHCTPYKLUMSMM 110 MEAMIIMHCKOMY NPHUMEHEHUIO JIEKapCTBEHHOI'O Iperapara,
pPaBHBIMHU KOJIMYECTBY KOHTYPHBIX SUEHKOBBIX YIAKOBOK, MOMEHIAIOT B KapTOHHYIO MayKy W3 KapTOHA
JUTSI TIOTPEOUTETLCKON Tapbl MApKHU ICJUTIOJIO3HBINA MM MEJIOBaHHBIN XpoM- 3p3ail. [1o 5 M nau 10 Mo B
aMIIyJIbl IOJIMMEPHBIE U3 TIOJUATUIIEHA BBICOKOTO J1aBJICHUS.

Ha ammyny MapkupoBKa HAaHOCHUTCS METOJOM KalJISCTPYWHOrO HaHECeHHs HH()OpPMALUH, WU
HAKJIEUBAIOT ATUKETKY U3 Oymaru opceTHO, UM CaMOKJICSIIIIYIOCS ITUKETKY.

[To 10 ammyn BMecTe ¢ MHCTPYKIUSMHU MO MEIUIMHCKOMY MPUMEHEHHIO JICKAPCTBEHHOrO TMpernapara
[IOMEIAIOT B KAPTOHHYIO MMAayKy M3 KapTOHA JUIsl MOTPEOUTENIbCKOM Tapbl MApPKU ILEJUIFOJIO3HBIA WM

MEJIOBaHHBIM XpOM-3p3all.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NPH YHUUYTOKEHUHM HCIHOJIB30BAHHOIO JIEKAPCTBEHHOI'O
npenapara Wid 0TX0J0B, NMOJYYEHHBIX NOcJe MPUMEHeHHsl penapara, u Apyrue MaHUIYJISIUN €
npenaparom

I/IHCTDVKHI/H/I IO MPUMEHCHHIO paCcTBOpa

PacTBOp He COAEPKUT KOHCEPBAHTOB M MpPEJHA3HAYEH TOJBKO JUIS OJHOKPAaTHOIO NPUMEHEHUS.
[ToyiexUT HEMEAJEHHOMY HCIOJIb30BAHUIO MMOCTE BCKPBITUA aMmyibl, ¢uiakoHa (OyThLIH/OyTHUIKH),
HEHCIOJIb30BAHHBIM OCTAaTOK IIpernapara YHUYTOXKAKOT. Ilepen WMCHOIb30BaHUEM JIEKAPCTBEHHBIN
npernapar HeoOX0IMMO BHUMATEIBHO OCMOTPETb.

PacTBOp A7 MHBEKUMH MPUTOJEH TOJBKO B TOM Cllyyae, €ClIH OH SBISETCA NMPO3PAauyHbIM, BHIUMbIE
MEXaHUYECKHE YAaCTHIIbI OTCYTCTBYIOT, EMKOCTb HE MTOBpPEXK/IEHA.

JIroboe kommyecTBO pacTBopa, oOcTaBlierocss B ammynie, ¢uakoHe (OyTbulM/OyThUIKE) TOCHE
WCTIOJIB30BaHUS, OIDKHO OBITH YHUYTOXKEHO.

BBuay OTCyTCTBHS JOCTaTOYHOTO KOJMYECTBA KIMHUYECKUX HAOMIONEHUH HE pPEeKOMEHIyeTcs

MPUMCHCHUC POIIMBAKAWHA Y JleTel Myaaiie 1-To roaa, a TakKKC HHTCPATCKAJIbHOC BBCACHUC IIpCIiapara.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas @enepanus

OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO XUMHKO (hapMareBTHUecKuil koHepH «MUP»

(OO0 XdK «MUP»), Poccus, 355035, CraBpomnonbckuii kpair, 1. CraBpomnonb, Iocce

CrapomapbeBckoe, 1. 91", momerr. 43.

Ten.: +7(8652) 94-68-14, e-mail: MIR_026@bk.ru
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7.1. TIpeacraBuTeb AepKaTe/Is perucTpanuoHnoro yiocrosepenys’ £ = H-':Jf_ E F'{I' HOMY OTHETY
ot 06.06.2024 N= 11268
[IpereH3un noTpeduTeneil HAMPABIATH 110 AAPECY: (MOCNENOBATENEHOCTE 0001)

OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO XUMHKO (hapMarieBTHUeCKuil koHepH «MUP»

(000 XDK «MHUP»), Poccusa, 355035, CraBpononbckuii kpait, 1. CraBpomnosb, II0CCe
CrapomapbeBckoe, 1. 91, noment. 43.

Ten.: +7(8652) 94-68-14, e-mail: MIR_026@bk.ru

8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHUSA

9. JATA MEPBMYHON PETHCTPAIIMHA (IIOATBEPXKIEHNUSI PETMCTPALIVH,
MEPEPETHCTPAIINN)

Jlata nepBUYHOM perucTpaium:

10. JATA IEPECMOTPA TEKCTA
OOmast xapakTepHCTUKa JICKApCTBEHHOTO Ipenapata PomuBakamH AOCTynHAa Ha WHGOPMAIMOHHOM
noptane EBpa3uiickoro 3KOHOMHYECKOTO COX03a B HH(GOPMAIMOHHO - KOMMYHHMKAllMOHHOM CETH

«UuTtepuer» https://eec.eaeunion.org.
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