COOTBETCTBYET ZKCNEPTHOMY OTUETY
: M= 24743

OBIIASI XAPAKTEPUCTHKA I N e T ey RO

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI'O ITPEITAPATA

Hexcmeneromuant, 100 MKI/Mi1, KOHIIGHTPAT A7 IPUTOTOBJICHUS pacTBOPA AJIst HH(Y3HH.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByro111ee BEIIECTBO: AEKCMEAETOMUINH.

Kaxaplif MJI KOHIEHTpaTa COACPKHUT JEKCMEIETOMUIMHA TUIPOXJIOPUI, SKBHUBAJICHTHBIN
0,100 Mr nekCcMeEIETOMUINHA.

Kaxgas ammyna o0beMOoM 2 MIT COECPIKHUT JIEKCMEISCTOMUINHA THIPOXJIOPHI, SKBUBAJICHTHBIN
0,200 M 1EKCMEIECTOMHAMHA.

Kaxnas amnyna oObeMoM 4 MIT COIEPXKUT JIEKCMEIECTOMUINHA THIPOXJIOPU, SKBUBAJICHTHBIN
0,400 Mr gekcMeaeTOMHUAMHA.

Kaxnas amnyna oo6bemoM 10 M1 colepKUT I€KCMENETOMMIMHA TUAPOXIOPUA, IKBUBATICHTHBIN
1 Mr nekcMeneToOMHINHA.

BcnomoraTenbHble BelecTBa, HAJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuid (cM. pazzaen 4.4).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MTPUBEJIECH B paseie 6.1.

3. JEKAPCTBEHHAA ®OPMA

KoH1ieHTpat a1t mpuroToBIeHUs pacTBOpA sl HHDY3HA.

[Tpo3paunblit OeCIIBETHBIN pacTBOP.

4. KIMHUNYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

e cemanus y B3pOCHBIX MAllMEHTOB W JeTeil crapiie 12 5eT, HaXOAIIMXCA B OTACTICHHH
AHECTE3UOJIOTUH, pEeaHUMAIlNM U WHTCHCHBHOW Tepamuu, HeoOxoauMmas TayOWHa cenaruu
KOTOPBIX HE MPEBBINIACT MPOOYkICHUE B OTBET HA TOJIOCOBYIO CTUMYJISAIUIO (COOTBETCTBYET
nuarnaszony ot 0 10 -3 6aymuIoB Mo mKane Bo30yxaeHus-cenanuu Puamona (RASS));

e cemanus y HEMHTYOMPOBAHHBIX B3POCHBIX TMAIMEHTOB OT 18 JeT 10 W/Wiam BO BpeMs
HpOBe)IeHI/ISI JIUArHOCTUYCCKUX WJIN XI/IpprI/I‘—IeCKI/IX BMCIIATCJIBCTB, T.C. CE€aaluda HpI/I

MMPOBCACHUHN aHCCTC3UOJIOTHYCCKOT'O HOCO6I/I}I/CCIlaL[I/I$I B CO3HAHUH.
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(NOCNEOOBATENEHOCTE 0001)

4.2. Pe:kuM 103MPOBAHUSA U CIIOCO0 MPUMeHEeHH s

PexxuM 103upoBaHus

1. CellaL[I/IS'I Y B3pPOCIbIX IMAIIMCHTOB H Z[eTef/'I cTapuic 12 JCT, HaXOOAMMXCA B OTACICHHH

aHSCTE3MOJIOTHH, pEaHMMAIlUM W MHTSHCHUBHOM TEpallHH, HCO6XOZ[I/IMa${ FJIVGI/IHa ccJanmmn

KOTOpPBbIX HE€ IIPEBBINIACT HDO6V)KI[CHI/IC B OTBET HA T'OJIOCOBYHK) CTHMYVIJIAIIUIO (COOTBGTCTBVCT

nuanasony ot 0 xo -3 6ayuioB no mwkauae Bo30yxaenus — cegarmu Puumonna (RASS)).

Tonbko 15 cTaloHapa.

[Tpenapat JlekcMeeTOMUINH JOJDKEH IPUMEHATHCS CIEHUAINCTAMU, UMEIOIIMMU OIIBIT JIEYEHUS
HAlMEHTOB B YCIOBUAX UHTEHCUBHOM TEpalH.

[TarueHTOB, KOTOPBIM MPOBOJIUTCS UCKYCCTBEHHAs! BEHTWISALUSA U CEAaltsl, MOKHO IEPEBOIUTH
Ha JIGKCMEACTOMHUINH C Ha4yaJlbHOW CKOpocThio mH(y3um 0,7 MKI/Kr/4ac, ¢ mociemyromei
KOPpEKIMeH M03bl B Mpejenax auana3ona o3 oT 0,2 mo 1,4 MKr/kr/4ac mjis JOCTHXKEHUS
KeJIaeMOro YPOBHS CeJalluy B 3aBUCUMOCTH OT peakiiu nanueHTa. s ociaabieHHbIX HallMeHTOB
CIIeyeT paccMOTpeTh Oojee HHM3KYH HadallbHYI0 CKopocTh uHGOy3uu. IIpemapar
JlexcMeneTOMUAMH SIBIISIETCSI MOLLIHBIM CPEJCTBOM, IIO3TOMY CKOPOCTh €0 BBEJICHUS TPUBOIUTCS
B pacueTe Ha yachl. Ilocie KOppeKuMH 103bl JOCTUKEHHUE LI€JIeBON IIyOHUHBI CealliM MOXET
JOoCTUraTh ojHOro yaca. He criemyer mpeBbllIaTh MaKCHUMajibHYIO JO3MPOBKY IIpernapara B
1,4 mxr/kr/4gac. [lanueHThl, HE TOCTUTAIOIINE JOJDKHOTO YPOBHS CENAIMH TPH MaKCHMAaJIbHON
JO3MPOBKE TpenapaTta JlekcMeneTOMUANH, NODKHBI OBITh TMEPEBEACHBI Ha aJbTEPHATHBHBIN
CEIaTHUBHBIN Mpenapar.

BBenenne Hachlmarome o3l Npenapara B OTIAEICHUHM AHECTE3HOJIOTMH, peaHUMaluu |
unteHcuBHOU Tepanuu (OAPUT) He pexomeHyeTcs, Tak Kak MpU 3TOM IOBBIIIAETCS 4acToTa
He)KeJlaTeJIbHbIX JIeKapCTBEHHbIX peakiuil. [Ipu He00X0AMMOCTH MOTYT IPUMEHSITHCS TPONO¢ oI
WM MHJ1a30J1aM J10 JOCTH)KEHUS KIIMHUYecKoro a¢dekra npenapata JlekcMeIeTOMUINH.

OnbIT mpuMeHeHHs npenapata JlekcMeneToMuIuH B TeueHue 6osee 14 nueit orcyrcrByer. Ilpu
IPUMEHEHUU rpenapata 6osee 14 nHel HE0OX0IUMO PETYJIIIPHO OLIEHUBATh COCTOSIHUE MAllMEHTA.

Oco0ble TPVIIILI TAIKEHTOB

Iayuenmul nodcunozo eospacma

Koppekuust 10361 00b1uHO He Tpebyercst (cMm. paszzen 5.2). ITalueHThl MOKUIOro U CTapIlero
BO3pPacTOB MOTYT MMETh HOBBIIIEHHBIH PUCK TMIOTEH3UH (CM. pasnen 4.4), HO orpaHUYeHHbIE
JTAaHHBIE, UMEIOIINECS B OTHOIICHUHN CEeNAIMH MPH MTPOBEACHUN aHECTE3NOJIOTHUECKOTO ITOCOOHS,
HE MpeoJaraloT HaJTMUUs YeTKOM J10303aBUCUMOCTH JJAHHOTO pHCKA.

Iayuenmel ¢ Hapywienuem @yHKYUU noYex

Koppekuuu 10361 00b19HO HE TpeOyeTcs.

llayuenmul ¢ napywenuem ynKyuu neveru
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JlekcMenneTOMUIMH  MEeTa0ONMM3UPYeTCsl B TICYCHH, ncBT:m;/rJE’; Fﬁug%y - rreqe'Ho H0171

_NNEPTHOMY OTYETY

HEJOCTAaTOYHOCTHIO OH JIOJDKCH MPUMEHSTHCS C OCTOPOXKHOCTHIO. TakuM MamueHTaM MOKa3aHo
CHIKEHHUE TO/JIepKUBAIOIIEH T03bI (CM. pa3aeinsl 5.2 u 4.4).

eTH
Jlemu 6 so3pacme om 0 0o 12 nem
BbezonacHocTh U 3¢ (heKTUBHOCTH IEKCMEIETOMUIMHA HEJOCTATOYHO U3YY€HA Y JIETEeH B BO3pacTe
ot 0 1o 12 ner. Tekyuue AOCTyIHBIE MCCIEAOBaHUS ONUCaHbl B paznenax 4.8, 5.1 u 5.2, HO
pPEKOMEH 1Al TI0 PEKUMY HE MOKET ObITh 1aHO.
Jlemu 6 so3pacme om 12 0o 18 nem
PexxuM 103upoBaHMsI COOTBETCTBYET PEKUMY JO3HUPOBAHUS Y B3POCIIBIX.

2. CGZ[&III/UI OpHu ITPOBECACHUHN aHCCTC3UOJIOTHMYCCKOI'O HOCO6I/I$I/C€I[8,III/I$[ B CO3HAHUH

[Ipenapar JlekcMEOETOMHIMH MOKET NPHUMEHATHCA CHEUUAINCTAMH, HMEIOIIMMU  OIBIT
IPOBE/ICHUS AaHECTE3UOJIOTHYECKOr0 OCOOUS MAIlMeHTaM, B OIIEpallMOHHOM WU IIPU IPOBEJICHUN
Je4eOHBIX WM AMATHOCTUYECKUX MAHUITYJISALINMN.

IIpn npumenenun npenapara J[ekCMeIeTOMUIUH Ul CEallMd B CO3HAHUU NALMEHTHI JTOJKHBI
IIOCTOSIHHO HaXOJUTHCSA M0 KOHTPOJIEM JIULL, HE YYaCTBYIOLIUX B IPOBEIECHUHU JUATHOCTUYECKOTO
WIM XUPYPru4ecKoro BMEIIaTebCTBa.

Heo0xoauMo ocymiecTBIATh OCTOSHHOE HAOMIOIEHUE 32 MAIlEHTAaMH Ui BBISBICHHUS PaHHUX
NPU3HAKOB THIIOTCH3WH, TUINEPTEH3UH, OpaguKapIuH, YTHETCHUs MAbIXaHUS, OOCTPYKIUHU
JIbIXaTeNNbHBIX MyTeH, allHO?, JUCITHO? W/WIIM MaeHHs caTypaLuy.

Heo6xonumo obecrieunTs HaJTMUMe OKCUT€HOTEepaNuy, KOTopas JoJKHA ObITh He3aMeIIUTEIbHO
INPUMEHEHa, B cllyyae IMOKa3aHWW 1Js ee mpuMeHeHus. CaTypaluio KHCIopoJia HeoOXO0IuMO
OTCJIEKUBATH METOJIOM ITYJIbCOBOM OKCUMETPHUHU.

Bsenenue mnpenapara J[eKCMEACTOMMIMH HAYUMHAIOT C HArpy304HOM [J03bl, IIOCJIE KOTOPOU
ciefyeT mnojAepkuBaromias uHOY3us. B 3aBUCMMOCTH OT THUIA BMEIIATEIbCTBA MOXKET
noTpedOoBaTbCS COOTBETCTBYIOLAS MECTHAs/peTMOHApHAs AaHECTe3Ws WM aHaire3us s
JIOCTHKEHUS JKeJIaeMoro KimHudeckoro 3¢ dexra. Pekomenayercss puMeHsTh JOMOJHUTEIbHYIO
aHaJTe3MI0 WM CeJaTUBHbIE CpeACTBa (HAIpUMeEp, OMUOUIbI, MUIa30J1aM, Mponodoir) B ciydae
00JIE3HEHHBIX BMELIATEIbCTB MM NPU HEOOXOJMMOCTH Oojiee TIIyOOKOTo YpOBHS CEIallHH.
PapMaKOKMHETHYECKUH MTEPUOJI OJIyPACTIPEIETEHUS TEKCMEIETOMHIMHA OLICHUBAIOT IPUMEPHO
B 6 MuHyT. Ero cienyer yuuThsiBaTh BMecCTe ¢ 3ppeKTaMu Ipyrux NIpUMEHSIEMbIX IpernapaToB A
OLIEHKU BPEMEHM, HEOOXOAMMOTO Il TUTPOBAHMS, JUIS JOCTHKEHHS JKETaeMOro KIMHUYECKOTO
addexTa npenapara JlekcMe1eTOMUIUH.

Hauano ceoayuu npu npogedenuu anecmesuoio2uiecko2o nocoous

Harpysounas no3a B Bune uH¢py3uu 1,0 Mkr/kr B Teuenue 10 muHyT. B OTHOIIEHHMH MeHee
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HWHBAa3WBHBIX BMCIIATCIIBCTB, HAIIPUMCP, TAKHX KaK ocﬂa&ﬁ&é‘%ﬁ: 'e ﬁﬁtgi‘repa];m I—I\I/Il).I)I(CT

_NNEPTHOMY OTYETY

IpUMEHATHCS Harpy3ounas 1o3a 0,5 MKr/kr B TeueHue 10 MUHYT.

Iloooeporcanue cedayuu npu npoeedenuy aHecCme3uUoI02u4ecKo2o nocoous

[TognepxuBaronnyto uHQY3UI0 00BIYHO HayuHAKOT C 7036l 0,6-0,7 MKI/KI/d W TUTPYIOT A0
JOCTHKEHHS >KelIaeMoro KinHudeckoro sddexra B auamazone a03 ot 0,2 mo 1,0 Mkr/kr/4.
CkopocTb noanepxkuBaromeii HH}py3uu He0OX0IUMMO KOPPEKTHPOBATH A0 AOCTHXKEHHS 1IEJIEBOTO
YPOBHS CEIaLlUU.

Oco0nIe I'pYHOIIbI TAIMEHTOB

Tayuenmuor nodcunozo eospacma
Koppekuu 10361 00bHO HE Tpedyercs (cM. pasaen 5.2). IlanueHTHl MOXUIOrO M CTapILIero
BO3pacTOB MOTYT MMETh HOBBIIIEHHBIA PUCK TMIOTEH3UM (CM. pasnen 4.4), HO orpaHUYeHHbIE
JTaHHbIE, UMEIOIIUECs B OTHOLIEHUHU CeIalluK MPH IIPOBEACHUN aHECTE3UO0JOTMUECKOro ocoous,
HE MpeoJaraloT HaJIM4us YeTKOM J10303aBUCUMOCTH JJAHHOTO pHCKa.
Ilayuenmol ¢ napywienuem @yHKyuu novex
Koppekmuu 10361 006IYHO HE TpeOyeTcsl.
Iayuenmoi ¢ napywieHuem yHKyuu neveHu
JlekcMeeTOMUIMH  MEeTa0OoIM3UPyeTCss B IEYEHHU, I[03TOMY Yy MAIMEHTOB C IE€YEHOYHOU
HEIOCTaTOYHOCTBIO OH JIOJDKEH HMPUMEHSTHCS C OCTOPOKHOCTBHIO. TakuM ManueHTaM MmoKa3aHo
CHWDKEHHUE TIO/IJIEPKUBAIOIIEH 10361 (CM. pa3aensl 5.2 u 4.4).

eTu
bezonacHocThk 1 3¢ deKTUBHOCTH Npenapara JlekcMeeTOMUINH HeI0CTaTOYHO U3yueHa y JeTei
B Bo3pacte oT 0 10 18 ser. Tekyuine 1oCTynHbIe UCCIEI0BaHUs ONUCaHbl B pa3aenax 4.8, 5.1 u
5.2, HO peKOMEeHAAINN [0 PEKUMY HE MOXKET OBITh JJaHO.

Cnoco0 BBeIeHUS

[Ipemapar JlekcMeneTOMHAWH JOJKEH BBOAMUTHCA TOJIBKO TIIOCJIE pa3BEIEHUS B BHJE
BHYTPUBEHHBIX HH(Y3UH C TOMOIIBIO CTICIIHAIIBHOTO 000py10oBanus (MH(py30MarT).
Kaxnas amryna npenapaTa nmpegHazHaueHa TOIBKO IS OJTHOTO MAIMEHTa.

WMHCTpyKIMK 1O IPUTOTOBJICHUIO pacTBOpa JuIst nH(Y3Hil cM. B pa3zaene 6.6.

4.3. [IpoTuBoONOKA3aHUS

® TUINEPUYYBCTBUTEIBHOCTh K JACKCMEIECTOMHUAWHY W/WIM K JIOOOMY W3 BCHOMOIaTeIbHBIX
BEILIECTB, IEPEUUCIIEHHBIX B paznene 6.1;

e artpuoBeHTpuKyysipHas Onokana II-1II crenenu (mpu OTCYTCTBMM MCKYCCTBEHHOTO BOJUTENS
pUTMa);

® HCKOHTpPOJHMpYyEMasd apTCpraibHasd TrMIIOTCH3NUA,
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e ocTpas 1epeOpoBacKyIIsIpHast MATOJIOTHS,

e JETCKMK Bo3pacT A0 12 jer (mas  TOKa3aHUs — «celalus TpU  MPOBEACHUH

AHCCTE3NOJIOTHYECKOI'O HOCO6I/IH/CC,Z[aI_II/IH B COBHAHUN» - ,Z[CTCKI/Iﬁ BO3pacT 10 18 J'IeT).

4.4. OcoOble yka3aHUus U MepPbI NPETOCTOPOKHOCTH NIPH MPUMEHEHHU U

[Ipenapar JlekcMeneTOMUAMH NPEJHA3HAYCH U1 IPHUMEHEHUS B YCIIOBUAX aHECTE3UOJIOTHH,
peaHMMallMd M HWHTEHCUBHOM TepalnMM, a TaKKe B OINEPAllMOHHOW M IpU INPOBEACHUU
JUarHOCTUYECKUX BMEIIATENbCTB, €r0 IPUMEHEHHUE B JIPYIUX YCIOBHUSAX HE pekomeHayercs. Bo
BpeMs HMH(QY3UM Ipernapara JO0JKEH OCYLIECTBIATbCS HENPEPbIBHBIH MOHUTOPHHI CEpACYHOMN
NESITEIbHOCTH. Y HEUHTYOMPOBAHHBIX MAIMEHTOB JOJDKEH OCYIIECTBIATHCS MOHUTOPHUHT
JBIXaHUSI B CBA3M C PUCKOM YTHETEHHS AbIXaHWUSA U, B HEKOTOPBIX ClydYasX, pa3BUTHUS allHO?
(cm. paznen 4.8).

Bpems 1711 BOCCTaHOBIIEHUS 11OCIIE IPUMEHEHUS JEKCMEACTOMUANHA COCTABISAET OKOJIO OJHOTO
yaca. [lpu npumeHeHun B aMOyIaTOPHBIX YCIOBUSAX HEOOXOIMMO MPOJOKATh TIIATEJbHBINA
MOHUTOPHHT B TEYCHHE HE MEHEee OJHOro 4Jaca (WM B TeYeHHue OoJiee JONToro mepuoia B
3aBUCHUMOCTH OT COCTOSIHMSI MAllMEHTa), MEAMIIMHCKOE HAaOJI0JEHUE TOJDKHO IPOAOKATHCA B
TEYEHHE elle OJTHOrO Yaca AJIs TOro, YTOObI YOeTUThCs B O€3011aCHOCTH Ul AllUEHTAa.

He cnenyer BBoauTh npenapat JlekcMeIeTOMUINH O0JIFOCHO U HE PEKOMEHAYETCs UCIO0Ib30BATh
Harpy3ouHyto 103y B ycinoBusix OAPUT. Jlonmyckaercs OJHOBpPEMEHHOE NPHUMEHEHUE
aIbTEPHATUBHOTO CEJAaTMBHOIO CpEJICTBA, OCOOCHHO B TNEPBBIE YacChl JIEYEHUS] OCTPOTO
BO30Y’KJCHUS UM BO BpEMS IIPOBEACHUS METULIMHCKUX MPOLIETYP.

Bo Bpems cenanuu npu npoBeIeHUH aHECTE3HOIOTHYECKOTO ITOCOOMS MOXKHO NMPUMEHSATh Majible
710361  OOJIFOCHBIX HHBEKIMH JAPYroro CeJaTMBHOTO CPEACTBAa Jisi OBICTPOrO JIOCTHUIKEHHUS
JKEJIaeMOTr0 YPOBHSI CEJaliu.

HekoTopelie manueHTsl, NOdyYaroue 1eKCMEIEeTOMUINH, JETKO MO0y KAaIuCh U ObICTPO LUIH
Ha KOHTaKT mocie (u3ndyeckoil winm BepOanbHON crTumynsnuu. IIpm OTCYTCTBHM JApYrHX
KJIIMHUYECKMX CUMITOMOB JAHHBIM NPU3HAK M30JMPOBAHHO HE JIOJDKEH PacCMaTpUBATBhCS Kak
Hed(p(EeKTUBHOCTH Mpernapara.

OOBIYHO IEKCMEETOMUINH HE BBI3bIBAET MTYOOKYIO Celallnio, TI03TOMY MallUEHTOB MOKHO JIETKO
pa3Oyauth. Benencreue 3Toro 1eKCMeAeTOMUINH HE MOAXOMUT HallMEeHTaM, HYKIAIoIUMCs B
ri1yOOKOM cearum.

[Ipenapar JlekcMeneToMHIMH HE JODKEH MPUMEHSTHCS B KayecTBE OOIIEro aHeCTeTHUKA IMPHU
MHTYOAIUu UK 17151 00eCrieuyeHus CeAalluy MPU MPUMEHEHUH MUOPETIaKCaHTOB.
JlexkcMeneTOMUANH HE MOJABISET CYIOPOKHYIO AKTUBHOCTD, II03TOMY HE JOJDKEH MPUMEHSATHCS

B MOHOTCpAIH1HU IMpU SMUICITUICCKOM CTATyCC.
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CrnenyeT coOJI0JIaTh OCTOPOKHOCTH TPH OJTH peMeHﬁ&Ul:'np%g&{ﬁﬁ%lﬁdgeh&%ﬁnhﬂﬁa c

JICKapCTBEHHBIMH CPEACTBAMH, O0JaNAIONIMMU CEJAaTUBHBIM 3(P(HEKTOM WIM BIUSIOUMMHU Ha
CEep/IEYHO-COCYJUCTYIO CHCTEMY, BCIEACTBIE BO3MOXKHOIO alIUTUBHOTO 3hheKTa.

ITpenapat [lexkcMeneToMUIMH HE PEKOMEHY€TCsl IPUMEHATD I KOHTPOJIMPYEMOH IMallUEHTaMU
cenanun. COOTBETCTBYIONIME JaHHBIE OTCYTCTBYIOT.

[Ipu mnpumenenun mpenapara JlekcMeaeTroMuIuH B aMOyJaTOPHBIX YCIOBHSAX BBINUCKA
NAIMEHTOB BO3MOKHA 110J] HA0II0A€HUE TPeThbUMU Jnlamu. [laninentam ciaenyeT peKkoMeH10BaTh
BO3/IE€P)KaThCsl OT YNpPaBJICHUs] aBTOMOOWIIEM WM 3aHATHM IPYIrMMHU MOTEHIMAIBHO ONACHBIMU
BUJAMU JESATEIbHOCTH M, €CJIM BO3MOYKHO, M30eraTb MPUMEHEHHUs APYTUX CPeICTB, KOTOphIE
MOTYT OKa3blBaTh CEJATUBHBIM 3 deKT (Hanpumep, O€H301MA3ENUHBI, OMMMOMU/IBI, AIKOT0Jb) B
TEYEHUE JIOCTATOYHOTO BPEMEHM B COOTBETCTBHM C HaOmomaeMbiMu 3¢ dexTamu
JEKCMEIECTOMUINHA, B 3aBUCUMOCTU OT MPOLENYPhl, IPUHUMAEMBIX JIEKAPCTBEHHBIX CPENCTB,
BO3pacTa U COCTOSIHUS MallMEHTOB.

Heo6xoauMo co0imoaTh OCTOPOKHOCTh MPU NMPUMEHEHHH JEKCMEIETOMHUANHA Y TaIMEeHTOB
NOXKUJIoro Bo3pacta. Ilpu npumeHeHUM JeKCMENETOMUIMHA MalUEeHThl cTapuie 65 JeT MOryT
ObITh 00JICe CKJIOHHBI K TMIIOTEH3UH, B YACTHOCTH IPH MCIIOJIb30BaHUU HArpy304HON J03bI U IIPU
npoBesieHuu npoueayp. Heodxoaumo paccMoTpeTh BO3MOKHOCTD CHHKEHHSI IO3bI.

IIpenapar JleKCMEOETOMUAMH CHHXXKAET YaCTOTYy CEPIACYHBIX COKpALICHUN U apTepHAIBHOE
JaBjieHue (LEHTpalIbHOE CUMIIATOJIMTUYECKOE JEHCTBHE), HO B 00JI€€ BHICOKUX KOHLIEHTPALUIX
BBI3BIBACT NEpUPEPUUYECKYI0 Ba30KOHCTPUKIIMIO, MPUBOSAILYIO K MOBBILIEHHIO apTepHaIbHOIO
nasieHust (cM. pasznen 5.1). BenmeactBue storo mpenapaTr JlekcMeaeTOMHIUH HE TOAXOIMT
HalUeHTaM C CepPbe3HON HECTAOMIBHOCTBIO FEMOJMHAMUKHY.

[Ipu BBeneHHMH AEKCMEAETOMHAMHA NAlMEHTaM C COIYTCTBYIOLIEH Opaaukapaueil ciemyer
cOOJIIOJIaTh  OCTOPOXKHOCTh. JlaHHBIE O BIMSHUM IMPUMEHEHMs Ipernapara Ha MalMeHTOB C
4aCTOTON CEpAECYHBIX COKpameHuil < 60 orpaHMYEHBl, IO3TOMY TaKUE MALUEHTHl HYKIAIOTCSA B
0cO0OM KOHTpOJIE M HaOmoAeHMU. bpagukapius, Kak IpaBuwio, He TpeOyeT JIedeHus, IpU
HEO0OXOJJUMOCTH XOPOLIO KYMHUPYETCS BBEIEHUEM M-XOJIMHOOJIOKATOPOB MM CHMXKEHHUEM J03bl
npenapara. [lanveHTsl, 3aHUMArOIIKECS CIOPTOM M HMEIOIIHME HU3KYI0 4YacTOTY CEpACYHBIX
COKpAIlleHU#, MOTyT OBITh OCOOEHHO YYBCTBUTENIBHBI K OTPULATENBHOMY XPOHOTPOITHOMY
3¢ (deKTy aroHUCTOB 02-aJPEHOPELENTOPOB; OBLIN ONUCAHBI CIy4anu OJOKaIbl CHHYCOBOIO y3ia.
Taxoke coo0IaI0Ch O CITy4yasiX OCTAHOBKH CEp/ILia, 4acTo ¢ MPEIIeCTBYONIEH Opaankapane uim
aTPUOBEHTPUKYIIIpHOU O0Ka0M (cM. paszaen 4.8).

VY NanmueHToB € COMYTCTBYIOUIEH apTepuallbHOW TUMOTEH3uel (0COOCHHO pedpakTepHO K
Ba30KOHCTPUKTOpPaM), B TOM 4YHCII€ XPOHUYECKOW THUIOBOJUEMHEN WM CHUKEHHBIM

(GYHKIIMOHAJIBHBIM PE3€PBOM, KaK TO MAIMEHTHl C TSDHKENOM KellyJI04KOoBOW AuCyHKUIUEH U
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MOXKHWJIbIE, TUIOTEH3UBHBIM A(ddexT mnpemnapara HengMeﬂemn)ﬁdHT%— -gm éonee

BBIPaKEHHBIM, 3TO TpeOyeT 0cO00r0o BHUMAHHUS K TAKUM MaueHTaM (cM. pa3zaen 4.3). CHuxeHue
apTepUaNTbHOTO AaBICHHS, KaK MIPABUJIIO, HE TPEOYET 0COOBIX Mep, HO MPH HEOOXOTUMOCTH HYKHO
ObITb TOTOBBIM K CHMXKEHMIO JO3bl, BBEACHUIO CPEACTB JUIsl BOCIOJHEHHs o0beMa
LUPKYJIUPYIOLIEH KPOBU U/WIIM BAa30KOHCTPUKTOPOB.

VY manueHToB C MOpa)KEHWEM BETETaTUBHOM CUCTEMBI (HaIpHUMep, BCIEICTBUE TPABMbI CIIMHHOTO
Mo3ra) remoauHaMudeckue 3¢ ekt mocie BBeeHH npenapara JlekcMe1eTOMUANH MOTYT OBITh
0oJiee BEIPAXKEHHBIMU U TPEOOBATh 0COOOT0 KOHTPOJISL.

Tpan3uTopHas apTepraibHasi TMIEPTEH3Ms HA0II01a/1ach, B IEPBYIO OYEPElb, BO BpEMsl BBEICHUS
HArpy304HOM /036 B CBSI3M C TNEPUPEPUUIECKUM  Ba3OKOHCTPUKTOPHBIM  3PQeKTomM
JEKCMEIETOMUANHA, T03TOMY BBEAECHHE Harpy3oyHol nao3bl npu cegauuu B AOPUT ne
pekoMeHnayercs. JleueHue MoBbIIEHHOTO apTepHabHOTO AABICHUSI, KaK IPaBUIIO, HE TpedyeTcs,
OJIHAKO CJIEyeT pacCCMOTPETh BO3MOXKHOCTb CHUKEHHSI CKOPOCTH BBEJICHUS IpenapaTa.
MecTHasi BA30KOHCTPHKIIHSI TIPU BBICOKOW KOHIIEHTPAIIMH MOKET UMETh OOJIBIIOE 3HAYCHUE IS
NAIlMeHTOB C HWIIEMHUYECKOi OO0JIe3HBIO Ccepala WM TOKEIBIMA LepeOpOBACKYIISIPHBIMU
3abosneBaHusMU. COCTOSIHME TaKuX MALMEHTOB JOJDKHO THIATEIbHO MOHUTOpHpoBaThes. Ilpu
HOSBJICHUM IPHU3HAKOB HIIEMHUHM MHOKApAa WIM TOJOBHOTO MO3ra CjelyeT CHHU3UTh 103y
npernapara UM MPeKpaTUTh €ro BBEICHHE.

Pexomenyercst mpuMEHSTh JEKCMEIETOMHINH C OCTOPOKHOCTBIO B KOMOMHAIIMH CO CITMHAIBHOM
WIA SHUAYpalbHOM aHecTe3ueill u3-3a BO3MOXKHOTO TOBBILIEHHWS pHCKAa TUIOTEH3UU U
OpaauKapauu.

VY nanueHToB ¢ TSXKENOM MEeYEHOYHON HEeJAOCTAaTOYHOCTBIO CIEAYeT COONI0AATh OCTOPOKHOCTD,
TaK KaK CHM)KEHHE KITMPEHCa JEKCMEIeTOMHINHA TTPU H30BITOYHOM BBEICHUH ITpeTrapara y Takux
NAllMeHTOB MOKET IPHUBECTH K IIOBBIIIEHUIO PHUCKA PA3BUTUS HEXKENATEeNbHBIX pEeaKIHid,
Ype3MEepHOM celalluy U MPOJIOHTalu 3 HEKTOB.

OnbIT IPUMEHEHHUS AEKCMEICTOMHINHA TIPH TSDKEJIBIX HEBPOJIIOTUIECKUX COCTOSHHSX (YeperrHo-
MO3TOBasi TpaBMa, COCTOSIHHS TOCJTE HEHPOXHUPYPTHYECKUX OTepalyii) OrpaHUYEH, MO3TOMY
npenapar J0DKEeH MPUMEHSTHCS ¢ OCTOPOKHOCTBIO, OCOOCHHO MPU HEOOXOJIUMOCTH TTyOOKOM
CEe/IallnN.

[Tpu BEIOOpE Tepamuul CleAyeT YUHTHIBATh, YTO IpenapaT JlekcMeaeTOMHINH MOXKET CHUXKATh
1epeOpaIbHBII KPOBOTOK U BHYTPUUIEPEITHOE JTaBICHUE.

B mparmMatmueckoM paHIOMM3UPOBAaHHOM KOHTposnmpyemoM uccaenoBanun SPICE III ¢
yuactueM 3904 B3pociabix mnanueHToB OAPUT we Obuto obmieit pasuunsl B 90-aHEBHOM
JETATbHOCTH MEXAY TPYIIOW, MOTydaBUIEHd AEKCMEACTOMUIWH, W TPYIIOW, MOJIy4YaBIIeH

CTaHJapTHYIO Tepanuio (JetanmpHOCTh 29,1 % B ob0emx rpynmax). OmHako, HabIt0maIach
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_NNEPTHOMY OTYETY

aCCOLMMPOBAHO C IMOBBIIIEHHOW JIETAJIBHOCTbIO B BO3pAacTHOW rpynne < 65 ner (OTHOLIEHUE
maHcoB 1,26; 95 % noseputenbHblii uHTepBan ot 1,02 no 1,56) mo cpaBHEHHIO C TpyNIon
IIPUMEHEHHUS IPYTUX CEJaTUBHBIX CPEICTB. XOT MEXaHU3M HESCEH, 9Ta T€TEPOr€HHOCTD BIUSHUSA
BO3pacTa Ha JICTaJbHOCTh Obl1a HanboJiee 3aMETHON B CIy4asX paHHEro IMPUMEHEHUs BBICOKHX
7103 JIEKCMEICTOMUIMHA JUIsl TOCTHIKEHUS TIIyOOKOW celaluy y TMalMeHTOB, MOCTYNAaBIIMX B
OAPUT no apyruMm npudyuHaM, KpOME€ IEPEHECEHHOI'O ONEPAaTUBHOIO BMEIIATEIbCTBA, U
MoBkIIIaNack ¢ yBenudeHueM o6amwioB 1o mkaie APACHE II. Ha ocHoBaHMHM BBIIEH3105KEHHOTO
HEO0XOIMMO YUYHMTHIBaTh BO3MOXHBII MOBBIIIEHHBI PUCK CMEPTHOCTH y HAllMUEHTOB B BO3pacTe
n0 65 Jer, HaxoAAIIMXCS B OTAEICHUSIX MHTEHCUBHOM Tepanuu. llpu mnpumeHeHun
JEKCMEIETOMUANHA ISl JIETKOM Ccelaluy BIUSHUS Ha JIETaIbHOCTh HE ObLI0. OXHaaeMyro
KIIMHUYECKYIO IOJIb3Y NPUMEHEHHUs JNEKCMEACTOMHUAMHA CIENyeT OLCHMBATh 110 CPABHEHUIO C
IPUMEHEHHUEM alIbTepPHAaTUBHBIX CEJaTUBHBIX CPEACTB y 00s1ee MOJIObIX MALMEHTOB.

[Tpu pe3koii OTMEHE arOHHUCTOB 02-aJPEHOPELENTOPOB MOCE JUIMTEIBHOTO UX MPUMEHEHUS B
peAKuX ciay4asX BO3HUKAJl CHHJPOM «OTMeHbl». [Ipu pa3BuUTUM aXUTaUWW U TOBBIILIECHUS
apTepUAJIbHOTO JABJIICHHUS Cpa3y IIOCIIE OTMEHBl JEKCMEINETOMHUIMHA CIENYET YYHUTHIBAaTh
BO3MO>KHOCTb BO3HUKHOBEHMSI JAHHOI'O COCTOSIHUS.

JlekcMeneTOMUANH MOXKET BbI3bIBATh TUIIEPTEPMHUIO, KOTOpask MOXKET ObITh YCTOMUMBOM K
TPaJMLIMOHHBIM METOJAAM OXJaXIeHUs. JleueHne NeKCMEeAETOMUIMHOM CIEAYyeT NMPEKpPaTUTh B
cilydae JUIMTENbHOM HEOOBSICHUMON JIMXOPAIKU U HE PEKOMEH/IYeTCs MPUMEHSTh HalleHTaM,
IIPEIPACIIONOKEHHBIM K 3JI0KAYECTBEHHON THIIEPTEPMUH.

Coo001anock 0 pa3BUTUHM HECAXapHOTO JUadeTa B CBSI3M C JICUCHUEM JIeKCMeeToMUAnHOM. [Ipu
BO3HUKHOBEHUHU TMOJIMYPUU PEKOMEHIYETCS MpPEeKpaTUTh IPUMEHEHHE JIeKCMEIEeTOMUINHA,
IIPOBEPUTH YPOBEHb HATPHUS B CBIBOPOTKE KPOBU U OCMOJISITIBHOCTH MOYH.

BcnoMorarenbHEIE BEIIECTBA

[Tpenapar JlekcMeneTOMUIUH COIEPKUT MeHee 1 MMoutb (23 Mr) HaTpus Ha MIJI, TO €CThb [0 CYTH

HE COJICPKUT HATPHUS.

4.5. BzaumopeiictTBue ¢ JPYrHMH JIeKAPCTBEHHbIMHM MpenapataMd M JApyrue BHIbI
B3aMMO/AEHCTBUA

HccnenoBanue  JIEKApCTBEHHBIX  B3aMMOJCHCTBHNM  IPOBOAWIOCH TOJBKO Yy  B3POCIBIX.
OnHOBpEeMEHHOE IPUMEHEHHE IEKCMEIETOMUINHA CO CPEACTBAMHU I AHECTE3UH, CEJaTUBHBIMU,
CHOTBOPDHBIMU CpEACTBAMM W HApPKOTUYECKHMMM AHAJIBIE€TUKAMU NPUBOAMT K YCHJIEHHIO HX
3¢ (deKToB, TaKuX KakK Celalus, aHECTe3Us, aHaJbIe3usl M KapauopectnupaTopHbie 3 EKTsI.

[leneBble uccneq0BaHus MOATBEPAMIN yCHIIeHUE 3PPEKTOB MpU MPUMEHEHUU C U30(IIypaHOM,
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_NNEPTHOMY OTYETY

JNEKCMEIECTOMUIMHOM M Hu30¢uIypaHoM, mpornodonom, andeHTaHWJIOM M MHJIA30J1laMOM HE
BBISIBJICHO.

OpHako BCIEACTBUE BO3MOXKHBIX  (DapMaKOJMHAMUYECKMX  B3aUMOAEHUCTBMM IHpH  HX
OJIHOBPEMEHHOM NPUMEHEHUH C JEKCMEJETOMHUINHOM MOXET MOTpeOOBaThCs CHUKEHUE JI03bI
JEKCMEIETOMUANHA UM OAHOBPEMEHHO IPUMEHSEMBIX CPEICTB JJIsl AaHECTE3UM, CEIATUBHBIX,
CHOTBOPHBIX CPE/ICTB UM HAPKOTUYECKUX aHAJIbIE€THKOB.

Nurun6upoBanne s>u3uMoB CYP, Britouas CYP2B6, ¢ momomipio nekcmeneToMuinHa ObLIO
UCCIICIOBAHO INPU HMHKYOMPOBAaHMM MHUKPOCOMAIbHBIX KJIETOK IedeHU uenoBeka. CoriacHo
UCCJIEOBAHMAM [N Vitro CyLIECTBYET NOTCHUUAIbHASA BO3MOKHOCTb B3aMMOJEUCTBHS N VIVO
MEXJy IEKCMEJIETOMUIMHOM U cyOcTpatamu, npeumMyiectsenHo ¢ CYP2B6.

ITo pe3ynbraTam uccieqOBaHU in Vitro NEKCMEIECTOMUINH MOXET UHIyLIUPOBATh U30()epMEHTHI
CYPI1A2, CYP2B6, CYP2CS8, CYP2C9 u CYP3 A4, Takast BO3MOKHOCTb B UCCIIEIOBAHUSX i71 VIVO
He uckimovaercs. KinnmHuueckas 3Ha4MMOCTh HEM3BECTHA.

Y  nauuMeHToB, NPUHUMAIOLIUX JIEKAPCTBEHHBIE CpPEJCTBA, BbI3bIBAIOLINE CHIDKEHUE
apTepUanbHOTO AaBICHUA U OpauKap U0, HapuMep, B-aipeH00I0KaTOPOB, CIe1yeT YUUThIBATh
BO3MOXKHOCTh YCHMJICHHS YKa3aHHBIX 3((}eKToB (0OJHAKO JOMOJIHUTEIBHOE YCHJIEHHE 3THX

3 PEKTOB B UCCIETOBAHUU C 3CMOJIOJIOM OBLIO YMEPEHHBIM).

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD M JIAKTALMS

bepemeHHOCTD

JlanHble O TPUMEHEHUH JEKCMEIETOMHUIMHA y OEPEeMEHHBIX JKEHIIMH OTCYTCTBYIOT WIIU
OTPaHUYEHBI.

B wuccrnenoBaHusX y JKMBOTHBIX BBISIBJIEHA PENPOAYKTHBHAs TOKCUYHOCTh. IIpemapar
JlekcMeIeTOMUANH HE CcIeayeT MPUMEHSITh BO BpeMsi OEepeMEHHOCTH, €CIH KIWHUYECKOe
COCTOSIHHE JKCHIIMHBI HE TPeOyeT JIeYeHUS JeKCMEIETOMUIUHOM.

JlakTarms

JlekcMeneTOMUIMH BBIACTSAETCS B TPYJHOE MOJIOKO YEJIOBEKAa, OJJHAKO €r0 YPOBHU HAXOIATCA
HUKe Tpezena oOHapy)eHus yepe3 24 yaca mociie MpeKpaiieHus: BBeJeHUs JeKCMEIeTOMUINHA.
Puck nns mmanmeHnia He MOXKET OBITh HMCKIIIOUEH. PemieHwe o TpeKparnieHuu TPYIHOTO
BCKapMJIUBaHUSI TPU TPEKPAIICHUH TEPAnu JEKCMEICTOMUIMHOM JOJDKHO OBITh MPHHSATO C
Y4eTOM MOJb3bl TPYJHOrO  BCKAPMJIMBAaHUS U1 MIAJIEHIAa M TOJb3bl  TEparuu
JIEKCMEIETOMUIMHOM JJI1 MaTEPH.

DdepTUIbHOCTD

B HCCICA0OBaHUU (l)epTI/IJ'H)HOCTI/I Ha KpbICaX JACKCMCIACTOMUIMWH HC OKasajl BJIHUAHUA Ha
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PENpPOAYKTUBHYIO (DYHKIHIO CaMIIOB M CaMOK [KpBIC. HQr_zEaﬁﬁ&Q% %%ELH/IH B_TI'IIIB:;IQI/]?]I Ha

PENPOIYKTUBHYIO (DYHKIHUIO Y YeTOBEKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CpeACTBAMM M PadoraTth C
MeXaHU3MaMHu

HaLII/IeHTaM PCKOMCHAYCTCA BO3ACPIKATHCA OT YIIPABJIICHHA TPAHCHOPTHBIMU CpCACTBAMU HJIU
BBITIOJIHEHHS JIPYTUX OINACHBIX 33/1ad B TEUEHHE COOTBETCTBYIOLIETO MEPHOJIa BPEMEHHU IOCIIE
MoJTy4eHus npenapara J[ekcMeeTOMUINH JUIsl CeAalUU PY MPOBEJACHUN aHECTE3UOIOTMUECKOTO

rmocoous.

4.8. HexenarejibHbIEC peaKuMu

Pesrome mpoduisg 6e3onacHoOCTH

Ilpu ceoayuu y e3pocavix nayuenmos u demeii cmapue 12 nem, Haxooawuxcs 6 omoeneHuu
AHeCme3uonNocul, peaHumMayuu U UHMEHCUSHOU mepanuy, HeobxXooumas 2rybuna ceoayuu
KOMOPUbIX He npesbiuiaem npooydcoenue 6 Omeem Ha 2010C08YI0 CIUMYIAYUIO!

HauOonee yacTeiMu cOOOIAEMBIMU HEXENATEIbHBIMU JIEKAPCTBEHHBIMU PEAKIMSIMUA B OTBET Ha
BBEJICHUE JEKCMEJETOMHIMHA B YCJIOBUSX OTJEJIEHUS AaHECTE3UOJOTMM, pEeaHuMalud |
WHTCHCUBHOW TEpanuu SBISIOTCS CHU)KCHHWE WIM TIOBBIIICHHE apTEPUAIBHOTO IaBICHHUS M
Opaaukapans, BOZHUKAIOIIME COOTBETCTBEHHO NPpUOIN3uTeNbHo y 25, 15 u 13 % nanueHTos.
CHuxeHue apTepualbHOTO JaBleHHs U OpajuKapaus Takke SBISUIMCh HauOojiee 4acThIMU
OOyCJIOBJICHHBIMM ~ J€KCMEJICTOMUJNHOM  CEPbE3HBIMH  HEXeNaTeJIbHBIMH  peaklUsIMH,
BO3HUKABIIMMHU COOTBETCTBEHHO Yy 1,7 u 0,9 % paHIOMHM3UPOBAaHHBIX MAIMEHTOB OTAEIEHUS
uHTeHcuHou tepanuu (OUT).

Ilpu ceoayuu y HeunmyoOUpOBAHHBIX B3POCILIX NAYUEHMOE 00 U/UNU 60 6peMs NpPOGeOeHUs.
OUACHOCTMUYECKUX UMU  XUPYPSUUECKUX BMeuamenbcme, m.e. ceoayuu npu nposeoeHuu
AHeCme3uoI02U4ecK020 nocoobus/ce0ayuu 8 CO3HaAHUU:

Haunbonee yacto coobmiaemble HexKeNnaTeNbHbIE peaklMyd IPU NPUMEHEHNUHN JEKCMEIEeTOMUINHA
BO BpeMs Celalu IpHU NPOBEIEHUH AHECTE3MOJOTHUYECKOT0 MOCOoOUs TMepeyuclieHbl HHKE
(mpoTtokosl uccaenoBanuii (aser Il comeprkanu 3apaHee onpezeneHHbIE Mpeaeabl U3MEHEHUH
apTepUaTBHOTO JABJICHHS, YACTOTHI JBIXaHUS M CEPACYHBIX COKPAIIECHHI, KOTOPBIE OTHOCITCS K
HEXKEIaTebHBIM SIBJICHUSIM):

- runoten3us (55 % B rpymme aexcMeaeToMuAnHa Mo cpaBHeHuio ¢ 30 % B rpymme mianebo,
MOJTYYaBIIUX PE3EPBHYIO TEPAMTUIO MHJIA30JIaMOM U (DEHTaHUIIOM);

- yruerenue apixanus (38 % B rpymnme JeKCMeIeTOMUIMHA MO cpaBHEHHIO ¢ 35 % B rpymme

1ane0o, MOJy4yaBIIUX PE3EPBHYIO TEPAIHIO MU1a3071aMOM U (PEHTAHUIIOM);
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- Opanukapaus (14 % B rpynmne aekcMeneTOMUINHA r[(')rgt_)la'-sﬂgﬂ;ftm 'CHZE‘/I;' lisl_%s'm'—rr_é ';li';f:':llilﬂefio,

MOJYYaBIIUX PE3EPBHYIO TEPAMTUIO MH1a30JIaMOM U (PEHTAHHUIIOM).

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIIU

HexenaTtenbHble peakiuu, NEpedyHCIEHHbIE B TaOJMIEe HUXKE, MOJIy4YeHbl MO pe3yibTaraM
00BEIMHEHHBIX JTaHHBIX U3 KIIMHUYECKUX MCCIIEI0BAHUHN Y MAlMEHTOB OT/JEJICEHNs HHTEHCUBHOMN
TEpanum.

UYactoTa HeXenaTelbHbIX peaklUuil NPUBEACHA B BUAE CIEAYIOLIEH Ipafalliu: oveHb yacmo (=
1/10); wacmo (> 1/100 no < 1/10); neuacmo (= 1/1000 go < 1/100); peoxo (= 1/10 000 go < 1/1000);
ouenvb peoxko (< 1/10 000); uwacmoma wneuzsecmua (He MOXKET OBITH OIICHEHA Ha OCHOBE

MMEIOIIUXCS JIAHHBIX ).

OueHb YacTo Yacro Heuacro YacroTa
Hen3BeCTHA
DHJIOKPUHHBIE HECAaXapHbIN
HapyIICHHS naber
Hapyuienus TUTIEPIIIUKEMUs, METa00INYECKUI
MeTaboau3Ma U THITOTJINKEMHUS aIluso3,
MMUTAHUS THI0ATHOyMUHEMHU
'l
IIcuxnueckue aKUTAIUSL raJIFOIHAIMT
HapyIlIEeHUs
Hapymenus co | 6paauxapaus’? | umemus WJIM | aTPUOBEHTPUKYJIAP
CTOPOHBI cepaLa nH(papKT MHOKap/a, | Has onokana',
TaxuKapaus CHIDKEHHE
CEpAEYHOTO
BBIOpOCa,

ocTaHoBKa cepa!

Hapymienust  co | cHuxeHue'

CTOPOHBI 1503071
COCYJIOB MTOBBINICHHE
apTepUaIbHOIO
naBieHus
Hapymenust co | yrHeTenue OJIBIIIIKA, AITHOD
CTOPOHBI JBIXAHHUA>
IBIXaTeIbHOMI
CHCTEMEI,
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S— (MOCAEQOEATENEROC To 000
ITPYJHOM KIIETKU
U CPEeIOCTEeHUs
Kenynouno- TOIHOTa%,pBOTA, B3JlyTHE )KUBOTA
KUIIEYHbIE CyXOCThb CIM3HUCTOMN
HapyIICHUS 000JIOYKH TIOJOCTH
pra’
Hapymenus co HOJINYpUs
CTOPOHBI [TOYEK U
MOYEBBIBOISALINX
nyTen
OO6mme CHHJIPOM Hed(pPeKTUBHOCTH
HapylIeHUus | «OTMEHBI», JIEKapCTBEHHOTO
peaKknuu B MecTe THIIEPTEPMHUS CpEeZCTBA, Kaxk/Ia
BBEJICHUS

ICM. HHWXKE OITMCAaHUEC OTACIBHBIX HCXKCIIATCIbHbBIX pCaKHHﬁ.

ZHC)KCJIaTCJH)HaH pPCaKknusg TaKKC Ha6JIIOIlaJIaCI) B HCCIICAOBAHUAX CCAalMu IIPU IMPOBCACHUU
AHECTE3MOJOIrNYECKOI0 IIOCO0H.

3I{aCTOTa «4acCTOo» B UCCIICAOBAHNU CCAallU B YCIIOBUAX pCaHUMAILIUU.

Onucanue OTACIBHBIX HEXKCIIATCIbHBIX peakunﬁ

Knuanueckn 3HaYMMOE CHIDKEHHE apTEePUAIbHOTO JABJICHUS W Opaaukap/vs TOJDKHBI OBITh
KYIIUPOBAaHBbI, KaK yKa3aHo B pazjene 4.4.
Y OTHOCHUTENBHO 370pPOBBIX JHI], HE HAXOJMBIIUXCA B OTJAEJIECHUU HHTECHCUBHOW TEpAINH,
BBEJICHUE JIEKCMEIECTOMHIMHA MHOT/A MPHUBOIWIO K OJIOKajge CUHYCOBOTO y3na. CHMITOMBI
KYMMUPOBAIUCH TPU MOABEME HOT (BBIIIE YPOBHS TOJIOBBI) U BBEJACHUH M-XOJMHOOJIOKATOPOB,
TaKUX KaK aTPONHH U TITUKOTMUPPOHUS OPOMHU/I.
B otnenbHBIX ciydasx y MallMeHTOB C MpeAlIecTBYIONIEH OpaaukapIueil oHa mporpeccupoBana
0 DMH30/I0B aCHUCTONWHU. Takke COOOIIaNoch O CiIy4asX OCTAaHOBKM CepAlla, 4YacTo C
MIPEAMIECTBYIONMIECH OpauKapaArei Wik aTPHOBEHTPUKYJIIPHOHN OJIOKa 0.
[ToBbIIeHHE apTEPUATBHOTO JIaBJIEHUS OBLIO CBSA3aHO C BBEICHUEM HATPY30YHOM J03BI, TOITOMY
€ro MOKHO M30exkaTh, n30erast BBEIEHUSI HArPy304HOM J03bl WM YMEHBIIasi CKOPOCTh HHPY3UU
WJIM Harpy304HYIO J103Y.

eTH
[Tpodune OGe3omacHOCTH MPUMEHEHUS NEKCMEIETOMUIMHA C LENbI0 CeJallud 10 5 CYTOK Yy

noapocTkoB (12-17 neT) 6bL1 CXOAHBIM € IPOGHUIIEM B3POCIIBIX.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

OTJICJICHUH aHECTE3HOJIOTMH, PEaHUMallMd U MHTEHCUBHOM Tepalnuy MpPOJOJIKUTENBHOCTBIO 10
24 yacoB; ObUI TPOJEMOHCTPUPOBAaH NPO(UIL OE30MaCHOCTH, COMOCTABUMBIA MPOPHUIIO Y
B3pOCHBIX. JlaHHBIC B OTHOIIICHHMH HOBOPOXACHHBIX (24-44 Henenu rectaliii) O4eHb OrpaHUYEHBI,
036l OTPAaHUYEHBbI MOJIepkuBarOMMU Jo3aMu < 0,2 MKr/kr/4. JlutepaTypHble HMCTOYHUKU
coo0m1any 0 eIMHCTBEHHOM CIIy4ae THIOTEPMUYECKON OpaguKapIui y HOBOPOKAECHHOTO.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmiath 0 TOI0O3pEBAaEMBIX HEXKENATEIbHBIX PEaKIUAX I0CIE pPETrUcTpaluu
JIEKAapCTBEHHOTO Tpernapara ¢ 1eIbl0 00eCIIeUeHHS] HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«TOJbh3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
CO00IIaTh O JIFOOBIX TOI03PEBACMBIX HEXKEIIATSIBbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIIECHUS O HEKEIATeNbHBIX PEaKIHIX TOCylIapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccniickas @enepanns

OenepanibHas CiTyxk0a 1Mo Ha30Py B chepe 3ApaBOOXpaHEHUS

109012, r. Mocksa, CnaBsiHCcKas 1iomans, 1. 4, crp. 1

Tenedon: +7 (800) 550-99-03

DnekTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAITMOHHO-TEIIEKOMMYHHUKAITUOHHON ceTu «nTepueT:

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

4.9. Ilepeno3upoBka

CHMITOMBI

B pamkax KIMHUYECKHX HCCIEIOBAaHUI M MOCTPETUCTPALIMOHHOTO MPUMEHEHHS COOOIIANOCH O
HECKOJIbKMX CITy4asX Nepe103UPOBKH IEKCMEAETOMHINHA.

CoriacHO UMEIOIUMCS JAaHHBIM CKOPOCTh BBEJICHUS B TaKUX CIydasx gocturana 60 MKr/Kr/d B
tedeHue 36 MuUHYT U 30 MKI/Kr/4 B TeueHue 15 MuHyT y 20-MecsiuHOro pebeHKa U y B3pOCiIoro
COOTBETCTBEHHO. Hambonee dacThiMH HEXeEJIaTeNbHBIMH JIEKAPCTBEHHBIMU  PEAKIUSIMHU
BCJIC/ICTBHE TIEPEIO3UPOBKH B TaKHX CIy4asX ObUTH OpaguKapAusi, CHHKCHHE apTepHAIbLHOTO
JIaBJICHUs, TTOBBIIICHUE apTePUATLHOTO JaBJICHUS, Ype3MEepHas Cealvs, yTHETCHUE JIbIXaHUus U
OCTaHOBKa cepria.

JleueHue

B cnyuae nepeno3upoBKH, TPOSBIISIIOLIEHCS KIMHUYECKON CUMIITOMATUKOM, BBEJIEHHUE IIpenapara

ﬂeKCMe,I[eTOMI/IHI/IH CJICAYECT YMCHBIIUTD UJIU IPEKPATUTD.
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Oxunaembie 3(OQPEKTH SBISIOTCS, TJIABHBIM o6pa3oﬁ,n IE@HE&B%BJ%EH&HTﬁlnHﬂ(HH

KyIIUpOBaTbCs COIJAaCHO KIMHUYECKMM MoKa3aHusaM (cM. pasgen 4.4). Ilpu BbicOkHX
KOHIICHTPALUSX MOBBIIIICHUE apTEPHATLHOTO JABJICHUS MOKET Ipeo01aaTh HaJl €0 CHIDKEHUEM.
B xnmHHYeCKHX HCCIeJOBAHUAX OCTAHOBKA CHHYCOBOTI'O y3J1a pa3peliajgachk CaMOCTOSTENIbHO WIN
B OTBET HA BBEJICHUE aTPONMHA WM IIIMKONUPPOHUS OpomMuIa. B oTIeNbHBIX Cilydasx TsHKEIoH
IIepEeIO3UPOBKY,  CONPOBOXKJIAIOIICHCS OCTAaHOBKOH  cepala, TpeOOBalIOCh IPOBEICHUE

pPEaHMMALMOHHBIX MEPOIPUATHH.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoauHaAaMHUYeCKHE CBOMCTBA

®dapMakoTepaneBTUYECKas IPyIa: MCUXO0JIENTUKH, CHOTBOPHBIE U CeIaTUBHBIEC CPECTBA; APyTHe
CHOTBOpHI)IC 1 CCOAaTUBHBIC CpeIICTBa.

Koxg ATX: NOSCM18

MexaHu3M ASHCTBUS

JleKcMeeTOMUINH  SIBIII€TCS.  CEJIEKTUBHBIM arOHUCTOM  02-3JPEHOPELIETITOPOB C LIMPOKUM
CHEKTPOM (hapMaKOJIOTHIECKUX CBOUCTB. O0NaaeT CUMIATOIUTHIECKUM P dexToM Onaromaps
CHI)KEHHMIO BBICBOOOXKJIEHUS HOpaJpeHaJMHA W3 OKOHYAaHUM CHMIIATUYECKMX HEPBOB.
CenatuBHBII 3P PeKT 00YCIIOBICH CHIKCHUEM BO30YKICHHUS B TOITYOOM ITSITHE CTBOJIA TOJIOBHOTO
Mo3ra (1po ¢ npeoOiajaHleM HOpaJIpeHEepruueckux HeHpoHoB). JlekcMeneToMuanH obagaer
aHaJIbI€3UPYIOLINM U aHECTETUK/aHANIbIeTUK-cOeperatomuM 3 dexkramu. CepredHo-cocyAUCThIE
3¢ (deKThl HOCAT J0303aBHCUMBIN XapakTep: MpH HU3KOM ckopocTh MHGY3uU mnpeodianaer
LHEHTPaJbHBIA 3(PPEKT, 4TO MPUBOJUT K CHIKEHUIO YaCTOTHl CEPJICYHBIX COKpALICHUH U
apTepuanbHOro jAasieHus. [Ipu ncnonb3oBaHMU BBICOKMX 103 IpeoOiagaeT nepudepuueckas
BA30KOHCTPUKIIMSA, MPUBOAALIAs K IMOBBIIIEHUIO OOIIEro COCYAMCTOrO CONPOTHUBIICHMS,
apTepHaJIbHOTO JaBJICHUS U K JalbHEHIIEeMy YCUIEHHUIO OpauKapIuu.

JlexcMeneTOMUANH IPaKTUYECKH He 00J1afjaeT cliocOOHOCThIO YTHETATh AbIXaHHUE MPU MIPHEME B
Ka4ecTBE MOHOTEPAIUH Y 370POBBIX 100POBOJIBLIEB.

Ceoayus e3pocivix nayuenmog 6 ycinosusx OAPUT

B  mnanebo  KOHTPOMUPYEMBIX  HMCCIEAOBAHMSX Y  MAlUMEHTOB, HAXOISAIIUXCS B
nocieoneparmoHnHom OUT, panee HTYOUPOBAHHBIX M CEAMPOBAHHBIX C TTOMOIIBIO MUIa301amMa
wid nponodoia, JEeKCMEISTOMHUINH 3HAUYUTENLHO CHIDKANI MOTPEOHOCTh B JIOTIOJIHUTEIHHOM
cermaiuu (MuasojaM wWid mnpornodon) M onuougax B TedeHHe 24 yacoB. boabmumHCTBO
MAIMEHTOB, MOJIyYaBIIUX JIE€KCMEIETOMUIUH, HE HYXJaJUCh B JOIMOJHUTEIbHON CEHalNU.
[TarmenTsl  MoryM  OBITH  yCHEIIHO  AKCTyOWpoBaHbl  0e3  mpekpaiieHuss UHQy3uu

JACKCMCICTOMUIHA. I/ICCHeﬂOBaHI/I}I, IMPOBCACHHLBIC BHC OI/IT, MOATBCPAUIIN, qTo
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JCKCMCICTOMUINMH MOXXHO 0e30ImacHo BBOJIUTH aHHCHTg&I%éS%;&ﬁEE%HE}IID_'II/IIJHHEI'I II‘II/II/I

YCJIOBH 7151 [IeKBATHOTO MOHUTOPHUHTA.

JlexcmeneToMuH OB CXOMHBIM C MHJa3onamoM (oTHomieHwe puckoB 1,07; 95 %
noseputenbHbli uHTEpBat (AM) 0,971, 1,176) u nponodonom (otHomenue puckos 1,00; 95 %
I 0,922, 1,075) mo BpeMeHU IpeObIBaHMS B IISJICBOM JIHAINTa30HE CEIAlMK Y TPEUMYIIECTBEHHO
TepaneBTHuecKux nanueHtoB OUT, Hyxaaromuxcss B JUIMTENbHONW OT JIETKOW 10 YMEPEHHOMH
cepaiuu (o mkane Bo30yxaeHus-cenauu Puumonga (RASS) ot 0 no -3) B Teuenue 14 nueit;
COKpaIlaJl IJIUTeIbHOCTh HCKYCCTBEHHOM BEHTHIIALIMU JIETKUX 110 CPABHEHHUIO C MUA30J1aMOM U
BpeMsI J10 3KCTyOAaIK Tpaxeu Mo CPaBHEHHIO C MPONO(oIOM U MHUIa301aMOM.

[TarueHTsl, MONMy4aBIIME AEKCMEIETOMHJMH, JIErde IMPOCHINAINCH, JIyYIle COTPYAHMYAIH C
MEPCOHAJIOM U JIyYIll€ COOOIIaTi 00 MHTEHCHMBHOCTH OOJM IO CPAaBHEHHIO C MAaIlMEHTaMHU,
MOJTyYaBIIUMH MHJ1a30J1aM WU TPOnodot.

VY nmanueHToB, MOJyYaBIIUX JTEKCMEICTOMUINH, Yallle pa3BUBAIIUCh apTepUalIbHAs TUIIOTEH3US U
Opanukapaus, HO pexe TaXuKapus; M0 CPAaBHEHUIO C MAalMEHTaMU, IOJy4YaBIIMMH MUa30J1aM,
yallle pa3BUBAINCh apTepHalibHas TMIOTEH3Us W OpajuKapius, HO pPeXe TaxUKapaus; U yalle
pa3BUBaNiaCh TaXWUKapAMs, HO YacTOTa Pa3BUTUS apTepUATbHOW TMIIOTEH3WU ObLIa CXOJHA IO
CPaBHEHHMIO C TMAlMEHTaMH, MOJyYaBIIUMHU TMPOMO(pos, YaCTOTa Pa3BUTHS apTEPUAITBHOMN
TUIIOTEH3UU OblIa CXO/JIHA, OJJTHAKO Yallle pa3BUBaJaCh Taxukapaus. YacTtora pa3BUTUS JAETUPUS,
onieHuBaeMas ¢ nomoinpto mkansl CAM-ICU (meTop oueHku ciytaHHOCTH co3Hanus B OUT), B
UCCIIEIOBaHNM Oblla HIDKE IO CPaBHEHUIO C MHJIA30JaMOM, Y TAIMeHTOB, MOJIYy4YaBIIMX
JIEKCMEICTOMUINH, Obllla HUXKE IO CPABHEHUIO C MallMEHTaMH, MOJTY4YaBIIMMHU MHAA30JIaM, a
He)KeJlaTeJIbHbIE SIBJICHMSI, CBSI3aHHBIE C JETUPHUEM, Pa3BUBAJIUCh PEXE B TpyMIe MalleHTOB,
MOJyYaBIIUX JIEKCMEJIETOMMJIMHA, II0 CPAaBHEHHIO C TPYNIOH MalUEHTOB, MOJIyYaBIIUX
nponogot. Te manueHTbl, KOTOPHIM MPEKPATUIIN CEAALNIO B CBSI3U C €€ HEIOCTATOUHBIM YPOBHEM,
OBLIH MepeBeACHBI Ha MPONO(OIT WIH MUJA30JIaM.

Puck HemocTraToyHOro ypoBHSI ceJaluu ObUT BBIIIE y MAlMEHTOB, KOTOPBIX TPYIHO OBLIO
CeIMpOBaTh CTAaHIAPTHBIMU METO/IAMU HE3aMEIJIUTENILHO 110 CPABHEHUIO C MAlMEHTaMH, KOTOpbIE
MEPEKITI0YATUChH Ha APYTOM CeAaTUBHBIN METO/I.

Ceoayus demeii 6 ycio8usax omoeneHus AaHeCme3uoa02ull, peaHuMayuy U UHMeHCUBHOU mepanuu
D¢ dekTuBHOCTL U O6e30macHOCTh aekeMmeneroMuanna s cenannn B OAPUT Obuta uzyueHa B
rpynne nereit 12-17 net (n=57). Cenanus AeKCMeIeTOMUINHOM POBOIUIACH JIO 5 CYyTOK B BHJIE
BHYTPUBEHHON MH(]Y3un 0e3 HachIIaromend A03bl, HadalbHas qo3a coctaBmia 0,7 MKI/Kr/g4 c
BO3MOXXHOCTBIO TUTpOBaHUs B nuana3zone 0,2-1,4 MKT/Kr/4 Ui TOCTHXKEHUS [[EIeBOT0 3HAUCHUS
cenaruu. 92 % maruenTtoB (95 % JU: 86,04-95,80 %) Haxoauauch B 1IEI€BOM YPOBHE CENAIINH,

98,2 % mauuentam (95 % AU: 87,76 — 99,77 %) He TpeboBanach NOMOIHUTENbHAS Tepamus
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CCIAaTUBHBIMU IIpCIiapaTaMu.

JokazatenbeTBO 3(PPEKTUBHOCTH y JeTeil ObUIO BBISABICHO paHEE B JIO30KOHTPOIHPYEMOM
uccienopaanu B OAPUT Ha GomnbIoi mocieonepaoHHON MOMyJISIuy B Bo3pacte oT 1 Mecsna
o < 17 ner. IlpubmuszurenbHo 50 % NANMEHTOB, MOJYYaBIIMX JEKCMEACTOMHIIUH, HE
TpeOOBANIOCH JTOMOJHUTENBLHOM Cealuy ¢ MOMOUIbI0 MHJIa30J1aMa Ha MPOTSKEHUH JeueOHOro
nepuona B 20,3 uyacoB, HO He mpeBblmaromeM 24 yaca. Her maHHBIX MO NpUMEHEHHUIO
JeKCMEJICTOMUIMHA CBBIIIE 24 4YacoB y Bo3pacTHOW rpymmbl a0 12 mer. Muadopmamus mno
MPUMEHEHUIO JIEKCMEJECTOMUIUHA Y HOBOPOXKICHHBIX (28-44 Henenu OepeMEHHOCTH) OYEHBb
OrpaHMuY€HAa U OIHKCHIBA€T TOJBKO HCIIOJIb30BaHHEe HH3KUX 103 (< 0,2 MKr/Kr/gac).
HoBopoxeHHsie MOTYT OBITh 0COOEHHO YYBCTBUTEIBHBIMH K OpaguKapIudeckoMmy 3PQexTy
JEKCMEICTOMUIMHA TIPU HAJTHMYUHM TUIIOTEPMHUHU U TPH COCTOSHUSX, KOTJa CepACYHBIA BBHIOpPOC
3aBHCHUT OT YaCTOTHI CEPJICYHBIX COKPAIICHUN.

B 1BOMHBIX CENbIX KOHTPOJIHPYEMBIX CPaBHUTEIBHBIX HCCIEAOBAHUAX JIEKCMEICTOMUINHA B
OAPUT yacTtoTa BOSHUKHOBEHHS YTHETEHHUS KOPBI HAJIIOYCYHUKOB Y MAI[IEHTOB, ITOIYYaOIIIX
nexkemeneromuanH (n=778) cocrasisna 0,5 % B cpaBHeHuu ¢ 0 % y manueHToB, MOIYYaroluX
6o mupazonam (n=338), nubo mpomodon (n=275). DTO HexeIaTeNbHOE SIBJICHUE OBLIO
OTMEUYEHO KaK JIETKOM CTeNeHU TsHKEeCTH B 1 cilydae U cpeHell CTeNeH! TSHKeCTH B 3 ciyvasx.
Ceoayusa npu npogedenuu aHecmesuonr0SUYecKko20 nocoOusl y 63pOCivlx NAYUEHMO8 80 8peMs
OUACHOCTNUYECKUX XUPYP2UYECKUX MAHUNYIAYUL/Ce0ayus 8 CO3HAHUU

bezonacHocte M 3 PEeKTUBHOCTH JI€KCMENETOMUIMHA JUISL CeNalM HEWHTYOMpPOBAHHBIX
MAIUEHTOB JI0 W/UJIM BO BPEMS XUPYPIHUUECKUX M TUATHOCTHYECKUX BMEIIATEIhCTB OLIEHUBATHU B
paMKax  JOBYX  PaHIOMH3UPOBAaHHBIX  JIBOMHBIX  CJEMBIX  IUIAE00-KOHTPOIHPYEMBIX
MHOTOLIEHTPOBBIX UCCIIEAOBAHMIM.

B MWccnenoBanue | paHaoMH3UpOBaiM TMAlMEHTOB, KOTOPBHIM BBITIONHSUIM OIpEIeICHHbIE
olepalyyu Npoueaypsl MO KOHTPOJIUPYEMOM aHeCcTe3ue 1 MECTHOW \pernoHaIbHON aHecTe3uel,
KOTOpBIE TMOJTyYald Harpy304HyIO 103y AekcMmeneromuanHa 1 Mkr/kr (n=129), wiu 0,5 MKr/kr
(n=134), wiu mianedo (pusnonornyeckuii pactpop: n=63) B TeueHue 6osaee 10 MUHYT, a 3aTEM
MOIJEPKUBAIONYI0 WHOY3UI0 €O CKOpocThio 0,6 MKr/kr/d. CKOpOCTh MOMAEPKUBAOIIEH
UHPY3UH JIeKCMEeIeTOMUIMHOM TUTpUpoBanu oT 0,2 Mkr/kr/d go 1 Mkr/kr/d. KommuectBo
MAIMEeHTOB, KOTOPHIE JOCTHUIJIM IIEJIEBOTO YPOBHS cenaruu (IIKajga OIEeHKH OOJPCTBOBAHUS U
cemaruu, OAA/S<4), Ge3 He0OXOAMMOCTH BBEICHHS PE3EPBHOIO CEAATHBHOTO TIpermapara
MUa3071aMa, COCTaBISLIO 54 % MaIMeHToB B TPYIINe, MOTy4aBiield | MKI/KT JeKCMeIeTOMH/INHA,
u 40 % B rpymre, nonxy4asiiei 0,5 MKI/KT 1eKCMeIeTOMUINHA, B CPAaBHEHUIO C 3 % MaIeHTOB B
rpymre 1ane6o. Paznuyre pucKkoB B KOJUYECTBE MAMEHTOB, PAHIOMU3UPOBAHHBIX B TPYIILY

nexkcMeneToMuanHa | MKI/Kr U rpymmy aekcmeaeromuanHa 0,5 MKI/KT M He TpeOyroumx

Crpanuna 16 u3 22



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 02.10.2025 N= 24743

BBE/ICHHSI PE3EPBHOTO CENATHBHOTO IIpErapar Mnnaz'&%j oCtasihma 48 s T(@i:l ) Jange

37-57 %) u 40 % (95 % JAU: 28-48 %) coOTBETCTBEHHO B CpaBHEeHHH C Tutanebo. CpemHsis 103a
PE3epBHOIO CEAATHUBHOTO Mpernapara mujaazoiama cocrasimsuia 1,5 (0,5-0,7) mr B rpynne
nekcmeneromuauna 1,0 mxr/kr, 2 (0,5-8,0) mr B rpynme nekcmeaeromuauna 0,5 Mkr/kr u 4,0
(0,5-14,0) mr B rpynmne miane6o. PazHuiia cpeHuX 3HaYE€HUN pe3epBHOU J103bI MHJIa30JjlaMa B
rpynmne JAeKkcMeneToMuanHa | MKr/Kr u rpymnme aexcmeaeromuanaa 0,5 MKI/KT B CpaBHEHUU C
mwianebdo cocrasmsuia — 3,1 mr (95 % AW: -3,8 - -2,5) u — 2,7 (95 % AU: -3,3 - -2,1)
COOTBETCTBEHHO, B MOJB3Yy JekcMeaeromuanHa. CpenHee BpeMs A0 BBEICHHS IMEPBOM 03B
pe3epBHOrO0 MHUJa3ojiaMa CcocTaBisuio 114 MHUHYT B rpymnme AEKCMEAeTOMUAMHA | MKI/KT,
40 munyT B rpymnme aekemeaeromuauHa 0,5 Mkr/kr u 20 MUHYT B rpyme mianeoo.

B uccrnenoBanmne 2 paHIOMHU3HPOBAIM MAIMEHTOB, KOTOPHIM MPOBOIMIN (HUOPOONTUIECKYIO
MHTYOAIMIO Tpaxeu MPU COXPAHEHHOM CO3HAHWUU IOJ MECTHOW aHecTe3Wel. JUis MOTydYeHHs
Harpy3ouHoil uHQY3uM JAekcMmeneToMuaMHa B o3¢ 1 MKr/kr (n=55) wnum 1uiane6o
(¢usmonornyeckwmii pactBop) (n=50) B Teyenne cpoime 10 MUHYT ¢ MOCIIEAYIOMIEH TOCTOSHHON
noiepKuBaroei nadysuei co ckopocthio 0,7 MKr/kr/4. KonmdecTBO MarueHToB, y KOTOPHIX
yAaJI0Ch IOCTHYb U YACPKUBATh I€JIEBOE 3HAYCHHE YPOBHsI cenanuu > 2 mo mkaine RSS (mrkana
cemauuu Pamces) 6e3 BBelICHUS PE3EPBHOIO CENaTUBHOTO IMpernapara MHUIA30J1aMa, COCTaBUIIO
53 % B rpynrme aeKkcMeneTOMUIMHA TI0 cpaBHEeHUo ¢ 14 % B rpynme 1iane6o. Pa3nuune puckos
B KOJIMYECTBE TAIMEHTOB, pPaHIOMH3UPOBAaHHBIX B TPYyNIy JACKCMEIECTOMHUIWHA, HE
HYKIAIOLINXCS B PE3EPBHON Tepanmuu Muja3ojgamom, coctaBuio 43 % (95 % JAU: 23-57 %) B
cpaBHeHuHn ¢ TUtane6o. CpemHsisi J03a PE3epBHOTO CENATHMBHOTO Mpemapara Muaa3ojama
cocrapisiia 1,1 mMr B rpynmne aekcmeneTroMuanHa U 2,8 Mr B rpynie mianebo. PazHuna B cpeaHux
3HAYEHHUSAX 1036l MHUAa3zonama cocraBmsuia — 1,8 mr (95 % JAWU: -2,7 - -0,86) B mosb3y

JACKCMCICTOMUHA.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

dapMaKOKMHETHKA JIEKCMEJICTOMUJIMHA H3y4Yalach Yy 3J0POBBIX JTOOPOBOJIBIIEB  TpHU
KpPaTKOCPOYHOM BHYTPHUBEHHOM BBeAeHHH U y narueHToB OUT npu anutensHOM HHGY3UOHHOM
BBE/ICHUM JIEKCMEAETOMUINHA.

Pacnopenenenune

JlekcMeeTOMUINH TIOAYUHSIETCS IBYXKaMEPHON MOJEIH pacIpeieIeHusI.

VY 310poBBIX J0OpPOBOJBLIEB OH IMOJABEpraercs ObICTpoil (ase pacmpeneseHus C MNEepUoIoOM
nonypactpeneneHus (Ti2q«) paBHbIM 6 MuHyTam. CpenHee 3HAU€HUE TEPMUHAIBHOIO MEPHOAA
nonyBeiBesieHus (T12) npubnusurensHo paBuHo 1,9-2,5 yaca (min — 1,35, max — 3,68 yacoB) u

CpelHee 3HAuYe€HHWE paBHOBECHOro obObeMa pacmpeneneHus (Vss) NPUOIHU3UTEIBHO pPaBHO
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1,16 — 2, 15 a/kxr (90-151 n). CpenHee 3HaUEHUSE nna3Me%|6%mﬁéaT@|§'H%E-ﬂfg-'_O::%l:g/:'tl/Kr
, , ( )- Cp

(35,7-51,1 n/4). Cpenusist Macca Teia, XapakTepHast Ui yka3zaHHbIX Vs 1 Cl, paBHsmach 69 Kr.
[Tna3meHHas dapMakoKWHETHKA JAeKcMmeneromuanna y namuerTroB OUT mocne ero BBeneHUs
> 24 yacoB comnoctaBuma. PacuetHsie papmakokuneTnueckue mapameTpsl: T2 IpubIn3UTEeIsHO
paBeH 1,5 gaca, Vs mpubnuzutenpHo 93 1 u Cl — npubmmsutensHo 43 ji/kr. B nnana3one 103 ot
0,2 o 1,4 Mkr/kr/4, apMakOKMHETHKA JIEKCMEAECTOMUINHA JTMHEWHA, OH HE KyMYJIHUPYeT Npu
JICYCHUU TPOJOJDKUTEIBHOCTRIO 0 14 mHeil. CBs3b JeKCMEIeTOMUANHA C OelKaMH TUTa3Mbl
kpoBu — 94 %. CremneHb CBs3bIBaHMS C OeIKaMu IJ1a3Mbl KPOBHM IOCTOSIHHA B JIMAaria3oHe
koHneHtpanud ot 0,85 no 85 Hr/mi. JlekcMeneTOMHIMH CBSI3BIBACTCS KaK C CHIBOPOTOYHBIM
aTbOyMHUHOM 4YEJIOBEKAa, TaK U C O|-KUCJIBIM TJIMKOMPOTEUHOM, CHIBOPOTOUYHBINA albOyMUH
SIBJISICTCSI OCHOBHBIM O€JIKOM, C KOTOPBIM JIEKCMEACTOMUIUH CBSI3BIBACTCA B IJIa3ME KPOBH.

BI/IOTDaHCd)ODMaHI/IH

JlekcMeIeTOMUANH TOJHOCThIO METa0ONM3upyeTcs B TMedyeHd. HadanpHbli MeTabonau3m
MPOTEKAaeT 10 TPEeM METa0OJMYEeCKHM IyTsAM: TpsiMoe N-TIIOKYPOHHPOBAHHE, MIPSIMOE
N-metunupoBanue W omnocpeaoBaHHoe muToxpomMoM P450 okwucnenue. [Ipeobnagaromumu
MeTabonuTaMu JACKCMEIETOMUANHA B KPOBOTOKE SIBJISIOTCS JBa M30MEPHBIX N-TITIOKYpOHUAA.
Metabomur H-1 (N-metun-3-ruapokcumeTiiiaekcMeaeroMuania  O-TIIOKYpOHU) —Takke
SBJISIETCSI OCHOBHBIM HHUPKYJIUPYIOIIUM MPOAYKTOM OHUOTpaHCHOPMALMH JIEKCMEACTOMUIUHA.
[Mutoxpom P450 xkataimsupyer oOpa3oBaHHE JBYX BTOPOCTEICHHBIX ITUPKYIUPYIOIIIX
MeTabONMUTOB: 3-TUAPOKCUMETIIIIEKCMEICTOMUINH 00pa3yeTcsi MyTeM THAPOKCHUINPOBAHUS 110
3-MeTHIBbHOM Tpymne AekcMeaeromuanna u H-3 obpasyercs 3a cueT OKUCIIeHUs UMUAA30JIbHOTO
konpiia. CorjmacHo JoCTynmHOM uH(poOpManuu o00pa3oBaHHE OKUCIEHHBIX METa0OJUTOB
MIPOUCXOAUT ¢ ydacTheM psna uzodepmentoB nuroxpoma P450 (CYP2A6, CYP1A2, CYP2EIL,
CYP2D6 u CYP2C19). Ot meraGonuTel He 00Janal0T 3HAUYMMON (PapMaKoIOTHUYECKON
AKTHUBHOCTBIO.

DJIMMUHAIHS

[Tocie BHYTPUBEHHOTO BBEJICHUS PAJMOAKTUBHOTO MEYEHOTO JEKCMEIETOMUIMHA Yepe3 9 nHei
npubau3uTenbHo 95 % paaroakTUBHOCTH OOHapykuBaloch B Moue U 4 % B (dexanusx.
OcHOBHBIMU MeTabOIUTaMU B MOYE SIBIISIOTCS JIBA M30MEPHBIX N-TIIOKYPOHHUA, COCTABIISIONINE
34 % BBeneHHON M03bI, U N-METHI-3-TUAPOKCUMETHI-IEKCMeaeToMUInaa O-TIIOKYPOHUI,
coctasisitonuid 14,51 % mo3sl. Bropocrenennpie METaOOIUTHI: TEKCMEAETOMUANH-KapOOHOBas
KHCIIOTA, 3-TUAPOKCUMETHII-IEKCMEIETOMUIUH U ero O-rimokyponua cocrasistor 1,11-7,66 %
no3el. Menee 1 % Hem3aMeHEHHOTO JeKCMeIeTOMUIuHA OOHapyxuBaeTrcsa B Moue. Okomno 28 %
MEeTa0O0JIMTOB B MOYE SIBJISIOTCSI HEYCTAaHOBJICHHBIMH BTOPOCTETICHHBIMH.

q)aDMaKOKI/IHeTI/IKa Y OTACJIBHBIX I'PYIIII ITAITMECHTOB
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_NNEPTHOMY OTYETY

Tloueunas nedocmamounocmo
[To cpaBHEHUIO CO 310POBBIMH JIOOPOBOJIBIAMU Y TAIMEHTOB C TSKEJIOW CTENEHBIO TIKECTU
MOYEYHOH HENOCTaTOUYHOCTH (KiupeHc KpearnHuHa < 30 wmi/MuH) (dapMaKOKHHETHKA
JIEKCMEETOMUANHA HE U3MEHSIETCSI.
Ileuenounas neoocmamounocmo
[To cpaBHEHHIO CO 3I0POBBIMHE JTIOOPOBOJIBIIAMY Y TIAIIMEHTOB C MIEYCHOYHOW HEOCTATOYHOCTHIO
CHU)KAETCS CTETEHb CBS3bIBAHUS JEKCMEIETOMHIMHA ¢ OellkaMM Tu1a3Mbl KpoBH. CpenHsst 10
HECBSI3aHHOM (hpakiuu AeKcMeleTOMHIMHA Kojebanach oT 8,5 % y 310pOBBIX JOOPOBOJIBLIEB 10
17,9 % y nui ¢ TAXKeNOoW CTENEHBIO TSHXKECTH MEUCHOYHOM HEJOCTATOYHOCTU. Y MAlMEHTOB C
pa3IMYHOM CTENEHBIO MEeUYeHOYHOU HemocTaTouHocTH (kiaacc A, B u C no mkane Yaitna-I1s10)
CHI)KAJICSl TIEUCHOUYHBIM KIUpEeHC AeKkcMeaeToMuanHa U ymmHsiacs Tip. Cpennue 3HaueHuUs
IJIa3MEHHOTO KIIMPEHCa HECBS3aHHOTO JEKCMEACTOMUANHA Y JIMIL C JIETKOM, CpEAHEN U TsHKeIon
CTEIEHBIO TSHKECTU MCUCHOYHOM HEJOCTATOYHOCTH COCTAaBIISIM COOTBETCTBEHHO 59 %, 51 % m
32 % ot HaOIIOJaeMBIX Y 37I0POBBIX T0OpoBOIIbIEB. Cpeaauii T1/2 y MAIIMEHTOB ¢ JIETKOU, CpeTHekH
U TSDKEJION CTENEHBIO TSHKECTH MEYEHOYHOM HEeA0CTaTOYHOCTH yUIUHsuICs 10 3,9; 5,4 u 7,4 yaca
COOTBETCTBEHHO.
Hecmorpss Ha TO, urO0 mOmOOp J03BI JEKCMENETOMHUIMHA OCYIIECTBISIETCS IO CTEIECHU
cematuBHOTO 3(dekTa y MAIMEHTOB C TNEYCHOYHOH HEJOCTATOYHOCTHIO B 3aBUCUMOCTU OT
CTENEHU HapyLIECHUsl WM KIMHUYECKOTO OTBETA CIEAYET paCCMOTPETh BO3MOKHOCTh CHUKEHUS
HavyaJIbHOW WUJIM NOJAJIEPKUBAIOILIEH JTO3bI I€KCMEAETOMUINHA.

eTH
JlaHHbIE TIO 1€TAM, OT HOBOPOXKIEHHBIX (POXKIEHHBIX Ha 28-44 Henene OEpeMEeHHOCTH) JI0 IeTel
Bo3pacta 17 ner, orpaHudeHsl. Ti, aexkcMeneromuanHa y aetei (ot 1 mecsma mo 17 ner)
COOTBETCTBYET HAOII0JIaeMOMY Yy B3POCIHBIX, Y HOBOPOXKIEHHBIX (10 1 mecsia) HabmomaeTcs
6onee mnuHHBIN Tip. B Bo3pacTHBIX rpymmax ot 1 mecsama g0 6 JeT mepuoa IUIa3MEHHOTO
KJIIMPEHCa C TOIMPaBKOM Ha Maccy Tena ObUT JTUTENbHEE, HO Yy JETEeW CcTapiiero Bo3pacTa
Habmoancs 6ojee KOPOTKUN Mepuol. Y HOBOPOXKIEHHBIX (0 1 Mecsiia) mepruo/ mia3MeHHOTO
KIIUPEHca ¢ MOMPaBKOi Ha Maccy Tena okazajics kopode (0,9 1n/4/kr), ueM B CTapIINX Tpymmnax B
CBSI3U C HE3PEIOCTHIO.

Nmerommecs 1aHHBIE TTPEICTABIICHBI B CIISAYIONICH TaOIHIIe:

Bospact N Cpennee 3nauenue (CU 95 %)
C1 (a/9/xr) T1/2 (u)
Maaangme 1 mec. 28 0,93 4.47
(0,76; 1,14) (3,81; 5,25)
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1 -<6 mec. 14 ':ﬂi:,'zji-_i EQOBATENEHD ':-2T075 oodt)
6 Mmec. - < 12 mec. 15 1,11 2,01
(0,94; 1,31) (1,81; 2,22)
12 <24 mec 13 1,06 1,97
(0,87; 1,29) (1,62; 2,39)
2 -<6mer 26 1,11 1,75
(1,005 1,23) (1,57; 1,96)
6 - <17 ner 28 0,80 2,03
(0,69; 0,92) (1,78; 2,31)

6. PAPMALIEBTUUECKHUE CBOVMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Harpus xnopun

Bopga mig uanexkui

6.2. HecoBmecTUMOCTBH

JlaHHbIi NIEKapCTBEHHBIN IMpernapaT He CcJeaAyeT CMEIMBaTh C APYTUMHU JIEKapCTBEHHBIMU
IpernapaTamu, 3a HCKJIIOYEHUEM YIOMSHYTHIX B paszene 6.6.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHuThb 1pu Temmneparype He Boiie 25 °C.

6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKHU

[To 2 M, 4 M wnu 10 M1 mpemnapara B aMIyJibl 0€CIIBETHOTO HEHTPaIbHOTO CTEKIJIa MEPBOTO
TUAPOIUTHYECKOTO KJIacca C [IBETHOM TOUKOM M HACEYKOM WJIM C LIBETHBIM KOJBIIOM u3iioma. Ha
aMITyJIbI JOTIOJTHUTEIFHO MOXKET HAHOCUTHCSI OJTHO I[BETHOE KOJIBIIO.

Ha ammysiel HakJIeMBaIOT ATHKETKY.

[To 5 ammyn MOMENIaOT B KOHTYPHYIO STYEUKOBYIO YIAKOBKY M3 TJIEHKH MOJWBUHUIXJIOPUIHOM.
1, 2 KOHTYpPHBIX YEHKOBBIX YIAKOBOK BMECTE C MHCTPYKLUEU MO MEIUIIUHCKOMY NPUMEHEHUIO
(JIMCTOK-BKJIQIBIIT) TIOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (ITAuKYy).

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WJIM OTX0A0B, TMOJYYEHHBIX TOcJe TNpPUMEHEHUs
JIEKAPCTBEHHOT0 Mpenapara u JApyrue MaAaHUIMYJISIIUM C PenapaTomM

HMHCTPYKIINY 110 IPUTOTOBJIEHNIO DACTBODA JUISI HHDV3UI

IIpucomosenenue pacmeopa

C nemo JOCTHXKEHHS pEeKOMEHAyeMOW KOHLEeHTpauuu (4 MKr/Mil wid 8 MKI/MIJ) mpenapar
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b pacteopEHekrpbibl- pacriiope Prbit

ManHurose win 0,9 % pactBope HaTpus XJI0puaa.

Hwxe mpencrariena tadnuia o0beMa KOHIIGHTpAaTa U HEOOXOAMMOTO oObeMa WH(GY3MOHHON

Cpebl.

B ciyuae ecnu TpeOyemasi KOHIIEHTpAIUS COCTABISAET 4 MKI/MIIL:

O0beM mpemapaTa Ob6beMm OO6muii 00BemM
JleKCcMeIeTOMUINH, KOHIICHTPAT ISt UHQPY3HOHHOH UHOpY3UU
MIPUTOTOBIICHHSI PACTBOPA JIJIst cpelbl
uHdy3ui, 100 MKr/ma
2 mi 48 mi 50 M
4 mn 96 mn 100 mn
10 M 240 mn 250 mn
20 M 480 mn 500 mn

B clIy4dae, €Cii Tpe6yeMa;I KOHOCHTpalus COCTAaBJIACT 8 MKr/Mi:

OObeM mpemapaTa O0bem OO6muii 00BeM
JlekcMeneTOMUIMH, KOHIIEHTPAT IS MH(DY3UOHHON uHpYy3UU
MIPUTOTOBIICHUS pacTBOpa AJIs CpeIbl
un@py3ui, 100 MKr/mia

4 mn 46 mi 50 mn

8 M 92 mn 100 mn

20 mn 230 mn 250 mn

40 mn 460 mn 500 M

e
il

epa,

[TpuroToBnEHHBIH pacTBOpP CIELYET OCTOPOKHO BCTPSAXHYTh Ul IIOJHOIO CMEUIEHMS €ro
KOMITOHEHTOB.

Jlo BBeneHuss pacTBOp HEOOXOOUMO BH3YaJbHO MPOBEPUTh HA HAIWYUE MEXaHHMYECKHX
BKJIFOUEHU I WJIM U3MEHEHUE 1IBETA.

[Tpenapat [lexcmeneToMuuH (hapMaleBTHUECKH COBMECTHUM CO CIIEAYIOIIMMH JIEKAPCTBEHHBIMU
npenaparamMu: pactBop Punrepa makrtara, 5 % pactBop aexctposbl, 0,9 % pacTBOop HaTpus
xyopuna, 20 % pacTBOp MaHHUTOJNA, TUONEHTAJl HATPUs, STOMMJIAT, BEKYpPOHUS Opomuj,
NaHKYpOHUS OpOMHJI, CyKCaMETOHHUH, aTpakypus Oe3niar, MUBAaKypus XJIOPUJ, POKYpPOHHUs
OpoMuJ, TITUKONUPPOHUS Opomuj, peHmIdGprUHA THAPOXIOPU, aTPONHHA CyIb(aT, JOMaMHH,
HOpANMHEPpUH, A00yTaMUH, MHJa30iaM, MopduHa

cyabdaTr, (QeHTaHuWna UUTpaT U

miasMo3aMelaroIme CpeacTBa.
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(NOCNEOOBATENEHOCTE 0001)

Yrrimzanus

Becp ocraBmmiics JIEKapCTBEHHBIN IIpenapar U OTXOAbI CIELYET YHUYTOXKUTH B YCTAHOBJICHHOM

MOPsIZIKE.

7. AEPZKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccusa
000 «ATomm»

445351, Camapckas 00:., r. XKurynesck, yi. ['uapoctpourenei, 1. 6.

7.1. IlpeacraBuTeib AepKaTesisi periCTPAMOHHOIO YA0CTOBEPeHM s

IIpereH3uu HOTDG6I/ITCJ'IGI‘;I HarpaBJIATH 11O aPECy.

Poccns

000 «O30n»

445351, Camapckas 0011., T.0. XKurynesck, r. XKurynesck, yi. ['unpoctpourenei, a. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETHCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (IMMOATBEPKIEHMSA
PETACTPAIIAU, IEPEPETACTPAIIAN)

Jlara nepBoii perucTpanuu:

10. TATA IEPECMOTPA TEKCTA

O6ma51 XAapaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCliapara I[CKCMCIIGTOMI/I,Z[I/IH AOCTYIIHA Ha
I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0O COr3a B I/IH(I)OpMaI_II/IOHHO-

KOMMYHHKAIIMOHHOM cetn «MHTepHeT» https://eec.eacunion.org/.
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