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MHUHHUCTEPCTBO 3JIPABOOXPAHHHUS POCEHACK OV GEARPAT I

HMHCTPYKIIMA
10 MEJUIMHCKOMY IIPUMEHEHMIO JIEKapCTBEHHOTO IIperapaTa

Baiijexkcan®

PerucrpanmoHHblii HoMep:

Toprosoe HauMeHoBaHue: baijiekcan®

Me:kayHapo/HOe HeNMATeHTOBAHHOEe WJIH TPYNNUPOBOYHOEe HAHMEHOBaHMHE:
JTeKCMEISCTOMUTIH

JlekapcTBeHHas1 popMa: KOHIICHTpAT I IPUTOTOBICHUS pacTBopa I HHDY3HA.
CocraB Ha 1 mur:

Oeticmsyioujee seujecmaso. TeKeMeIeToMuInHa Tuapoxopun 118,0 Mxr,
SKBUBAJICHTHO jiekeMeeroMuainay 100,0 MK,

gcnomozamenivbHsie geujecmaea; HATPUA XJIOpUJ 8,83 MT, BOJIa I UHBEKITUA - 10 1 MIL
Onucanue: npo3padras OeclBETHas KUTKOCTD.

dapmakoTepaneBTHUEeCKasl rpynna: [[CHXOIENTUKU, CHOTBOPHBIE U CEJIaTHUBHBIC
CpeJICTBA; JPyTHEe CHOTBOPHBIEC U CEJaTUBHBIC CPEJICTRA.

Koa ATX: NOSCMIS.

dapmaroJIOTHUYECKHE CBOICTBA

Dapmaxodounamuxa

JIeKCMeIETOMUIUH  SIBIBSIETCSI CEIIEKTHUBHBIM arOHHUCTOM  0O2-aJAPEHOPELICHTOPOB C
IITAPOKUAM CIIEKTPoM (apMaKoIOTHIeCKHX CBOMCTB. O0IaflaeT CUMITATOIUTHICCKUIM
spdexroM Onarojgaps CHIKECHHUIO BBICBOOOKICHHUS HOpaJpeHaAlIMHA U3 OKOHYAHMMA
cUMIaTUIecKuX HepBOB. CeaTUBHBIN A(hPekT 0OyCIOBICH CHIKEHUEM BO30Y K IS HUS
B Troly0OM IIITHE CTBOJa TOIOBHOIO Mo3ra (sipo ¢ mpeoliajaHueM
HOpaIpeHePruIecKuX HeUpoHOB). JlexecMeneroMuiuH 001a/1aeT aHAIbI€3UPY IONTAM U
aHeCTeTUK/aHaIbreTHK-cOeperaromuM 3¢ dekramu. CepredHo-cocy TUCThe d(PPEKTHI
HOCST J0303aBUCUMBIM XapakTep: IIPpU HU3KOH cKopocTH HHOPY3uH mpeoliagaeT

HEHTPAIbHBIN A EKT, YTO MPUBOJAUT K CHIKSHHIO YaCTOTHI CEPACUHbBIX COKPAITICHUI



COOTBETCTBYET 3K

oT ."ii'[' :_:.:- = -I._'

MY OTYETY

U apTCpHUAJIBHOIO HdAaBJICHUA. HpI/I HCIIC JIBSOREHH/]T/T —Hi%()ﬁﬁd%g ~I:II.gﬁ’a‘O'GTra}TaeT

nepudepuyueckass Ba3OKOHCTPUKIMS, IPUBOJASINAS K  IOBHINICHUIO — OOIETo
COCY IMCTOTO COIIPOTHUBIICHUS, ApTEPUATIHLHOTO JABICHUS U K TallbHEUITIEMY Y CHIICHHIO
Opaukap/Tum.

JlexcMe IeTOMUIMH MpaKTHUECKU He 001ajaeT CIIOCOOHOCTHIO YTHETATD JbIXaHUE IIPU
[IpreMe B Ka4eCTBE MOHOTEPAIIAH 3/I0POBBIMHU IaITUEHTAMH.

Cedauu}z 63POCABIX NAUUCHINOE 6 VCIIO6UAX omoeneHus anecmesuoiocuu, peaiumMariiiu

u unmencueHou mepanuu (OAPUT)

B 1wraneGo KOHTPOIHUPYEMBIX HCCIIEJOBAaHUSAX Y IIAIMEHTOB, HaXOJAIUXCS B
IIOCIIEOIICPAITOHHOM OT/ICJICHUA MHTEHCUBHOM TEpallly, paHee MHTYOHUPOBAHHBIX U
CEJIUPOBAHHBIX C IIOMOIIBIO MHJa3ollaMa Wi npornodomna, JeKCMeIeTOMUIIH
3HAUUTEILHO CHIDKAI HOTPeOHOCTh B JIONOJHUTEIBHON cemaruy (MHUa3oiaM HId
1Ipo1IodoII) U OIUOUIAX B TeueHHue 24 4acoB. BOIBITMHCTBO MAITUEHTOB, IOy YaBIIIAX
JIEKCMEIETOMUIUH, He HYXKJAJIUCh B JIOIIOJHUTEILHOU cepanuu. [laneHThl MOTIIH
OBITH YCIIEITHO SKCTYOHpOBaHBI Oe3 MpeKpaimeHus HHQPY3UH JIeKCMeIeTOMUIUHA.
HccnenoBanus, poBeICHHBIE BHE OT/ICJICHUS MTHTEHCUBHON TEpaIliy, I10TBEP Y,
YTO JeKCMEIETOMUUH MOKHO 0e30T1acHO BBOIUTH ITAITMEHTaM Oe3 UHTY Oalliy Tpaxen
IIpY HAIMYHUH YCIOBUAM TS aIeKBATHOI'O MOHUTOPHHIA.

Jlexkcme ieToMUIIH ObUT CXOJHBIM ¢ MUa30JaMoM (oTHoIeHue puckoB 1,07; 95 %
JIM 0,971, 1,176) n npontodosiom (oTHOMMEeHUE puckoB 1,00; 95 % JIU 0,922, 1,075)
110 BpeMeHH NpeObIBaHUSI B IEJICBOM JHAlla30HE ceJallii Yy IIPEHUMY IECTBEHHO
TepAllCBTUUECKUX TAITUEHTOB OTJECICHUS WHTCHCUBHOU Tepalliy, HYXIAIOIMXCH B
JUIATEILHOU OT JIerKoH 10 yMepeHHo# cenaruu (RASS or O 10 -3) B Teuenue 14 nHel,
COKpaIail JJIUTEIbHOCTh HUCKYCCTBEHHOM BEHTWIAIMHU JIETKUX II0 CPAaBHEHHIO C
MHIa30J1aMOM U BpeMs O SKCTyOallMM Tpaxew II0 CpaBHEHHIO ¢ HporodoioM Hu
MuazoMamMoM. [laleHThl, MMOoayYaBIIue JeKCMEJACTOMUJINH, Jerde IPOCHIIAIINCS,
Jy4Ilie COTPY JHAYAH ¢ TIEPCOHATIOM U JIyUIIe cOO0Maiu 00 HHTEHCUBHOCTH OOIH TIO

CPAaBHCHUIO C IIAITUCHTAMH, IIOJIYHaBIIMMHA MHUAA30J1aM 1 HpOHO(I)OJI.



VY manyeHToB, MOJIyYaBIIUX JCKCMENETO
TUIIOTCH3WSI U OpajuKapus, HO peke TaxuKapAusd II0 CPaBHCHHUIO ¢ IallMeHTaMHu,
IIOJIy4aBIIMMHU MHIa30J1aM | Hallle pa3BUBajIach TaXWKapus, HO HacToTa Pa3BUTHUL
apTepuaibHON THIOTeH3MH ObUla CXOJHA II0 CpPaBHEHMIO ¢ IIallMeHTaMH,
noayuaBImMu Iporiodot. YacTtoTa pa3BUTHS JACIHPUS, OICHUBaeMas ¢ IOMOIIBIO
mkainsl CAM-ICU (MeTo]1 OIIeHKHU CITy TAHHOCTU CO3HAHUS B OT/IEJICHUU NHTEHCUBHOU
Tepanuu), B HCCIeJOBaHMM Oblla HIDKE II0 CPaBHEHHIO ¢ MHUJA30JaMOM, a
HeKellaTeIbHbIC SBJICHUS, CBI3aHHLIC C JICIMpPUEM, Pa3BHBAIUCh peke B TPYIIIS
JEKCMEJCTOMUMHA 110 cpaBHeHHIO ¢ TnporodonoMm. Te mamueHThl, KOTOPHIM
IPEKpaTUIIA CEJallMiO B CBI3H C HEJOCTAaTOUHLIM YPOBHEM ceJallud, OBbLIH
repeBe/IeHbl Ha MpoTiodoI WM MUIA301aM.

Puck HegocTaTOUHOTO YPOBHS cealluyd ObLI BBHINIE Y MAaIlUEHTOB, KOTOPHIX TPYTHO
OBUIO CeIUpOBaTh CTAaHAAPTHBIMH METOJAaMH HE3aMEJIUTEIILHO II0 CPAaBHEHUIO C
MaleHTaMu, KOTOPhIE MePEeKIIOUaliich Ha IPYTON ceJaTUBHBIN METO/I.

Cedauua Oemeil 8 YCA08UAX OMOeIeHUL AHeCme3UON02UN, PeaHUMAUUl U UHIMEHCUBHOTI

mepanuu (OAPUT)

DddexTuBHOCTh U Oe30MacHOCTh JekeMmeaeTomuauna st ceparuun OAPUT Oblna
n3yueHa B rpymme jgered 12-17 ner (n=57). Cemamusa JeKCMEIECTOMUIUHOM
IIPOBOJWIIACH JIO 5 CYTOK B BHJI€ BHYTPUBEHHOUN MH()Y3UU O3 HACBHITAIOMENA TO3HI,
HavaJbHas Jo3a cocTaBuia 0,7 MKI/KI/9ac ¢ BO3MOKHOCTBIO TUHTPOBAHMS B IUaIla30He
0,2-1.4 MKr/Kr/4ac U1 JOCTIDKEHMS IIEJIEBOTO 3HaUeHU ceaaii. 92 % IalueHTOB
(95 % JI1: 86.04-95.80 %) HaxoauIHUCh B IIEIIEBOM YpOBHE cepanuu, 98.2 %
narenram (95 % JIU: 87.76-99.77 %) He TpeboBanach JONOIHUTEIbLHAS TEpaIlvs
CeJIaTUBHBIMU IIpETIapaTaMHu.

JlokazaTenbcTBO  3¢dexkTuBHOCTH Yy AeTeld  ObUIO  BBIIBIEHO  paHee B
JT030KOHTpopyeMoM ucciegoBanud B OAPUT Ha Gomibloit nocieorepaioHHoN
TIOTTY JBIITAA B Bo3pacTte oT 1 mecsna g0 < 17 ner. [Ipubnuzurensao 50 % marueHToB,
[IOJIyYaBIMX JEKCMEJICTOMUINH, He TpeOOoBaIM JOIOJHUTEIHHON cepalud ¢

IIOMOIIIBIO MHAAa30JIaMa Ha IIPOTAKCHUN Je4eOHOTro IepuoJa B 20,3 qacoB, HO HEC
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BO3pacTHOU TIpymibl g0 12 mer. MHQopMarus 1o IPUMEHEHHIO IIperapara y
HOBOPOXK/JICHHBIX (28 — 44 Heenu recralid) O4eHb OrpaHUYeHA U OIUCHIBAET TOIBKO
HCIIONb30BaHue HM3KUX 103 (<X 0,2 Mkr/kr/gac). HoBopoxJaeHHBIE MOTYT OBITh
O0COOEHHO YYyBCTBUTEIILHBIMU K OpajukapaudeckoMy >Q@exTy aexcMeneToMuanHa
[IPU HAJIWYWWA TUINOTEPMHUHA U IIPH COCTOSHUSIX, KOTJIa CEPJAEYHBIA BBIOpPOC
OIIPEJIEISIETCS YACTOTOU CEePJIEUHBIX COKpPAIICHUH.

B JIBOMHBIX CJEIBIX KOHTPOJIHUPYEMBIX HCCIEJAOBAHUAX IperapaTa CpaBHEHHUS B
OAPUT yacToTa BOZHUKHOBEHHUS YTHETEHUS KOPBHI HAJAIIOUYEUHUKOB VY IIAIUEHTOB,
MOJIyHaroIuX JeKeMereToMuinH (n=778) cocrtapisiiia 0,5 % B cpaBHenuu ¢ 0 % y
MAIMEeHTOB, IOyJaomux Tu0o MugazoidaM (n=338), mudo nporodon (n=275). 3o
He)KeJlaTelIbHOE SIBIIeHne ObLIO OTMEUYEHO Kak JIeTkoe B 1 cllydae U cpejiHel TsoKecTH
B 3 cliydasx.

Cedauu}l npu npoee()enuu aHecmesnono2uIecko20 nocobuis V 63POCAbIX NAUUCHINOE 60

gpems OUAPHOCHIUYE CKUX U XUPYD2UUECKUX MAHUNYAAUUT/ ce0auiisd 8 CO3ZHAHUU

bezomnacHocTh 151 P PEKTUBHOCTL  JIEKCMEIETOMUINHA UL ceJalud
HEUHTYOMpPOBAaHHBIX IIAIIMEHTOB O WWIM BO BpeMs XHUPYPIUUECKUX H©
JTUATHOCTUYECKUX BMENIATEIHLCTB OICHUBAIN B PaMKaX JBYX PaHJIOMHU3APOBAHHBIX
JTBOMHBIX CIETBIX IUIANE00-KOHTPOIUPY EMBIX MHOTOIIEHTPOBBIX UCCIIEIOBAHUMN.

B HccnepoBanmu 1 paHIOMU3HPOBAIA  IIAIIMEHTOB, KOTOPBIM  BBIIIOJIHSIIA
OIIpEJICIICHHbIE  OIEPAlUW/IPONIEAYPhl  IIOJ] KOHTPOJIHUPYEMON aHecTe3ued u
MECTHOW/PErHOHalbHONH aHecTe3Wel, KOTOphle IONyYalld Harpy30dHYIO JIO3Y
nekemeneromuauda 1 MKr/kr (n=129), wm 0,5 Mxr/kr (n=134), wm 1wiamnedo
(bm3umonornmdgeckuit pacTBop: n=63) B TeueHue Oonee 10 MHHYT, a 3aTeM
MOJIJIEp)KUBAIONYI0  MHPY3m0 co  ckopocthio 0,6 MKr/kr/gac.  CKOpPOCTB
nojJiep kuBatomeid  uHQy3uM  HccIeyeMbIM  IIperiapaToM  TUTPUPOBAIA
or 0,2 Mkr/kr/gac jo 1 mMxr/kr/dac. KolmdecTBO MHaIrueHTOB, KOTOPBIE JTOCTHUIIIA
IIEJIEBOTO YPOBHSI CeJallvH (I1KaJjia OIIeHKH OoipcTBOBaHus U ceqanuu, OAA/S<4), 6e3

HeO6XOZLI/IMOCTI/I BBCIACHILL PE3CPBHOIC CCAATHBHOIOC IIpCllapaTa MHAAa30JiaMa,



COOTBETCTBYET 3KCNEPTHOMY O
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MOCOENRRATENBHOCTE 00
cocraBiia 54 % IanueHToB B IpyIIIe, 10 qapmiei T UKLKL HekdSie TeToM

ot 30.0

40 % B rpymme, nonydaBiied 0,5 MKI/KT JeKCMEJISTOMHUINHA, B cpaBHEHUH ¢ 3 %
[IAIMEHTOB B TIpynne Iuianedo. Pasznmmuume pHCKOB B KOIWYECTBE IIAIUEHTOB,
PaHJOMU3UPOBAHHBIX B TIPYMIIy JEKCMeJeToMUIuHa | MKI/KI W TPYIIY
naexcMeeromuHa 0,5 MKI/KT, ¥ He TpeOYIONUX BBEJICHUS PE3EPBHOTO CEIaTUBHOTO
npenapara Mujasoliama, cocraBisiia 48 % ( 95 % JI: 37-57 %) u 40 % ( 95 % JIU:
28-48 %), COOTBETCTBEHHO, B cpaBHeHMH ¢ Iutariebo. CpemHss J03a Pe3epBHOTO
CeJIaTHUBHOIO IIpellapara MyjgasollamMa cocrtaBmiina 1.5 (0,5-0,7) Mr B rpymie
nexkemeaeromuauaa 1,0 mMxr/kr, 2 (0,5-8,0) Mr B rpymme JeKcMeJIeTOMUINHA
0,5 Mxr/kr u 4,0 (0,5-14,0) mr B rpymre Ivanedo. Pasuuiia cpegHux 3HaUeHUH
pEe3epBHON J103b MUJIa3ojaMa B Ipymne jgekcMeeToMuanHa 1,0 MKI/KT U rpyIine
nexkemeaeTomuauHa 0,5 MKI/KT B CpaBHEHHUH ¢ Inianeto coctaBisiia -3,1 mr ( 95 %
JA: -3.8- -2,5) u -2.7 mr ( 95 % JIU: -3,3- -2,1) COOTBETCTBEHHO, B IIOJIbL3Y
nexkemeneromuinaa. CpejlHee BpeMs O BBEJIECHHS IIEPBOM JIO3Bl PE3EPBHOIO
MHuJazolamMa cocrapisiiia 114 mMuHyT B rpylme jaekemeaeromuauHa 1,0 MKI/KT,
40 MUHYT B Irpyle aekemeaeroMuanta 0,5 MKI/KT 1 20 MEHYT B TPYIIIE IUaneoo.

B wuccrmepoBannn 2 paHJOMH3HUPOBAIX  IIAITUEHTOB, KOTOPBIM  IIPOBOJWIA
(ubpoonTHIECKYIO UHTYOAIIMIO Tpaxe!u IIPU COXPAHEHHOM CO3HAHWHU II0]] MECTHOU
aHeCTe3WeH, Uil IONYYEHUS HArpy309HOM WH(QY3UH JEKCMEJEeTOMUJIMHA B JI03€
1 MKI/KT (n=55) wim mwianedo (pu3noaoruueckut pactBop) (n=50) B TeUEHUE CBBIITIE
10 MHHYT ¢ TIOCIIEIYIONIEH ITOCTOSIHHON MO JJIEPKUBAIOIICH HHPY3UEH CO CKOPOCTHIO
0,7 mxr/kr/4. KonuaecTBO HaIrMeHToB, Y KOTOPBIX YAJIOCh JIOCTUYb U YAEPKUBATh
1IeJIeBOE 3HAUCHHUE YPOBHS cejganum > 2 110 mkaine RSS (mmkana cegamuu Pamcest) 6e3
BBEJIEHUSI PE3EPBHOIO CEJATUBHOIO IIpelapaTta MujasojlaMa, cocraBmwia 53 % B
rpyIIe JeKcMeIeTOMUINHA 110 cpaBHEHUIO ¢ 14 % B rpymie miaredo.

Paznmuuue puckOoB B KOIMYECTBE IAIMEHTOB, PAaHJAOMHU3UPOBAHHBIX B TIPYIILY
JIEKCMEJCTOMUIMHA, HE HYXKIAIOMUXCS B PE3epBHOM Tepallud MHUAA30J1aMOM,
coctaBmwio 43 % (95 % JIU: 23-57 %) B cpaBHeHuu ¢ Iviarebo. Cpensss ao3a

PE3CPBHOIO CCHATHUBHOIC IIpCllapaTa MHAA30J1aMa COCTaBIIdlIa 1,1 MI' B TIpPVIIIC



COOTBETCTBY

JEKCMEJETOMUIMHA U 2,8 MT B TpYIIIIE IUIall
Mylazoiama coctapisiia -1,8 Mr (95 % JIU: -2,7- - 0,86) B O3y AEKCMEACTOMUIUHA.
Dapmakokunemuka

QapMaKOKWHETHKA JEKCMEJACTOMUJNHA M3Y4dallach y 3J0POBBIX JOOPOBOIBIEB IPH
KPaTKOCPOYHOM BHYTPHUBEHHOM BBEJICHUHU U Y NAIUEHTOB OTJEJICHHUSI WHTEHCUBHON
Tepalvy IIPH JIIUTeIbHOM HH(Y3UOHHOM BBEJICHUH IIperapara.

Pacnpeoenenue

JlekcMe IeTOMUJIH TIOAUUHSIETCS By XKaMEPHOI MOJIEIIH PacIIpeICICHYSL.

Y 310poBBIX JOOPOBOJIBIEB OH IOJABEpraercss OBICTPOH aze pacupeelleHusT ¢
IIEpHOOM 0Ty pactpeesieHus (112,) paBHBIM 6 MUH.

CpeHee 3HaUE€HHUE TEPMUHAIBHOTO IIepro/ia oy BbiBeieHus (11/2) IpuOIU3UTEIIHHO
paBHO 1,9-2.5 4 (min - 1,35, max - 3,68 4) u cpeiHee 3HAUCHUE PAaBHOBECHOTO 00heMa
pactpegeneHus (Vg) npuOnmsureabHo paBHo 1,16-2.15 w/kr (90-151 m). Cpennee
3HaueHue IutazMeHHoro kiaupenca (Cl) - 0,46-0,73 n/@/kr (35,7-51,1 w/q). Cpeausis
Macca Tella, XapakTepHasi I yka3zaHHBIX Vg ¥ Cl paBHsmach 69 Kr.

[lma3menHast (papMakOKWMHETHKA JEKCMEJCTOMUJMHA Y TAIUEHTOB OT/IEICHUS
MHTEHCUBHOU Tepalliy IocIie BBEJICHUS Ipenapara >24 4 corocraBuma. PacueTHble
dbapMakokuHeTHUEeCKHEe IapamMeTphl: Tin mnpubnmsurenbHo paBeH 1,5 1, Vg -
npuOmmzurenbHo 93 1 u Cl - npubmmsurensao 43 1w/kr. B amanazone g03 ot 0,2 10
1,4 MKr/Kr/4, gapMakOKWHETHKa JEKCMeEJIeTOMUIMHA JTUHEeHHA, OH HEe KyMyIHUpyeT
IIPH JICUCHUU IIPOJIOIKUTEILHOCTEIO g0 14 jgHel. CBa3b ¢ OenkaMu IUIa3Mbl
mekeMeeToMuIHa - 94%. CrelleHb CBSI3LIBAHUS ¢ OelIKaMM IUIasMBI IIOCTOSIHHA B
Jqvana3zoHe KoHreHrpanuit ot 0,85 10 85 Hr/MIL. J[eKcMeAeTOMUINH CBSA3bIBACTCS Kak
C CBHIBOPOTOUYHBIM aJIbOYMHHOM HEJIOBEKa, TaK U C 0j-KACIBIM TIUKOIIPOTEHHOM,
CBIBOPOTOUHBIN  albOyMHUH  SIBJSIETCSI ~ OCHOBHBIM  O€JIKOM, €  KOTOPHIM
JIEKCMEJICTOMUJIMH CBSI3BIBAETCS B ILIA3ME KPOBH.

Memabonusm u evigedenue

JlexcMeIeTOMUIMH ~ TIOTTHOCThEO — MeTabonm3upyercs B IledeHW. HadvanbHbIN

MeTadoIm3M IIPOTCKACT 110 TpEeM MeTa00IMISCKIM IIYTAM: IIPAMOC
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NOCNENOBATENRHOCTER 0001)
N-rmoky poHUpOBaHuE, IpsiMoe N-MeTHITN OBAHHE 1 OﬁbngHOBH#ESe‘ HHTOXp“OH\'mM

P450 oxucinenue. IlpeoOnagaromuvu  MeTaOOIUTAMH  JeKCMEJICTOMHUINHA B
KPOBOTOKE SIBJISIIOTCS JIBA M30MEPHBIX N-IIIIOKY pOHU/IA.

Mertaboaur H-1 (N-MeTwi-3-TuipoKCUMETHIACKCMeAeTOMUAHA O-TIIFOKY POHU/)
TakkKe SBISIETCS OCHOBHBIM ITUPKYJIHUPYIOIMMM HPOAYKTOM OuoTpaHcdopmaruu
JIEKCMEIETOMUIVHA.

[Mutoxpom  P450  katrammupyer  oOpa3oBaHME  JBYX  BTOPOCTEIIEHHBIX
[APKYJIAPYIOMUX METaOOIUTOB:  3-THIPOKCUMETHIICKCMEIETOMUINH 00pa3yeTcs
IIyTeEM TUAPOKCWIMPOBAHUS IO 3-METHIBLHON TIpyIlie jaekcMmeaeTromuanHa U H-3
oOpa3zyeTcsl 3a cUeT OKHCICHUS HWMHUJA30JIbHOrO Kolblla. COTNacHO JIOCTYITHON
nH(popmarum oO0pazoBaHUe OKUCICHHBIX METAOOIUTOB IIPOUCXOINUT C YIaCTHEM Psijia
modepmentoB muroxpoma P450 (CYP2A6, CYP1A2, CYP2El, CYP2D6 wu
CYP2C19). DOrm MeraGonuThl He OONQAalOT 3HAYUMOU (apMaKoIOTHIECKON
AKTUBHOCTBIO.

[Tocnie BHYTPUBEHHOTO BBEICHUS PAJUOAKTUBHO MEUEHOTO JEKCMEIeTOMUINHA Yepes
9 nauel mpuOIIMBUTENHLHO 95% pajnoakTUBHOCTH OOHapy XuBajaoch B Moue U 4% B
dexkammsax. OCHOBHBIMH MeTaOOIMTaMH B MoOU€ SBISIIOTCS JiBA HM30MEPHBIX
N-rmokypoHuja, COCTAaBIISIIOIITIE 34% BBEJICHHOU JIO3HL, )51
N-MeTUI-3-TAPOKCAMETHII- JEKCMEJETOMUIUHA ~ O-TTIOKYPOHUJI,  COCTABIIIONTNI
14,51% pmo3sl. BropocTenieHHble MeTaOOIUTHL:  JAeKCMeEAeTOMUAUH-KapOOHOBAs
KHUCJIOTa, 3-THAPOKCUMETHI-JICKCMEJICTOMUJINH U ero O-IIOKYPOHHUJ COCTaBILIIOT
1,11-7,66% no3HL.

Memnee 1% HEM3MEHEHHOTO JIEKCMEACTOMUINHA 0OHapy )KuBaeTcs B Mmoue. Oxoo 28%
MeTaOOJIUTOB B MOYE SIBJSIFOTCS HEY CTAHOBJICHHBIMHA BTOPOCTEIICHHBIMHU.

Ocobwie epynnvi

3HaunUTeNbHbIE pa3nuiusd B (apMaKOKMHETHKE B 3aBUCHMOCTH OT BO3pacTa W IoJa
OTCYTCTBYIOT.

[lo cpaBHEHMIO C€O 3JOPOBBIMH JOOPOBOIBIIAMH Y JIMI[ C II€YEHOYHOU

HCOOCTAaTOUYHOCTHIO CHHUKACTCA CTCIICHDL CBA3bIBAHM ACKCMEACTOMUANHA C OenxkaMu



1a3Mbl. CpeHss 1ol HeCBA3aHHOU (hpakIIuy It
8,5% y 310poBBIX JTOOpPOBOIBIEB 0 17.9% y mui ¢ TSKelIod IEYCHOYHOH
HEJOCTATOYHOCTHIO. Y  TAIMEHTOB C  Pa3JIMYHON  CTENEHBIO  IIEUCHOYHOU
HejocrarouHocTd (Kimace A, B u C no mxane Yaina-I11pr0) cHIKaICAd II€4eHOYHBINA
KIMPEHC JEeKCMEJACTOMUINHA U yIIUHSICH Tip w3 1wiasMmbl. CpeJHHE 3HAYCHUS
IUTA3MEHHOTO KIIMPEHCA HECBI3aHHOTO JIEKCMEJICTOMUJINHA Y JIUI] C JIETKOU, CpeTHer
U TSKEI0M IEUSHOYHOM HEJIOCTATOYHOCTHIO COCTaBILLIA COOTBETCTBEHHO 59%, 51%
1 32% oT HabmogaeMbIX Y 3J0POBLIX J00poBoibleB. Cpeaauii T, y HAMEHTOB ¢
JIETKOH, CpeJIHEN U TIKEIIOU MEUESHOUYHON HEIOCTATOUHOCTRIO Y UIHHAIICS /10 3,9; 5.4
A 7.4 9, COOTBETCTBEHHO.

HecmoTpst Ha TO, 94TO 1TOA00P 03Bl JEKCMEIETOMUIAHA OCY IECTBIBICTCS 110 CTEIICHU
cegatuBHOrO »(dekra, y MAIUeHTOB ¢ IIEYCHOYHOM HEJIOCTaTOYHOCTHIO B
3aBUCAMOCTH OT CTEIICHA HapyIlIeHUus WIA KIAHUYECKOrO OTBeTa CIEAyeT
paccMOTPETh BO3MOXHOCTh CHIDKCHHS HadalbHOM WIHA TIOJJIEPKUBAIOIIEH O3B
Ipemnapara.

[To cpaBHEHMIO CO 30POBHIMU JOOPOBOIIBIIAMHA Y THAITUEHTOB C TSKEION MOYeTHOMN
HEJOCTATOYHOCTHIO  (KIMpeHe KpearwHuHa <30 MI/MUH) dapMaKOKHHETHKA
JEKCMEICTOMUIUHA HE U3MEHSIETCSL.

JlaHHBIE TIO JIETSIM, OT HOBOPOKJICHHBIX (POK/IEHHBIX Ha 28-44 Hejene OepeMeHHOCTH)
710 JeTeit Bo3pacra 17 net, orpaHnudeHsl. [ lepro 1 11o1y BbIBe IeHUS JEKCME I TOMUAIAHA
y gerei (oT 1 mecsna go 17 meT) cooTBeTCTBYET HAOMOAAeMOMY Y B3POCIBIX, HO Y
HOBOPOKJIEHHBIX (710 1 Mecsia) HabmoaaeTcs Golee INIMHHBIA IIeproa. B Bo3pacTHRIX
rpynmax ot 1 Mecsia o 6 Jer, Iepuo INIa3MEHHOTO KIIMpeHca ¢ IIONpaBKo Ha Maccy
Tena ObLI JUIUTEIbHEe, HO Y JeTel cTapIero Bo3pacTta HaOmopancs 0oee KOPpOTKUM
repuoji. Y HOBOPOXJICHHBIX (0 1 Mecdma) mepuoj IUIa3sMEHHOTO KIHpPEHca C
IIOIIPaBKO# Ha Maccy Tella okazaics kopoue (0,9 1/4/Kkr), ueM B cTapIIux TpyIIiax B

CBJ3HU ¢ HC3PCIIOCTHIO. Hmerommecst JaHHbIE IIPCACTAaBIICHLI B cnezxylomef/i Ta6JII/II_[eI




COOTBETCTBY

P g e ey g gy o g

T e

Bospacrt N Cl1 (7w/u/kr) T2 (1)

0,93 4,47

Muapme 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 mec. 13 (0,87; 1,29) (1,62; 2,39)
1,11 1,75

2 - <6 mer 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)

Iloka3zanng K NPpUMCHCHHIO

Cepanusi y B3pOCJIBIX IAIIMEHTOB U JieTel crapiie 12 Jer, HaxoMIuxcs B
OTJEIICHUN AaHECTE3UOJIOTUH, pPEaHMMallid U HWHTEHCHUBHOW  Tepaluwy,
HeoOxoauMas Iy OMHa ceJJallii KOTOPBIX He MPeBHImaeT IIpody KISHUE B OTBET
Ha TOJIOCOBYIO CTUMYJBIITHIO (COOTBETCTBYET Jualiazony ot 0 1o -3 0aluioB IIo
kaie Bo30y K aeHus-ceparuu Pumavona (RASS)).

Cenarust y HeMHTYOMPOBAHHBIX B3POCIBIX HAIUEHTOB 0 WWIM BO BpeMs
IIPOBEJICHUS JUATHOCTUYCCKUX WIM XHUPYPIrUUECKUX BMEIIATeIbLCTB, T.€.
cejaliyisi IIPA  TPOBEJCHUH aHECTE3UOJIOTHYECKOTo IocoOus/celaiusl B

CO3HaHMU.

IIporuBonoKa3anus

['nrepayBCTBUTENIHHOCTH K KOMIIOHEHTaM IIperiapara.
ATtpuoBenTpukyisipHas Onokaja [I-111 crenenu (Iipu OTCYy TCTBUA

HCKY CCTBEHHOT'O BOJIUTEISI PUTMA).

HexkonTpoimpyemas aprepraibHasi THIIOTEH3 UL

Ocrtpas 1iepedpoBacKysIpHas ATOJIOTHSL.

Jlerckumii Bo3pact J0 12 ner (U1 IoKazaHus «ceaalys Ipy IIPOBEIeHUN

AHECTE3HOJIOTHIECKOTO TTOCOOMS/ ceJlalys B CO3HAHUM» — J€TCKUN BO3pacT go

18 mer).



COOTBETCT E,

IIpumeHenne npu GepeMEeHHOCTH U B 1€
bepemennocme

JlaHHBIE O NIPUMEHEHUU JIEKCMEJCTOMUINHA Y OCpEMEHHBIX JKEHIIUH OTCYTCTBYIOT
WY OTPaHUYCHBI.

B wuccnepoBaHWMsSX y KMBOTHBIX BBIIBIIEHA PENPOAYKTHBHAS TOKCHUYHOCTb.
batinexcan® He ciejyeT NPUMEHSITH BO BpeMsl OEpeMEHHOCTH, €CIIA KIMHUYECKOE
COCTOSIHHE KEHITUHBI He TPeOyeT JICUeHHs JeKCMeIeTOMUIAHOM.

lepuoo epyonoeo sckapmnueanus

JlekeMeIeTOMUJIUH BBIJIETSIETCS B TPYJHOE MOJIOKO YEIIOBEKa, OJHAKO €r0 YPOBHHU
HaxOJISITCS HUKE IIpeJieria oOHapy KeHus yepes 24 qaca ocle NpeKpanieHus BBeIeHUS
npenapara. PUCK JUII MIIaJIeHIIa He MOKeT OBITh UCKIIIOUEH. Permenue o rpekpanieHun
I'PYJTHOTO BCKapMIIMBaHUS WU IIPEKPAIECHUS] TEPAIU JEKCMEIECTOMUIAHOM JOILKHO
OBITH PUHATO C YUETOM IIOJIB3BI IPYIHOTO BCKApMIIMBaHUS JJISI MIIAJIEHIIA U TIOJIb3BI
Tepaluu JeKCMeIeTOMUJIUHOM JIJISI MATEPH.

DepmunbHocms

B uccnejoBanny GepTHIIBHOCTH Ha KPbICax JEKCMECTOMUINH He OKa3bhIBaJl BIIASHUS
Ha PENpOJyKTUBHYIO (PYHKIMIO CaMIlOB WM caMOK. Her JaHHBIX B OTHOIICHUU
BIIMSTHUSI Ha PENIPOTYKTUBHYIO By HKITHIO Y YeTIOBEKA.

Crioco0 npuMeHeHust U JI03bI

Cedauus v 83p0ocisbix nauue Hmoe 1 oemetl cmapuie 12 nem, Haxooauxca 8 omoene

AHeCMe3UON02UN, PeaHUMAUUN 1 UHMEHCUSHON mepanuu, Heobxooumas 21VouHa

ce@auuu KOMoOpbIX He  npeesbiliiaein n,vo6v9fcdeuue 6 __Oomeem  Ha 20510Co8Vio

cmumMyaauuio  (coomeememeyvem ouanazony om 0 0o -3 banioe no wkane

8030yorcoe Hus-cedayuu Puumonoa (RASS)):

Tonpko A1 cTarmoHapa.

[Ipenapar baitnexcan® JOKEH NMPUMEHSTHCS CICIHATUCTAMH, UMEIOIAMH OIIBIT
JIeUeHUS TIAIIUEHTOB B YCIIOBUSX HHTEHCUBHOM Tepalvu.

[TarueHTOB, KOTOPHIM IPOBOJUATCS MCKYCCTBEHHAS BEHTWLIIUS U Ceallysl, MOXKHO

IIEPEBOIUTH Ha JIEKCMEIeTOMUIMH ¢ HAa9aIbHOU CKOPOCThIO UH(PY3uH 0,7 MKI/KI/4ac,
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COOTBETCTBY

ot 30.0

C TOCIEJYIONMed KOoppeKImed 03bl B HDGHGIBX Aot '563“ WA

1,4 mkr/kr/dac, Jis JTOCTHKEHUS KEIaeMOTrO YPOBHS CEJAlliH, B 3aBUCHMOCTH OT
peakiun nareHTa. Jis ociaaGlleHHBIX IMAITUEHTOB CIEJyeT PaccMOTpeTh Oolee
HU3KYIO HAYaJIbHYIO CKOPOCTh WMH(PY3UH. JIeKcMeJaeTOMUIUH SBIBIETCS MOIIHBIM
CPEACTBOM, IIOTOMY CKOPOCTH €T0 BBEJICHUS IIPUBOJIUTCS B PacueTe Ha Yachl.

[Tocre KOppeKIMHU J03bI JOCTHKEHUE 1eJIEBOH Iy OMHBI ceJaITiy MOKET 3aHUMATh JI0
OJIHOTO Yaca.

He creayer mpeBblliaTh MaKCHUMAaJIbHYIO JO3UPOBKY Iiperapara B 1,4 MKI/kr/gac.
[TareHTHI, HE JOCTUIalOIUE JOJDKHOTO YPOBHS CeJallid IIPA MaKCHMallbHOHU
JIO3APOBKe TpernapaTa balijiekcan®, JOILKHBI OBITh IIEPEBEJICHBI HA albTePHATUBHBIN
ceJIJaTUBHBIM Ipenapar.

Brejenue Hachimaromei 1036l npenapara B OAPUT He pexoMeH Iy eTcs, Tak Kak Ipu
STOM IHOBBIIAETCS YacToTa HEKEIATeIbHBIX JIEKapCTBEHHBIX peakiuid. llpu
HEOOXOJIMMOCTA MOTYT TPHUMEHATHCS MPOIIO(POII WM MUJA30TIaM JIO JOCTHKECHUS
KIMHIIecKoro >gpdexra npenapara baiekcan®.

OnbIT IpuMeHeHus Iiperiapata baifjiekcan® B Teuenne Oonee 14 gHEH OTCYTCTBYET.
IIpn npumenenun npenapara Oonee 14 pHEN HEOOXOAUMO PETYIBIPHO OIEHUBATH
COCTOSIHUE TIaIlUEeHTA.

Ocobwie cPVYrnsl NAUUeHos npu cedauuu V 63POCIBIX NAUUCHINOE U Ooemeii cmapiiie 12

Jient, Haxod}lmuxc;z 6 _omoeneHuu AHEeCMe3UONO2UN, PeaHUMAUUU U UHMEHCUBHOU

mepanui

L oorcunvie nayuenmsi

Koppexnuu 10361 00BMHO He TpeOyeTcs (eM. pazjei « DapMakoKUHEeTHKa ). [ [oKuibie
IIAIAEHTHl MOTYT HWMETh IOBBIMICHHBIA PHUCK TUIIOTEH3UU (CM. pazjen «OcoOble
yKa3zaHWs»), HO OI'paHUYEHHBIE JaHHbBIE, UMEIOIHECS B OTHOIICHUHU CeJallui IpHU
IIPOBEJICHUH aHECTE3UOIOTHIECKOTO MOCOOUS, HE MPEeJIoaraloT HaJIudds HeTKON
JI0303aBUCUMOCTH JJAHHOTO PUCKA.

loueunasa nedocmamounocms

Koppexiuu 10361 00bIMHO He Tpedyercs.
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COOTBETCTBY

ot 30.0

Heuenounaa nedocmamounocme

JlekemeieToMUIMH  MeTaOOIM3UPYETCS. B IIEUEHH, IIOPTOMY Y IAIUeHTOB C
[IEYEHOTHON HEJOCTATOYHOCTHIO OH JIOIDKEH IIPUMEHSITLCS ¢ OCTOPOKHOCTHIO. Takum
[anyueHTaM  II0Ka3aHO CHIDKEHWE HOJJepKUBAONEed  J03bI  (CM.  pasjelibl
«PapMakoKuHEeTHKa» U «OcoObIe YKa3aHUs» ).

Jemu

Bospactaasg rpyona ot O o 11 JeT.

besonacuocTh U 3 dekTUBHOCTD IpenapaTta balijekcaH® He JOCTaTOYHO HM3YUeHaA Y
nereit or O mo 11 ner. Texymme MOCTYIIHBIE HUCCIEIOBAHUS OIMCAHBI B paszjenax
«IToGounoe geticrBue», «DapmakoguHaMuka»y u «DapMaKOKMHETHKa», HO
PEKOMEHIAITAN 110 PEXUMY HE MOKET OBITH JJaHO.

Bo3pactrag rpyoma ot 12 mo 17 ner.

Pexum JO3UPOBAHU COOTBCTCTBYCT PCKUMY AO3UPOBAHUS Y B3POCJIIBIX, CM. BBIIIIC.

Cedayusa npu npose deHu AHeCme3uono2uiecko20 nocobus/cedauiis 6 CO3HaHUU

IIpenapatr baitgexcaH® MOKET HPUMEHSITHCS CHCIHAIUCTAMM, UMEIOIAMU OIIBIT
IIPOBEJACHUS aHEeCTE3NOIOTHISCKOTO OCOOMS IIalleHTaM, B OIIEpaIlMOHHON WIN IIPU
IIPOBEJICHAN JIeUeOHBIX WX JAATHOCTUIECKIX MaHUITY JSIITAMN.

[Ipu npuMeneHuu npenapata baijgekcan® I cefalldd B CO3HAHUM ITaITUCHTHI
JTOJDKHBI TIOCTOSIHHO HaXOJAHUTHCS TIOJ KOHTPOJIEM JIMIl, HE Y4YacTBYIOIMX B
IIPOBEJCHUN TAATHOCTUIECKOTO WIN XUPYPrUUIeCcKOro BMeIaTe ILCTBA.

HeoOxonumo OCYIIECTBIATL IIOCTOSHHOE HaOMOJCHUE 3a IallueHTaMu IS
BBISIBJICHUSI paHHUX MPU3HAKOB TUIIOTEH3UH, TUIEPTCH3NH, OpaUKap A, yTHETCHUS
IbIXaHWsI, OOCTPYKIMM JAbIXaTelIbHBIX IIyTeH, alHo», TUCIIHOD W/WIN IaJcHUS
caTypalyu.

HeoGxonmmo oOecreunTh HaIUYUE OKCUTECHOTEpaIldd, KOoTopas JoJbKHA OBITh
He3aMe[JIUTEILHO IIPUMEHEeHa, B ¢iIydae IToKa3aHui I ee IpuMeHeHus. CaTy paluio
KHCJIOPOa HEOOXOUMO OTCIIEKUBATh METOIOM ITY JIbCOBOM OKCHMETPHH.

Bregenne npenapara baiijiekcaH® HauYMHAIOT ¢ Harpy309HOM JO3BI, MOCIE KOTOPOM

CICAyCT IO ACPKUBaromasil I/IH(I)ySI/ISI B 3aBuCHUMOCTH OT THIIAa BMEIIATEILCTBA MOKET
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OTpeOOBaTLCS. COOTBETCTBYIOIAS MECTHA
JUISL TOCTHKEHUS KeJlaeMoro KIMHudeckoro sddekra. PexomeHayercs IpUMEHSIThH
JOTIOTTHUTEIIPHYIO aHAITe3WI0 WM CEeJaTHUBHbBIC CpPEJCTBAa (HAIPUMEP, OIHOUJIBI,
MyjiazonaM, nporodoll) B ciaydae OOJIE3HEHHBIX BMEIATeIbCTB WM  IIPU
HeoOX0IMMOCTH OoJiee Ty G0KOro ypoBHS ceparmu. GapMakOKUHETUIECKUN TIEPHO/
oIy pacupe/ielieHus npenapara baiijekcaH® OIeHUBAlOT IpUMEpHO B 6 MuH. Ero
CIIeJlyeT YUHUTHIBATh BMecTe ¢ s¢dexTamu Jpyrux NPUMEHSEMbBIX IIPeraparoB il
OIICHKA BpPEMEHH, HEOOXOJUMOTO ISl TUTPOBAHMSI, IS JOCTHKCHHS KeJIaeMOro
KIMHIIeckoro >¢dexra npenapara baiiekcan®.

Hauano cedayuu npu npogedenuu amnecmes3uonoeuiecko2o nocoous:

Harpyzounas no3a B Buje undy3uu 1,0 Mxr/kr B Tedenue 10 MmunyTt. B oTHOmEeHNM
MEHEee WHBAa3WBHBIX BMEIIATEIbCTB, HAIPUMEpP, TaKUX Kak O(TaIbMOIOTHUIecKUe
OIlepaIfy, MOXKET IIPUMEHAThCS Harpy3o4uHas Jo3a 0,5 MKI/KT B TedeHue 10 MUAHYT.
Hoooeporcanue cedayuu npu NposedeHUU ane CIme3UoNI02UNeCKO20 NOCOOUsL:
[TopnepxuBaroniyro UHPY3UIO OOBMHO HauWHAOT ¢ J03bl 0,6-0,7 MKI/Kr/dac u
TUTPUPYIOT JIO JOCTHKEHUS KeIaeMOro KIMHUIECKOTo 3 dekra B JuarazoHe J[03 OT
0,2 g0 1 wkr/kr/gac. CxopocTh HOJJepKUBAONEH HHPY3UH HEOOXO0UMO
KOPPEKTUPOBATH JIO JOCTUKEHUS IIEJIEBOTO YPOBHS CEAAITUU.

Ocobwie CPVInbsl NAUeHmos npu cedauuu npu npogedenuu arecmesunoliocude CKo20

nocobus/cedauiis 8 CO3HAHUU

I oxcunvie nayuenmoi

Koppexiuu 10361 00bIMHO He TpeOyeTcs (eM. pasael « PapmMakokuHeTHKa ). [[oxkumble
[IAIAEHTHl MOTYT WMETh MOBBIMICHHBIM PHUCK TUIIOTEH3UH (CM. pazjen «Ocolble
yVKa3aHUs»), HO OTPaHUYCHHBIC JaHHBIE, UMEIOIHECS B OTHOINCHUHN CEJalluu IIpU
IIPOBEJCHUN aHECTE3UOIOTHIECKOTO MOCOOMS, He NPEeIIoaraloT HaJIudus YeTKON
J0303aBUCUMOCTH JIAHHOTO PUCKA.

loueunasa nedocmamounocms

Koppexnuu 710361 00BIMHO HE TpeOyeTcs.
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lleuenounas nedocmamounocmse

JlekemeleToOMUAIMH  MeTa0OIM3UPYETCS. B I[EUEHHW, IIOPTOMY Y IAIUeHTOB ¢
[IEYEHOTHON HEJOCTATOUYHOCTHIO OH JIOJDKEH IIPUMEHSTHCS C OCTOPOKHOCTHIO. Takum
[arnueHTaM  II0Ka3aHO CHIDKEHWE HOJJEpPKUBAIONMEd 03Bl  (CM.  pasjelibl
«PapMakoKuHEeTHKa» U «OCcoObIe YKa3aHU ).

Jemu

bezonacHocTh U 3 dekTUBHOCTD Ipenapara baiijekcaH® He JOCTaTOYHO H3Y4YEHa Y
nereit ot O go 18 mer. Texymue AOCTYIHBIE HCCIEJIOBAaHUS ONMCAHbI B pasjenax
«IloGounoe jelictBue», «®DapmakoguHaMuKay ©  «DapMakOKWHETHKa», HO
PEKOMEHJIAITUM 110 PeKUMY HEe MOXKET OBITh JaHO.

Crnocob geedeniis

IIpenapatr baiinexcan® J0DKeH BBOAMUTHCS TOJIBKO IIOCIIE pa3BEJACHUS B BHJC
BHY TPUBEHHBIX UH()Y3UI C TIOMOIIBIO CIIEIMAIBLHOTO 000pY JoBaHus (MH(PY30MaT).
Kaxmas amiry ma mmpemniapaTa IpeHa3HaueHa TOIBKO JIJI OJHOTO IalueHTa.
Ipueomosnenue pacmeopa

C 1nenpio JOCTHKEHUS PEKOMEHJyeMOM KOHICHTpaIyu (4 MKI/MII WIH 8 MKI/MI)
nperapaT baiekcan® JOITyCTUMO pa3BOAUTEL B 5 % pacTBope JEKCTPO3bl, PACTBOPE
Punrepa, manauTose wim 0,9 % pacTBope HATPUS XITOPHU/JIA.

Hwxke mpencraBnena Ttadnuiia oObeMa KOHIIGHTpara W HeoOXOIUMOro oObeMa
UH(Y3UOHHOHN CPEIBI:

B ciydae, ecinu TpeOyemasi KOHIIEHTPAITUS COCTABISIET 4 MKT/MIT

Oo6bem npenapara baiinekcaH®, KOHIIEHTpAT 15 O0BeMm O0uni ooneM
TIPUTOTOBJIEHMSI pacTBOpa JJist mHQy3uit HHQY3MOHHOM cpe/TbI uH}y3H

100 MEr/ma

2 M 48 mn 50 mn
4 mn 96 mn 100 v
10 M 240 mn 250 mn
20 mn 480 ma 500 M
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B cityuae, eci TpedyeMas KoHIIeHTpaIs docTap4eT 8 M /atr =

COOTBETCTBYET 3KI(

ot 30.0

O6beMm npenapata balinekcaH®, KOHIIEHTPAT IS Oo0Bem Oonnni ooneM
IIPUTOTOBJIEHUS pacTBOpa st HHQY3 Uit MH(PY3HOHH O uHy3MH
100 mxr/mix cpeabl
4 mn 46 mn 50 M
8 M 92 M 100 M
20 M 230 M 250 mn
40 mn 460 mn 500 mn

[IpUroTOBIEHHBIN PACTBOP CIIELYET OCTOPOKHO BCTPSIXHYTH JIJISI IOJIHOTO CMEITCHHUS
€ro KOMIIOHEHTOB.

Jlo BBeieHUsI pacTBOP HEOOXOIUMO BU3YaIbHO IIPOBEPUTH HA HATTAUUE MEXaHUIECKIX
BKJIIOUEHUIN WM U3MEHEHHUE 1IBETA.

[Ipenapar  baligekcan®  papManeBTHUECKH COBMECTUM CO  CIEAYIONHAMHA
JIEKapCTBEHHBIMH IIpeliapaTaMu: pacTBop PuHrepa nakrara, 5 % pacTBop JAEKCTPO3HL,
0,9 % pactBop Harpua xuopujaa, 20 % pacTBOp MaHHUTOIA, THOIIEHTAl HATPUI,
STOMUJAT, BEKypPOHUS OpOMHJI, IIAHKYPOHHSI OpPOMHJ, CYKCAMETOHHWN, aTpakypHs
Oe3nnar, MHBAKypHsl XJIOPHJ, POKYPOHUS OpOMHJ|, TIUKOIUPPOHUS OpOMUJ,
aTpolMHa cyiab(dar, JIoIaMuH,

dbeHmPprHA  THAPOXIOPHUI, HOpAIUHEPPUH,

no0yTtaMuH,  MHuAazojdaMm, MopduHa  cyibdar, JeHTaHWIAa ~ IUTpaT U
IIa3MO3aMeINaloNUe CpeICTRa.

Hewncnions3oBaHHBIN IIpeniapaT AOIDKEH YHAUTOKATHCS B COOTBETCTBUHU C MECTHBIMHA
TpeOOBaHUSIMU.

IToGouHoe neiicTBIE

Pesrome H’DOd)I/IJ'IFI 0e300acHOCTH

Ilpu cedayuu y e3pocnvix nayuenmos u demeti cmapuie 12 nem, Haxoosuguxcs 6
omoeneHuU QHecme3uoNo2UN, PeAHUMAYUY U UHMEHCUBHOL mepantil, He0bxX00uMas
2nybuHa ceoayuu KOmopwvix He npeeviuiaem npooyscoeHue 8 Omeem Ha 2010CO8YI0
CIUMYTISAYUIO:

HamnbGomee wacTteMu  cooOImaeMBIMUA

HCKCIIAaTCIIbHBIM M JICKapCTBCHHBIMA

peaknsAMK B OTBET Ha BBCJACHHC JCKCMCIACTOMHINMHA B YCIIOBHAX OTICICHIA
15




COOTBETCTBYET SKCNEPTHOMY OTYETY

ot 30.0 \

L NOCOENOBATENREHOC TS 00011
dHCCTC3HUOJIOTHH, PCAHUMAIIU U MHTCHCHUBHOM 1%1)511 FI‘BJISIIOTCliIh(.'fH’I/I')R'GHI/IE1 "I/IJII/I

IOBBITICHAE  apTepHalIbHOTO  JIaBJIEHWS W OpajukapAusi, BO3HHUKAIOIIHUE
COOTBETCTBEHHO IPUOIM3UTENLHO ¥ 25, 15 u 13 % nanueHTos.

CHWKeHUE apTepUaNbHOrO JaBIeHUS U OpaJuKapaus Takxke SBISIIMCH Hanbolee
JacThIMHU OOYCIIOBICHHBIMU JEKCMEJETOMUINHOM CEPhEe3HBIMU HeKellaTeIbHbIMA
peaxIysIMU, BO3ZHUKABIITAMHU COOTBETCTBEHHO vV 1,7 1 0.9 % paHIoMU3UpOBaHHBIX
MAIIUEHTOB OT/ICIICHUSI UTHTEHCUBHOMN TEpallvu.

lipu cedayuu y HeunmyOUPOBAHHBIX B3POCAbIX NAUYUEHMO8 00 WU 80 8pems
nposedeHUss OUACHOCMUYECKUX WU XUPYP2ULECKUX 8MeUameibcms, m.e. ceoayuu
npu Nposede HUU aneCcmesUoN02UeCcKo20 NOcobus/cedayul 8 COHAHUU:

Haunbonee wacro cooOmaembple HeXelaTelIbHbIE peakiuyi IIPU IIPUMEHEHUN
JIEKCMEJICTOMU/IMHA BO BpeMsI CceJlalliy IIPU IPOBEJICHUU aHECTE3UOJIOTHIECKOTO
1ocoOusl TepedrclIeHbl HUKe (IPOTOKOIBI mecnepoBanuii daszbl I copepxann
3apaHee OIIPEJICICHHbIE IIpeJIEIbl M3MEHEHUN apTepHUalibHOTO JABIICHUS, YaCTOTHI
JbIXaHWSI U CEPJICYHBbIX COKpAIeHUM, KOTOPBbIE OTHOCSATCS K HeKellaTelIbHbIM
SIBIICHUSM ).

- TUIOTeH3uUA (55 % B rpylIIe AeKCMeAeTOMUIMHA 110 cpaBHEHUIO ¢ 30 % B rpyIe
11a11e60, MOy YaBIINX PE3ESPBHYIO TEPAITHIO MUIA301aMOM U (DEHTaHUIIOM ),

- yrHeTeHue Jbpxanus (38 % B rpyIie JeKcMeIe TOMUIMHA 110 CpaBHEHHUIO ¢ 35 % B
rpymme mwmanebo, MNONYYaBIIMX PE3EPBHYIO TEpalMio  MHAa30JlaMOM H
(beHTaHUIIOM ),

- Opaguxapaus (14 % B rpyIIe JeKcMeAeTOMUIHA 110 cpaBHeHHIO ¢ 4 % B rpyme
11a1e0o, MOy YaBIIAX PE3EPBHYIO TEPAIIHIO MUA301aMOM U (DEHTaHUIIOM).

TabmaHoe pe3roMe HeKelaTeIbHbIX peaKITvit

Hexenatenpable peaknuy, [EepedUCIIEHHblEe B TaONuWIle HIDKE, IMOIYyYEHBI IO
pesyabTaTaM 0ObeIMHEHHBIX JaHHBIX U3 KIMHUYECKUX UCCIIEJOBAaHUHN Y TIAITUEHTOB
OTJICJICHUS MHTEHCUBHOU Tepalmu. HexenarelbHble peakliyi CrpyIupOBaHbl 110
JacTOTE ¢ UCIIOIB30BAHUEM CIIEAYIONIEH Ipajjalu: oueHb yacto (>1/10), gacto (oT

1>100 mo <10), mewacTo (ot =1/1000 mo <1/100), peako (ot =1/10000 mo <1/1000),
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odeHb pejiko (<1/10000), yacTora HEU3BE

UMEIOIIUXCS JTAHHBIX).

CM. TaOIAIY HAKE:

ot 3

CTHA (HeBOIMORHO O]

) [)§

N= 12266
%Hlﬁ"} CTH0001)
CJIHTL Hd OCHOBE

OueHb Yacto Heuacto Pen | Oue| Yacrora
4acTo KO Hb HEU3BEC
pen | THa
KO
Hapymienu Hecaxa
s co PHBIA
CTOPOHBI auader
SHIOKPUHH
OU CUCTEMEI
Hapymenn runeprivke| meradbonun
s MU, YECKUU
MeTadoIIn3 TUIIOTIIMKE | Aalnjo3,
Ma 5 MU TUTI0AIIHO
IIATaHUS YMHUHEMUS
[Tcuxuueck AKUTAIAS raJoOIMHA
ve 1805058
Hapy IIeHUS
Hapymenn | Opamuka | Hmemus ATpUOBEH
a co| pmua'? 0051 TPHKY ISP
CTOPOHBI vH(papKT Has
cepala MHUOKap/a, Onoxajal,
TaXuKapJusl| CHIKEHUE
CepeTHOT
0
BBIOpOCa,
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COOTBETCTBYET 3K(

ot 30.0

A et
cepynal
HapyiieHn | CHIDKEHH
P co| e’ wm
CTOPOHBI HIOBBIITIE
COCYIOB HUE
apTepuan
BHOTO
JlaBIICHA
iz
Hapyiienu | yTHETEHH OJIBIITIKA,
aq co| e aItHo»
CTOPOHEI JBIXaHUSL
TBIXaTeThH | 2
oM
CUCTEMBL,
OpraHoB
Ipy THOH
KIETKH U
cpelocTeHA
P
Kemny rouno TOIIHOTA?, B3Iy THE
-KUITIEYHbIE pBOTa, KUBOTA
Hapy IeHus CYXOCTD
CIIMBUCTOM
000JI0uKH
[IOJIOCTH
pra’
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COOTBETCTBY

O6mue CHHJIPOM Heq’rpi(i{é:‘rc};

Hapy IIeHUS «OTMEHBDY, | HWBHOCTH

151 TUIIEPTEPM | JIEKapCTBE

Hapy IIeHUS ust HHOTO

B MeCTe CpeJCTBa,

BBEICHUS Kaxka

Hapymenu [OJIAYP
S co us
CTOPOHBI

IIOYEK u

MOYEBBIBO/]L

SIITAX

Iy Ten

! CM. HIDKE OICaHue OTACIBHBIX HCHKCIIATCIbHBIX peaKuHﬁ.
2 HexenarenpHas PCaknl TaKiKe Ha6m0)1ana05 B HCCICAOBAHMAX CCHAIMN IIPH
IIPOBCACHIN aHCCTC3UOJIOTHICCKOI'O HocoOus.

* YacToTa «9acTO» B HUCCIICIOBAHUH CCJAIIH B YCIIOBUAX pCaHMaIlvn.

Onmcanye OTIASILHBIX HEeKEIaTSIbHbIX PeaKIINH

Knnandeckun 3HaUYMMBIE CHIDKEHHE apTepUaIbHOrO JaBICHUST W Opajukapus
JOIIKHBI OBITH KYTUPOBAHbI, Kak yKa3aHo B pasjene «4.4. Ocobble ykazaHUS U MEPHI
[IPEJOCTOPOKHOCTH IIPU IIPUMEHECHUD.

Y OTHOCUTEIHHO 3J0POBBIX JIMI], HE HAXOJMBIIUXCS B OT/JCICHUN WHTCHCUBHOMN
Tepalvuy, BBEJICHUE JIeKCMeIe TOMUIUHA UHOTJa IIPUBOUAIIO K OJI0Kajie CUHYCOBOTO
y3ma. CHAMIOTOMBI KYIHPOBAIMCh IIPU HOJBEME HOT (BBIINIE YPOBHS TOJIOBBI) U
BBEJICHUU M-XOJIMHOOJIOKATOPOB, TAKIUX KaK aTPOIMH U MIMKOITUPPOHUS OPOMUJI.

B orgenpHBIX cllydasx y NAlUEHTOB C IIpeJIecTBYIOmEeN Opajukapaueil oHa

IIporpeccupoBaia a0 SIHA3040B dACHUCTOJINH. Taxxe COO6H_IaJIOCB O ClIydasiax
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ot 30.0

2 12
A ETb 1

(NOCNEROE K HOCTE Q0011
OCTaHOBKH  cepala, qacTo c I enmem%woﬁke%[“ J01:P1050%:100104(<) % WIH

COOTBETCTBYET SKCNEPTHOMY OTUETY

aTPUOBEHTPUKY JISIPHOM OJI0KaI0H.
[ToBblTIeHUE apTepHUAILHOTO JIABICHUS OBLIO CBS3aHO C BBEJCHHEM HArpy30UHON
JIO3BI, TIO3TOMY €0 MOKHO H30ekaTh, W30erast BBeJCHUSI HATPY30THON JI03bI WA
YMEHBINAasl CKOPOCTh MH(PY3UU WIA HATPYy30UHYIO J03Y.

eTu
[Tpoduins Oe30macHOCTH IPUMEHEHHS JIeKCMEIeTOMUINHA C TENIBbIO celaliid 10 5
CYTOK Y HOAPOCTKOB (12—17 neT) ObUT CXOIHBIM ¢ IIPOGUIIEM B3POCIIBIX.
[IpoBounack OlieHKa JIeYeHUs JeTel crapie 1 Mecdiia, IpeuMyIIeCTBEHHO II0CIIe
ollepalvy, B OTJIETICHUHN aHECTEe3UOJIOTUN, peaHUMAaIlli U WHTCHCUBHON Tepalmu
IIPOJIOIKATENLHOCTREIO 10 24 dWacoB, OBbUI  MPOJEMOHCTPUPOBAH IIPOPUIIH
0e30IacHOCTH, COMOCTABUMBIA NPOUIO Yy B3pOCHLIX. J[aHHbIE B OTHOIIEHWUX
HOBOPOX/IEHHBIX (24—44 Hejienu rectaliii) OYeHb OTPaHUUEHBL, JI03bl OTPAaHUYECHBI
nojiiepkuBaromuMu - tozamu <0,2  MKr/kr/gac. JlurepaTrypHble HCTOUHUKH
coo0Imanu © eJAWHCTBEHHOM cJydae THUIOTepMHUYecKON Opajukapiud y
HOBOPO’KJICHHOTO.
Ecnu nobvie u3z ykazanHwvix HeodicenamenvHvix peaxyuil ycyzyonaiomces, uiu Boi
s3amemunu 1100ble Opy2ue HedcelamebHble peakyul, He YKazanHbie, coobujume 06

SMOM Jeuauiemy epauy.

Ilepeno3upoBka

B PaMKadX KIMHHYCCKUX HUCCIIEAOBAaHUN H HOCTPCTUCTPAITUOHHOI'C IIPUMCHCHUA

COO6H1£1J'IOCB O HCCKOJILKHUX CIIYUadaX IICPCIO3UPOBKH JCKCMCACTOMUIHNHA.

CoriacHo MMEIONUMCS JaHHBIM CKOPOCTL BBCACHMA B TaKHUX CIIyUadX IOCTHUIANIA

60 MKr/Kr/d9ac B TeueHue 36 MuH U 30 MKI/KI/49ac B TeueHue 15 MuH y 20-MeCIIHOTO

pe6eHKa n Yy B3pOCIOTO COOTBCTCTBCHHO. Hambomee gacThIMM HekeJaTeIbHBIMHU

JICKAPCTBCHHBIMU PCAKIMAMA  BCIICACTBUC IICPCITO3ZUPOBKU ObUIH 6pEl,I[I/IKap,I[I/IH,

CHMKCHHUC AapPTCPHAJILHOI'OC JABJICHIMS, IIOBBIIICHHC A4APTCPHUAJIIBHOIO JAaBJICHMA,

gpe3MCpHaid ceaanirl, YTHECTCHNC JbIXaHA U OCTaHOBKaA CCPpAIIA.
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ot 30.0

12

S DRHOCT 5000 e

9 NOCOE]
B cinyuae nepe103upoBKY, TPOSIBISIIOIIEHC KITHHAYCCKOL

COOTBETCTBYET SKCNEPTHOMY OTUETY

JEKCMeIETOMUIUHA CIIeIY€EeT YMEHBIITUTD WIH IPEKPATUTD.

Oxupaemble 3PGEKTHI SBISIIOTCS, TIABHBIM 0OOpa3oM, CepJeIHO-COCYIUCTHIMA U
JOJDKHBI KYIIAPOBATHCS COTVIACHO KIMHUYECKUM MOKazaHuIM (CM. pazjen «OcoOble
yKazaHus»). [I[pr BBICOKMX KOHIICHTpAIUSIX MOBBIIICHUE apTEPUAILHOTO JaBICHUS
MOKET IIpeoliialaTh HaJl €ro CHIDKEHHEM. B KIIMHUYeCKUX UCCIIeIOBAaHUSIX OCTAaHOBKA
CHHYCOBOTO y3JIa pa3pelaach cCaMOCTOSTEIIHHO WIH B OTBET Ha BBEJACHUE aTPOIMHA
WA TIAKOIUPPOHUS OpoMuja. B OTAENBHBIX CiIydasx TSKEIOU IepeJo3upOBKH,
COIIPOBOXK/IABIIEHUCS OCTaHOBKOM cep/ra, TpeOoBaIOCh IIPOBEJICHUE
peaHUMAaITMOHHBIX MEPOIIPUITHHA.

B3aumojeiicTBue ¢ IPYrUMU JIEKAPCTBEHHBIMH CpeICTBAMI

HccnegoBanue JIeKapCTBEHHBIX B3aUMOJCHCTBUN IPOBOJAWIOCH TOIBKO Y B3POCIIBIX.
OJHOBPEMEHHOE IPUMEHEHHUE JIEKCMEJETOMUJMHA CO CPEJICTBAMU JIJISI aHECTE3UH,
CE/IaTUBHBIMH, CHOTBOPHBIMH CPEJCTBAMH M HAPKOTUYECKAMH aHaIbIeTUKAMU
IIPUBOJIUT K YCHWICHUIO X 2(PPEKTOB, TAKUX KaK CceJallysl, aHeCTe3HsI, aHallbre3nus 1
KapauopectmpaTopHbie 3PpdekThl. [leneBble UcclieJoBaHUS MOATBEPAWINA YCUICHUE
apdexToB mpu mpuMeHeHHH ¢ u30¢IIypaHoM, IIponodoloM, aldeHTaHWwIOM H
MHJIA30]IaMOM. DapMaKOKUHETHIECKIX B3anMOJIeACTBUI MEXKTY
JTEKCMEETOMUIUHOM U W30 (PIIy paHOM, IPOTIOhOIOM, aleHTaHIIOM U MUa3071aMOM
HE BBISIBJIICHO.

OJHaKO BCIEACTBHE BO3MOXKHBIX (hapMakoJUHAMHUECKAX B3aUMOJICHCTBUM IIPU HUX
OJHOBPEMEHHOM HPUMEHEHHH ¢ JEKCMEJACTOMUIUHOM MOKET HOTpeOOoBaThCs
CHIDKEHHUE JIO3bI JEKCMeIETOMUINHA WA OJJHOBPEMEHHO IIPHUMEHIEMBIX CPEACTB JIII
AHECTE3UH, CEJaTUBHBIX, CHOTBOPHBIX CPEJCTB WIM HAPKOTHUYECKUX aHAJIBI€THUKOB.
Huarudupopanue su3umMoB CYP, Brxmouas CYP2B6, ¢ moMompio JeKeMeIeTOMUIHA
OBUIO UCCIIEIOBAHO IIPU UHKY OMPOBAaHUH MUKPOCOMAIIBHBIX KJIETOK IICUCHHU YeITOBeKa.
CorllacHO HCCIEJOBAHMAM i1 Vifro CYIIECTBYET IIOTEHIMAIbHAS BO3MOXKHOCTH
B3aUMOJICUCTBUSL  in  Vvivo MEXIy JeKCMEJSTOMHIMHOM U cyOcTpaTaMu,

npenmy ecTBeHHO ¢ CYP2B6.
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[To pesynbrataM HCCIEIOBAHUU i1 Vitro
modepmentel CYP1A2, CYP2B6, CYP2C8, CYP2C9 u CYP3A4, Ttakasa
BO3MOHOCThH B HUCCIIEJJIOBAHUSX in Vivo He UcKiodaeTes. KimmHudaeckast 3Ha9UMOCTh
HEU3BECTHA.

Y nanueHToB, NPUHHUMAIONIMX JIEKAPCTBEHHBIE CPEJICTBA, BBI3BIBAIOIIUAE CHUKECHUE
apTepHUaIbHOTO JIaBIIEHUS U OpaJuKap/IHiO, HaIlpuMep, P-aJpeHOOIOKaTOPOB, CIEyeT
VUUTBIBATH BO3MOKHOCTH YCHIICHHUST YKa3aHHBIX 3PPEKTOB (OJHAKO JOTIOTHUTEIHHOE
yCHIIeHHE 3TUX 3(PPEKTOB B UCCIIEAOBAHUAN C SCMOJIOIOM ObLIO YMEPEHHBIM ).
Oco0ble yrazaHust

IIpenapar Baiigexcan® mpeHasHaueH Ui IPUMEHEHHS B yCIOBHSIX aHECTE3HOIOTHH,
peaHuMaIyi Y1 UHTEHCUBHOU Tepalluy, a Takke B OLEPAlMOHHON U IIPU IPOBEJCHUN
JAaTHOCTUYECKUX BMEIIATEIICTB, €I0 [PUMEHEHHWE B JIpYTUX VYCIOBUIX HE
pekoMeHayercs. Bo Bpemst wuHpY3uM Ipenapara JOIDKEH —OCYIIECTBIBITHCS
HEIIPEPHIBHBIA MOHHUTOPUHI CEPJECYHON JEeATEIBbHOCTH. Y HEHHTYOHpPOBaHHBIX
MAIUEHTOB JIOJDKEH OCYIIECTBISATLCS MOHUTOPUHI JBIXaHUS, B CBI3U C PHUCKOM
VITHETEHUs JBIXaHUS W, B HEKOTOPBIX CIy4asX, Pa3BUTHUS AamHo? (CM. paszjel
«IToGounoe npercTBIEY ).

Bpemst 111 BOCCTaHOBIIEHUS IIOCIIE IIPUMEHEHUS JEKCMEJCTOMUJIUHA COCTABIBIET
OKOJIO OJIHOTO 4Yaca. [Ipu mprMeHeHMH B aMOyJIaTOPHBIX YCIOBHSX HEOOXOIUMO
IIPOJIOIKUTE TINATEILHBIA MOHUTOPHUHI B T€UEHHWE HE MEHee OJIHOrO vaca (WU B
TeueHre Oojee JOIroro IepuoJia, B 3aBUCHUMOCTH OT COCTOSIHUSI ITIAITUCHTA),
MEJIHUIMHCKOE HaOMOIeHUE JOILKHO IIPOJOIIKATHCS B TEUCHUE €Ie OJHOTO Jaca JUIs
TOTO, 9TOOBI YO IUTHCS B O€30ITACHOCTH JIJISI TTAITUEHTA.

He ciexyer BBOAUTHL mpenapaT DBaiinekcan® GOMOCHO M HE PEKOMEHIYeTCs
HCIIOJIB30BaTh HArPY304HYIO J03Y B yelIoBusIX OAPUT. Jlomyckaercs 0 THOBpeMEHHOE
[IPUMEHEHUE allbTEPHATUBHOTO CEJAaTHUBHOTO CPEJCTBA, OCOOCHHO B IEPBHIE YaChl

JICUCHM OCTPOTO B036y>K,I[eHI/Iﬂ WA BO BpCMA IIPOBCACHMA MCIUITUHCKUX TIPOTCAYP.
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COOTBETCT E,

Bo Bpemsi ceparuu Tpu TPOBEJICHUU
IIPUMEHATh Mallble O3Bl OOJMOCHBIX MHBEKIMM APYTOro CeAaTHBHOIO CPEICTBA IS
OBICTPOTO JIOCTIKEHHUS KEeITaeMOTO YPOBHS CeJIaITiH.

HekoTophle MaMEHTH, Honydaomue Balinexcan®, 1erko mpodykIaanuch, U OBICTPO
IITA Ha KOHTAKT Iocie Gprudeckoil Wi BepOaIbHONU cTUMY M. 11pu oTcy TeTBIM
JAPYTUX KIMHUYECKUX CHMIITOMOB JIaHHBIA NpPHU3HAK H30IHMPOBAHHO HE JONKEH
paccMmaTpuBaThes Kak Hed( PeKTUBHOCTD IIperapara.

OO6BIYHO JAEKCMEISTOMUIMH HEe BBI3BIBaeT TITYyOOKYIO CeAaluio, ITO3TOMY MAIUCHTOB
MOKHO JIeTKO pa3OyauTh. BceneacTtBue 5STOTo  JeKCMEJETOMUUH HE TOIXOIUT
HaIIeHTaM, Hy KIAIOMIMCS B TTy OOKOU CeTalTim.

IIpenapar Baiinekcan® He JOIKeH IPUMEHSTLCS B KAUECTBE OOMIEr0 aHECTETHKA IIPU
UHTY Ol Wi U oOecIieueHnsI celaliiy TIPY IPUMEHSHIUN MUOPETIaKCaHTOB.
JlexcMmeleTOMI/IMH He TOJIaBIBIeT CYAOPOKHYIO aKTUBHOCTH, IOSTOMY HE JOIDKEH
MIPUMEHSATHCS B MOHOTEPAIIHHN TIPH SIIICTITUIECKOM CTaTycCe.

Crnegyer  coOmojgaTh  OCTOPOKHOCTHL — IIPU  OJHOBPEMEHHOM  IIPUMEHEHUH
JEKCMEIETOMI/INHA ¢ JICKapCTBEHHBIMHU CpejcTBaMH, OONaIaloUMU CeTaTUBHBIM
spdekToM WM BIMSIONUAMH Ha CEPACUHO-COCYJUCTYIO CHCTEMY, BCIeJICTBHE
BO3MOKHOTO aJJUTUBHOTO Adekra.

IIpemapar Baifnekcan® He peKOMEHAYETCS IPUMEHITH UL KOHTPOJIUAPYEMOM
narueHTaMu ceaary. CooTBETCTBYIONTHE JaHHBIE OTCY TCTBYIOT.

IIpu mpuUMeHeHUM Iperapara Baiiiexcan® B aMOyJIATOPHBIX YCIOBMSX, BBIIHACKA
MAITIEeHTOB BO3MO’KHA I10]T HAOMOJIeHWe TpeThbUMHU IvnaMu. [larueHtaM cieayer
PEKOMEH/IOBATh BO3JEPKATHCS OT YIIPaBICHUS aBTOMOOMIEM WIW 3aHITHUS JPYTUMHA
MOTEHITAAILHO OIIACHBIMU BHJAMHU JICSITCILHOCTH M, €CIU BO3MOXKHO, W30erarthb
MIPUMEHEHUST JPYTUX CPEJCTB, KOTOPbIE MOTYT OKa3blBaTh CeJaTUBHBIN sddexT
(Hampumep, OeH30/Ma3elMHbL, OIUOUJIBI, aJKOTOJIb) B TEUCHHE JOCTATOYHOTO
BpEMEHU B COOTBETCTBHHM ¢ HaOmojaeMbMH »PdeKkraMu JeKCMeJIeTOMHUINHA, B
3aBUCUMOCTH OT TPOIEAYPHI, MPUHUMAEMbIX JIEKapCTBEHHBIX CPEJICTB, BO3pacra U

COCTOAHMA IIaITMCHTOB.
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COOTBETCTBYET 3KI(

ot 30.0

NOCOEAOBATENLHOCTE 0001
Heobxomumo coOmogaTh OCTOPOKHOCTh [IpH H;')HMGHHW HereNeErdsiita v

MAIMEHTOB IMMOXKUIOTO Bo3pacTa. llpu IpuMeHEHMH JIEKCMEACTOMUINHA TaIlAeHTHI
crapmie 65 jerT MOryT ObIThb Oojiee CKIOHHBI K THIIOTCH3UM, B YaCTHOCTU IIPU
HCITOJIB30BAaHUM HATrpy30YHOM 03Bl M IIPHU MPOBEACHUU Mpoleayp. HeoOxomummo
paccMOTpeTh BO3MOKHOCTD CHIKCHUS JTO3HL.

IIpenapar Baiinekcan® cHIKaeT 9acTOTY CepAEUHBIX COKPAINEHUM M apTepHalbHOE
JaBlieHre (IIEHTpalJbHOE CHUMIIATOJIUTHIECKOE JEHUCTBHE), HO B Oojee BBICOKHUX
KOHIICHTPAITUSIX BBHI3bIBACT IEpUPEPUUCCKYIO Ba30KOHCTPUKITUIO, MPHUBOIAINYIO K
MOBBITICHUIO apTepHAIBHOTO  JaBIeHUs (cM. pazjaeln «DapMakoUHAMUKA ).
BeneserBre »Toro mpenapar Baiexcan® He NOAXOAUT IALAEHTAM € CEPLE3HOM
HeCTaOMILHOCTBIO T€MOTUHAMUKH.

[Ipu BBegeHMHM JeKCMEJSTOMUIMHA ITalfUeHTaM ¢ COIYTCTBYIOIEH Opaaukapauei
cleayeT coOmoJaTh OCTOPOKHOCTD. J[aHHBIE O BIMSHUAM IIPUMEHEHUS IIperapaTa Ha
MAIMEHTOB ¢ YacTOTON CepJeUHBIX COoKpammeHuit <60 orpaHWYeHbl, MMOSTOMY TaKue
MAIMeHTHl HyKJAIOTCI B 0COOOM KOHTpOIle M HaOMOJCHUU. bpajaukapaus, Kak
IIPaBUIIO, HE TpeOyeT JeUeHUsI, IPU HeOOXOAUMOCTH XOPOIIO Ky TUPYETCs BBEICHUEM
M-XOJIMHOOIIOKaTOPOB WX CHIKEHHUEM JI03hI Iperapara.

[TarmueHTHI, 3aHUMAIONIHECH CIIOPTOM M HMEIOIIUE HM3KYIO YacTOTy CepeUHBIX
COKpaIlleHnd, MOTYT OBITb OCOOEHHO UYBCTBHUTEIBHBI K OTPHUIATEILHOMY
XPOHOTPOIHOMY 3P (PeKTy arOHUCTOB -aIPEHOPEIEIITOPOR; OBUIN OIMUCAHBI CIIyYan
OJI0KaIbl CHHY COBOTO Y3IIa.

Taxxke coolmanoch O CIydasx OCTAaHOBKH cepjlla, 4acTo ¢ IIPeANecTBYIOIIECH
OpajukapAueii WIM aTPUOBEHTPUKYISIpHOU Onokajgor (cMm. pasgen «lloGodnoe
JICUCTBHECY ).

Y manMeHToB ¢ COIYTCTBYIONIEH apTepHalbHOM rumoTeHsuelt  (0coOeHHO
pedpaxTepHO K Ba30OKOHCTPUKTOpPaM), B TOM HHUCIE XPOHUUECKOU, THITOBOJIEMUESH
WM CHIWKEHHBIM (DyHKITMOHAJIBLHBIM PE3ePBOM, KaK TO IAIMEHTHI C TSKEIoH

KEIIyJOUKOBOU JUCOYHKIIMEH W MOXWIbIE, THIIOTEH3UBHBIA »(d@dekT mpernapara
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COOTBETCT E,

Baifnexcan® Moxer ObITh Golee BBIpaKe
TaKUM HalfeHTaM (cM. paszael «l [poTuBonokazanus ).

CHIKeHHNe apTepUualbHOTIO JaBIeHHs, KaK IPaBUIIo, He TpeOyeT 0coObIX Mep, HO IIPU
HEOOXOJUMOCTHA HY>KHO OBITh TOTOBBIM K CHUKEHHIO JIO3bI, BBEJICHUIO CPEJICTB JIJIS
BOCIIOJTHEHUS 00beMa ITUPKY JIUPYIOMEH KPOBU W/ HIHM Ba30KOHCTPUKTOPOB.

Y HalnyeHToB ¢ HOopakeHUeM BEreTaTUBHOU CUCTEMBI (HAIIpUMeED, BCJIEICTBAE TPABMBI
CIIMHHOTO MoO3ra) reMoJuHaMudeckue 5>QQekTsl Iocie BBEJISHUS IIperapara
Baiigexcan® MOTyT OBITH G0JIee BHIPaKeHHLIMEA U TPeOOBATH 0COOOTO KOHTPOII.
Tpan3uropHast aprepualibHas TUIEPTEH3MsI HaOIIoJanach, B IEPBYIO OUYepelb, BO
BpeMSI  BBEJCHUSI  HArpy304HOM  JO3BI B CBSI3W C  IepuPepruuecKuM
Ba30KOHCTPUKTOPHBIM  3(P(PEKTOM  JeKCMEJEeTOMUJINHA, IIOSTOMY  BBEJICHUE
Harpy304Hor Jo3bl npu cejammu B OAPHUT He pexomenayercd. Jleuenue
IIOBBIIIEHHOTO apTEepUaIbHOTO JIABIEHUS, Kak IIpaBWIO, He Tpedyercs, OJHAKO
CIEeJyeT PaccMOTPETh BO3MOKHOCTh CHIKEHHS CKOPOCTH BBEJICHHS IIperiapara.
MecTHasi Ba30KOHCTPHUKITUSL IIPHU BBICOKON KOHIIEHTPAIIMM MOXKET HUMETh OOJBITIOE
3HAUCHWE /U1 IIAIUEHTOB C WINEMHYECKOH OOIIE3HBIO cepjlla WU TSHKEIIbIMU
nepeOpoBacKy ISIpHBIMU  3a00iieBaHUsIMU. COCTOSIHHE TaKuX HallMeHTOB JOIDKHO
TINATEIIbHO MOHUTOPHUPOBAThCs. [[pH TIOSIBICHUA IIPU3HAKOB UITIEMUN MUOKap/a Win
TOJIOBHOT'O MO3Ta ClIe/lyeT CHU3UTH JI03Y lIpelapaTa Uid IIPEKPaTUTh €r0 BBEJICHNUE.
Pexomenyercs IpUMEHSITH JIEKCMEASTOMUIAH ¢ OCTOPOKHOCTHIO B KOMOUHAITAN CO
CIIMHAJIBHOU WIIM DIy PaIbHOU aHEeCTE3UEeH W3-3a BO3MOXKHOI'O IIOBBIINIEHUS PUCKA
TUIIOTEH3UH U OpajiuKap/Ium.

Y DanyeHToB ¢ TSDKENOW IIEYEeHOYHOM HEeIOCTATOYHOCTBIO CIEeJyeT COOII0IaTh
OCTOPOKHOCTD, TaK KaK CHUKCHHE KIIMpPEeHCa JeKCMeJEeTOMUINHA TIPU U30BITOUYHOM
BBEJICHUM IIperapara y TaKAX IMaIieHTOB MOKET IIPUBECTH K IOBBIIICHUIO PUCKa
pa3BUTHS HEKeNaTEIbHBIX PEaKIii, upe3MepHON celallii U HPOJIOHTaItun 3PPEeKTOB.
OmpIT IpUMEHEHHs Ipeliapata bBaiiekcaH® IIPH TSDKEIBIX HEBPOIOTHYECKHIX

COCTOSIHMSIX (UEPEeITHO—MO3rOBasl TPaBMa, COCTOSHUS IIOCIIe HEUPOXHUPYPrUUecKUX
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COOTBETCTBYET SKCMNEPTHOMY O
=12

9 MOCNEAOBATENRHOCTE 0001
oIlepalvii) OrpaHlyeH, IOSTOMY IIperapar OHXG%MHCTC'EEITOIJOWHU&’LIO

ot 30.0

0COOEHHO IIPHU HEOOXOUMOCTH Iy OOKOI cealium.

IIpu BEIGOPE Tepalmu cileyeT YUUTHIBATh, UTo IIpenapar Baiinexcan® MokeT CHUKATE
repeOpaIbHbIIA KPOBOTOK Y BHY TPUUEPEITHOE JABJICHUE.

B mmparmaTrdeckoM paHJIOMUAZUPOBAHHOM KOHTpoupy eMoM uccieaoBanuu SPICE 111
¢ yuactueM 3 904 B3pocnbeix narueHToB OAPUT He Obuto oOmei pazHuilbl B 90-
JTHEBHOM JIETAIIbHOCTH MEXKJIy I'PYIIION, IIOTyYaBIeh JeKCMEASTOMUNH, U TPYIIION,
IIOJYYaBIIeH CTaHAapTHYIO Tepammmio (JleTalbHOCTh 29,1 % B olenmx rpymnmax).
OpHako, HaOMmojalach HEOJHOPOJHOCTHh BIMSHHUS BO3pacTa Ha S3TOT IOKa3arelb.
[IpumeneHne JeKCMEeTOMU/IMHA aCCOIMUPOBAHO C MOBBIINIEHHON JIETAIBHOCTHIO B
Bo3pacTHOU rpymme < 65 Jer (OoTHOIeHue MmaHcoB 1,26; 95 % moBepUTeIbHBIN
uaTepBan or 1,02 go 1,56) 1o CpaBHEHHMIO ¢ TPYINIOW IIPUMEHEHUS JPYTUX
CEJIJaTUBHBIX CPEJICTB. XOTI MEXaHU3M HEICEH, 3Ta T€TEePOreHHOCT BIMSHUS BO3pacTa
Ha JIETAJIBbHOCTD ObllIa HanOoJIee 3aMETHOM B CIIydasix PaHHETO IIPUMEHEHUST BHICOKHX
703 JICKCMENEeTOMUINHA UL JOCTW)KEHUSI TIIyOOKOW ceJalud Yy IaIfueHTOB,
nioctynaBinmx B OAPUT 1o apyruM nmpuduHaM, KpoMe IEPEHECEHHOTO OIIEPaTUBHOTO
BMeIaTeIbLCTBa, W MOBBIMAIACH ¢ yBenmmdeHueM OaiuioB 1o Imkane APACHE II. Ha
OCHOBAHUM BHIITIEU3IOKEHHOTO HEOOXOAUMO YIUTHIBATH BO3MOKHBIA IOBBITIEHHBIN
PHUCK CMEPTHOCTHU Y MAIIUEHTOB B Bo3pacTe 10 65 JleT, HaxXOIUXC] B OTIEICHUSIX
WHTEHCUBHOU Tepanmu. [Ipn npruMeHEeHUH JeKCMEeeTOMUIUHA JIJIS JIETKOU celariuu
BIIMSIHUSL Ha JIETAIBHOCTH HE ObUIO. OXUIaeMyI0 KIMHUYECKYIO OJIb3Y NPUMEHEHUS
JIEKCMEJCTOMUINHA  CIEJyeT OIEHMBAaTh II0 CPaBHEHUIO C IIPUMEHEHHEM
albTEPHATUBHBIX CEJJATUBHBIX CPEJICTB Y O0JIee MOIIOIBIX MAITUEHTOB.

[Ipu pe3kol OTMEHE aroHUCTOB 0-aJPEHOPENENTOPOB IIOCHE JUIATEIIBHOIO HX
IIPUMEHEHUS B PEJKUX CIy4dasx BO3HUKAI CHHAPOM «OTMEHbD». [Ipw pazBuTuum
QXUTallU W TOBBIIICHUS AapTEpPHUAbHOIO JIaBIIEHHWS Cpa3y IIOCIE OTMEHBI
JEKCMEJCTOMUIMHA CIIelyeT YUHUTHIBATH BO3MOXHOCTH BO3HUKHOBEHMS JaHHOTO

COCTOMHMA.
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COOTBETCTBYET SKCNEPTHOMY OTYETY

ot 30.0

NOCNEOAQBRATENEHOCTE QOOL
JlekcMeneTOMUIMH MOJKET BBI3LIBATH HHSpTgBMPII% 'JKOTOpa MOKET gSiJTb

YCTOWYIMBOU K TPAJAUITHOHHBIM METO/IaM OXJIak/IeHus. JleueHune qeKkcMe1IeTOMUIAHOM
Cle/lyeT NpEeKpaTUTh B Clydae JUIATEIbHON HEOOBSICHUMOM JHMXOPajJKu HU HeE
PEKOMEH/yeTCs MPUMEHSITh MaleHTaM, IPeIpacIioNoKeHHbIM K 3II0Ka4eCTBEHHOU
TUIIEPTEPMUU.

Coolmanoch © pa3BUTHM HecaxapHOro Jjauadera B CBA3M C  JICUCHHUEM
TEKCMEETOMUIUHOM. [[pr BO3HUKHOBEHHUH IIOJUYPHUHU PEKOMEHJYETCS IPEKPATUTH
IIPUMEHEHHUE JIEKCMEJICTOMU/IAHA, IIPOBEPUTH YPOBEHD HATPHUS B CHIBOPOTKE KPOBH U
OCMOJBLIIBHOCTh MOYH.

[Ipenapar baiiekcan® cojiep kKUt MeHee 1| MMoib HaTpus (23 Mr) B ML

Buusinne Ha CcHoco0HOCTHL  YNPaBJIATH TPAHCHOPTHBIMH  CpeJICTBaMHU,
MeXaHU3MaMu

[TarueHTaM  pEeKOMEHAYETCS BO3JEpXKaTbCAd OT YIPABJICHUS TPaHCIIOPTHBIMUA
CpeICTBaMU WJIM BBIIIOTHEHMS JIPY TUX OIACHBIX 3a][a4 B TEUEHHE COOTBETCTBYIOIIETO
[IepHUoJla BpEMEHU IOCIE IONy4YeHus npenapara baljekcan® Ul cefalid [pU
IIPOBEICHUH aHECTE3UOJIOTHIECKOTO TIOCOOHSL.

dopmMa BBIIYyCKA

KonrenTpaT 111 puUroToBICHUS pacTBopa I uHdy3uit, 100 MKr/mol.

Hpu ynaxoske na AO « Bpvinuanos-A», Poccusa

[To 2 mu, 4 M mpeniapara B aMITyJIbl HEUTPAJIbHOTO CTEKJA ¢ KOJIBIIOM WA TOUKON
pazioma.

Ha amry 1ty HaHOCSIT STUKETKY W3 OyMaru caMOKIIesIencs.

[To 5 amITyJI IOMEAIOT B KOHTYPHY IO SIMEMKOBY IO YIIAKOBKY U3 ITOJMBUHUWIXIIOPHTHOM
TUICHKH.

[To 1 wm 2 KOHTYPHBIX SYCHKOBBIX YIIAKOBKA BMECTE C MHCTPYKIMEH 110
MEJHUIMHCKOMY IPUMEHEHUIO IIOMEIAIOT B MIaYKy W3 KapTOHA I NOTPEOUTEIBCKON
Tapbl WA KapTOHA XPOM-3p3all MaKyJIaTypHOTO.

['py1moBast yliakoBKa W TPAHCIIOPTHAS Tapa.

I pu yvnaxoexe na OO0 «b-DAPM », Poccusa
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il MOCHENOBATEORHOCTS 0001 .
ITo 2 mn, 4 Mi npernapara B aMILy bl HEHL] ATLHOLO CTERIA ¢ KOMBIOM Hity 1OHKo

ot 30.0¢

pazioMa.

Ha xaxyro aMIryly HAHOCHUTCS 3THKETKa U3 OyMaru 3TUKETOYHON WU ITUCUEH, WU
STUKETKa U3 OyMaru caMOKIIeSIIencs.

[lo 5 avmmyn mnoMemamT B KOHTYPHYIO SYEHKOBYIO VYIAKOBKY W3 IUICHKH
MOJUBUHWIXIIOpUAHOU uinu [[DTD 3-x cIToWHOMA.

[ITo 1 wmu 2 KOHTYPHBIX SYEHKOBBIX YIIAKOBKM BMECTE€ C MHCTPYKIMEH IO
MEJIUITMHCKOMY IPUMEHEHHIO TTOMEMTAIOT B IaUKy W3 KapTOHA JUIS OTPEeOUTEILCKON
Tapbl WM KapTOHA XPOM-3p3al] Maky JIaTy PHOTO.

YcaoBus XxpaHeHus

IIpu Temniepatype He Bole 25 °C.

[Tocne pa3BejeHUs pacTBOP XpaHIAT HpH Temrieparype orT 2 jgo 8 °C B TeuecHHE
24 gacos.

XPpaHUTh B HEJOCTYITHOM JIJISL JIETEH MECTE.

Cpok rojgHocTu

3 roja.

He ucnionp3oBaTh npenapar 1o UCTEUYECHUH CPOKa TOJTHOCTH.

YciaoBus oTmycka

OTmycKaroT 1o perernry.

Hepskare/ib perucTpalioHHOTO Y/I0CTOBEPEHUSI/OPraHU3aIus, MPUHUMAIOIIAs
NpeTeH3uN moTpedureiei

000 «b-OAPM», Poccus

FOpuouueckuii adpec: 143026, Poccus, MockoBckast 001acTh, I.0. OJUHIIOBCKUM, P.IL.
HoBouBaHOBCKOE, yiI. ATPOXUMHUKOB, CTP. 2A, KOM.2.

Houmoswiii adpec: 143026, Poccusa, MockoBckast 0o01acTh, 1.0. OJUHIIOBCKUN, P.IL
HoBouBaHOBCKOE, YII. ATPOXUMHKOB, 1. 2, a/s 80/1039.

Tem.: +7 (499) 145-59-99, ten. 'opaueit muaun: +7 (926) 601-20-45.

e-mail: inbox(@b-pharm.ru

IIpousBoauTesib
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COOTBETCTBYET 3KCTNEPTHOMY OTHETY

ot 30.06.2023 N° 12266

(MOCNEOOBATENBEHOCTEL 0001)

AO «bporaanos-A», Poccus
HOpuanygecknin aapec: 117105, r. Mocksa, yi. Haratunackas, i.1

AJlpec MecTa MPOU3BO/ICTBA JIEKAPCTBEHHOTO0 npenapara: MockoBckas oOIL, T.
DIEKTPOropCK, mpoe3x Meunukona, 1.1, crp. 4, ctp. 34, cTp. 6.

nim

000 «b-ODAPM», Poccus

HOpuouueckuit aopec: 143026, MockoBckad o0, r.0. OJUHIOBCKUN, P.IL
HoBouBaHoBCKoOE, YI. ATPOXUMUKOB, CTp. 2A, KOM. 2.

Adpec mecma npouzeodcmea 1eKapcmeeHnozo npenapama:

Kamyxckast o611, BopoBckuit MyHMITMIAJILHBIA paiioH, CEIbCKOE IIOCEICHHUE C.

Bopcuno, xep. JloOpuno, 1-it Boctounslii mpoesn, 3. 4, ctp. 1.

['eHepallbHbII JUPEKTOP

000 «b-OAPM» [1.C. Kynpuunikuit
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