COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 09.12.2024 N2 27213

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

baiinekcaH, KOHIIEHTpAT JIJIs1 TPUTOTOBJICHUS pacTBopa At nuHdy3ui, 100 MKr/mia

2. KAMECTBEHHBINA U KOJIMYECTBEHHBII COCTAB

JelicTBytolee BEUIECTBO: IEKCMEIETOMUINH

Kaxnprii My koHueHTpaTta cofepxutr aekemeaeromuaud 100,0 MKr/mi  (3KBHBaJEHTHO
JEKCMeIeTOMUIMHY Tupoxiaopuay 118,0 mxr/mi).

Kaxxnas amiyna o6bemMom 2 Mt copepkuT 200 MKT IeKCMEIETOMHIMHA.

Kaxnas amnyna oobsemom 4 mit conepkut 400 MKT JeKCMEAETOMUANHA.

BcnoMorarenbHble BellecTBa, HAMYKME KOTOPBIX HAJIO YUYUTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npenapara: Hatpus xjopua — 8,83 mr (cM. pazaen 4.4)

[TonHbIif epedeHb BCIOMOTaTeIbHBIX BEIIECTB MIPUBEACH B pazzene 6.1.

3. JEKAPCTBEHHAS ®OPMA

KoHuenTpat 11t IpuroToBiIeHUs pacTBOpa st HHQy3uit.

[Tpo3paunast GecriBeTHas )KUIKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

[Ipenapar baiinekcaHn, KOHLEHTpAT UIsl MPUTOTOBJICHUS pPacTBOpa uis WH(Y3UH TOKa3aH K
MPUMEHEHHUIO Y B3POCIBIX MPU CIEIYIOMINX 3a00JIeBaHUIX:

e (Cenmanus y B3pOCIbIX MALIMEHTOB U AETEl crapiie 12 neT, HaXOAsAIUXCS B OTIEICHUH
AHECTE3UOJIOTUH, pPEeaHWMAIlMd W WHTCHCUBHOW Tepanuu, HeoOXoiumasl TriayOuHa
cellallii KOTOPBIX HE MpeBBIIaeT NPoOYyKACHNUE B OTBET Ha IOJOCOBYIO CTUMYJISALIUIO
(cooTBercTBYeT nuamnazony oT 0 g0 -3 OaioB Mo mIKajie BO30YXKIEHUS — Celalluu
Puumonga (RASS)).

e Cenanus y HEMHTYOUPOBAHHBIX B3POCIIBIX MAIIMEHTOB 10 M/UIIU BO BpPEMs IIPOBEACHUS
JUArHOCTUYECKUX WJIM XUPYPrUUECKUX BMEIIATENbCTB, T.€. CEAalMsl MPU MPOBEAECHUN
aHEeCTEe3MO0JIOTHYECKOr0 10coOus/ceialus B COZHAHUM.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEeHUs!

PexuMm no3upoBanus

Ceoayuss 'y 63pocivix nayueHmog u Oemeu cmapwie 12 nem, Haxooswuxcsi 6 omoeneHuu
aHecme3uonNocul, peaHuMayuu U UHMEHCUBHOU mepanuu, HeobXooumas 21youHa ceoayuu
KOMOPbIX He npesvluiaem npooysicoenue 8 Omeem Ha 2010CO8YI0 CIUMYIAYUIO (COomeemcmayem
ouanazony om () 0o -3 6annoe no wkaie 8030yaxicoenus — ceoayuu Puumonoa (RASS)):

Tonbko 15 cTaloHapa.
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[AI[MEHTOB B YCJIOBUSAX UHTEHCUBHOW TEpAIUH.

[TarueHTOB, KOTOPBHIM MPOBOJIUTCS UCKYCCTBEHHAs! BEHTWIISALUS U CeAaltsl, MOKHO IEPEBOIUTH
Ha JIEKCMEAECTOMUIUH C HayaJlbHOW cKOpocThio MH(My3um 0,7 MKI/Kr/gac, ¢ mnocienyromei
KOppeKIuen O35l B npeaenax nyarna3oHa o3 oT 0,2 bie}
1,4 MKr/Kr/dac, Ay JTOCTHMIKEHHUS SKEIaeMOro YpPOBHS CeNallH, B 3aBHCHMOCTH OT PEaKIHU
nanuenTa. /g ocnabieHHBIX MAIMEHTOB CJEIYeT PAacCMOTPETh 0ojee HU3KYI0 HadalbHYIO
CKOpPOCTh UH(Y3UHU. J[eKCMEeIeTOMUANH SBISAETCS MOLIHBIM CPEICTBOM, IIOITOMY CKOPOCTH €ro
BBEJICHUS IIPUBOJUTCS B pacUeTe HA YacChl.

[Tocne KOppeKuuu 036l JOCTHKEHUE IIETIEBON TITyOMHBI CElallii MOXKET 3aHUMAaTh 10 OJHOTO
qaca.

He cnenyer npeBblaTh MakKCUMalbHYIO JO3UPOBKY Ipenapara B 1,4 Mkr/kr/dac. IlanneHTsl, He
JOCTUTAIOIINE JOJKHOTO YPOBHS CEJalluy IIPY MaKCUMAaJIbHOM I03UPOBKE npenapara baiinekcan,
JIOJIKHBI OBITH TIEPEBEICHBI HA aJIbTEPHATUBHBIN ceJaTUBHBIN IIpenapar.

BBenenue Haceimaronieit no3sl npenapata B OAPUT He pekoMmeHayercs, Tak Kak MPH 3TOM
HOBBIIIAETCS YacTOTA HE)KEJIATEeNIbHBIX JIEKapCTBEHHBIX peakuuid. [Ipm HeoOXoauMocTH MOryT
OPUMEHATHCS Ipornodos UM MUAA30j1aM A0 JOCTHXKEHUS KJIMHUYecKoro s¢dexra mpenapara
baiinekcaH.

OneiT npumeHeHus: npenapara baiinekcan B TeueHue Oonee 14 paueit orcyrcrByer. Ilpu
IpUMEHEeHUH Ipernapara 6onee 14 qHel He00X0AUMO PEryJIIpHO OLIEHUBATh COCTOSHUE MAllUEHTA.
WMHCTpYyKIMH 1O TPUTOTOBIIEHHUIO pacTBOpa Ul MH(Y3UI nepesl IpUMEHEHUEM CM. B paszere 6.6.

Oco0ble TPVIIILI TAIUEHTOB

1. Ocobvie epynner nayuenmog npu cedayuu y 63pocivix nayuenmos u oemet cmapuie 12 nem,
HAX0O0SUUXCSL 8 OMOCNEHUU AHECMEe3UON02UL, PeAHUMAYUL U UHMEHCUBHOU mepanuu

HauueHmbl NnoaAHCUI020 603pacma

Koppekiiuu 10361 00b19HO HE TpeOyeTcs (cM. pazaen «DapmakokuHETHKay ). [Toxuibie marueHThI
MOTYT MMETh [OBBIIIEHHBI pUCK TrunoteH3uu (cM. pazaen «OcoOble yKazaHHA»), HO
OTpaHMYEHHBbIE  JIaHHbIE, MMEIOLIMecs B  OTHOIIEHUWM CeNalMM TpU  I[POBEIACHUU
aHeCTe31OJIOTHYECKOT0 MOCOOUs, HE MPENOIaraloT HaINYHsl YeTKOH J10303aBUCUMOCTH JIaHHOTO
pHCKa.

Hayuenmul ¢ napywenuem d)VHKI/ﬂ/lLl novyex

Koppekuu 10361 00bIYHO HE TpedyeTcsl.

Tayuenmui ¢ HapyweHnuem CbVHKuMM nevyeHu
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HEJIOCTATOYHOCTHIO OH JIOJKEH NMPUMEHSITHCS C OCTOPOKHOCTHIO. TaKMM MallMeHTaM MOKa3aHO

CHW)KCHHE TIOJIJICP>KUBAIOIIEH 10361 (CM. pasnensl «DapmakokuHeTHKay U «OcoOble YKazaHUs).
emu

Bospacmnas epynna om 0 oo 11 nem.

BezonacHocTh 1 3 peKkTHBHOCTH Mpenapara baiinekcan He JocTaTOYHO M3y4yeHa y aereid ot 0 1o

11 ner. Tekymme AOCTYNHBIE HWCCIEAOBAaHMS OMUCaHbl B pazaenax «l[lobodHoe paeiicTBHe»,

«DapmakonuHaMuka»y U «DapMakKOKMHETHKA», HO PEKOMEHAALUN [0 PEKUMY HE MOXKET ObITh

JIaHo.

Bospacmnas epynna om 12 0o 17 nem.

Pexxum 103upoBaHus COOTBETCTBYET PEKUMY JTO3UPOBAHUS Y B3POCIBIX, CM. BBIIIIE.

2.Cedayusi npu npogedeHuu aHecme3uoai02uiecKko2o nocoous/cedayusi 8 CO3HaAHUU

[Ipemapar baiinekcan MOXET NPUMEHATHCSA CIEMUANMCTAMHU, UMEIONIMMH OMBIT MPOBEICHUS

AHECTE3UOJIOTUICCKOTO TTOCOOHSI TTAIUEHTaM, B ONIEPAIlMOHHON HITU MPHU MPOBEICHUH JICUCOHBIX

WJIM IMATHOCTUYECKUX MAHUITYJISAIIHM.

[Tpu npumenenuu npenapata baiiexcan i ceialiiy B CO3HAHUH MAIIMEHTHI T0JKHBI TOCTOSTHHO

HAXOAMUTHCS TOJ KOHTPOJEM IIWIl, HE YYacTBYIOIIUX B IMPOBEICHUU AUATHOCTUYECKOTO WIIU

XUPYPrUv4ecKOoro BMENIaTeIbCTRA.

Heo0xommMo oCyIIeCTBISITh MOCTOSSHHOE HAOJIOICHUE 32 TAIIMCHTAMU JJIs1 BBISIBIICHUS PAaHHHX

MPU3HAKOB THUIOTEH3UW, THUIEPTEH3WH, OpaauKapIvd, YTHETEHUS MAbIXaHUs, OOCTPYKIUU

JBIXaTeNbHBIX MyTeH, altHO?, TUCITHO W/WJIH MaJeHHs caTypaluu.

Heob6xomumMo obecrieunTh HATMYUE OKCUTEHOTEPAIIUU, KOTOpas JOJKHA OBITh HE3aMEITUTEIILHO

MpUMEHEHa, B CiIy4yae IMOKa3aHuW i ee mpuMmeHeHusa. CaTypaluio KUCJIOpoJia HEOoOXO0IuMO

OTCJIEKMBATh METOJIOM MYJIbCOBOM OKCUMETPHUHU.

BBenenue npenapara baiiiexkcaH HAauMHAIOT C HArpy304HOW J03blI, MOCIE KOTOPOH CleayeT

noj/iepKuBaroas uHQy3us. B 3aBUCHMOCTH OT THIIa BMENIATEIHCTBA MOXKET MOTPEOOBATHCS

COOTBETCTBYIOII[Asi MECTHAs/PETUOHAPHAS AHECTE3WS WIIH aHAJITE€3Us IJIs1 TOCTHUKEHUS JKEITaeMOTO

KIuHU4eckoro J¢dekra. PexoMmeHIyeTcs TPUMEHSTHh JOMOJHUTEIbHYIO aHAITE3UI0 WU

CelIaTUBHBIE CpPeACTBA (HampuUMep, OMHOWIBI, MHa30J7aM, MPornoQoia) B ciaydae OOJE3HEHHBIX

BMEIIATEIHLCTB  WJIW TNPU  HEOOXOAMMOCTH  Oojee  TIyOOKOTrO  YpOBHS  CENAllWH.

dapMaKOKMHETHYECKUN TEepUoja ToJypachpenielieHus mpernapata baiigekcaH OICHHUBAIOT

npuMmepHo B 6 muH. Ero crienyer yuuTeiBath BMecTe ¢ dPQeKTaMu APYTUX MPUMEHSEMBIX

MpernapaToB JJis OLIEHKH BPEMEHH, HEOOXOIUMOTO IS THTPOBAHUS, JIUISI TOCTHIKEHUS JKEITaeMOTO

KkiuHu4eckoro ¢ dekra npenapata baiinekcan.

3. Hauano ce()auuu npu npoeeéeuuu AHeCcme3uoI02U4ecKo20 nocoOUs..



COOTBETCTEYET
ot 09.12

Harpy3ounas nosza B Buae wHby3uu 1,0 MKr/Kr_B TC‘IQ—II_ZC'- ]6%%{'3]1]_ Eﬁ”?)"]lrro

KCTIEPTH

UIC'HI/II/I ‘MeHee

MY OTUETY

WHBa3WBHBIX BMEIIATEIILCTB, HANpPUMEP, TAKUX KaK OQPTAIbMOJIOTHMYECKHE OIEpaIlH, MOXKET
IpUMEHSTHCA Harpy3ouHas no3a 0,5 MKr/kr B Teuenue 10 MUHYT.

4. [loooepoicanue cedayuu npu npoBeoeHUU aHeCme3uo102u4ecKkoco nocoous.
[TognepxuBaronnyto HHOY3HO 00BIYHO HAYMHAIOT C 1036l 0,6 — 0,7 MKI/Kr/d9ac ¥ TATPUPYIOT 10
JOCTHIKEHUS JKEJIaeMOoro KimHudeckoro 3d¢ekra B muana3zone n03 ot 0,2 go 1 Mxr/kr/gac.
CkopocTh noanepx)uBaromeii HHPy3uu He0OX0IUMO KOPPEKTHPOBATH A0 AOCTHXKEHHS 1IEJIEBOTO
YPOBHS CE/IallUu.

5. Ocobvie epynnvl nayueHmos npu ceoayuu HnpU HPOBEOEHUU aHeCme3UOLIOSULEeCKO20
nocobusi/cedayusi 8 CO3HAHUU

Tayuernmut noorcunoco 803pacma

Koppekuuu 10361 0061410 He TpeOyeTcs (cm. paznen «DapmakokuHeTHkay ). [loxkunbie manueHTs
MOTYT HMETh TMOBBIIIEHHBIM puUCK runoreH3uu (cM. pazaen «OcoOble yKazaHuA»), HO
OTpaHWYEHHBIC  JIaHHBIE, MMEIOIIMECS B  OTHOUICHWH CeJallid TpH  MPOBEICHUU
AQHECTE3UOJIOTUYECKOTO [T0COOUS, HE MTPEAIOJIaraloT HATMUUsI YETKOW 10303aBUCUMOCTHU JAHHOTO
pHCKa.

HGMMEHmbl C HaApyuienuem d)VHKl/ﬂ/ll/l no4exK

Koppekmuu 10361 006IYHO HE TpeOyeTcsl.

Tayuenmul ¢ HapywieHuem CbVHKZ/{Z/lZ/l nevyeHu

JIeKCMEETOMUIMH METa0OIM3UPYeTCss B TIEYCHHU, IMO3TOMY Yy TMAIMEHTOB C IEYCHOYHOU
HEJOCTAaTOYHOCTHIO OH JOJKEH MPUMEHSTHCS C OCTOPOXKHOCTHIO. TakuM MalreHTaM MOoKa3aHo
CHIDKEHHUE TIOIJIepKUBaroIen 10361 (cM. pazaensl «DapmakokuHeTnkay u «OcoOble yKazaHUs»).
emu
bezonacHocTh 1 3 dexTuBHOCTS Tpemnapara baiinekcan He JocTaTOYHO U3y4eHa y aereit ot 0 10
18 ner. Tekymime AOCTYMHBIE HCCIEAOBaHUSA oOmucaHbl B pazaenax «llobouHoe pgeiicTBHe»,
«®apmakonuHaMuka» u «DapMaKOKMHETHUKA», HO PEKOMEHAALUN 110 PEKUMY HE MOXKET ObITh
JIaHO.

Crooco0 nmpuMeHeHus

[Tpenapar baiinekcaH NOMKEH BBOAWUTBHCSA TOJIBKO IOCIIE PAa3BENEHUS B BHUJIE BHYTPUBEHHBIX
WH(]Y3H C MTOMOMIBIO CIIEIUATBLHOTO 000py1oBanus (MH(]y30Mar).

Kaxxnas amiyna npenapara npeaHa3HayeHa TOJIbKO JUIsl OJJHOTO MAllMEHTa.

4.3. IlpoTuBONOKA3aHUS

- TUIIEPYYBCTBUTEIBLHOCTh K KOMIIOHEHTAM IIpenapara.

- aTpuoBeHTpuKyJsipHast 6okana 11 — III crenenu (mpu OTCYyTCTBHM MCKYCCTBEHHOI'O BOAMTENS

pUTMa).
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- HEKOHTpOJIMpyeMasl apTepuaibHasi THITOTEH3HSL.

- ocTpas LepeOpoBacKyJIsIpHas TaTOIOTHUSI.

- IETCKUH Bo3pacT 10 12 neT (114 noka3zaHus «ceJanus Npu IpOoBEACHUH aHECTE3U0JIOTNYECKOTO
nocoOusi/cenanus B CO3HaHUM» — IETCKUI Bo3pact 10 18 1er).

4.4. OcoOble yka3aHHus 1 MePbI NPeI0CTOPOKHOCTH NMPH MPUMeEHEeHUH

C 0CTOPOKHOCTBLIO

IIpenapar baiinekcan npegHa3HaueH s IPUMEHEHM B YCIOBUAX AHECTE3UO0JIOTMH, PEAaHUMaLUU
Y WHTCHCUBHOM TEpAallMU, a TAKXE B ONEPALMOHHOW M IPU NPOBEACHUU JUATHOCTHYECKUX
BMEILIATENIbCTB, €r0 IPUMEHEHHUE B APYTUX YCIOBUSX HE pekomeHayercs. Bo Bpems unHdy3uu
npenapara A0JDKEH OCYIIECTBIIATHCS HENPEPBhIBHBIA MOHUTOPUHI CEPACYHOM NEATEIBHOCTU. Y
HEMHTYOUPOBAHHBIX MAIMEHTOB JOJDKEH OCYIIECTBIATHCS MOHUTOPHUHT JIBIXaHUS, B CBS3H C
PHCKOM YTHETEHUS JbIXaHUS U, B HEKOTOPBIX Clydasix, pa3BUTUA antHO3 (cM. paszzen «[lobounoe
JIEHCTBHEY ).

Bpewms 11 BOCCTaHOBIICHHUS 1IOCIIE IPUMEHEHUS IEKCMEACTOMHUIMHA COCTABIISIET OKOJIO OJHOIO
yaca. [Ipu npumeHeHHH B aMOYJATOPHBIX YCIOBHUSX HEOOXOAMMO IPOJOJIKUTH TIHIATEIbHBIN
MOHUTOPHHI B TE€YEHHUE HE MEHEee OJHOro yaca (WiIM B TeyeHHe OoJjiee I0JIroro nepuona, B
3aBUCUMOCTH OT COCTOSIHHS MAallMEHTa), MEAULIMHCKOE HaOII0/eHUE JODKHO IPOA0JDKAThCs B
TEYEHHE eIIe OJTHOTO Yaca JJIsl TOTO, YTOOBI YOS TUTHCS B OE30MIaCHOCTH IS TAIIUEHTA.

He cnenyer BBOauTh mpenapar baiigekcan OOJIOCHO M HE PEKOMEHIYETCS HCIOJIb30BaTh
HarpysouHyro Jno3y B ycunoBusix OAPUT. Jlonmyckaercs OJHOBPEMEHHOE IPUMEHEHUE
QIbTEPHATUBHOIO CEJAaTUBHOTO CpEJCTBA, OCOOEHHO B TIEpBbIe Yachl JIEYEHHS OCTPOro
BO30Y>KJCHUS UM BO BpEMS IIPOBEACHUSI MEUIIMHCKUX MTPOLIETYD.

Bo Bpems cenanuu npu MpoBeIeHUU aHECTE3HOJIOTMUECKOr0 MOCOOUSI MOXKHO MPUMEHSITh Majible
71036l  OOJIFOCHBIX HHBEKIMH JAPYroro CeJaTMBHOTO CPEACTBAa Jisi OBICTPOro JIOCTHUKEHHUS
JKEIaeMOr0 YPOBHS CeLaluu.

Hekortopeie manuenTsl, nomyvatoniue baiinekcan, yerko npoOykJIanuch, U ObICTpPO LUIM Ha
KOHTakT mocie ¢usnueckod wuinm BepOanbHOM cruMmyssiuuu. Ilpu  orcyTcTBUM  Ipyrux
KJIIMHUYECKMX CUMITOMOB JAHHBIN NPU3HAK M30JMPOBAHHO HE JIOJDKEH PacCMaTpUBATBhCSA Kak
Hea(pPeKTUBHOCTD Mpernapara.

OOBIYHO IEKCMEETOMUIUH HE BBI3bIBAET MTYOOKYIO Celallnio, TI03TOMY MallUEHTOB MOKHO JIETKO
pa30ynuth. BenencrBue 3Toro nekcMeIeTOMUINMH HE MOAXOAUT MallMeHTaM, HYXXKIAarolluMcs B
ri1yOOKOM cearum.

[Tpenapat baiinekcan He JOKEH MPUMEHATHCS B KaUeCTBE OOIEro aHecTeTHUKa PU WHTyOanuu

Wi i o0OecreueHus ceaanuu nmpyu NpuMEHCHUHU MUOPECIaKCAaHTOB.
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JlekcMeneTOMUIMH HE TTOIABIISIET CYA0POKHYIO aKTHBHE)ggi"IMHJB%EQGH'

B MOHOTEPAIIMH [IPU SIUICITUYECKOM CTaTyCe.

Crnenyer coOmoaTb OCTOPOKHOCTh IPH OJHOBPEMEHHOM IPUMEHEHHMH JEKCMEACTOMHIUHA C
JIEKapCTBEHHBIMHM CpPEACTBaMH, OOJaJalOIIMMU CEJATUBHBIM 3(P(PEKTOM WU BIUSIOIMIMMHU Ha
CEepAECYHO-COCYTUCTYIO CUCTEMY, BCIIEACTBHUE BO3MOXKHOI'O aIUTUBHOTO Y deKTa.

IIpenapar balinekcan He pPEKOMEHIYETCs IPUMEHATH Ul KOHTPOJIHMPYEMOW NalUeHTaMu
cenanuy. COOTBETCTBYIOIINE JaHHBIE OTCYTCTBYIOT.

[Tpu nmpumenenuu mnpenapara baiinekcaH B aMOyJaTOPHBIX YCIOBMSX, BBIIUCKA IallMEHTOB
BO3MOXHa M0 HaOJrofeHue TpeTbuMHU JunaMu. llanmeHTam creayeT peKOMEHIOBaTh
BO3/IEP)KAThCSl OT YNPABJICHUS aBTOMOOWJIEM WM 3aHATHUS IPYTMMH NOTEHIMAIBHO OMACHBIMHU
BUJAMHU JESITEIBHOCTH M, €CJIM BO3MOXKHO, M30eraTb MPUMEHEHHUS IPYTUX CPEICTB, KOTOpbIE
MOTYT OKa3blBaTh CEJATUBHBIM 3¢ deKT (Hanpumep, O€H301MA3ENUHbI, OMMOM/IbI, AJIKOIr0Jb) B
TEYEHUE JOCTAaTOYHOIO BPEMEHM B COOTBETCTBUM C HaOmonaeMbIMu 3¢ deKTamu
JIEKCMEIETOMU/INHA, B 3aBUCHMOCTU OT IPOLELYPHI, IPUHUMAEMBIX JEKAPCTBEHHBIX CPEICTB,
BO3pacTa U COCTOSIHUSA IAllMEHTOB.

Heo6xonumo cobatoaaTth OCTOPOXKHOCTb NMPH NPUMEHEHUH JEKCMEISTOMHMHA y MalueHTOB
HOKUJIOro Bo3pacta. IIpu npumeHeHMM JeKCMENeTOMUAMHA MAalUEHThl cTapuie 65 JeT MOryT
OBITH OOJIee CKIIOHHBI K THIIOTEH3HH, B YACTHOCTH TP MCIIOJIB30BAaHUN HATPY309HON 03I U TIPU
npoBeaeHuu npouenyp. Heo6xoanumo paccMoTpeTs BO3MOKHOCTh CHUYKEHUS 103bl.

IIpenapat balifiekcaH CHMJKAeT 4acTOTY CEpPACYHBIX COKPAIICHMH M apTepHallbHOE IAaBJICHUE
(LeHTpabHOE CUMITATOIUTHYECKOE JIeHCTBHE), HO B 00Jiee BBICOKUX KOHIIEHTPALUAX BBI3BIBAET
nepu@eprudecKyro Ba30KOHCTPUKLIMIO, TPUBOJSIIYI0 K MOBBIIIEHUIO apTEPUAIBHOTO JIaBJIECHUS
(M. paznmen «®apmakonuHaMmuka»). BeneactBue storo mpenapar baiinekcaH He MmoaxoauT
HalMeHTaM ¢ Cepbe3HON HECTaOMIbHOCTHIO T€eMOJUHAMUKH.

[Ipy BBepeHUHM JEKCMENETOMUIMHA MAallMEHTaM C COIMYTCTBYIOIIEeH Opaaukapiaueil ciemyer
coOnroaaTh OCTOPOKHOCTh. JlaHHBIE O BIMSHUM NPUMEHEHHUs Mpenapara Ha MalMeHTOB C
4acTOTOM CEepACUHBIX COKpalleHul <60 orpaHUYEHbI, IOITOMY TaKue MAlMEHThl HYKJIAIOTCS B
0co0OM KOHTpoJie W HaOmoAeHuu. bpagukapaus, Kak NpaBuwio, He TpeOyeT JIedeHHus, Npu
HEOOXOIMMOCTH XOPOILIO KyHNUPYeTCs BBEACHUEM M-XOJIMHOOJIOKATOPOB MM CHUKEHHUEM J103bI
mpernapara.

[TanreHTHI, 3aHUMAIOIIMECS] CIIOPTOM M MMEIONIUME HU3KYH YaCTOTY CEpACYHBIX COKPAIEHUH,
MOTYT ObITh OCOOCHHO YyBCTBUTENBHBI K OTPHIIATEILHOMY XPOHOTPOITHOMY 3((eKTy arOHUCTOB
0l2-aJIpEHOPELIENITOPOB; OBLIN OMHMCAHBI CITy4an OJ0Ka bl CHHYCOBOTO y3Ja.

Taxoke coo01IaI0Ch O CITy4yasX OCTAHOBKH CEp/ILia, 4acTo ¢ MPEIIeCTBYONEH Opaankapanei uim

aTPUOBEHTPUKYJISIpHOM O10Kan0# (cM. pazzaen «[lobouHoe aelicTBue»).
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Ba30KOHCTPUKTOpPaM), B TOM UHCJIE€ XPOHUYECKOH, THIOBOJIEMHEH WIM CHUXEHHBIM
(YHKIMOHAJIBHBIM PE3epBOM, KaK TO MAIMEHTHI C TOKENOH KEeTyJOYKOBOW TUCPYHKUIMEH U
HOXKWJIble, THIOTEH3UBHBIN 3¢ ekT npenaparta balinekcan MoxeT ObITh 00JI€€ BEIPAXKEHHBIM, 3TO
TpedyeT 0co00ro BHUMaHUS K TaKUM NanueHTam (cM. paszaen «IIporuBonokasanusy).
CHMm)KeHHE apTepUallbHOTO JaBJIEHUS, KaK IpaBUJIO, HE TpeOyeT ocoObIX Mep, HO IpHU
HEO0XOIMMOCTH HY>KHO OBITh TOTOBBIM K CHIKEHHIO JT03bI, BBEJICHHUIO CPEJICTB AJISi BOCIIOJIHEHUS
o0beMa UPKYIUPYIOLIEH KPOBU U/WIIN Ba30KOHCTPUKTOPOB.

VY NanueHToB ¢ MOpaKEHUEM BEreTaTUBHON CHCTEMBI (HallpuMep, BCIEICTBUE TPAaBMbl CHUHHOTO
Mo3ra) reMoJuHaMu4eckne 3((eKTrl mocie BBeACHUs npemnapara baiinekcan MoryTt ObITh Oosee
BBIPR)KEHHBIMHU M TPEOOBATH 0COOOTO KOHTPOJIS.

Tpan3uTopHas apTepraibHasi THIEpTEH3Ms Ha0II0/1a/1ach, B IEPBYIO OYEPElb, BO BpEMsI BBEICHUS
Harpy304Hoi /03l B CBS3M C MEpUPEPUUECKUM  Ba30KOHCTPUKTOPHBIM  3PPeKTom
JEKCMEIETOMUANHA, TO3TOMY BBEAECHHE Harpy3ouyHod nao3bl npu cegauuu B OAPUT ne
pexomenayercs. JledueHrne noBBILIEHHOTO apTEpUaAIbHOIO JaBJI€HUs, KaK IpaBuilo, He TpedyeTcs,
OJIHAKO CIIeyeT paCCMOTPETh BO3MOKHOCTb CHUKEHUSI CKOPOCTH BBEJIEHUS Ipenapara. MecTHas
BA30KOHCTPUKIIUSA IPH BBICOKOW KOHLIEHTPALIMU MOXKET UMETh OOJIbLIIOE 3HaYEHUE IS TallUeHTOB
C WIIeMUYECKON OOJIE3HBIO CepAlla WM TSHKEIBIMH LEepeOpOBACKYIISIPHBIMUA 3a00JICBaHUSMHU.
CocTosiHME TakuxX MalUMEHTOB [JOJDKHO TINATEJIbHO MOHUTOpUpoBaThesa. llpu mnosiBieHun
IIPU3HAKOB MIIEMHUM MHUOKapJa WIM IOJOBHOIO MO3ra CleAyeT CHU3UTh J03y Ipernapara Hiu
IIPEKPATUTH €70 BBEACHHUE.

PexoMenyercst mpuMEHSATh JEKCMEAETOMUINH C OCTOPOKHOCTHIO B KOMOMHAIIMU CO CITHMHATbHON
WIM DOUAYPAaJbHOW aHecTe3Wed u3-3a BO3MOXKHOTO TIOBBIIIEHUS pUCKAa TUIOTEH3UM U
OpaauKapauu.

VY nanuMeHTOoB ¢ TSDKEION MEeYeHOYHON HEeJOCTAaTOYHOCTBIO CIEeyeT COONI0aTh OCTOPOKHOCTD,
TaK KaK CHI)KEHHE KIIMpeHca JeKCMEeAeTOMUANHA TPU U30BITOYHOM BBE/IEHUU NIpenapaTa y Takhux
NAlMEHTOB MOXXET MPHUBECTH K TIOBBIIICHUIO PUCKA pa3BUTUS HEXKENATENbHbIX peaklui,
4ype3MEepHON cefaluu 1 npojoHranuu 3¢dexron. OnbIT npuMeHeHHs npenapara baiinekcan npu
TSDKEIBIX  HEBPOJIOTUYECKUX COCTOSHUSAX (UEpemHO—MO3roBas TpaBMa, COCTOSHHUS IMOcCie
HEHPOXUPYPrUUeCKUX OMepaluil) OrpaHHuYeH, MO3TOMY Mpernapar JOJDKEH HNPUMEHSTHCS C
OCTOPOKHOCTBIO, 0COOCHHO MPU HEOOXOIUMOCTH TIIYOOKOU CeNaInm.

[Ipu BbIOOpE TepamuuM CcleAyeT YYHUTbIBaTh, 4TO Impenapar bailigekcaH MOXeT CHUXaTb
1epeOpalIbHbI KPOBOTOK U BHYTPUUEPEITHOE JJaBJICHUE.

B mparmatnueckoM paHAOMHU3UPOBAHHOM KOHTpoiupyemoMm wucciemoBannu SPICE 1l ¢

yuactuem 3 904 B3pocnbix manueHToB OAPUT He Obuto obmel pazHunbl B 90-mHEBHOM
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CTaHJapTHYI0 Tepanuio (JetampHOCTh 29,1 % B o0eux rpymmax). OpHako, HaO0aIach
HEOJIHOPOJHOCTh BJIMSHMS BO3pacTa Ha 3TOT IOKa3aTesb. [IpuMeHeHHe IeKCMeIeTOMMIMHA
ACCOLIMMPOBAHO C MOBBIIICHHOW JIETAILHOCTHIO B BO3pAacTHOW rpymme < 65 yer (OTHOIICHHE
nrancoB 1,26; 95 % nposeputenbublii uHTepBan ot 1,02 mo 1,56) mo cpaBHEHHIO C TPYMION
MPUMEHEHUS IPYTUX CEJATUBHBIX CPENICTB. XOTS MEXAHU3M HESICEH, 3Ta T€TEPOT€HHOCTD BIMSHUS
BO3pacTa Ha JICTAJbHOCTh OblIa HanboJiee 3aMETHOW B CIy4asX paHHEro MPUMEHEHHS BBICOKUX
103 JEKCMEACTOMUANHA JJIsl JOCTHIKEHHS TIIyOOKON cefalMy y MaldeHTOB, MOCTYMABIIUX B
OAPUT mno npyrum npuyriHaM, KpoOME MEPEHECEHHOTO OINEePaTHBHOIO BMEIIATEIbCTBA, W
MOBBIIANIACKH ¢ yBenndeHueM 6amioB mo mkane APACHE |l. Ha ocHoBanu# BBIIEH3I0KEHHOTO
HEOOXOAMMO YUYUTHIBATH BO3MOKHBIN MOBBIIIEHHBIN PUCK CMEPTHOCTH Y MAIIMEHTOB B BO3pACTe
no 65 uer, HaXOASAIIMXCS B OTAEJCHHUSIX WHTEHCUBHOW Tepanuu. llpu mnpumeHeHuu
JEKCMEICTOMUANHA U1 JIETKOM celalliy BIUSHUS Ha JIETaIbHOCTh HE ObLI0. OXHaaeMyro
KJIMHUYECKYIO I0JIb3y NPUMEHEHHUS NEKCMEIETOMUNHA CIEAYyeT OLEHUBATh 10 CPAaBHEHUIO C
MPUMEHEHUEM aJTbTEPHATUBHBIX CEJATUBHBIX CPEJCTB y O0JIee MOJOABIX MAI[UEHTOB.

[Tpu pe3koit OTMEHE arOHHUCTOB O2-aIPEHOPEIENTOPOB MOCE UIMTEILHOTO UX MPUMEHEHUS B
PEIKUX CIIy4asX BO3HUKAI CHHIPOM «OTMEHbD». [Ipu pa3BUTUM aXWTalMW W TOBBIIICHUS
apTepHaJIbHOTO JaBJIEHUs Cpa3y IIOClie OTMEHBI JEKCMEIETOMUIMHA CIIEAYET YUHUTHIBATh
BO3MO>KHOCTh BO3HUKHOBEHMSI JAHHOT'O COCTOSIHUS.

JlekcMeIeTOMUANH MOXKET BbI3bIBATh TUIEPTEPMHUIO, KOTOpask MOXKET OBbITh YCTOMUMBOM K
TPAAUIMOHHBIM METOJAM OXJIAXACHUS. JledeHne NeKCMEeAeTOMUIMHOM CIIEIyeT MPEKpPaTUTh B
clly4ae JJINTEIbHOW HEOOBSICHUMOM JIMXOPAaJKH U HE PEKOMEHAYEeTCSl MPUMEHSThH MallueHTaM,
IIPEIPacIIONOKEHHBIM K 3I0KAYECTBEHHOMN THIIEPTEPMUH.

Coo01m1anock 0 pa3BUTHH HECAXapHOTO JAMa0eTa B CBA3M C JICUEHHEM JeKcMeIeToMUInHOM. [Ipu
BO3HUKHOBEHUH TMOJMYPUU PEKOMEHIYETCS NPEeKpPaTUTh IMPUMEHEHHE JEKCMEIETOMUINHA,
MIPOBEPUTH YPOBEHB HATPHsI B CHIBOPOTKE KPOBU U OCMOJISITBHOCTH MOYH.

CHCIII/IaJ'IBHaﬂ I/IHdZ)ODMaIII/IfI O BCIOMOTAaTCJIbHBIX BEIIECTBAX

[Ipenapat baiinekcan cogepxut menee 1 Mmoiab HaTpus (23 mr) B mi (8,83 Mr/mit), To ecTh 1o

CYTHU HC COACPIKUT HATPUA.

4.5. B3amMmopeiicTBHe ¢ JPYrUMH JIEKAPCTBEHHBIMH MNpenapaTamMu © JApyrue BHJbI
B3aUMO/IeHCTBUSA

UccnenoBanue JEKapCTBEHHBIX B3aMMOAEHCTBUH MPOBOAWIOCH TOJBKO Yy  B3POCIBIX.
OnHOBpEeMEHHOE TPUMEHEHUE IEKCMEIETOMHUIMHA CO CPEICTBAMH JJII aHECTE3UH, CEIATUBHBIMH,

CHOTBOPHBIMU CpPCACTBAMU W HAPKOTHYCCKUMH AHAJIIBICTUKAMU MPUBOAUT K YCHIICHHIO HUX
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LleneBbie uccnen0BaHMs MOATBEPIAMIN ycuiIeHne 3(pPeKToB mpu MPUMEHEHUHU C U30(IIypaHOM,
npornodoiiom, aipeHTaHuIOM U MUa30J1aMoM. PapMaKOKHHETUYECKUX B3AMMOICHCTBHI MEXKTY
JEKCMEICTOMUAMHOM M u30(paypaHoMm, mpornodoioM, andeHTaHWIOM M MHJA30JIaMOM He
BBISIBJICHO.

OpHako BCHEACTBHE BO3MOXKHBIX  (PapMaKOJMHAMUYECKMX  B3aMMOACHUCTBHM HpH  HUX
OJTHOBPEMEHHOM NPUMEHEHUH C JIEKCMEICTOMHUANHOM MOXKET MOTPeOOBaThCsS CHUKEHUE 03B
JEKCMEIETOMUANHA WM OJHOBPEMEHHO MPUMEHSEMBIX CPEJCTB ISl aHECTE3UM, CEIaTHUBHBIX,
CHOTBOPHBIX CPEACTB MJIM HapKOTHUECKUX aHalbreTHKoB. MuHrubupoanue su3umoB CYP,
Bkitoyas CYP2B6, ¢ momomipio AeKcMeaeTOMHIMHA ObUIO MUCCIEI0BAaHO MPH MHKYOHPOBAHUU
MHUKPOCOMAJIbHBIX KJIETOK IMe4YeHH dYesoBeka. CorjacHO HccienoBaHusM IN VItrO cyiiecTByer
NOTCHIIHAIbHAS BO3MOXKHOCTh B3aUMOJICUCTBHS N VIVO MEXIy [IEKCMEICTOMUAUHOM |
cybcrparamu, npeumyinectseHHO ¢ CYP2B6.

[To pe3ynbTaTam Ucciae0BaHMiA IN VItro 1eKCMeIeTOMHIMH MOXET HHAYILIMPOBATh W30()epMEHTHI
CYP1A2,CYP2B6, CYP2CS8, CYP2C9 u CYP3A4, Takas BO3MOKHOCTh B UCCJIEIOBAHUAX IN VIVO
He uckimovaercs. Kinmanueckas 3Ha4MMOCTh HEM3BECTHA.

Y [manuMeHToB, NPUHUMAIONIUX JIEKAPCTBEHHBIE CpPEICTBA, BBHI3BIBAIONINE CHIDKEHUE
apTepHaJIbHOTO JaBJICHUS U OpauKapIuio, HallpuMep, B-aIpeH00I0KaTOPOB, CIEYET YUUTHIBATh
BO3MOXXHOCTh YCHJICHHS YKa3aHHBIX 3((})eKToB (0JHAKO JOTOIHUTEIBHOE YCHJICHHE JTHX
3¢ (exToB B HCCIeI0OBAHUH C SCMOIIONIOM ObLIO YMEPEHHBIM).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALUSA

bepeMeHHOCTB

JlanHble O TNPUMEHEHUM JEKCMEIETOMMJIMHA Yy OEpeMEHHBIX J>KEHIIMH OTCYTCTBYIOT WU
OTpaHUYEHBI.

B uccrnenoBanusxX y >KMBOTHBIX BBISIBJIEHA PEIIPOLYKTHUBHAs TOKCHYHOCTD. baiinekcaH He cienqyer
IPUMEHSTh BO BpeMsi OEpEeMEHHOCTH, €CJIM KIMHUYECKOE COCTOSHUE >KEHIIUHBI HE Tpedyer
JIeYEHUs JeKCMEAETOMUINHOM.

JlakTanus

JlexkcMeneTOMUANH BBIAEISETCS B TPYJIHOE MOJIOKO YE€JIOBEKa, OJHAKO €r0 yPOBHU HAXOIATCS
HUKe Ipejiena oOHapyXeHHs yepes 24 yaca 1ociie nIpeKpaiieHus BBeleHus npenapara. Puck amns
MJTIaJIeHIIa HE MOXKET OBbITh MCKIIOUEH. PelieHue o npekpaiieHuy rpyJHOro BCKapMIUBaHUS WU
IpeKpalleHus Tepanuy JeKCMEAETOMUITHOM JTOJHDKHO OBITh IPUHATO C YYETOM IOJIB3bI TPYTHOTO
BCKapMJIMBaHM JIJIs1 MIIAZIEHIIA U TTOJIb3bI TEPAIIUU IEKCMEIETOMUINHOM ISl MATEPH.

DdepTUIbHOCTD
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PENPOAYKTUBHYIO (YHKIIMIO CAMIIOB WJIM CaMOK. HeT MaHHBIX B OTHOIICHWM BJIUSHHUS Ha
PENPONYKTUBHYIO (DYHKIHUIO Y YeJIOBEKa.

4.7. BausiHde HA CNOCOOHOCTH YIPABJISATHL TPAHCHOPTHBIMHM CPeICTBAMH M PadoTaTh C
MeXaHU3MaMHu

[TanuenTamM pekOMEHAYEeTCSl BO3JEPKAThCSl OT YIPABJICHUS TPAHCIOPTHBIMHU CPEICTBAMH WU
BBINIOJIHEHUS JAPYTUX OINACHBIX 33Ja4 B TEUYEHHWE COOTBETCTBYIOIIETO MEPHUOJA BPEMEHU I10JIE
nojlyueHusi mperapara baiinexkcan i cegauMd MpU MPOBEIECHUU aHECTE3UOJIOIMYECKOTO
mocoous.

4.8. HexenaTe/ibHbIE peaKINU

Pesrome npoduiist 6e3onacHocT

Ilpu cedayuu y @3pocavix nayuenmos u Ooemei cmapuie 12 nem, HAXOOAWUXCS 8 OMOeNeHUU
aHecme3uonI02UU, pPeaHuMayuy U UHMEHCUBHOU mepanuu, HeoOXooumdas 2nyouHa ceoayuu
KOMOpbIX He npesvluiaem npodyxcoenue 8 omeem Ha 20J10C08VI0 CIMUMYIAYUIO:

Haunboiee yacteiMu coOOIIaeMBbIMU HEXKETATEIBHBIME JICKAPCTBEHHBIMU PEAKIMSIMUA B OTBET Ha
BBEJICHUE JEKCMEACTOMHUJNHA B YCJIOBHUSX OTAEICHHUS aHECTe3HOJOTUH, peaHuMaluu U
WHTCHCUBHOW Tepanuu SIBISIFOTCS CHIDKEHUE WM TOBBIIICHWE apTEepPHalbHOTO JABJICHHS U
OpaauKapans, BOSHUKAIOIIUE COOTBETCTBEHHO MPUOIM3UTENBHO Y 25, 15 u 13 % manueHTos.
CHMKEHHE apTepHalIbHOTO HaBICHHUS W OpajuMKapaus TakkKe SBISUIMCh Hanbojiee YacThIMU
OOyCIIOBJICHHBIMU  JEKCMEICTOMHIMHOM  CEPbE3HBIMU  HEXKENATeIbHBIMU  PEaKIHUsIMHU,
BO3HHMKaBIIUMHU COOTBETCTBEHHO Yy 1,7 u 0,9 % paHIOMM3MpPOBAHHBIX NAllMEHTOB OTJEJIEHUS
WHTEHCUBHOW TEparuu.

Ilpu ceoayuu y HeunmyOUpOBaHHBIX 63POCAbIX NAYUEHMO8 00 U/UlU 80 6peMs NpPOoBedeHUs
OUACHOCMUYECKUX UIU XUPYPSUHeCKUX BMeuamenscms, m.e. ceoayuu npu nposeoeHuu
AHecme3uUoI02UYecKo20 nocodus/cedayuu 8 COSHAHUU.

Hauboiee yacto coobmaempie HeXenaTeIbHbIE PEAKINH TPU TPUMEHEHNUH JIEKCMEIETOMUINHA
BO BpeMs Celalud TpH TPOBENECHUM AHECTE3MOJIIOTUYECKOTO IMOCOOMS TEePEUMCIICHBI HIDKE
(mpoTtokoisl uccaenoBanuii ¢asel Il comeprxanu 3apanee onpezeneHHbIe Mpeaeabl U3MEHEHUH
apTepHaIbHOTO JIABJICHHUSI, YaCTOTHI JIBIXaHUSI U CEPJICUYHBIX COKPAIICHH, KOTOPbIE OTHOCATCS K
HE)KEJTaTeIbHBIM SIBIICHHSIM).

- runoteHsus (55 % B rpymnme gekcMeaeTroMuanHa 1o cpaBHeHuto ¢ 30 % B rpynne muiane6o,
MOJTYYaBIIUX PE3EPBHYIO TEPAMUIO MHJIA30JIaMOM M (DEHTaHUIIOM);

- yraerenue npixanus (38 % B rpyIme JeKcMeneTOMUIMHA N0 cpaBHEeHUIO ¢ 35 % B rpymre
Tane0o, MoJyJaBIInX PE3ePBHYIO TEPAMTUIO MUIa30JIaMOM U (PEHTAHIIIOM);

- Opagukapaus (14 % B rpymme IeKCMeIeTOMUIMHA 10 cpaBHEeHUIO ¢ 4 % B rpymme 1uiamnedo,

10
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Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIINl

HexenarennHbie pcaknunu, NCpCHUCIICHHBIC B Ta6111/1ue HHUIKC, IIOJYUYCHBI IIO pE3yJibTaTaM

O6’B€I[I/IHCHHI)IX JaHHBIX U3 KIMHHUYCCKHX I/ICCJ'IC,I[OBaHI/Iﬁ Y NanueHTOB OTACICHUA WHTECHCUBHOM

TEpaIinu. HexenarennHbie PE€aKuu CrpymnmnupoOBaHbI 110 YaCTOTE C UCIIOJIb30BAHUEM cneny}omeﬁ

rpaganuu: oueHb yacto (>1/10), vacto (ot 1>100 o <10), Hewacto (ot >1/1000 o <1/100), penko

(ot >1/10000 mo <1/1000), ouenr peako (<1/10000), wacroTra HemsBecTHa (HEBO3MOXKHO

OnpeaAcINTG HA OCHOBE NMCIOIUXCA ,I[aHHBIX).

CM. Ta0IHIlY HUXKE:

IIOJIOCTH pTa2

OueHs yacTo Yacto Heuacto Peako |Ouennr [YactoTa
peaKO |HeM3BEeCTHA
Hapymienus Hecaxapusi
CO CTOpPOHBI i quabet
SHJIOKPUHHOMN
CHCTEMBI
Hapymenus TUIIEPTIUKEMHUS, |METaO0TMYECK
MeTabonu3Ma TUNOTJIMKEMUS Ui a3,
W UTaHUA TUN0aTb0yMUH
eMHS
[Icuxuueckue AKHUTALM raJrolMHALMT
HapyIICHUS
Hapymenus opanukapaus?  (Mmemus WU | ATPHOBEHTPUK
CO  CTOPOHBI UHOpapPKT yJsipHas
cepama MHOKap/a, onokanal,
TaxuKapaus CHHIKCHHE
CEp/IEUHOr0
BBIOpOCa,
OCTaHOBKa
cepama’
Hapymienus cHmkenne'? wim
CO  CTOpPOHBI|TIOBBIIIEHUE
COCYJIOB apTepUaAITbLHOTO
naBiIeHus
Hapymienust |yruerenue OJIBIIIKA, aITHOD
CO  CTOPOHBI|mbIXaHUA>S
JIBIXaTeIbHOMI
CHCTEMEI,
OpraHoB
TpPyAHOMN
KJICTKHU u
CPEIOCTEHUS
Kenynouno- TOIIHOTA?, B3/yTHE
KHUIIIEYHBIE pBOTa, CYXOCTh|)KHBOTa
HapyIlIeHUs CIHU3UCTOMN
000JI04YKH

11
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HapyLICHUs U «OTMEHBD?, OCTb

HapylLleHUs B TUIEPTEPMUST  |TIEKApPCTBEHHOT

MECTe 0 CpEenCTBa,

BBEJICHUS KaxKIa

Hapymenuns MOy pUS
CO  CTOPOHBI

IIOYEK u

MOYEBBIBOIS

UX IYTEH

CM. HIDKE OoImMcaHue OTACIBHBIX HEXCIIATCIbHBIX pCaKHHﬁ.

HexxenarenpHas p€aKkusa TaKXKe Ha6moz[anacr, B HCCICAOBAHUAX CCAallU IIPpU IIPOBCACHHU
AHECTE3HMOJIOTMUYECKOI0 IOCOOHS.

YacToTa «4acTo» B HCCIICAJO0OBAaHNHU CCAAlMU B YCIOBUAX pCaHUMAIIUU.

OnwncaHue OTACIBHBIX HEXKEIATSIbHBIX PeaKITUM

Knuanyeckn 3HaYMMBbIe CHUKCHUE apTEPHAIBHOTO JAaBJICHUS W OpaguKapius JOJDKHBI OBITh
KyIIUPOBaHbI, KaK yka3aHo B pasneine «4.4. OcobOble yka3zaHUsI U Mepbl IIPEIOCTOPOKHOCTU MpU
IIPUMEHEHUN».
Y OTHOCHUTENBHO 3J0pPOBBIX JIMI], HE HAXOIUBIUUXCA B OTICIICHUUM HHTEHCUBHON TEpaluH,
BBEJICHHE JIEKCMEIECTOMHIMHA WHOT/Ia TPUBOIWIO K OJOKage CHHYCOBOTO y3na. CHMIITOMBI
KyIUPOBAJIUCH MPHU MOAbEME HOT (BBIIIE YPOBHS T'OJIOBBI) U BBEJEHUH M-XOJMHOOJIOKATOPOB,
TaKUX KaK aTPONMH U TIIMKOIUPPOHUS OPOMUI.
B oraenbHBIX cilydasx y HallMEHTOB C MpPEIIECTBYIOLIeH Opanukapaueil oHa mporpeccupoBaia
J0 2nu3010B acucroimu. Takke cooOwaloch O ciaydasX OCTaHOBKM CepAla, 4acTo ¢
npeuecTByoel Opaaukapaueii Ui aTpuoOBEHTPUKYJIISIpHOH OJ0Ka101.
[ToBblIeHNE apTepPUATBHOTO JIaBIE€HUS ObLIO CBA3aHO C BBEJIEHUEM HAarpy304HOH J103bl, I03TOMY
€ro MOXHO U30ekaTh, U30eras BBeICHUs HArPY30UHOU O3Bl WJIM YMEHbIIas CKOPOCTh MH(DY3UU
WIN Harpy304HyIO J103Y.

eTH
[Tpoduie Ge30macHOCTH NMPUMEHEHHs JEKCMENETOMHJIMHA C IEeNBI0 Celaluu 70 5 CYTOK Y
noapocTkoB (12—17 5ieT) 6bLT CXOAHBIM € TPO(PUIIEM B3POCIBIX.
[TpoBoamIach OLIEHKA JieueHUs AeTel cTapiie 1 Mecsia, IPeuMyILEeCTBEHHO 0CiIe ONepaluy, B
OTJIEJICHUH aHECTE3MOJIOTH, PEaHUMallii U UHTEHCUBHOW Tepanuu MPOI0JIKUTEIbHOCTHIO 110 24
4acoB; ObUT MPOJIEMOHCTPUPOBAH MPOQHIIH O€30MACHOCTH, COMIOCTABUMBIHN POQUITIO Y B3POCIBIX.
JlaHHbIE B OTHOLIEHWU HOBOPOXAEHHBIX (24—44 Henenu rectaliiu) OYeHb OTPAHUYEHBI, JO3bI
OTpaHMYEHBbl MOJjepKuBarOIMMU Jo3aMu  <0,2 MKr/kr/gac. JluteparypHble HCTOYHUKU
COO0IIAN O €IMHCTBEHHOM CJIy4ae TMIOTEPMUYECKON OpaJuKapIul y HOBOPOXKAEHHOTO.
Ecnu nto6vie u3 yKa3aHHublx HeXCenamenbHulX peakyutl ycy2yonaiomces, uiu Bel 3amemunu niodvle

c)pyzue HeofcellameilbHble peaKyuu, He YKAa3aHHble, 00061141/[1’1’18 00 smom Jevawyemy epady.
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COO6H_ICHI/IG O ITOA03PEBACMBIX HEXKCIIATCIbHBIX DeaKI_[I/IfIE|

BaxxHo co00mIaTh 0 M0I03pEBACMBIX HEXKEIATEIBHBIX PEAKIUAX MTOCIIE PErUCTPAIH Ipernapara ¢
[ENbI0  O0ECTeueHUs:  HEMPEpPHIBHOTO  MOHUTOPWUHTA  COOTHOIIGHUS  «IIOJIb3a-PUCK)
JICKapCTBEHHOT'0 Mpernapara. MeaIuuHCKUM pabOTHUKAM PEKOMEHIYeTCs cOOOIaTh O JIF0OBIX
M0JI03PEBACMbBIX HEXKENATEIbHBIX PEaKIMsIX JIEKApCTBEHHOrO Ipenapara depe3 HalloHaJIbHbIe
CUCTEMBl COOOIIEHUS O HEKENATeIbHBIX PEAKIHIX TOCyAapCTB-WICHOB EBpasuiickoro
HKOHOMHUYECKOTO COH03a:

Poccuiickas @enepanus

Anpec: 109012, r. MockBa, CnaBsiHcKasi 1iiomaib, a. 4, ctp. 1

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3apaBooxpanenus (Poc3apaBaanazop)

Tenedonsr: +7 (495) 698-45-38, +7 (499) 578-02-30

OnekrponHas moura: pharm@roszdravnadzor.ru

CaiiT B nH(pOpMAIIMOHHO—TEIICKOMMYHUKaIMOHHOM cetn «MHTepHeT»: hitps://roszdravnadzor.ru/

4.9. llepeno3npoBka

B pamMkax KJIMHUYECKUX MCCIEIOBAHUN M MOCTPETHCTPALIMOHHOTO MPUMEHEHUs COO00IIaIoch O
HECKOJIBKUX CIIy4dasix Mepeo3UPOBKH JEKCMEICTOMUANHA.

CumMnromsl

CormacHO UMEIOLIIMMCSL  JITaHHBIM CKOPOCTh BBEACHHUS B TaKuUX Cilydasx JOCTUrajia
60 Mkr/kr/4ac B Teuenue 36 muH U 30 MKr/Kr/49ac B TeueHue 15 My y 20-MecsiaHOro pedeHKa u'y
B3pOCJIOro COOTBETCTBEHHO. Hanbosiee yacThiMu HexXenaTeIbHbIMU JIEKAPCTBEHHBIMU PEAKIIUAMU
BCJIEJICTBUE TMEPEO3UPOBKH ObUTM OpaauKapiusi, CHUXEHHE apTepUalbHOTO JIaBJECHHUS,
MOBBILICHHE apTEPHAIbHOTO JABJICHMSI, Ype3MepHas cefalysi, yrHeTeHHe JbIXaHUsl U OCTaHOBKa
cepAaua.

Jleuenue

B cnyuae mnepeao3MpoBKM, TPOSBIAIOLICHCS KIMHUYECKOH CHUMITOMAaTUKOM, BBeAECHUE
JEKCMEZETOMUNHA CIeNYeT YMEHBIIUTD WU PEKPATUTb.

Oxunaembie 3QGEKThl SABIAIOTCS, TJIaBHBIM 00pa3oM, CEpAEUYHO-COCYAUCTBIMM U JOJIKHBI
KyIHPOBAThCS COIIACHO KIMHUYECKMM IOKazaHusAM (cM. pasgen «OcobOble ykazanus»). Ilpu
BBICOKMX KOHLEHTpAIMSX MOBBIINIEHUE apTepUaIbHOTO JIABJICHUS MOXKET MpeoliajgaTh HaJ ero
CHI)KEHHEM. B KIMHMUYECKMX HCCIIeIOBaHUSAX OCTAaHOBKAa CHHYCOBOTO Yy3ja pa3penianach
CaMOCTOSITENIbHO WJIM B OTBET Ha BBEJCHHE aTpONMHA WIM TJIMKONMUPPOHUS Opomuaa. B
OTIENbHBIX CIy4asX TSKEJION Iepelo3UpOBKH, CONPOBOXKIABLIEICS OCTAaHOBKOW cCep.la,
TpeOOoBaJIOCH MPOBEACHUE PEAHUMAIIMOHHBIX MEPOTIPUATHHA.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOCTBA
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R
SLEIEY]

inac DOBL HOCTE 0003
®apMmakoTepaneBTrueckas rpynmna: I[IcuxosenTuky; cEmBoMeEh'TJ:EMBHL%' CPEICTBA;

JpyTUe CHOTBOPHBIC U CEIaTHBHBIC CPEIICTRA.
Kon ATX: NO5CM18

MexaHu3M IeHCTBUS

JIeKCcMeIeTOMHUINH  SIBIISIETCSI CEJIEKTUBHBIM aroHUCTOM 02—aJIPCHOPELENTOPOB C LIMPOKUM
CHEKTPOM (apMaKOJIOTHIECKUX CBOUCTB. O0MaaeT CUMMIATOMUTHUECKUM ddexToM Onaromaps
CHIDKEHHIO BBICBOOOXKIICHHSI HOpaJpeHaIMHAa W3 OKOHYAaHUH CHMIIATHYECKUX HEPBOB.
CenatuBHbIi 3G (HEKT 00YCIOBICH CHUKEHUEM BO30YKIEHHUS B TOJIyOOM IISITHE CTBOJIA TOJIOBHOTO
Mo3ra (SiIpo ¢ mpeodIaaHueM HOpaJIpeHepruIecKux HeWpoHOB). JlekcMeneToMuauH 0basaet
aHAJIbI€3UPYIONINM U aHECTETUK/aHANIbIeTUK-cOeperatomuM 3 dexkramu. CepreqHo-coCyAUCThIC
3 EeKThl HOCAT M0303aBUCHUMBIA XapakTep: MpH HU3KOH CKOpOCTH MH(Y3uH mpeodiagaer
HEHTPAIbHBIA 3(PQEKT, YTO MPUBOIUT K CHIXKEHHIO YacTOTHI CEPACYHBIX COKpALICHUH WU
apTepHaIbHOTO NaBiieHHs. Ipy MCIOIb30BaHMM BBICOKHMX JI03 NpeodianaeT nepudepryeckas
BA30KOHCTPUKIIMSA, TPHUBOAANIAS K IMOBBIIICHUIO OOMIET0 COCYAMCTOTO CONPOTHUBIICHHS,
apTEepUATBHOTO JIABJICHUS U K JAbHEHIIEMY YCUIICHUIO OpaJiuKapany.

JlekcMeIeTOMHUINH TPaKTUYEeCKH He 00J1aJaeT CIIOCOOHOCTBIO YTHETATh JbIXaHHUE MPH IIPHEME B
Ka4eCTBE MOHOTEPAIHHU 30POBBIMH TAIUCHTAMH.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

Ceoayus 63pocivblx NayueHmos 6 YCI08UAX OMOENeHUs aHeCme3UOoNoUlY, peaHumMayuu u
unmencusHou mepanuu (OAPUT)

B mnamebo  KOHTPOMUPYEMBIX  HMCCIEAOBAHMSX Y  MAlMEHTOB, HAXOISAIIUXCS B
MOCJICOTICPAIIIOHHOM  OTJICJICHMM WHTCHCHBHOM Tepanuu, paHee WHTYOHMPOBAaHHBIX U
CEIMPOBAHHBIX C TOMOIIBI0 MHUJA30J]amMa WU Mpornodosia, JeKCMEICTOMUINH 3HAYUTEIHHO
CHIKaJl TOTPEOHOCTH B JIOMOTHUTENBHON cenanuu (MHUIa301aM UM Ipornodor) U OMuouaax B
TedeHue 24 yacoB. BOMBIIMHCTBO MAIMEHTOB, MOYYaBIINX IEKCMEIECTOMHINH, HE HYKIATUCH B
JIOTIOTHUTEILHOU cefamnud. [larmeHTsl MOTITH OBITh YCIIEITHO 3KCTYOUPOBAHKI 0€3 MpeKpaIieHus
uH(QY3UU JeKCcMeneToMuAnHA. VccnenoBanusi, NMPOBEICHHBIC BHE OTACICHUS WHTECHCHUBHOU
Tepanuu, MOJATBEPAWIIH, YTO JEKCMEIETOMHJIWH MOXKHO O€30MacHO BBOAWTH MalueHTaMm 0e3
WHTYOAIUU Tpaxeu MPH HaJMYUU yCIOBUI 71 aIEKBATHOIO MOHUTOPUHTA.

JlekcmeneToMuIMH OBUT CXOJIHBIM € MUAa3zojamMoM (oTHomenue puckos 1,07; 95 % AU 0,971,
1,176) u nmponogonom (otHomenue pucko 1,00; 95 % AU 0,922, 1,075) no BpemeHu
npeObIBaHMS B 1[EJIEBOM JIMANa30HE Celallii Y IPEUMYIIEeCTBEHHO TePaNeBTUIECKUX MAlMEHTOB
OTJICJICHUS] WHTCHCHBHOW Tepamnuy, HY>KIAIOMIMXCS B UIUTEIBHOW OT JIETKOM J0 YMEPEHHOMH
cemanmu (RASS or 0 mo -3) B TeueHue 14 nHEH; COKpamai JUTUTEIBHOCTh MCKYCCTBEHHOU

BCHTUJIIOHUU JICTKHUX I10 CPaBHCHUIO C MHJAA30JIaMOM U BpPEMA 10 BKCTY6aHI/II/I Tpaxeu 110
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CpaBHEHHUIO ¢ ponodosoM U MuAazogamMoM. 1 HI/IGHTBI‘,: qgg{v&%ﬁ@@n&ﬁ'&&&ﬁﬁﬂuﬁéme

MIPOCHIMATUCE, JTYYIIIe COTPYAHIYATIH C IEPCOHATIOM H JIY4IIle COOOIIAT 00 MHTEHCHBHOCTH 00N
10 CPABHEHUIO C MMAIIMEHTaMHU, IMOJYYaBIIMMHU MUIA30J1aM | MPOTIO(OJL.
VY manueHToB, MOTy4YaBIIUX JICKCMEACTOMHINH, Yallle pa3BUBAIMCH apTepUaibHas TUIIOTCH3US U
OpanukapIusi, HO pexe TaXUKapus 10 CPAaBHCHUIO C MAIIMEHTAMHM, TIOJyYaBIIMMHU MHUa301aM U
Yaie pa3BUBAIACh TAXUKAPAHS, HO YaCTOTA PA3BUTHUS apTepUaTbHON TUIIOTCH3UH ObLIa CXOTHA
[0 CPaBHCHHWIO C TMAalMEHTaMH, MOJyd4aBmUMHU mponodon. YacTora pa3BUTHS EIHPUS,
ornienuBaemMass ¢ nomomipto mkaiabl CAM-ICU (MmeTonm OIEHKHM CHOYyTaHHOCTH CO3HAHUS B
OT/ICJICHUY MHTEHCUBHOM TEpaIliK), B UCCIICOBAaHUH ObljIa HIKE TI0 CPABHEHUIO C MUIA30JIaMOM,
a HeXeJlaTeJIbHbIC SBJICHUS, CBS3aHHBIE C JIETUPUEM, pa3BUBAIUCH pPEXKE B TPyIIe
JEKCMEJCTOMUANHA TI0 CpaBHEHHWIO ¢ mporodoioM. Te mMmanueHThl, KOTOPHIM MPEKPaTHIN
CE/IallMI0 B CBSI3U C HEIOCTATOUYHBIM YPOBHEM ceAaluu, ObUIM MepeBeACHbI Ha MPOonodosl Uiu
MH1a30J1aM.
Puck HemocTtaTo4HOro ypoOBHSI Celallid OBbUT BBINIE Yy TMAIMEHTOB, KOTOPBIX TPYIHO OBLIO
CeMPOBATh CTAHJAPTHHIMU METOJIaMU HE3aMEIJTUTEIHHO 10 CPABHEHUIO C MAIIMEHTaMH, KOTOPbIE
NEePEeKIII0YaINCh Ha APYToOil CeaTUBHBIN METO/I.
Ceoayus demeli 8 YClo8UAX OMOEIeHUsT AHECME3UONOUU, PeAHUMAYUY U UHIMEHCUBHOU mepanuu
(OAPUT)
OddextuBHOCTh U Oe30MmacHOCTh JaekcMenaeromuauHa s ceqaruu OAPUT Obina m3ydeHa B
rpynne aeteit 12—17 net (n=57). Cenauus AeKCMeI€TOMUANHOM MPOBOIUIACH 10 5 CYTOK B BHJIE
BHYTPUBEHHON nH(]y3un O6e3 HachlIamen 103bl, HadanbHas qo3a coctaBmia 0,7 MKr/Kr/dac ¢
BO3MOXKHOCTBIO TUTpoBaHusi B auana3zoHe 0,2-1,4 MKr/kr/gac nansi JOCTHXKEHHUS 1E€JIEBOTO
3HaueHus cemanuu. 92 % naruento (95 % AU: 86.04-95.80 %) HaxoAUIKCh B 1I€JIEBOM YPOBHE
cemanuu, 98,2 % mnanumentam (95 % [AU: 87.76-99.77 %) He TpeboBanach NOMOTHUTEIbHAS
Tepanus CeJaTUBHBIMU MTpenapaTaMH.

eTH
JlokazatenbcTBO 3(PPEKTUBHOCTH y JeTei ObUIO BBIABIEHO paHEEe B J030KOHTPOIMPYEMOM
uccinenoBann B OAPUT Ha Gomnbiioit mocneonepanoHHON MOMy ISy B Bo3pacte oT 1 Mecsna
1o < 17 ner. [Tpubnuzutensuo 50 % manueHToB, MOJIYyYaBIINX TEKCMEIETOMUIUH, HE TpeOOBaIU
JIOTIOJTHUTEILHOM CeaIiy C TOMOIIBI0 MUa301aMa Ha IPOTsHKEeHUH JiedeoHoro nepuoja B 20,3
4acoB, HO He NpeBblnaromeM 24 yaca. Het TaHHBIX 110 IPUMEHEHUIO ITpenapara cBbille 24 4acoB
y Bo3pacTHOU rpynmsl 10 12 net. MHdopMalus mo NpruMEHEHHUIO TperapaTra y HOBOPOXKIEHHBIX
(28 — 44 Henenu rectanum) OUCHb OpaHUUCHA M OTMCHIBACT TOJIBKO UCIOIb30BAHUE HU3KUX J103

(£ 0,2 wkr/kr/gac). HoBopokaeHHbIE MOTYT OBITh OCOOCHHO YYBCTBUTEIBHBIMH K
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COCTOSTHUSIX, KOT/Ia CEPJICYHBIN BBRIOPOC OMPEAETSAETCS YaCTOTON CepJCUHBIX COKPAIICHUH.

Kinnanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

B nBO#HBIX cllenbIX KOHTPOJIUPYEMBIX HCCien0BaHUsIX npenapara cpaBHenns B OAPUT yvactora
BO3HUKHOBEHHS  YTHETEHHS  KOpPbl  HAJNOYEUYHHWKOB Y  TAIMEHTOB,  IOJYYarOIIUX
nexemeneromuaul (N=778) cocrasnsna 0,5 % B cpaBHeHuu ¢ 0 % y manueHToB, MOIYYarouX
6o mumazonam (N=338), nubo mnpomodon (N=275). DTO HEKeIATeNbHOE SIBJICHHUE OBLIO
OTMEUYEHO Kak Jierkoe B |1 cilydae u cpefiHel TSKeCTH B 3 cllydasx.

Ceoayusa npu nposedeHuu aHecmesuUonI02UYecKo20 NOCOOUsL ) 63POCIbIX NAYUEHMO8 80 8peMs
OUACHOCTNUYECKUX U XUPYP2UYECKUX MAHUNYIAYUL/Ce0ayus 8 CO3HAHUU

besomacHocth ¥ 3()PEKTUBHOCTH JAEKCMENETOMHAMHA JJIsl CENallii HEWHTYOHMPOBAaHHBIX
MAIUEHTOB JI0 W/UJIM BO BPEMs XUPYPIHUECKUX M TUATHOCTHYECKUX BMEIIATEIhCTB OLICHUBAIHU B
pamMKax  JABYX  paHJAOMHU3HMPOBAHHBIX  JBOMHBIX  CIEMBIX  MJIANEO0-KOHTPOIUPYEMBIX
MHOT'OLIEHTPOBBIX UCCIIEAOBAHUM.

B UccnepoBanuu 1 paHAOMHU3WPOBAIM IMAIMEHTOB, KOTOPHIM BBIOJHSIN OIPEACICHHBIC
oTepauu/Iporeaypbl o KOHTPOJIUPYEMOIl aHecTe3uel U MECTHON/PernOHAIbHON aHecTe3neH,
KOTOpBIE MOTyYalld HArpy304HYIO 103y JIekcMenetromMuauHa 1 Mxr/kr (n=129), unu 0,5 MKr/kr
(n=134), wim mnanedo (puznonoruyeckuit pactBop: N=63) B TeueHue 6onee 10 MUHYT, a 3aTeM
NOJICPKUBAIONTYI0 MH]Y3UI0 co ckopocThio 0,6 MKr/kr/gac. CKOpOCTh MOAJIEPIKUBAIOIICH
uH(pY3UU UCCIeqyeMbIM TpenaparoM TuTpupoBanu ot 0,2 Mkr/kr/uac ao 1 Mkr/kr/gac.
KonunuecTBO mManueHToB, KOTOpPHIE JOCTHUIJIM IIE€JIEBOTO YPOBHA cefanuu (IKana OIEHKU
6oapcrBoBanus u cenanun, OAA/S<4), 6e3 HeOOXOAUMOCTH BBEACHUS PE3CPBHOTO CEAATHBHOTO
mpenapata Mujaasojama, cocTaBisuia 54 % DanUeHToB B Tpymme, mnojydaBmied 1 MKr/kr
nexcmeneromuanaa u 40 % B rpymne, nonayyasiieit 0,5 MKI/KT [eKCMeIeTOMUINHA, B CPAaBHEHUHU
¢ 3 % mnanMeHToB B Tpynmne miuane6o. Pasznuyme pUCKOB B KOJHYECTBE MAI[MEHTOB,
PaHIOMHU3HPOBAHHBIX B TPYIITY ACKCMEICTOMUANHA | MKI/KT U rpynmny jaekcmeneromuanna 0,5
MKI/KT, W He TpeOYIONMX BBEJICHUS PE3epPBHOTO CEJATHBHOIO TIperapara MHUa30JiaMa,
coctaBmsuia 48 % (95 % JAW: 37-57 %) u 40 % ( 95 % JAU: 28-48 %), COOTBETCTBEHHO, B
cpaBHeHuHn ¢ TUtane6o. CpemHsisi J03a PE3epBHOTO CENATUBHOTO Mpemapara Muja3oliama
coctrasmsuia 1,5 (0,5-0,7) mr B rpynme nekemeneromuauna 1,0 mxr/kr, 2 (0,5-8,0) Mr B rpyrmre
nexcmeneromuanna 0,5 Mmxr/kr u 4,0 (0,5-14,0) mr B rpynmne rutane6o. PasHuma cpeanux
3HaUEHUN pe3epBHON [103bI MHAa30jlamMa B rpymme aekcMeneroMuanHa 1,0 MKI/Kr U Tpyrime
nexcmeneromuanHa 0,5 MKT/KT B cpaBHEHUU ¢ manebo coctasmsa -3,1 mr ( 95 % [AU: -3,8- -
2,5)u -2,7 mr (95 % JAU: -3,3— -2,1) COOTBETCTBEHHO, B TOJIB3Y JeKcMeneToMuauHa. Cpenaee

BpeMsl 110 BBEJCHUS IEPBOM J103bl PE3EPBHOIO MHUAA30JaMa cocTtasisia 114 MuHyT B rpynmne
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nekcmeneromuauna 1,0 mxr/kr, 40 MUHYT B Tpyline z[eKcﬂenerggl‘gﬁﬁ'r B%/Kr ; QO MHﬁVT B

rpymre mianeto.

B uccnenoBannu 2 paHAOMHU3MPOBAIM MALUEHTOB, KOTOPBIM MPOBOAUIHN (PUOPOONTUYECKYIO
MHTYOAIMIO Tpaxeu MpU COXPAaHEHHOM CO3HAHUU IOJ MECTHOM aHecTe3ueH, Ui MOJydYeHHs
Harpy304yHol WHQY3UHW JeKcMeneToMuauHa B go3e 1 Mir/kr (n=55) wmm miane6o
(pusnonornyeckuit pactBop) (N=50) B Teuenue cppie 10 MUHYT ¢ TOCIEAYIONIEH MOCTOSHHOM
noepKuBaroneit nHdysueir co ckopocteio 0,7 MKr/kr/4. KonmuecTBO MarueHToB, y KOTOPHIX
yAaJI0Ch IOCTHYb U YACPKUBATh 1€JIEBOE 3HaYCHHE YPOBHsI cenanuu > 2 o mkaine RSS (mrkana
cenauuu Pamces) 6e3 BBeieHHs pe3€pBHOTO CEJaTUBHOTO Mpenapara Muaa3ojlama, coctaBmia 53
% B TpymIe JeKCMeIeTOMUINHA 110 CpaBHEHUIO ¢ 14 % B rpymre miamne6o.

Paznuune puckoB B KOJIMYECTBE MAI[UEHTOB, PAaHIOMHU3UPOBAHHBIX B IPYIITY IEKCMEACTOMUIUHA,
HE HYXXJAIOIINUXCS B pe3epBHON Tepanuu MuaazoiaaMmomM, coctaBuio 43 % (95 % AU: 23-57 %) B
cpaBHeHun c 1uiane6o. CpemHsiss J03a PE3epBHOrO CENATUBHOIO Mpemapara Muja3ojiama
cocraisiia 1,1 mMr B rpynmne aekcmesneroMuinHa 1 2,8 Mr B rpynie 1ianebo. PazHuna B cpeaHux
3HAUEHUSAX J03bl MHja3zoiama cocrtaBisuia -1,8 mr (95 % AWU: -2,7- - 0,86) B monb3y
JIEKCMEeTOMUINHA.

5.2. ®apMaKoOKHHeTHYECKHE CBOHCTBA

@®apMaKOKMHETHKA JIEKCMEIETOMUJMHA U3ydajgachb Yy 3JI0pOBbIX JOOPOBOJIBLIEB MU
KPaTKOCPOYHOM BHYTPHUBEHHOM BBEJICHUU U Y MALIMEHTOB OT/ICJICHUS MHTEHCUBHOM TE€panuu npu
JUTUTETILHOM MH(Y3MOHHOM BBEJCHHUH Mpernapara.

Pacnpenenenue

JlekcMeIeTOMUINH TIOAYMHSETCS ABYXKaMEPHON MOJIETIH paciipeieeHusI.

VY 310poBBIX TOOPOBOJBIIEB OH TMOABEpraeTcs OBICTPOIl (a3ze pacmpenerneHus ¢ MepUuoaoM
nonypactpeneneHus (T1/2q) paBHbIM 6 MUH.

CpenHee 3HaueHHE TEPMUHAIBHOTO Niepuoa nosyssiBeaeHus (T12) mpubnusurensHo pasHo 1,9-
2,5 9 (min - 1,35, max - 3,68 1) u cpeHee 3HaUCHHUE paBHOBECHOTO 00beMa pactpeaeacHus (Vss)
npuban3uTenbHo paBHo 1,16-2,15 n/kr (90-151 n1). Cpennee 3HaueHue MIIA3MEHHOTO KJIMpPEHca
(Cl) - 0,46-0,73 n/u/xr (35,7-51,1 n/4). Cpeansisi Macca Tena, XapakTepHasi sl yKa3aHHBIX Vs U
Cl paBusinach 69 kr.

[TmasmenHast (apMakOKWHETHKA JIEKCMEJICTOMUIMHA Y TAIMeHTOB OTICNICHHUs] WHTCHCHUBHON
Tepanuu TOCJie BBEIECHUS Tpemnaparta >24 4 comoctaBuMma. PacueTHple (hapMaKOKHHETHYECKUE
napamerpsl: Ti2 npubnusutensHo paBeH 1,5 4, Vs — npubnusutensHo 93 1 u Cl —
IpUOIIN3UTENBHO 43 J/KT. B Jyana3oHe 1103 oT 0,2 10
1,4 MKr/KT/4, papMaKOKHHETHKA JEKCMEICTOMHUINHA JINHEWHA, OH HE KyMYJIUPYET TPH JICYCHUN

MPOJIOJDKUTEILHOCTEI0 10 14 nHeit. CBs3p ¢ OenmkaMu IDIa3Mbl JiekeMeneToMuauHa — 94%.
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HI/MIL. HCKCMeHeTOMI/IHHH CBA3BIBACTCA KaK C CbIBOPOTOYHBIM aJIB6YMI/IHOM YCJIO0BCKa, TaK 1 C 01~
KHCJIBIM TJIMKOIIPOTCUHOM, CbIBOpOTO'—IHBIfI aJIB6YMI/IH ABIACTCA OCHOBHBIM 6GJIKOM, C KOTOpPbIM
JACKCMCIACTOMUANH CBA3BIBACTCA B IJIa3ME€ KPOBHU.

BI/IOTDaHC(bODMaHI/IH

JlekcMeIeTOMUANH TOJHOCThIO METa0ONM3UpyeTCss B Te4YeHH. HadvanpHbIA MeTaboIm3M
MpPOTEKaEeT o TpeM MeTa00TMIeCKUM My TSIM: npsiMmoe
N-TIroKypoHHpOBaHUE, MpsMOoe N-METHJIMPOBAHHWE M OIOCPEIOBAHHOE HHUTOXpoMoM P450
okucnenue. [IpeobnanarommmMu MeTaboIuTaMu JeKCMEICTOMUINHA B KPOBOTOKE SIBIISIFOTCS /1Ba
M30MEPHBIX N-TIIOKYPOHUA.

Metaboaur H-1 (N-MeTtun—3-ruapokcuMeTmiaeKkeMeneToMmuanaa O-TIIOKYPOHHT) TaKkKe
SBIISIETCS OCHOBHBIM LIUPKYJIHUPYIOIIUM IPOAYKTOM OUOTpaHchopMaluy JEeKCMEIETOMUINHA.
[Mutoxpom P450 xatanusupyer oOpa3oBaHHE JABYX BTOPOCTENEHHBIX UPKYIUPYIOIINX
METaOOHUTOB: 3-TUAPOKCUMETIIIIEKCMEICTOMUINH 00pa3yeTcsi MyTeM THAPOKCHUIMPOBAHHS 110
3-MeTWIIbHOU TpymIe JekcMenaeTromuanaa u H-3 oOpasyercs 3a cueT OKUCICHHUS] HMHIa30JIbHOTO
konblla. CornmacHo gocTynHoW uH(opManuu 00pa3oBaHHE OKUCICHHBIX METa0O0JIUTOB
MPOUCXOIUT ¢ yyacTueM psiga usopepmentos uutoxpoma P450 (CYP2A6, CYP1A2, CYP2E],
CYP2D6 u CYP2C19). Dt merabonuThl He 007amalOT 3HAYUMOW (PapMaKoIOTHUECKON
AKTHUBHOCTHIO.

DJIMMUHALNS

[locne BHYTPMBEHHOTO BBEACHUS PaJMOAKTUBHO MEYEHOr0 JEKCMEAETOMMJIMHA uepe3 9 nHei
npuoM3uTeNbHO 95% panMoakTUBHOCTH OOHapyxkuBajoch B Moue U 4% B (dexanusx.
OCHOBHBIMU MeTaboIuTaMu B Moue SIBJISTFOTCS JBa M30MEPHBIX
N-TrmroKypoHHIa, COCTAaBJIISIIOIIHE 34% BBEICHHOU JIO3BI, u
N-MeTHI-3-THAPOKCUMETHII-IeKcMeieToMuInHa O-TIOKYpOoHHI, cocTapmstonuit 14,51% mno3sl.
BropocTenennbie MeTaOOIUTHI: JTEKCMEAECTOMHUANH-KApOOHOBAsE KHUCJIOTA, 3-TUIPOKCUMETHII-
JEKCMENETOMUIUH U ero O-TioKypoHu 1 cocTaBistor 1,11-7,66% n03sI.

Menee 1% HEU3MEHEHHOTO [AEeKCMEIeTOMHIMHA OOHapyxuBaerca B Mmode. Okomno 28%

MeTa0O0JIUTOB B MOYE SIBJISFOTCS HCYCTAHOBJICHHBIMU BTOPOCTCTICHHBIMHU.

Oco0ble rpyImnbl

3HaYUTENbHBIE pa3nu4nsi B papMaKOKWHETHKE B 3aBHCUMOCTH OT BO3PacTa U Moja OTCYTCTBYIOT.
[To cpaBHEHHIO CO 3M0POBBIMU JOOPOBOJIBLIAMH Yy JIHMII C TIEYEHOYHOH HEI0CTaTOUYHOCTHIO
CHHUXXACTCA CTCIICHb CBsA3bBIBAHUSA MACKCMCIACTOMUINHA C 6eJ'IKaMI/I I1JIa3MBI. Cpe)IHHﬂ TOJIs1
HECBSI3aHHOW (PPAKIMU JEKCMEIECTOMHINHA KoJiebanach OoT 8,5% y 37J0pOBBIX TOOPOBOJIBIIEB 10

17,9% y a1 ¢ TsKenoi NeYeHOYHOM HEeJ0CTATOYHOCThIO. Y MAallMeHTOB C PAa3JIMYHON CTENEHbIO
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Tilaly B A OCTL 0033
NEUYEHOYHOM HemocTtaTogHocTH (Kimace A, B u (1o mxahg 'Eiaﬁ-}ﬁgﬁémﬁﬂ%h Ee‘q'éﬁléfihmﬁ

KJIIMPEHC JAeKCMeneTOMUANHA U yIIuHsuIcs Tie u3 mia3mel. CpellHUe 3HAUYEHHS TUIa3MEHHOTO
KJIIMPEHCA HECBSI3aHHOI'O JIEKCMEJACTOMUIAMHA Y JIULL C JIETKOM, CPEAHEN U TSHKEJIOW IMEYEHOUYHOU
HEJI0OCTAaTOYHOCTHIO COCTABIISIIU COOTBETCTBEHHO 59%, 51% 1 32% o1 HabM01aeMbIX Y 3I0POBBIX
noobpoBosbiieB. Cpenamii Ti, y TAaNMEHTOB C JIETKOH, CpPeAHEH M TSHKEIONW TNEYCHOYHOU
HEJ0CTATOYHOCThIO yanuHsIcs 10 3,9; 5,4 u 7,4 4, COOTBETCTBEHHO.

Hecmotpss Ha TO, 4uro moabGOp MO3BI JIEKCMENETOMHUIMHA OCYIIECTBIISICTCS IO CTEICHU
cenatuBHOro 3¢ (dekra, y MalMeHTOB C MEYEHOYHON HEJIOCTATOYHOCTHIO B 3aBUCUMOCTU OT
CTENEeHH HApYIICHUS WM KIMHUYECKOTO OTBETA CIEAYET PaCCMOTPETh BO3MOXKHOCTh CHUKEHUS
HavyaJIbHOW WUJTM TOJJIEP>KUBAIOILIEH JT03bI Mperapara.

[Io cpaBHeHUIO €O 300pPOBBIMH JOOPOBOJIBLIIAMH Y TAIMEHTOB C TSXKEIOW IMOYEUHOU
HEJOCTAaTOYHOCTHIO (KiIMpeHC kpeaTuHHHa <30 MiI/MUH) QapMakOKUHETHKA JIEKCMEIeTOMUINHA
HE U3MEHSIETCS.

JlaHHble 1O J€TSIM, OT HOBOPOXIEHHBIX (pOKIeHHBIX Ha 28—44 Henene OepeMEeHHOCTH) 10 AeTel
Bo3pacta 17 mer, orpanudeHsl. [lepuos monyBbIBeNCHUs JEKCMEAETOMUIMHA y AeTeil (oT 1
Mecsia 10 17 51eT) cooTBETCTBYET HaONIOAaeMOMY Yy B3pPOCIBIX, HO Y HOBOPOXAECHHBIX (10 1
Mecsa) HabmoaeTcs 0osee NIMHHBINA nepuoa. B Bo3pacTHbIX rpymmax ot 1 mecsna ao 6 Jer,
MepuoJ TUIa3MEHHOTO KJIMPEHCAa C IMOIMPaBKOM Ha Maccy Tela ObLI JUIMTENbHEEe, HO y JeTei
cTapiiero Bo3pacra HabOogancs 0ojee KOPOTKUM Mepro. Y HOBOPOXKACHHBIX (10 1 mecsia)
nepuo/ MIa3MEHHOT0 KIIMPEeHca ¢ MOIPaBKoil Ha Maccy Tena okazaics kopoue (0,9 n/4/kr), yem B

CTapmIrXx rpyIiiumax B CBA3U C HE3PCIOCTBHIO. HMmMeromuecs naHHBIE MMPEACTaBJICHBI B CJ'ICIIYIOH_ICI\/'I

Tabnuue:
B N Cpennee 3nauenue (CHU 95%)
03pact Cl (a/4/xr) T2 (4)

0,93 4,47

Munanue 1 mec. 28 (0,76; 1,14) (3,81, 5,25)
1,21 2,05

1 — <6 mec. 14 (0,99; 1,48) (1,59; 2,65)
1,11 2,01

6 mec. — <12 mec. 15 (0,94: 1,31) (1,81; 2,22)
1,06 1,97

12 — <24 wmec. 13 (0,87; 1,29) (1,62; 2,39)
1,11 1,75

2 —<6 ner 26 (1,00; 1,23) (1,57; 1,96)
0,80 2,03

6 — <17 ner 28 (0,69; 0,92) (1,78; 2,31)
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6. DPAPMAIIEBTUYECKHUE CBOICTBA (MOCNENOBATENBHOCTS 0003

6.1. [lepeyeHb BCIOMOTraTeJbHBIX BelIECTB

Harpus xnopun

Bonma miist uHLeKImn

6.2. HecoBMecTUMOCTH

JlaHHBI JEKapCTBEHHBINH MpemapaT HeE CJIeAyeT CMEIIMBaTh C JAPYTUMHU JIEKAPCTBEHHBIMU
npenaparami, 3a UCKIFOUEHUEM YIOMSHYTHIX B pazzeine 6.6.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NIPH XPAHEHUHU

ITpu Temneparype He Bbiie 25 °C.

[Tocne pa3BeneHust pacTBOp XpaHAT Mpu Temmeparype ot 2 10 8 °C B TeueHue 24 4acos.
6.5. XapakTep u coiep:kaHie NEPBUYHON YIAKOBKHU

IIpu ymaxoske Ha AO «bpbiHIanos-Ay, Poccust

[To 2 My, 4 M1 B aMITyJIbl HEUTPAIIBHOTO CTEKJIA C KOJBIIOM HJIM TOYKOH paszjioMa.

Ha ammysy HaHOCAT ATHUKETKY U3 OyMaru caMoKJIesIeincs.

[To 5 ammyn moOMeNIalT B KOHTYPHYIO SSYEHKOBYIO YIAKOBKY M3 MOJMBUHIIXJIOPUIHON TIICHKH.
[To 1 wnu 2 KOHTYpHBIX SIYEHKOBBIX YHAKOBKH BMECTE C MHCTPYKIHMEH MO MEAUIIMHCKOMY
MNPUMCHCHUIO TOMCHIAIOT B IMAYKYy M3 KapTOHA IJIA HOTp€6HT€HLCKOﬁ Tapbl WK KapTOHA XpOM-
ap3aI] MaKyJIaTypHOTO.

ITpu yoakoske Ha OO0 «b-©PAPM»y. Poccus

[To 2 My, 4 Mi1 B ammyJsibl OECLIBETHOTO CTEKJIA 1-ro THAPOIUTHYECKOrO Kjacca ¢ KOJIbLIOM WU
TOYKOM pasjoma.

Ha kaxxayro amIrysry HAaHOCUTCS STHUKETKa U3 OyMaru STUKETOYHOMN MM MUCUEH, WK 3TUKETKU U3
Oymaru camoKkJesiiecs iy Apyroro aHATIOTHYHOTO KayecTBa.

ITo 5 ammyJs1 MOMEIIAOT B KOHTYPHYIO SIMEUKOBYIO YIIAKOBKY M3 IUICHKHU ITOJIUBHHWIXJIOPUIHON
i [I9T® nnm gpyroro aHaJIOrMYHOTO Ka4yecTBa.

ITo 1 mnu 2 KOHTYpHBIX SYEHKOBBIX YIAKOBKH BMECTE€ C MHCTPYKLMEH MO MEAUIMHCKOMY
NPUMEHEHHIO TMOMEIIAI0T B MayKy W3 KapTOHa JUIsl MOTPEOUTENbCKOM Tapbl WM JpPyroro
AQHAJIOTUYHOT'O Ka4eCTBa.

6.6. Oco6ble Mepbl NPEIOCTOPOKHOCTH TNPH YHUYTOKEHHH MCIOJb30BAHHOIO
JICKApCTBEHHOI0 MNpenapara WJIM  OTX0A0B, IMOJYYEHHBIX IOCJIe NPHMEHEHHUs
JICKapPCTBEHHOI0 Npenapara u Apyrue MaHUIyJIsIUH C PenapaToMm.

HMHCTPYKINSA 110 IPUTOTOBIIEHUIO DACTBODA U HHDV3UIL
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C 1enblo JOCTUXKEHUS PEKOMEHIYyEMOMH KOHut*HTpaHHW(Q::ME%JPF@I:M%}IME? ﬂ%gr:fé'maT

MY OTUETY

Baitnexcan monmyctumo pa3BoauTh B 5 % pacTBope IEKCTpO3bl, pacTBope Punrepa, MaHHUTOIIE
uu 0,9 % pacTBope HATpHs XJIOPHUA.

Hwxke npencraBieHa tabnuiia oObeMa KOHIIEGHTpaTa M HEOOXOIUMOTO oO0bema WH(]Y3MOHHOU

CpeIbl:

B cnyuae, ecnu Tpebyemasi KOHIIEHTpAIUsI COCTABISAET 4 MKI/MIT

O0bem mnpenapara baiigexkcan, koHueHtpart | O0beMm O0mmii 00beM
JJI MPUTOTOBJICHHS PAcTBOPA A MHQY3MH | HHPY3HOHHOM cpeaAbl | HHPY3UH

100 Mkr/ma

2 M 48 mn 50 mn

4 mn 96 mn 100 mn

10 M 240 mn 250 mn

20 mn 480 mn 500 mn

B ciyuae, eciu Tpebyemasi KOHIEHTpALKs COCTaBIIsAET 8 MKI/MJII

Oo0bem npenapara baiinexcan, konuenTpar s | Oo0bem O0muii  00bem
NPUTOTOBJICHUS PACTBOPA i HHPY3Uit HH(]Y3UOHHOH cpeabl | HHPY3UH

100 Mkr/ma

4 mn 46 M 50 M

8 M1 92 mn 100 mu

20 M 230 mu 250 mi

40 mn 460 mn 500 mu

IIpUroToBIEHHBIM PacTBOpP CIELYET OCTOPOKHO BCTPSAXHYTH JJIA IIOJHOTO CMEILIEHHUS €ro
KOMITOHEHTOB.

Jlo BBeneHuss pacTBOp HEOOXOOUMO BH3YaJbHO MPOBEPUTh HA HAIWYUE MEXAaHHMYECKHX
BKJIFOYCHUH WIA U3MEHEHUE 1[BETA.

CoBMECTHMOCTD Ipelapara ¢ ApyTUMH JICKapPCTBEHHBIMU IIpenapaTaMu

[Ipenapar baiinekcan ¢dapManeBTUUECKH COBMECTUM CO CICAYIOIIMMH JIEKapCTBEHHBIMU
npenaparamu: pactBop Punrepa makrara, 5 % pactBop aekctposbl, 0,9 % pacTBOop HaTpus
xyopuaa, 20 % pacTBOp MaHHUTOJA, THOINEHTA]l HATPUs, ATOMHJIAT, BEKYpPOHHUS OpoMum,
NaHKYpOHUSI OpOMHJ, CyKCaMETOHUH, aTpakypus Oe3usaT, MHUBAaKypus XJIOPU[, POKYpPOHHUS
Opomu, MIUKOMUPPOHUS OpoMull, heHmIGpruHa THAPOXIOPU, aTPONHHA CyNb(ar, JOMaMuH,
HOpANMHEPpPUH, J00yTaMUH, MHJazonaM, MopduHa cyiabdpaT, (QeHTaHuna UUTpaT U
IJ1a3MO3aMEILA0IIUE CPEACTBA.

Heuncnonbp30BaHHBIM mpenapaT AOMKEH YHUUYTOXKATbCSd B COOTBETCTBUM C MECTHBIMU
TpeOOBAHUSIMHU.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanvs
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000 «b-OAPM» (NMOCNEOOBATENEHOCTE 0003)

143026, MockoBckasi 00acth, T. 0. OquHIOBCKUH, p. . HoBoMBaHOBCKOE, Y. ATPOXUMUKOB,
cTp. 2A, KoM. 2.

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

DnexTponHas moyra: inbox@b-pharm.ru

7.1. IIpeacTaBUTENb A€PKATE/IsI PETrHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un HOTDC6I/IT€HCI71 HaIpasJIATh 110 aApECy:

Poccuiickas @enepanus

000 «b-OAPM»

FOpuouueckuii aopec: 143026, MockoBckast 001acTb, T. 0. OIMHITOBCKUH, p. 1. HOBOMBaHOBCKOE,
yi1. ATPOXMMHUKOB, CTp. 2A, KOM. 2.

Iloumosniii adpec: 143026, MockoBckas 0011acts, r. 0. OIUHIIOBCKUH, p. . HoBoMBaHOBCKOE, YII.
ArpoxXuMHUKOB, 1. 2, a/s 80/1039.

Temn.: +7 (499) 145-59-99, ren. N'opsiaeii muanm: +7 (926) 601-20-45.

OnekrponHas mouta: inNbox@b-pharm.ru

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. JATA TEPBUYHOM PEIMCTPAIIMUA (ITOJATBEPXKJIEHUSI PETMCTPAIIMMA,
HEPEPETUCTPALINN)
[lara nepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

OO61as XxapakTepHucTHKa JeKapCTBEHHOT 0 npenapara baiinekcan 1octynHa Ha ”HGOPMallMOHHOM
noprtaje EBpaSHﬁCKOFO 3KOHOMHWYECCKOIo COr3a B I/IH(I)OpMaI_II/IOHHO-KOMMyHI/IKaL[HOHHOﬁ CECTH
«Murepuet» https://portal.eaeunion.org.
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