COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
oT 26.07.2024 N= 15421
(MOCNEOCBATENEHOCTE 0002)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOTI'O ITPEITAPATA
1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA
Poxyponwuit Kabu, 10 mMr/mi1, pacTBop /Ui BHyTPHBEHHOT'O BBEJICHUSI.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByOIIIEe BEIIECTBO: POKYPOHHUSI OPOMU

1 M1 pactBopa conepxkut 10 Mr poxyponus 6pomuaa.

BcnomorarenbHble BellecTBa, HaJU4YME KOTOPBIX HAJO YUUTHIBAaTh B COCTAaBE JIEKAPCTBEHHOTO
npenapara: HaTpus XJIOpU/I, HaTpusl arieTaTta Tpuruapat (cMm. pazaen 4.4).

[TonHbIi TepedYeHpb BCIIOMOTATENbHBIX BEIIECTB MPUBEIECH B paznene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp /U1l BHyTPHBEHHOT'O BBEACHUS
[Ipo3paunblii OeclIBETHBIIN UM KOPUYHEBATO-KEITHIA PacTBOp.

4. KIMHNYECKUE JAHHBIE

4.1. IToxka3aHus K NPUMEHEHU IO

Pokyponuit Kabu mokazaH K NPUMEHEHHMIO y B3POCHBIX, MJAJCHIICB, JETECH, MOIPOCTKOB B
Bo3pacte oT 1 mecsia g0 18 ner.

e oOnerueHue UWHTyOauu Tpaxed IMpH MPOBEACHUU IIJIAHOBBIX XHPYPrHUECKUX
BMEILIATENIbCTB U OBICTPOI MOCIE0BATEIbHON MHIYKIIMM aHECTE3UH U JUIsl o0ecrieueHus
penakcaluyu CKEJIeTHOW MYCKYJIaTyphl BO BpeMs XHPYPrHUY€CKHX BMEIIATEIbCTB Y
B3POCIIBIX;

e oOnerueHue UWHTyOauu Tpaxed IMpPH MPOBEACHUU IJIAHOBBIX XHPYPrHUECKUX
BMEILIATENBCTB U ISl OOECHEUeHHUs pelaKcallMi CKeJIETHOM MYCKYJIaTypbl BO BpeMs
XUPYprudeckiux BMeNIaTeNbCTB y eTeil ¢ 1 Mecsua;

e oOnerueHue MHTYOALUU TPaxeu MPU MPOBEJCHUH UCKYCCTBEHHON BEHTUJISIIUU JIETKUX B
OTJICJICHUAX WHTEHCUBHOW TEpamuu y B3pPOCIbIX (KpOME JIeTeil U MAIlMeHTOB MOKUJIOTO
BO3pacTa).

4.2. Pe:xuM 103MPOBAHUSA U CIIOCO0 TPUMEHEHUs

Tonsko ans CTAallHOHAPHOI'O ITPUMCHCHU .

Pexxum 1o3upoBaHus

HpenapaT POKypOHI/Iﬁ Kabu AOJKECH BBOJUTBHCS TOJIBKO OIIBITHBIMH KJIMHUIHUCTAMHU, KOTOPBIC
3HAaKOMBI C AEHCTBHUEM MHOPCIIAKCAaHTOB, UJIU TIOA UX Ha6J'IIOI[eHI/IeM. I[O3y npemnapara POKypOHI/Iﬁ
Ka61/1, KaK U B CJIy4ac IPpUMCHCHUA JPYTHUX MUOPCIIAKCAHTOB, HYKHO HOI[6I/IpaTB WHIUBUIYAJIBHO
I KaXXA0T0 IMalfuCHTa. HpI/I no,u6ope AO03bI CJIICAYCT IPUHUMATh BO BHUMAHUC MCTOA aHECTC3UU
H OpcAnojaracMyro  IMmpoAOJLKUTCIBHOCTL  onepalvv, METOMA CCAalluu U OXKHIACMYHO
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COBMECTHO Ha3HA4aeMbIMH, NpernapaTaMu, a Takxke oOIlee COCTOsHHE marmeHTa. J{Js oleHKu
CTCTICHH HEPBHO-MBIIICYHOTO OJIOKa M BOCCTAaHOBIICHUS HEPBHO-MBIIICYHON MPOBOIUMOCTU
PEKOMEH/TyEeTCsl UCIOJIb30BAaTh COOTBETCTBYIOIIUE METO/IbI HEPBHO-MBIIIEYHOTO MOHUTOPHUHTA.
NHransuuoHHbie aHECTETUKHA YCUIJIMBAIOT HEPBHO-MBIIICYHBIN OJIOK, BBI3BAHHBIN IpenapaTromM
Poxyponuit Kabu. D10 ycuieHue, 0JIHaKO, CTAHOBUTCS KIMHHYECKU 3HAYUMBIM TOJBKO TOTJA,
KOrjJia B MpoIlecce OOIIeH aHeCcTe3WH KOHLIEHTpAIUsl JICTYYUX BEIIECTB B TKAHAX JIOCTHUTAET
YPOBH$, JOCTATOYHOTO Ui Takoro B3aumojneicTBus. CienoBaTenbHO, MOAOOp 403 IpernapaTa
Pokyponunit Kabu cnexyer mpoBOIUTH MyTeM BBEIEHHUS 00Jiee HU3KUX MOJAJIEPKUBAIONINX 103
gyepe3 Oojiee JIUTEIbHBIC WHTEPBAIBI MM K€ HCIIONB3Ys 0O0Jiee HHU3KHE CKOPOCTH WH(Y3UU
npemnapara Pokyponuit Kabu Bo Bpemst umntenbHbIx (Oojiee 1 waca) mporeayp, MPOBOIAIIMXCS C
WCIIOJIH30BAHUEM HHTATISIIIMOHHOTO HapKo3a (cM. pasnen 4.5).

Puck meouyuncxux ouubox

CnyuaiiHoe BBeJEHME MpEenaparoB, OJOKUPYIOUIUX HEPBHO-MBIIIEUHYIO MTPOBOJUMOCTh, MOKET
MIPUBECTH K CEPbE3HBIM HEXKENATEeJIbHBIM peaKlMsIM, BKIItouas JeTalbHbIl ncxon. HeoOxoaumo
XpaHuTh npenapatr Poxyponuit Kabu ¢ HEmOBpeXAEHHBIM O0KUMHBIM KOJIMTAYKOM M KPBIITKON
TakuM 00pazoM, YTOOBI MUHIMHU3UPOBATH BO3MOXXHOCTh BRIOOPA HEMPABHIILHOTO TIpenapara (CM.
paznen 4.4).

VY B3poCHbIX MNAUMEHTOB B KauecTBE OOWIeHl cXeMbl NMpU MNPOBEAEHUH SHIOTpaxealbHOU
uHTYyOauu W A8 oOecnedeHuss MBIIIEYHOW pellakcallid MpH  ONepalusax pasInyHOU
JUINTEIBHOCTH U JJI UCIHOJB30BaHUS B OTJAEICHUMM HMHTEHCUBHOM Tepamuu MOTYT ObITh
PEKOMEHIOBaHBbI CJIEIYIOLINE JO3BI.

Ipu xupypauueckux emewiamenbcmeax

Onoompaxeanvras unmyoayus

CrangapTHas J103a pOKYPOHHUS OpOMHIA JUTSI TPOBEICHHUS YHI0TPaxeallbHOM HHTYOAIIMU BO BpeMs
00BIYHOM aHecTe3un coctapiisger 0,6 MI/Kr, OCjIe KOTOPOH aJieKBaTHBIC YCIOBHS JUIsl HHTYOAITUN
Tpaxeu pa3BHBAIOTCS MpUMEpPHO depe3 60 cekyH | y OOJNBIIMHCTBA arueHToB. [Ipu npoBeacHuH
OBICTPOH TOCJICIOBATEIIBHON MHIYKIIMN aHECTE3UH JIJIs1 OOJIErYeHHsI YCIIOBUH HHTYOAIMK Tpaxeu
pexkoMeHayemas f03a coctapiser 1,0 Mr/kr pokypoHus Opomuaa. B sTom citydae ajnekBaTHBIC
YCIIOBHUS JUIl MHTYOAIIMK TPaxeH pa3BHBAIOTCS 4yepe3 60 CEKyH]I MOYTH y BCEX ManueHToB. [Ipu
MCIOJIb30BaHUU 10361 0,6 MI/KT pOKypoHHs OpoMuja Ui TPOBEICHHS  OBICTPOM

MOCJICIOBATEIbHON WHIYKIIMM aHECTe3UH PEKOMEHIYEeTCS IPOBOIMTH HHTYOAIUI0 Tpaxew
naruenTa yepe3 90 cexyH 1 ocie BBeeHus npenapara. MHabopmarliys, Kacaromasicsi IpUMEHEHHS
POKYpOHHsI OpoMHUIa BO BpeMsi OBICTPOI MOCIICIOBATEIbHON HHYKIIUY aHECTE3UH Y MAI[CHTOB,
KOTOPBIM IPOBOIUTCS KECAPEBO CEUCHHE, yKa3aHa B pasnuele 4.6.

Buicokue 00301

Br16op Oosnee BBICOKOM 03B! IOJKEH OBITh 000CHOBAH Y Ka)XI0r0 KOHKPETHOTO MaIlHeHTa.
OTmedeHo, UTO BBEACHHE HAYaJIbHBIX /103 J0 2 MI/KT POKYpOHHUS OpoMHaa MpHU MPOBEICHUU
XUPYPTrUYeCKUX oOmepanuid mporekaso 0e3 MmoOoYHbIX 3(PPEKTOB CO CTOPOHBI CEPACYHO-
cocyaucToi cuctemsl. [IpuMeHeHune 3Tux 103 pOKypoHUs: OpoMHIa COKpaIlaeT BpeMs Hadyalla ero
JEMCTBUS M YBEIMUMUBAET MPOJAOKUTEIBHOCTh AeHCTBUA (CM. pa3aen 5.1).

Tloooepoicusarouue 003vl
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JUINTETHHOTO0 HHTAAIMOHHOTO Hapko3a ee cienyer ymeHplmuth g0 0,075-0,1 wmr/kr.
[TonnepxkuBaronye 1036l JIy4dllle BCErO BBOAUTH B TOT MOMEHT, KOTJla aMILJIUTY/Ja MBIILIEYHBIX
COKpaIIEHUI BOCCTaHOBUTCS J10 25% OT KOHTPOJIBHOTO YPOBHSI MJIM IIPU NOSIBJIEHUHU 2-3 OTBETOB
IIPY MOHUTOPHUHIE B peKUME deTblpexpa3zpsaaHon ctumyisuuu (TOF).

Henpepvisnas ungysus

Ecimm poxypoHuss OpoMua BBOAAT MOCPEACTBOM HEMPEPHIBHOW HH(Y3UH, PEKOMEHIYETCS
HAYMHATh C Harpy304Hou 1036l 0,6 MI/KT pOKypoHHUS OpommIa, a KOTJAa HEPBHO-MBIIICYHAS
MIPOBOJIMMOCTh HAYHET BOCCTAaHABIMBATHCA, HavaTh WMHOY3ut0. CKopocTh MH(Y3UH ClleayeT
moo0paTh TakKUM 00pa30M, YTOOBI COKPATHTENbHAS PEaKIUsl CKEJICTHBIX MBIIII] HAXOMJIACh HA
ypoBHe 10% OT KOHTPOJBLHOTO 3HAYEHUS WM MOJJIEPKUBATh 1—2 OTBETOB MPU MOHUTOPWHTE B
pexume TOF. V B3pocnblX Npu BHYTPUBEHHOM OOIIeld aHecTe3MH CKOPOCTh HUH(QY3UH,
HeoOxoaumasi 171sl MOoJ/Iep>KaHNus HEPBHO-MBIIIEYHOro OJ0Ka Ha 3TOM ypoBHE, cocTaBisieT 0,3—
0,6 Mr/kr/4, a mpu uHTISIIHOHHOM Hapkose — 0,3-0,4 mr/kr/4.

PexomeHyeTcsi TPOBOJAWTH MOCTOSIHHBI MOHHUTOPHHI HEPBHO-MBIIIEYHOW ITPOBOJANMOCTH,
MOCKOJIBKY HE0OXOoAMMasi CKOpPOCTh HWH(Y3MH MOXKET BapbHpOBAaTh B 3aBUCHMOCTH OT
WH/IMBHYaTbHBIX 0COOCHHOCTEH MAIlMeHTa U OT PAa3IMYHBIX METOIOB AaHECTE3HH.

Hcnonvzosanue 6 omoenenuu uHmeHCcuHoul mepanuu

HHmv6auuﬂ mpaxeu
2103];1 AHAJIOTUYHBI TAKOBBIM IIPHU XUPYPIrUiCCKUX BMECIIATCIbCTBAX.

Lloooeporcusarouue 003vl

Pexomenayercst HaunHATH ¢ 10361 0,6 MI/KT POKypOHHUsI OPOMU/IA, C TIOCICIYIONIUM TIEPEBOIOM
Ha HEMPEPHIBHYIO HH(PY3HIO TpenapaTa Mpu BOCCTAHOBJICHUU HEPBHO-MBIIIICYHOH TPOBOIUMOCTH
10 10% OT MCXOIHOTO YPOBHS WM IMOJIy4eHUU 1—2 OTBETOB mpu cTuMyJisituu B pexume T OF.
Jl03bI pOKYpOHHUsI OpoMHIa MOJDKHBI OBITH MOJOOpaHBl WHAWBHIYATbHO B 3aBHCHMOCTH OT
s dexra.

PexomeHyemast HagalbHasi CKOPOCTh HH(Y3UH VIS TIOJICPIKaHHsI HEPBHO-MBIIIEYHOTO OJIOKA Ha
ypoBHe 80-90 % (1-2 orBeroB mpu crumyisiuu B pexkuMe TOF) y B3pOCIBIX MaIlIEHTOB
coctasisiet 0,3-0,6 MI/Kr/4 B Te€4eHHE MEPBOTO Yaca BBEICHHUSI, TIOCIIC YEeT0, Ha MPOTSHKCHUU 6—
12 yacoB He0OXOAMMO CHIKATh CKOPOCTh WH(Y3HH, B COOTBETCTBHHM C WHIMBHIYaTbHOMN
peaknuedl mamueHnrta. llocie 3TOro WHAMBUAyaJbHBIC MOTPEOHOCTH B OINPENCICHHOW J103¢
mpernapara OCTalOTCS OTHOCHTEIbHO TMOCTOSHHBIMH. B KOHTPOJUPYEMBIX KIMHHYECKHX
UCCIIC/IOBAaHMSIX ObUIa BBISBJICHA 3HAYMTENIbHAS MEKWUHAWBHUIYyalbHAas BapHaOCIbHOCTh B
OTHOIIIEHUH YaCOBOM CKOpOCTH HH(Y3HH, O cpeaHuM 3HaueHueM 0,2—0,5 Mr/Kr/d B 3aBUCIMOCTH
OT TIPUYHMHBI U CTETICHH OPraHHOTO(BIX) HApyIIECHHUs(MH), COMYTCTBYIOMIETO MEAMKAMEHTO3HOTO

JeYeHUs M MHIUBHUIYaJbHBIX XapaKTEpUCTHK manueHta. Jlns obecredeHuss ONTUMAaJIbHOIO
KOHTPOJIS HaJl KaXK/IbIM NAIIMEHTOM HAaCTOSITEIbHO PEKOMEHYETCsl OCYIIECTBIIATh HEPEPbIBHBIN
MOHUTOPUHI  HEPBHO-MBIIIEYHOW mpoBoaumocTu. MccnenoBaHo BBEAEHHE —IIpemnapara
IIPOJIOJKUTEIIBHOCTBIO 10 7 THEN.

Ocobnie T'PYHIIBI TAMWUCHTOB

[Ipenapatr Poxyponuit KaOu He pexoMmeHIyeTcs NPUMEHATh ISl OOJerdyeHus HpOBEACHUS
UCKYCCTBEHHOW BEHTWIALIMM JIETKUX B OTACJIECHUU NHTEHCUBHOW TEpanuu y JIETE U MalluEHTOB
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OKUIIOTO BO3PACTa U3-3a OTCYTCTBUS JaHHAIX 110 6esoﬂ&gég§gg(ﬁﬁé;§%§&ﬁﬂ)%%&a y

OTUX I'pYIII IMIAMUCHTOB.

Tayuenmsi nodcunozo 603pacma u nayuenmyl ¢ 3a001e6aHUAMU NeYeHU, U/UTU HCeTUHbIX nymell,
U/unu noYeyHol HedoCmMamoyHOCMbIO

CrannmaptHas WHTYOAalMOHHAs /032 JUIA TALMEHTOB IIOKWJIOIO BO3pacTa M IAlMEHTOB C
3a00J€BaHUSAMHU TICUYCHH, W/WIM SKETYEBBIBOAAIIMX IyTEeH, W/WIM TpPU HAIMYHHA TTOYEHHOM
HE/IOCTaTOYHOCTH TPH TPOBEICHUH OOBIYHOH aHecTe3uu coctaBisier 0,6 MI/KT POKYpOHHS
opomuza. Ilpu mpoBeaeHnn mporexypsl OBICTPOI MOCTIENOBATEIBHON WHAYKIIUH Y TTAIUEHTOB C
MpEearoiaraeMoil  MPOJOHTUPOBAHHOW — MPOJODKUTENFHOCTRIO — JICHCTBHS — MHOpPEJIaKCaHTa
pEeKOMeHAyeTCsl Ucmoiib3oBarh A03y 0,6 MI/Kr pokypoHus Opomuzaa. HezaBUCHMO OT TEXHHKHU
BBEJICHUS pPEKOMEHJyeMas TOJJICP)KUBAIOMIAas J103a /ISl OTHX IallMEHTOB COCTABIISET
0,075-0,1 mr/kr pokypoHHsi OpomuIa, peKOMeHIyeMass ckopocth HHPy3un — 0,3-0,4 mr/kr/4
(cm. Taxxke «HemnpepbiBHas HHPY3HsD).

Tayuenmul ¢ u3661MOYHOL MACCOU MeENA U OHCUPEHUEM

[Ipn ucnonp30BaHMU TpemnapaTa y MAalMEHTOB ¢ M30BITOYHONW Maccoil Tena WM OXKUPEHHEM
(TakOBBIMH CUMTAIOTCS MAIlMCHTHI, 3HAYEHHE WHIAEKCAa Macchl Teina KoTophix Oonee 30) 10361
POKYpOHHUS OpOMHJIa CIIETyEeT CHUXKATh, PACCUUTHIBAS MX, HCXOAS U3 HOPMAIBHBIX JIJISl TAaHHOTO
BO3pacTa U IMoJa Mmoka3aTeseil HHASKCa MacChl Tea.

€T

Jnst merert ¢ 1 mecsa pekoMeHyemas J03a Ui WHTYOalliu TpU TPOBEACHUH OOBIYHOM
anectesnu (0,6 Mr/kr poxypoHus Opomuaa) u nomnepxkuBaromas go3a (0,15 Mr/kr poxypoHus
OpoMH/Ia) TaKKe Ke, KaK U JIJIST B3POCIIBIX.

[Ipu npoBeeHNH HEPEPHIBHON MHQY3UH B EIUATPUU CKOPOCTh MHPY3UU TaKas ke, Kak U JJs
B3pocibix (0,3-0,6 Mr/kr/4), 3a uckimoueHueM aetei (2-11 1eT), KOTOPBIM MOT'YT MMOTPEOOBATHCS
Oosee BbICOKHE CKOpocTH MH(Py3un. HadanbHas ckopocTh MHPY3UH Ui 1eTeil peKOMEHAyeTCs
TaKou ke, KaK u it B3pocibix (0,3—0,6 mr/kr/4). Yske Bo BpeMsl IpoIeaypbl CKOPOCTh JIOJDKHA
OBITH CKOPPEKTUPOBAHA JJIsl TOT'0, YTOOBI MOAEPKUBATH AMILTUTY/Ty MBIIIEYHBIX COKPAILIIEHUI Ha
ypoBHE 10% OT KOHTPOJIBHOM aMILIUTYAbl WIH MOAJEPKUBATh 1—2 OTBETa NpU MOHUTOPUHIE B
pexume yetbipex3apsaHoit crumyssiiuu (TOF). B HacTosiuit MOMEHT HETOCTATOYHO TAHHBIX 110
MPUMEHEHUIO POKYpOHUs Opomuaa y HoBOpoxkAeHHbIX (0—1 mecsaua). OnbIT NpUMEHEHUS
POKypoHHst OpoMHJIa BO BpeMsl MPOIEAYPbI OBICTPOIl OCTIeI0BATEIbHON UHAYKIIUYA aHECTE3UN Y
nereii orpanudeH. [loatomy pokyponus OpoMu He PeKOMEHI0BaH JJ1sl O0JIETYeHUs IPOBEACHUS
MHTYOAIuU TpaxeHu BO BpeMsi ObICTPOIl MOCIeI0BATEIbHON UHYKIIMH AaHECTE3UN Y ETEH.

Cnocob OPUMCHCHUA

Pokyponuit Kabu BBOOUTCS BHYTPUBEHHO Kak B BHUAE OOJMIOCHOW WHBEKIUH, TaK U B BHJE
HEeMpepbIBHOW HH(DY3UH.

4.3. IIpoTuBONOKA3aAHUSA

e [unepyyBCTBUTENHLHOCTh K POKYPOHHMIO WM OpPOMHUI-UOHY WM K J0O0OMYy U3
BCIIOMOTaTeNbHBIX BEUIECTB, IEPEUNCIECHHBIX B pazneie 6.1;

e Jlerckuii Bo3pact 10 1 mecsua;

e bepemMeHHOCTh, 3a UCKIIFOYEHNEM KeCcapeBa CEYEHUS;
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e Ilepuon rpyAHOro BCKapMIIMBaHMUSL.

4.4. OcoOble yka3aHusi 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTELIO

[leyeHouHass wW/Wiaum TOYEYHAs HEJIOCTATOYHOCTh, CEPIEYHO-COCYAMCTHIC 3a00JeBaHMS,
COIIPOBOYKJAIOIINECS BBIPAXKEHHOM HEIOCTaTOYHOCTbIO KpOBOOOpalieHus: (IOpOKU cepua,
JIeroYHasi THIIEPTECH3Us), 3a00JIeBaHUS HEPBHO-MBIIICYHON CHCTEMBI (B T.4. MHACTCHHs),
OKHMpEHHE, HapYLIEHHE KUCJIOTHO-IIEIIOUHOTO OajaHca, OXOIM, KaXeKCHs, MOXKHION BO3pacT,
MUOpEJaKcaluss Ipu KecapeBoM ceueHuu. Ilpu mpoBeneHuu omnepanuu KecapeBa CEYEHHS
pexomMeHayemas 103a pokypoHust Opomuaa 0,6 MI/Kr Maccel Tena, T.K. MCIOJIb30BaHUE Ooiee
BbICOKHX 7103 (1,0 MI/Kr Maccel Tea) He UCCIIe10BaIoCh.

Buumanue: napanusyrowee eewjecmeo. Bwizvieaem ocmanogky owvixanus. J{onxcna Ovimo
obecneuena 603MONCHOCMb HEMEONEeHHO20 NPOBEOeHUsl UCKYCCMBEHHOU 8eHMUNAYUU 1e2KUX.
[Tockonpky mnpemapatr Pokyponmit Kabum He comep>KHUT KOHCEpBaHTa, PacTBOp HEOOXOAUMO
HCIOJIb30BATh CPa3y Mociie BCKPBITUA (IaKoHa.

[Tocne pa3BeaeHus MHQY3MOHHBIMU KHUJIKOCTSIMU TpenapaT OCTaeTcss XUMHUECKU U (PU3NYECKU
cTaOuiIbHBIM B TeueHue 72 yacos npu temrneparype 30 °C. C MUKpOOHOIOTHYECKOM TOUKH 3pEHUs
pa3BelleHHBIN MpenapaT JOJKeH MPUMEHSThCs HeMeasieHHo. Eciu mpemnapaTr He mpuUMeHseTcs
HEMEJIEHHO, TO MallMeHT/Bpady OTBETCTBEHHBI 3a BpPEeMs U YCIIOBUS XpaHEHUS /10 NPHUMEHEHUS,
KOTOpBI€ OOBIYHO HE JIOJDKHBI TPEBBIMIATh 24 Yaca rmpu Temmeparype ot 2 1o 8 °C, kpome cirydas,
KOT'/Ia pa3Be/ieHue MPOBOIUTCS B KOHTPOJIUPYEMBIX U BaJUAUPOBAHHBIX ACETITUYECKUX YCIOBUSIX.
Ecmu npemapar Pokyponwnit Kabu BBoguTCS Yepe3 ennHyro WHPY3HOHHYIO CUCTEMY C IPYTUMHU
JIeKapCTBEHHBIMU IMpernapaTaMu, He00X0AUMO TIIaTeIbHO MpoMbIBaTh cucteMy (0,9 % pactBopom
NaCl) mexnay BBemeHuem mnpemnaparta Poxyponuit Kabu m mpenapatamu, UMEIOIIUMHU C HUM
HECOBMECTHMOCTb, a TAK)KE €CIIM COBMECTUMOCTh HE YCTaHOBJICHA.

Haoneoxcawee ssedenue u monumopume

[Tockonbky mpenapat Pokyponuit KaGu BbI3bIBaeT mapaiuy JbIXaTEIbHBIX MBI, MaldeHTaM,
MOJIy4aIOIUM 3TOT IIpernapar, abCoM0THO HEOOXOUMO TPOBOAUTH UCKYCCTBEHHYIO BEHTUIISIIUIO
JIETKUX BIUIOTH JIO aJIeKBATHOTO BOCCTAHOBIICHUSI CAMOCTOSITENIHOTO JIbIXaHUSI.

Kak u mpu ucnonp30BaHUU APYTUX MHOPENAKCAaHTOB, BAXXHO MPEIYyCMOTPETh BO3MOXKHBIE
TPYIHOCTH HUHTYyOAalMM Tpaxeu, OCOOEHHO B CiIy4ae HCIOJb30BaHUs Ipernapara B COCTaBe
METOJIMKH OBICTPOM MOCIIE0BATEIbHON UHAYKIIUN aHECTE3HH.

Ocmamounas Kypapuzayusi

Kak u mnpu mnpumeHeHMHM JApYyTHX MHOPEIAKCAaHTOB, IIOCIE MCIOJIb30BaHMs Ipenapara
Pokyponuit Kabu Obu1i OTMEUEHBI Cily4yau pa3BUTHUS OcTaTOYHOro O10ka. UTOOBI nmpeaynpenauTh
OCIIO)KHEHUS, BO3HMKAIOIIME B pE3yJlbTaTe Pa3BUTHUS OCTATOYHOTO OJIOKa, PEKOMEHAYETCS
MIPOBOJUTH AKCTYOAIMIO Tpaxeu TOJBKO IOCJIE TOro, KaKk HEPBHO-MBIINIEYHAs MPOBOJUMOCTH
BOCCTAHOBHUTCSI B JIOCTATOYHOM CTeNEHH. Y MOXWIbIX HAalMEeHTOB (65 JeT u craplie) puck
Pa3BUTHSL OCTATOYHOTO HEPBHO-MBIIIEYHOTO OJOKa MOKET OBbITh MOBBIMIEH. Takke cleayer
YUUTHIBaTh U Apyrue (aKkTopbl, KOTOPhIE MOTYT BBI3BIBATh PA3BUTHE OCTATOYHOTO OJIOKA MOCIe
HKCTYOaLMU B MOCIIEONEPALMOHHOM NepuoJie (Harmpumep, JIEKapCTBEHHOE B3aUMOJIEHCTBUE I
cocTosiHMEe TmarueHta). Heo0XoauMo paccMOTpeTh BO3MOXKHOCTb BBEJIEHHs IpenapaTos,
BOCCTAHABJIMBAIOIIUX HEPBHO-MBIIICYHYIO TPOBOJMMOCTh (TaKMX Kak CyramMmajaeKkc HIu
MHTUOUTOPHI alleTHIIXOJIMHICTEPas3bl), 0COOEHHO B TeX CIy4asX, IPU KOTOPHIX BO3HHUKHOBEHHE
0CTaTOYHOTO OJ0Ka HanboIee BEPOSTHO.
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Anagunaxcus

[Tocre BBeIEHUS MHOPEIAKCAHTOB MOTYT Pa3BUBAThCS aHA(DHIAKTUYCCKUE PEAKIUU, TTOITOMY
BCerja clieyeT MpeArnpuHUMaTh HEOOXO0IMMbIE MEPhI MPEAOCTOPOKHOCTH YISl JICUCHUS] TAKUX
peakiuii. B ocobeHHOCTH TIpH Hamu4nu aHAQWIAKTHYECKUX PEaKIMidi Ha MHOPEIAKCAaHTHI B
aHaMHe3€ JOJKHBI ObITh IPEANPUHSITHI MEPHI TIPEIOCTOPOKHOCTH, MMOCKOIBKY U3BECTHBI CIIydan
MEPEKPECTHOM aJUIEPTUUYECKON PEAKTUBHOCTH HA MUOPEIJIAKCAHTHI.

JlnumenvHoe npumenenue ¢ omoeneHuy UHMEHCUSHOL mepanuu

[Tocne nnuTenbHOTO BBEACHUS MHUOPEIIAKCAHTOB MAIMEHTaM, HAXOJSAIIMMCS B OTACICHUU
WHTEHCUBHOM Tepanuu, MOXET OTMEUYAThCs PA3BUTHE MPOJOHTUPOBAHHOTO HEPBHO-MBILIEYHOTO
OJI0OKa W/WITW MBIIIeYHOU ciiaboctu. st mpenoTBpamnieHusi BO3MOXKHON MPOJIOHTAIIMN HEPBHO-
MBIIIEYHOr0 OJIOKa W/MJIM TEpPelo3UPOBKUM HEOOXOIMMO, 4YTOOBI B TEUYEHHME BCEro IMepuojia
MIPUMEHEHUSI MHOPETAKCAHTOB OCYIIECTBIISIICS MOHUTOPUHT HEPBHO-MBIIIIEYHON TIPOBOUMOCTH,
a TaKkke 4TOOBI MAIMEHTHI MOJIy4Yalld aJieKBaTHOE 00e300JIMBaHWE U CEJAaTHUBHBIC IMpEnaparhl.
Bonee Toro, MuopenakcaHThI ClIeyeT BBOJAUTH B THIATEIHHO MOI00PaHHBIX J03aX B COOTBETCTBUU
C MHJIMBUIYaJIbHOM peakiuen marueHTa, MpudeM BBEICHUE JOHKHO OCYIIECTBISATHCS OMBITHBIM
BpayoM, 3HAKOMBIM C JIEHCTBHEM MHOPEIAKCAHTOB WM TOJ €r0 HaONIOJCHUEM, a TaKXKe MpHU
WCTIONb30BAHUH COOTBETCTBYIONICH TEXHUKH HEPBHO-MBIIIIEYHOrO0 MOHUTOpHHTA. I[locme
MIPOJIOJDKUTEIILHOTO BBEACHUS HECTIONSIPU3YIONIUX MUOPETAKCAHTOB B KOMOMHAITNH C Teparuen
TTFOKOKOPTUKOCTEPOUIAMHU B OT/ICJIEHUH WHTEHCUBHOW TP BO3MOXKHO Pa3BUTHE MUOTIATHH;
MOATOMY TMAIIMEHTaM, MOJYYAIOIMUM W MHOPEIAKCAHThI, W TIIOKOKOPTHKOCTEPOUBI, TEPUOJ]
BBEJICHUSI MHOPETIAKCAHTA JIOJDKEH OBITh TI0O BO3MOXXHOCTH MaKCUMAJIbHO OTPaHUYEH.
Cosemecmnoe npumenenue ¢ CyKCamemonuem

Ecmu mist maTyOanum mpuMeHsIeTCsl CyKCaMEeTOHMM, TO BBeJeHue npemnapata Pokyponuit Kabu
CJIelyeT OTJIOKHUTH JO KIMHUYECKOTO BOCCTAHOBIIEHUSI HEPBHO-MBIILIEYHOU MPOBOIMMOCTH TIOCIIE
0J10Ka, BBI3BAHHOTO CyKCAMETOHHEM.

Puck cmepmu ecnedcmeue meouyuncKux oumubox

Brenenue nexkapcrBenHoro npenapara Poxkyponunii Kabu npuBoauT K pa3BUTHIO Mapainya, 4To B
CBOIO OY€pellb MOKET BbI3BaThb OCTAHOBKY JbIXaHUS M CMepTh. Takas cHUTyaluus MOXET
BO3HUKHYTh BEpOSITHEE Yy NANUEHTOB, KOTOPBIM JI@HHBIM Mpernapar HE MNpeJIHa3HAYEeH.
HeoOxomumo mnoATBepauTh MNpaBUIBHBIM BBHIOOP HA3HAUYEHHOTO Ui MAallMeHTa Ipenapara
Pokyponuit Kabu u mpenorBpaTuTh OMIMOOYHYIO 3aMEHYy APYTUX PAcTBOPOB Ui HHBEKIIHA,
KOTOpbIE MPUCYTCTBYIOT B OTIEIEHUSAX MHTEHCUBHOM Tepaluyu W JAPYTHX KIMHUYECKUX
ornenenusax. Eciau mpemapaT BBOIUT Jpyrod MeEIUWUMHCKUNA pabOTHUK, yOeauTech, UTO
Ha3Ha4YeHHas /1032 YETKO yKa3aHa Ha STUKETKE U COOOIIeHa eMy.

Dakmopyel, KOmopvle MO2YmM 6IUAmMb HA GAPMAKOKUHEMUKY WUl  DapMaKkoOUHAMUKY
npenapama Poxyponuii Kabu:

3abonesanusn newenu u/unu JHceruHblx nymeti U NO4e4Hdask He0OCMAmo4HOCHb

[TockonbKky pOKYpOHHsST OpOMHJ BBIBOOUTCS C MOYOW M IKEITYblO, TO €ro Cleayer ¢
OCTOPOKHOCTBIO HCIIONIB30BAaTh Y TMAIIMEHTOB C KIMHUYECKH BBIPAKEHHBIMU 3a00JIEBaHUSMU
MEYCHHU W/WUJIH KETYEBBIBOAAIINX MyTeW, W/WIM MOYEUHON HEJOCTATOYHOCTBIO. Y 3THUX TPYIIII
MAIMEeHTOB Ha0II01anach MPOJIOHTaIMs ACUCTBUS pOKYpOHUs OpoMua mpu go3ax 0,6 Mr/kr.
Yeenuuenue epemenu yupxynayuu

COCTOSIHI/IH, CBA3aHHBIC C YBCIMYCHHUEM BPECMCHH LUPKYISIOWU IIPCIIapaTa B KPOBU, TAKHEC KaK
CECPACYHO-COCYIUCTDBIC 3360J’ICBaHI/I${, MOXKHUJION BO3paCT W OTCUYHOCTb, IMpUBOAANIAs K
YBCIIMUCHUTIO o0bema pacnpeaciicHusd, MOryT CIIocoOCTBOBATHL OOJICe NMO3JHEMY HaYaly JeicTBUs
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npernapara. [[poJIoIKHTETBHOCTD ISHCTBHA MOPKET GbITh TAIOKe YBEAMHEHA ITI=3a CHIDREHHOrO

KIIMPpCHCA IJIa3MBbl.
3abonesanus HEePBHO-MbIUEYHOU CUCHIEMbL

Kak u gpyrue MuopenakcanTsl, npenapat Pokyponuii Kabu cienyer ¢ kpaiiHel 0CTOPOKHOCTBIO
INPUMEHATh Yy MALMEHTOB C 3a00JIEBaHUSMU HEPBHO-MBIIIEYHOM CHCTEMbl WIH IEPEHECIINX
MIOJINOMUEIIUT, IIOCKOJBbKY pEaklys Ha MHOPEJIAKCAHTBI MOXET ObITh B 3THX Cilydasx
CYLIECTBEHHO H3MEHEHa. BbIpaX€HHOCTh U HaIlpaBJI€HWE S3TUX HW3MEHEHUH MOryT ObITh
pa3aMYHbIMU. Y MMaLMEHTOB C TSXKEIOH MUAaCTEHUEH MIIM MUACTEHUYECKUM CUHIPOMOM (CHHIIPOM
Hrona-Jlambepra) Hebonbime 10361 TpenapaTta Pokyponuit Kabu MOTyT BBI3BIBaTh BBIPaKCHHBIH
HEPBHO-MBIIIEYHBIH OJIOK, MO3TOMY A03y mpemnapara Poxyponuii Kabu crnemyer mondupars B
COOTBETCTBUU C UHIUBUIYAJIBHON PEAKLMEH MTAlEHTA.

Lunomepmus

[Ipu npoBeneHUU XUPYPrudecKuX BMEIIATEILCTB Ha (POHE THUIIOTEPMUN OJOKUPYIOMIHHI AP PeKT
npenapata Pokyponuii Kabu Ha HEpBHO-MBILIEYHYIO CHUCTEMY YCHUJIMBAETCS, a JIUTEIbHOCTD
NeUCTBUS YBETUUUBAETCS.

Ooicupenue

Kak u gpyrum mmopenakcantaMm, npenapary Pokyponuit Kabu MokeT ObITH CBONHCTBEHHO
yYBEJIMUYEHUE MPOJIOJIKUTENIbHOCTH JEMCTBUS U BpEMEHU CIIOHTAHHOT'O BOCCTAHOBJIEHUS HEPBHO-
MBIIIEYHOW MPOBOJUMOCTHU MPHU UCIOJIB30BAaHUH Y TAIIIEHTOB, CTPAJAIOIINX OKUpEeHUueEM (Korja
71032 paCCUUTHIBACTCS UCXO0/IS U3 (DAKTUYECKOM MAcChl Teja).

Ooicocu

Y nanueHToB C OXOraMM MOJKET pa3BUBATbCS PE3UCTEHTHOCTh K HEINCHOISAPU3YIOIIHAM
MuopenakcantaM. Cienyer IpoBOJUTE OO0 PPEKTUBHOM 103bl METOAOM TUTPOBAHMSL.
Cocmosanus, komopule Mo2ym ycunums delicmeue npenapama Poxyponuti Kabu

['mnokanuemus (HampuMep, IOCIE TSDKEIOW pPBOTHI, THAPEH WM JICUYCHUS JUYPETHKAMH),
TUIIepMarHieMus, THIOKaJIbLUeMHsl (TOC/e MAaCCHBHBIX NEpeNMBaHUil), TMIONPOTEUHEMMUS,
00€3BOKMBAHUE, Al1103, TUIIEPKAITHUS U KaXEKCHsl.

B cBsa3m ¢ 3THM TSDKEIBIE HapyuICHUA banaHca OJICKTPOJIMTOB, U3MCHCHUSA pH KpOBU HJIN
Acryuaparaigvsa J10JKHBI 6BITB, 110 BO3BMOXHOCTH, CKOPPEKTHPOBAHEI.

BcromorarensHble BelrtecTBa (HaTpuyii)

Kaxxnas nosza Poxyponus Kabu comepxut menee 1 MMonb Hatpus (23 MT), TO €CTh IPAKTUIESCKU
€ro HE COICPHKHUT.

4.5. B3aumopeiicTBHe ¢ [ApPYrMMH JIEKAPCTBEHHBIMHM MNpenaparamMM M JApyrue BH/bI
B3alMMOJAeHCTBUSA

HOKaSaHO, YTO HMKCIICPCUUCIICHHBIC JICKAPCTBCHHBLIC IIPCIAapaThl BJIMAKOT Ha CUIIY U (I/IJ'II/I)
JJIIMTCIBbHOCTD ﬂeﬁCTBHH HEACTIOJIAPU3YIOIIUX MUOPCIIAKCAHTOB.

BausHue Apyrux J1eKapCTBEHHBIX IpenapaToB HA POKYPOHUS 6DOMI/I,I(

Ycunenue s¢pghexma
e VHrajsuuoHHbIE aHECTETHKH — TaJOr€HU3MPOBaHHbIE JIETyUYHne aHECTETHUKU YCUIIMBAIOT
HEPBHO-MBIIIIEYHBIH OJIOK, BEI3BAaHHBIM MPUMEHEHHEM pOKYPOHUS Opomuia. ITOT 3P QeKT
CTaHOBUTCSI 3aMETHBIM NpPU BBEIACHUH MOAACPKUBAIOMMX 103 (cM. paszgen 4.2).
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BoCCTaHOBIIEHHEe HEPBHO-MBILIETHOH | MpoBoANOCTIE ¢ = fionoliio” ~ i HBHTopoB

AlETUIIXOJIMHACTEPa3bl MOXKET 3aMEISIThCS

e [IpemuecTBytoliee BBeICHHE CYKCaMeTOHUs (CM. paszen 4.4)

e JInuTEenbHOE COMYyTCTBYIOIIEE BBEICHUE TTTIOKOKOPTHKOCTEPOHIOB M POKYPOHUS OpoMHuia
B OTJAEJICHUMM HWHTEHCUBHOM  TEpaluud  MOXKET IPUBECTH K  YBEIUYECHUIO
MPOJIOJKUTEIBHOCTH HEPBHO-MBIIICYHOT0 OJIOKa MM K MUoNatuu (cM. paszeisl 4.4, 4.8)

Jpyrue npenaparst:

® AHTUOMOTHKH: AaMWHOTJIMKO3WIBI, JIMHKO3aMHIBl W TOJMIICNTHAHBIE AHTHOMOTHKH,
AQHTUOMOTHKY allMJIAMUHOTICHUIIMIUIMHOBOTO PSIIa;

® JIUYypPETUKH, XUHUJUH U €ro U30MEp XMHMH, COJIM MAarHus, OJOKaTOpbl «MEIJICHHBIX»
KaJIbI{UEBbIX KaHAJOB, COJIM JIUTHSI, MECTHbIE aHECTETUKH (JIMJIOKauH BHYTPUBEHHO,
OynuBaKauH 3MUIYPATILHO) U OCTPOE BBeJeHNE (DEHUTOMHA WK [-aApeHOOI0KaTOPOB.
Pexypapuzauust B MOC/I€ONEepalliOHHOM TIEpUOJIE€ OTMEeYalach TI0CIE€ BBEACHHUS:
AMUHOTJIMKO3U/1a, JIMHKO3aMHJa, MOJUIENTHIOB M  alMUIaMUHONEHUIIMIUIMHOBBIX
AQHTUOMOTUKOB, XWHH/IMHA, XMHUHA U COJiei MarHus (cM. paszen 4.4)

Cruoicenue s¢hghexma
e [IpemmecTByrolee JUIMTEIbHOE BBEJIEHNE (PEHUTOMHA MM KapOamasernrHa
e HMuruburopsl npoteas (rabexcar, yIMHACTaTHH)

Hzmenenue s¢hghexma
e BgegeHne npyrux HEACMOISIPU3YIONIMX MHUOPEITAKCAHTOB B KOMOWHAIIMH C POKYPOHHUS
OpOMHIIOM MOXKET BBI3BATh OCITA0JICHUE WM YCWJICHHWE HEPBHO-MBIIICYHOTO OJIOKa B
3aBHCHUMOCTH OT OYE€PEITHOCTH BBEACHUS H OT IPUMEHSIEMOT'0 MHOPEIIaKCaHTa
e CyKcaMeTOHHI, KOTOPBIH BBOMAT TOCJIE POKYPOHHS OpOMHIA, MOKET YCHIIMBAThH HIIU
0CJIa0JISITh HEPBHO-MBIIICYHBIN 010K, BEI3BAHHBIA POKYPOHHST OPOMHUIOM

Bnusgnue pokypoHus OpoMHUa Ha APYTHE JIEKAPCTBEHHBIE NPENapaThl

Komb6unanust pokypoHusi 6pomua ¢ JIUJI0KauHOM MOXET MPUBOIUTH K Oojiee ObICTpOMY Hadaly
JEUCTBHS TOCIEIHETO.
HecoBmectumocThb

YCTaHOBIIEHO, 4YTO POKYpPOHHS OpOMHJ HECOBMECTHMM B OJHOM IINPHIE C PaCTBOPAMH,
COZCPKALIMMH  CIICAYIOIIME TMpernaparbl: aM(OoTepulMH B, aMOKCUIIWJUIMH, a3aTHOIPHH,
1eda3ouH, KIOKCAIIWILINH, JEKCAMETa30H, Tua3ernaM, SJHOKCUMOH, SPUTPOMHUIIMH, (paMOTHIVH,
bypocemu1, THIPOKOPTH3OHA HATPUS CYKIIMHAT, HHCYJIMH, METOT€KCUTAJl, METHUIIIIPETHH30JIOH,
MPEIHU30JI0HA HATPHS CYKIIMHAT, THOTICHTAI HATPHUsI, TPUMETONIPUM U BAaHKOMUIMH. PoKypoHus
OpOoMHUJI HECOBMECTHM Takxke C mpenapatoM WHTpamunua (KUPOBBIE AMYJIbCHU IS
MapeHTEPAIILHOTO BBEIICHHUS).

Pokyponust 6pomu He clieayeT CMENIMBaTh C JPYTMMH JIEKAaPCTBEHHBIMHU IMpenaparaMu, 3a
WCKITIOYCHHEM YIOMSIHYTBIX HIDKE.

CoBMECTUMOCTD IIPH CMEIIUBAHUH C JIPYTUMHU JIEKApCTBEHHBIMH MpenaparaMu

[TokazaHo, 4T0 B HOMUHAIBHBIX KOHIEHTpauusx 0,5 mr/mMa u 2,0 Mr/mia pokypoHus OpoMun
coBmectuM ¢ 0,9 % natpus xnopuaoMm, 5 % nekcrpo3oi, 5 % nekcrpozoit B 0,9 % pactBope

HaTpusa XJIopuzaa, CTCpHJ’IBHOfI BOJOM A HHBCKHHﬁ, pacTBOPOM PHHrepa H IIpcrapaTomM
I'emanens (HOHI/ITGJ'II/IH). BBenenue m0KHO OBITH HAYaTo Cpady K€ IOCJIC CMCHIMBAHUA H
3aKOHYEHO B TeueHue 24 yacoB. Hencnonn3oBaHHBIC npenaparsl CJICAYCT BbUIMTD.
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4.6. PepTHILHOCTD, 0EPEMEHHOCTD M JIAKTALMSA

bepemeHHOCTD

Knuanueckre naHHble O NPUMEHEHWH DPOKYpOHHsT OpoMuIa BO BpeMs OepeMeHHOCTH (3a
UCKITIOUECHHEM KecapeBa CEUYeHMs) OTCYTCTBYIOT. Ha3naueHme poxkypoHus Opomuiga y
OEpeMEHHBIX B CBSI3M C HEIOCTATOYHOCTHIO JAHHBIX KIMHUYECKUX HCCIEJOBaHUN HE
pPEKOMEHIyeTcs (3a CKIIIOYEHHEM KecapeBa CEUCHUS).

Kecapeso ceuenue

VY ManuenHToK, MoIBEPraroIinuxcs KecapeBy CeUeHHIO0, POKYPOHHS OPOMUI MOXKET ObITh IPUMEHEH
B cOcTaBe OBICTPOH MOCIENOBATEIBHON MHIYKIIUU aHECTE3UH, IPH YCIOBHHM OTCYTCTBHUS PHCKa
TPYAHON WHTYOAIlMH, NMPHUMEHEHHH OCTAaTOYHBIX 103 aHECTETUKOB WJIM TOCJE TPOBEICHUS
MHTYOanuu Ha (hOHE MpUMEHEHHs cykcameToHus. [lokazaHo, 4TO MpUMEHEHHE 1036l POKYPOHHS
Oopomuna B ao3ze 0,6 Mr/Kr sBisercss O€30MacHBIM y JKEHILIUH, IOJBEPraroluxcs KecapeBy
ceueHni0. PokypoHusi OpoMuI HE BIMSET Ha OLEHKY IO IIKane Amnrap, Ha MBIIIEYHBIA TOHYC
IUI0JIa WM Ha €ro KapAHOpeCHHpaTOpHYIO ajanTaluio. AHaIW3bl Npo0 KPOBH M3 ITyIIOYHOTO
KaHaTHKa CBUJIETEILCTBYIOT O TOM, YTO TOJIKO OYCHb HE3HAYUTEIbHBIE KOJMIECTBA POKYPOHHS
OpoMHuIa TPOHHUKAIOT Yepe3 IUTAlleHTapHBIH Oaphep, YTO HE NPHUBOJAWT K BO3HHUKHOBEHUIO
KIMHAYECKH 3HAYUMBIX HEKETaTeIbHbBIX peaklni Y HOBOPOXKICHHOTO.

Ilpumeuanue I 10361 1 MI/KT HCCIENOBAINCH TPH MPOBEICHUU OBICTPOH MOCIIETOBATEIbHON

WHIYKIIUWA aHECTE3WH, HO HE Y TIAITUEHTOK, MTOABEPTIITNXCS ONeparii kecapeBa cedeHust. [loatomy
aTo rpymme m03a 0,6 MI/KT SBISETCS PEKOMEHIOBAHHOM.

Ilpumeyanue 2. BOCCTAHOBJICHME HEPBHO-MBIIICYHONH MPOBOAUMOCTH TIOCIE€ BBEICHUS
MHUOPETAKCAaHTOB MOXKET ObITh 3aMe/IJICHHBIM HJIM OBITh HEMOJHBIM y MAI[UEHTOK, MOTyYaronnX
COJIM MarHus JUIs JICYEHHS] TOKCHKO03a OEpEMEHHBIX, TOCKOJIbKY COJIM MarHusl yCUJIMBAIOT HEPBHO-
MbIIIeYHbIH O50K. [l03TOMY y TakuMx MalMEeHTOK [103bl POKYPOHMsI OpoMuUIa OJIKHBI OBITH
CHIDKEHBI M UX HEOOXOAMMO TUTPOBATh B 3aBUCUMOCTH OT MBIIIEYHOT'O OTBETA.

JlakTanus

B Hacrosiiiee BpeMsi ocTaeTcsi HEM3BECTHBIM, BBIBOJAUTCS JIM POKYPOHHUS OpPOMHJ y YeJoBeKa C
IpyAHBIM MOJOKOM. Ha3zHaueHue pokypoHus Opomuaa B HEpUOJ T'PYAHOIO BCKapMIIMBAHUS B
CBSI3H C HEJOCTATOYHOCTHIO TAHHBIX KIMHUYECKUX UCCIIEIOBAaHUN HE PEKOMEHIYETCs.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH H padorarhb ¢
MeXaHU3MaMH

ITockonbky npenapar Pokyponuii KaGu npuMeHsI0T B KauecTBe BCIIOMOIaTeIbHOTO CPEACTBA IIPU
IIpOBeACHUU OOIIel aHecTe3Uu, CleAyeT COOM0AaTh OObIUHBIE MEphl IPEJOCTOPOKHOCTH,
peKoOMeHAyeMble MOocIIe IPOBEIeHUs 001Iel aHecTe3nn A aMOyJIaTOPHBIX MALUEHTOB.

He pexomenayercst ynpaBiasiTh HOTEHIIMAIbHO ONACHBIMHU MEXaHU3MaMHU W BOJAUTH aBTOMOOUIIb
B TedeHHE 24 4YacoB IOCJIE IIOJHOIO BOCCTAHOBJIEHUS HEPBHO-MBIIIEYHONH IPOBOAMMOCTH,
BbI3BaHHOH npenapaTtoM Pokyponuii Kabu.

4.8. HexxennaTesbHbIe peakuuu

Pesrome npoduisg 0e3onacHOCTH
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p€aknun B MECTC BBCIACHHA, U3MCHCHHA OCHOBHBLIX KH3HCHHBIX IMOKa3aTelIell COCTOSHUS

opraHnusma (TaXI/IKapZ[I/IH, FI/IHOTGHSI/ISI) " YBCIIMYCHUC MMPOAOJDKUTCIIBHOCTU HCPBHO-MBIIICYHOT'O

O6noka. Hambomee dacTo cOOOIIaeMBIMH CEPHE3HBIMU HEKENATEIBHBIMUA JICKAPCTBECHHBIMH

peakuusMU B ITOCTPETUCTPALMOHHBIA IMEPUOL

HAOMIONIEHUS SBJISIFOTCSA aHA(pUIAKTHYECKUE M

aHa(l)I/IJIaKTOI/I[IHI)Ie PCaKinun U CBA3aHHBIC C HUMU CUMIITOMBI (CM. TaK¥XKEC Ta6JII/IIIy HI/I)KG).

Tabnuunoe PE3IOME HEKEIATEIbHBIX PeaKIIIi

HexenarennHbie pCakiun CrpyumnupoBaHbl II0 CHUCTEMHO-OpPTaHHBIM KJIacCaM M YaCTOTC

nosiyIcHMsI. YacToTy HeXenaTebHBIX peaKuii KITACCU(PUITUPOBAIIH CIICIYIOIINM 00pa3oM: OUYeHb
yacto (>1/10), wacto (>1/100, <1/10), Heuacto (>1/1000, <1/100), peaxo (> 1/10000, <1/1000),

oueHb penko (<1/10000) n yacToTa HEU3BECTHA
JTAHHBIM).

(4acToTy HEBO3MOKHO OIICHUTH IO MMEIOITUMCS

CucreMHO-OpraHHbIi
KJace

Yacroral

HexenareabHble pPearkmumn

Hapymenust co cropons! | OueHb peako

VMMYHHOH CHCTEMBI

['unepuyyBCTBUTENBHOCTD, aHa(UIAKTUYECKAs
peakuus, peaknus,

aHaQWIAKTUYECKUN IIOK, aHA(QHUIAKTOMIHBIN

aHa(uIaKTOMTHAS

IIOK

Hapyiuesus co cTOpOHEI
Py . p OueHb penko
HEPBHOM CHUCTEMBI

Bsineiit mapanuy

Hapymenust co cTopoHbI
oprasHa 3peHus

Munppuaz??

HenoaBMKHOCTh 3paykoB>

Hapymenust co cTopoHbl

Heuacto/penko | Taxukapaus
cepama
Hapymennst co croponsl | Hewacto/peako | AprepuaibHas THIIOTSH3US
COCYJIOB CocyaucThlid  KOJIJIANC M IIOK, THIEPEMUS
OueHb penko
KOXXHBIX ITOKPOBOB
Hapymiennst co cTOpOHBI
JbIXaTebHOM  cucTeMbl, | OUeHb peaKo Bbponxocnazm
OpPraHOB IPYyTHOM KJIETKHU H
CpPeIOCTeHUS
Hapymenust co cTtopoHsl .
AHTMOHEBPOTHYECKHI  OTEK, KpaluBHHIIA,
KOXXH W TOJAKOXKHBIX | O4eHb pelKo
. CBIITb, 3PUTEMATO3HAsI CHITIb
TKaHel

Hapymenuss co cTtopoHsl
MBIILIEYHOM, CKeJeTHOM U | OYeHb peaKo

COCﬂHHHTCHBHOﬁ TKaHHU

Melimeunas CJ'Ia6OCTL4, CTCporaHasi MI/IOHEITI/IFI4

Oo61ue u

PCaKu B MECTC BBECACHUA

HapyIIeHUs

Hewacro/penko

HesddexruBHocTh mpenapara, CHUKEHHBIN
JeKapcTBeHHbIH 3¢ dexT/ TepaneBTHUECKHil
OTBET, MOBBIIICHHBIN JIEKAPCTBEHHBIN dPPEeKT/
TepaneBTUYECKUI 60116 MecTe

OTBET, B

HNHBCKI NN

Ouensb peako

Otex Ji1a, 3JIOKauCCTBCHHAA THIICPTCPMUSA
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CucreMHO-OpPraHHbIi

Yacrora® —  HexenareJdbHbIe pearkuui

KJ1acc
TpaBMbl, HHTOKCUKALIMU U [IponoHrupoBanne HEPBHO-MBIIIEUHOTO OJIOKA,
OCJIOKHEHUS IIPOLIEyD Heuacto/penko | 3amemienue BOCCTaHOBJICHUS HEPBHO-

MBIIIICIHON IIPOBOAMMOCTH ITOCJIC aHECCTC3UHU

OueHb PEAKO I[I:IX&TGJII:HI:IG OCJIOXKHCHMUA I10CJIE aHCCTC3NHU

! Yacrora BCTPEHACMOCTU OLCHHUBACTCA Ha OCHOBAHHMU [JAHHBIX, IIOJIYYCHHBIX B IICPUOJ
MIOCTPErUCTPALMOHHOT O HAOIIOICHUS U JIUTEPATYPHBIX TAHHBIX.

2 JlanHple HAONIOAEHMH 33 MPENapaToM B IIOCTPETHCTPALMOHHBIN TEPHOA He II03BOJIAIOT
OTIPENIENINTh TOYHYIO YaCTOTy BCTPEUAEMOCTH, B CBSA3M C ATHM cooOmjaeMas 4yacrtora Obuia
paszesieHa Ha JIBe, a He Ha ISTh KaTerOpui.

8 B cBsa3u ¢ MNOTCHIUHUAJIIBHBIM YBCIIMYCHUCM IMPOHUIACMOCTHU HWJIM HAPYIICHUEM LECIOCTHOCTH
reMaTo’HIlearnieckoro 6aprepa.

4 Ilocie AJIATCIIBHOrO MPUMCHCHUS B OTACIICHUN HHTEHCUBHOU TCpaIrunu.

Onucanue OTJICILHBIX HEXKEIATSIbHBIX PEAKITMN

Anachunaxcus

O BO3HHMKHOBCHHH TSDKEJIBIX aHA(QWIAKTHUECKUX PEAKIMH B pe3yyibTare MNPUMCHCHHS
MHOpPENIaKCAaHTOB,  BKJIIOYash  POKYPOHUS ~ OpOMHI,  COOOIIaeTcss  OYeHb  PEIKO.
AHnadwmrakTuyeckue/aHaQUIaKTONIHBIE peakiuu: OpOHXOCHa3M, W3MEHEHUS CO CTOPOHBI
CEePJICYHO-COCYTUCTOW CUCTEMBI (HAIpHUMEp, THIIOTCH3Us, TaXUKap/Usi, COCYAUCTHIN KOJUIaIC -
II0K) U U3MEHEHHsI CO CTOPOHBI KOXKHU (HalpuMep, aHTHOHEBPOTUYECKUIM OTEK, KpanuBHUIA). B
HEKOTOPBIX CIIy4asiX STH peakuuu Oblu ¢aTaibHbIMU. BeiencTBrue MOTEHUMAIbHON TAXKECTH
3TUX peakuil Bcerna HeoOXOJUMO YUYUTHIBaTh BO3MOXKHOCTh MX BO3HMKHOBEHHUS U COONIOAATH
COOTBETCTBYIOIIHNE MEPHI MPEJOCTOPOKHOCTH.

[TockonpKy HM3BECTHO, YTO MHOpPETAKCAHTHl MOTYT BbI3BaTh BBICBOOOXKIEHHME TMCTaMUHA Kak
JIOKQJIbHO B MECTE MHBEKIIUU, TaK U CUCTEMHO, TO MPU BBEACHUHU 3TUX MpenapaToB HEOOXOAUMO
YUYHUTHIBATh BO3MOXKHOCTh BO3HUKHOBEHUS 3yJla U SPUTEMATO3HBIX PEaKIMil B MECTe MHBEKIIUU
W/WIM TEHEPATU30BaHHBIX THCTAMHUHOMNOJOOHBIX (aHA(PWIAKTOMIHBIX) pPEaKIUid (CM. TaKkKe
aHa(pMIaKTUYECKUE PEAKIINU, ONTMCAaHHbIE BBIIIE).

B kimHuYeckux uccieoBaHUAX ObLIO MOKAa3aHO TOJILKO HE3HAYUTEIBHOE YBEIWYCHHE CpeHel
KOHIIEHTpAllMM THUCTaMHHA B IuIa3Me mocie ObicTporo OomtocHoro BBeaeHus 0,3—0,9 mr/kr
POKypOHHUS OpoMuUa.

HpOﬂOHZMpO6ClHM€ HEPBHO-MblUUEUHO2O o10Ka

Haubonee yactoli HeXXeIaTeNbLHON peaKuI/Ieﬁ HCACTIOJIAPU3YIOIIUX MUOPCIIAKCAHTOB KaK KJlaCcCa
JICKAPCTBCHHBIX IIPCIIApaTOB ABJIICTCA YAJIIMHCHUC IICPUOJa UX (bapMaKOJ'IOFI/I‘-ICCKOFO ﬂeﬁCTBHH
CBCPX HCO6XOI[I/IMOFO nepuoaa BpEMCHHU. CreneHb TSIKECTH 3TOH pCaKnu MOXKET BApbHPOBATH
OT CKEJIETHO-MBIIICYHON C1ab0CTH A0 FHY6OKOFO U IPOAOJLKHUTCIBHOTO ITapalinda CKEJICTHBIX
MBIIILI, ITPUBOAAIICTO K JBIXaTeIIbHOW HEIOCTaTOYHOCTH MM allHO?.

Muonamus
[Tocne mpuMeHEHHsI pa3IUYHBIX MHOPEJIAKCAHTOB B OTIEJICHUM HWHTEHCUBHOM TEpanvuu B
KOMOWHAIIMH C TITFOKOKOPTUKOCTEPOUIAMU OTMEUaach Muomatus (cM. pasaen 4.4).
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Mecmuolie peakyuu 6 mecnie UHbeKyuu

Bo Bpems ObIcTpoil mociiegoBaTeNbHOW WHAYKIUH AHECTE3UH COOOIIaIoch O OOJE3HEHHBIX
OLIYUICHUAX MpPH HHBEKLIUH, OCOOEHHO KOTJa MAlMEHT elle HaXOIUTCS B CO3HAHUM, U B
0COOEHHOCTH TPHU MPUMEHEHUH Mporodosia B Ka4ecTBE CPEACTBA sl MHAYKIWU aHecTe3uu. B
KIIMHUYECKUX MCCIEAOBAHUAX OO0JIb MpU HHBEKIUMU OTMedanach y 16% maiueHros,
MOJIBEPTIIMXCSI OBICTPOI MOCIIEA0BATEILHON HHAYKIIUN aHECTE3UH MPOIMOQOIOM, U MEHEE YeM Y
0,5% nDanueHTOB, NOJABEPruIMXcs OBICTPOM IOCIEAOBATENIbHON HMHAYKLUUU aAHECTE3UH
(EHTaHMIIOM M THOTIEHTAJIOM HATPHSL.

CTH

Mera-ananu3 11 KIMHUYECKUX HCCICIOBaHMN y aeTeid W moapocTtkoB (N=704), B KOTOpPBIX
MPUMEHSIICS pOKYpOHHsI Opomu (10 1 MI/Kr), IoKa3all, YTO TaXUKapAUs BO3HUKaJA C YaCTOTOU
1,4%.

Co00I1IeHHE 0 TTO03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIAIX

Baxxno cooOmarb O TOJ03pEBAEMbIX HEXKENATENbHBIX pEaKUUsAX I0CJIe PEerucTpaluu
JIEKapCTBEHHOI'O IpernapaTa ¢ IelIbl0 00ecledeH s HEMPEPhIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOro Mpemnapara. MeAuIMHCKUM pabOTHUKAM pPEKOMEHAyeTCs
coo01aTh O JIOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEaKIUSAX JIEKapCTBEHHOTO Ipernapara
4epe3 HAIMOHAIBHBIC CUCTEMBI COO6HI€HI/I$I 0 HEXKCIIATCIBHBIX PCAKIUAX TOCYJAapCTB — YJICHOB
EBpa3uiickoro s5KOHOMHUYECKOTO COH03A.

Poccuiickas ®enepanns

depnepanpHas ciyx0a 1Mo Haa30py B chepe 3apaBOOXpaHEHUS

Anpec: 109012, r. Mocksa, CnaBstHcKas miomanip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

Dnexrponnas moura: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOMN ceTH «HTepHeTY:!
https://www.roszdravnadzor.gov.ru

PecnyOunka Bemapych

VII «lleHTp 3KCnepTU3 U UCTIBITAHUHN B 3PABOOXPAHECHUI
Anpec: 220037, r. Munck, ToBapunieckuit nep., 2a
Tenedon ornena papmakonamzopa: + 375 (17) 242-00-29
®axc: +375-17-242-00-29

DnektponHnas mouta: rcpl@rceth.by, rceth@rceth.by
Caiit: www.rceth.by

4.9. Ilepeno3upoBka

CHUMIITOMBI

CHUMITOMBI Pa3BUTHA HCPBHO-MBIIICYHOT'O OJoKa.

Jleuenue

B ClIydac nepCa03upOBKU U pa3BUTHUSA ITPOJIOHTMPOBAHHOT'O HEPBHO-MBIIICYHOT'O O1oka MaluCHTY
HCO6XO,Z[I/IMO NpOAOJIKUTE BCTIOMOTATCIIbHYHO UCKYCCTBCHHYIO BCHTUJIAILUIO JICTKUX U BBCJACHUC
CCHATHBHBIX MPCIIapaToB. KOF,I[a HA4YHCTCA CIIOHTAHHOC BOCCTAaHOBJICHHEC HCpBHO-MBIMCQHOﬁ
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alleTHIIXOJMHACTEpa3bl (HApUMEp, HEOCTUTMUHA METWICYib(oHaTa, 3ApodOoHHS XIIOpUIA,
MUPUAOCTHTMUHA Opomuna). Eciu BBeneHHE MHTMOMTOpA aleTHIIXOIWHACTEpa3bl HE CHUMAET
onmokupytomiero 3¢dexra mpemapara, HeOOXOIUMO MPOJOHKUTH BEHTUJIAIMIO JI0 TEX TMOp, IMOKa
HE BOCCTAHOBHUTCS CaMOCTOSITEJIbHOE JbixaHue. [lOBTOpHOE BBEJACHHE HMHIHOUTOpPA
AIleTUIIXOJMHACTEPA3bl MOXKET OBITh OMACHBIM.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

dapmakoTepareBTHUeCKass Tpymma: MUOpeTaKCaHThl; MHOPEIAKCaHThl TeprudepruIeckoro
JNCUCTBYS; IPYTHE YeTBEPTHUHBIC AMMOHHUEBBIC COSMHCHHUS
Kox ATX: M03ACO09

MexaHu3M OeicTBuUs

Pokyponust 6poMusi — OBICTPOJICHCTBYIOMINM, HEICTOISIPU3YIONINN MHUOPETAKCAHT CpeaHen
MIPOJODKUTENIBHOCTH  JIeMCTBUS, oOnafalomuidl BceMu (apMakoJOTHYecKUMHU dPQexTamu
(kypapenogoOHbIMU), XapaKTePHBIMHU I JAHHOTO Kiacca mpenaparoB. OH OJOKUpyeT H-
XOJIMHOPEIENTOPbl CKENETHOW MBIIIIBI W MPENATCTBYET JACTONSPU3YIOLIEMY JIEHCTBUIO
alleTUIIXOJIMHA. AHTarOHUCTaMH 3TOTO JEHCTBUS SIBJISIOTCSI HHTUOUTOPHI alleTUIIXOJIMHACTEPA3sHhI,
TaKhe Kak HEOCTUTMHHA METWICYNIb(at, 3ApoQOHUS XJIOPU U MUPUAOCTUTMUHA OPOMHUI.

q)a[zMaKOZ!I/IHaMI/I‘IeCKI/IC B{hShCKTBI

EDgo (mo3a, HeoOxomumass miasi moaaBieHuss Ha 90% CoOKpaTHTENbHOW pEaKIuH JTHHHOTO
crubatens OOJBIIOrO mMajblla KUCTH B OTBET HA CTUMYJIALMIO JIOKTEBOIO HEpBa) MpHU
BHYTPUBEHHOM 00IIIeH aHecTe3nn coctaBisieT mpuMmepHo 0,3 mr/kr pokyponus 6pomuaa. EDgs y
MJIAJICHIIEB HIDKE, YeM Y B3pocibix u aerei (0,25, 0,35 u 0,40 Mr/Kr, COOTBETCTBEHHO).
Knunuyeckass NpoIOIKUTENBHOCTh JEMCTBUS (BpeMsl [0 CHOHTAHHOTO BOCCTaHOBIICHUS
COKpATUTEJIbHON CIOCOOHOCTH CKEJIETHBIX MBI 10 25% OT KOHTPOJIBHOTO YPOBHS) IPU J03€
0,6 mr/kr poxyponus 6pomuza coctaisieT 30—40 munyT. OO1Iast TPOIOIKUTEITBLHOCTH (BpeMs 10
CIIOHTAHHOTO BOCCTAHOBJICHHSI COKPATUTEIbHON CIIOCOOHOCTH CKeJIeTHBIX MbIi A0 90% ot
mpoMexyToyHoro) cocrapisier 50 muHyT. CpenHee BpeMs CIOHTAaHHOTO BOCCTAaHOBIJICHUS
COKpATUTEIBHON CIOCOOHOCTH CKEJNETHBIX MBI OT 25% 110 75% OT KOHTPOJBHOTO 3HAYEHUS
(MHIEKC BOCCTAaHOBJICHHS) TMocie OontocHOM m03b1 0,6 MI/KT pOKypoHHS OpomMHAa paBHO
14 munytam. Ilpu 6osee Huskux noszax 0,3-0,45 mr/kr pokyponust 6pomuma (1-1,5 x EDgo)
Hayajuo JEHUCTBUS HACTYMAeT MOPKE M MPOJOJDKUTENBHOCTh JeUCTBUS Kopoue. [Ipu BbICOKHMX
703aX 2 MI/KT POKYpPOHHUS OpoMHAa KIMHUYECKAsl MPOJOJDKUTEIBHOCTh JEHCTBUSI COCTABIISIET
110 munyT.

WuTy6anus Tpaxeu npu NpoBEICHUH IJIaHOBOW aHECTE3UH

B Teuenne 60 cexyH[ nocie BHyTpHUBeHHOT0 BBeieHUs 0,6 MI/Kr pokypoHus 6pomua (2 x EDgo
IIPU BHYTPUBEHHOW aHECTE3MM) MPAKTHUUYECKH y BCEX MAIlMEHTOB JOCTHTaeTcs MpHeMJIeMOoe JUIs
MHTYOaLuu cocTosiHue, a'y 80% 13 HUX YCIOBUS JUIl HHTYOALlMU PaclIEHUBAIOTCS KaK OTJIMYHBIE.
OOmiee paccriabieHue CKEeNeTHOM MYCKYJaTypbl, JAOCTaTOYHOE MAJs JOOBIX XUPYPrHYECKHX
BMEIIATENbCTB, JOCTHraercs B TedeHue 2 MuHyT. [locne BBemenust 0,45 MI/KT pOKYypOHHS

OpoMua mpuemMseMble yCIOBHs U1l MHTYyOaluu co3aatoTcs uepes 90 cexyHI.
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IIpu ObICTpOIl mMOCHIENOBATEIBHON HMHIYKIMHA AHECTE3WH C TNpPUMEHEHHEeM IMpomnodosia wim
(dheHTaHWIIa/THOTICHTAIAa HATPHS, TIOCIe BBeIeHUs | MI/KT pokypoHus 6pomuna, y 93 % u 96 %
MAIMEHTOB COOTBETCTBEHHO uepe3 60 CeKkyHA IOCTUIaroTCsl IpUEMIIEMbIE Ul HMHTyOaluu
ycinoBusa. M3 Hux y 70% DanUMeHTOB OHU OLIEHHMBAIOTCS Kak OTIMuYHble. KnmnHuueckas
MIPOJOJKUTENBHOCTD JIEHCTBUSL POKYPOHUSL Opomuia Mpu 3TOM J03€ cOoCTaBisieT okosio | yaca,
IIOCJIE YEro HEPBHO-MBILIEYHAs MPOBOJUMOCTb MOKET ObITh BOccTaHOBJIeHa. Ilpu ObicTpoit
MOCTIeIOBATEIPHON ~ HMHIYKIMM  AHECTE3WM  C  TPUMEHEHHWEM  mporodona  WiH
(eHTaHMIIa/THOTIEHTANIA HATPUS, TTocye BBeaeHus 0,6 Mr/kr pokyponus Opomuna, y 81% u 75%
MAIMEHTOB COOTBETCTBEHHO uepe3 60 ceKyHJ JOCTUTalOTCs IpHEMJIEMBbIE JUIsl MHTyOauuu
YCIIOBUS.

OTtneneHre UHTEHCUBHON Tepanuu
[Mocne HenpepbIBHON MHDY3MH POKYPOHHUST OPOMHIA B OTJCICHUN UHTCHCUBHON Teparuu BpeMsI
BoccTanoBiieHus train-0f-four (TOF) — oTHOIIEHNs (OTHOIICHUS BEIMYHUH Y€TBEPTOTO U TIEPBOTO

OTBETOB MBI Ha YeTbipexpa3psanyto (TOF) crumynauuio) 1o 0,7 3aBUCHT OT YpOBHSI OJ10Ka 1bI
B KoHIle uH(y3uu. [Tocne HenpepsiBHON HHPY3un B TeueHue 20 yacoB Uiy 0osiee, cpeiHee Bpemst
(IvamazoH) MEXIy IOBTOPHBIM IOsiBJI€HHEM T2 (BTOpOro OTBeTa MbIIIIBI) B OTBET Ha
TOF-ctumynsmuio 1 BocctanoBieHrueM TOF-otHomenus a0 0,7 mpHOIH3UTEIEHO COCTABIISCT
1,5 (1-5) vaca y narnueHTOB O€3 moJuOpranHon HepoctaTouHoCTH U 4 (1-25) yaca y manueHToB ¢
MOJMOPTaHHON HEJOCTATOYHOCTBIO.

Cepaedno-cocyaucTas XUupyprus

VY marueHToB, MOATOTABIMBAEMBIX K OTEPAIMM Ha CepAle, HauboJjee YacThIMU M3MCHCHUSIMH,
HaOMIOJaeMBIMH BO BpEMsl Pa3BUTHUS MaKCUMaJbHOTO Oyioka mocie BBeneHus 0,6—0,9 mr/kr
POKypoHHUS Opomuia, SBISIOTCS clab0oe W KIMHWUYECKH HEBBIPAKCHHOE YBEIWYEHHE YaCTOTHI
CepACUYHBIX COKpalleHHui (MakcuManbHO Ha 9 %) W yBEIHMYEHHE CPEAHEr0 apTepHaTIbLHOrO
aBIICHUS MaKCUMAaJIbHO Ha 16% OT MCXOMHBIX 3HAUCHUI.

Oco0ble T'PYIIIBI TAIWEHTOB

[TpomomkuTenbHOCTD AeHCTBUS TToAepkuBatomux 103 (0,15 Mr/kr) pokypoHus OpoMuaa MOXKET
OBITh HECKOJIbKO OOJIbIlle y MAIlMeHTOB IMOXKMJIOrO BO3pacTa M y MAIMEHTOB C 3a00JeBaHUEM
Me4YeHu W/win nodek (mpumepHo 20 MUHYT) MpHU HCHOJIb30BAaHUHM aHECTE3UMH SHQIypaHOM U
n3o(aypaHoM, 4YeM y MalMEeHTOB Oe3 HapylieHHs (YHKIUU SKCKPETOPHBIX OpPraHoOB IMpPU
BHYTPUBEHHON aHecte3un (mpubnusurenbHo 13 wmuHyT). [IpM MHOrOKpaTHOM BBEACHUU
MOAJICPKUBAIOIIUX 103 HA PEKOMEHIOBAHHOM YPOBHE KYyMYJISTHUBHBIA 3PQEeKT (MporpeccuBHOE
yBEJIMUYEHUE MPOJAOJKUTEIBHOCTH JICHCTBUS) HE HAOTIOqaIICS.

CTH

CpenHee BpeMsi Hayaja ACUCTBUS y MIIQJICHLIEB U JeTell mpu MHTyOarroHHOU no3e, 0,6 Mr/kr
POKYpOHHMsI OpOMUAa, HEMHOT'O KOpOYe, YeM Y B3pocibIX. [IpoomKUTEIbHOCTD JEHCTBUS U BpEMs
BOCCTAHOBJICHHSI HEPBHO-MBIILIEYHOH MPOBOIUMOCTH MOTYT OBITh KOpOUYE y JeTel 110 CPaBHEHUIO
C MJIaJICHIIaMH U B3POCJIBIMHU.

BoccTaHoBIIEHHE HEPBHO-MBIIIEYHON MPOBOJIMMOCTH
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NpU TIOBTOPHOM MOSIBJICHUHM T2 WM MpPU TEPBBIX MPU3HAKAX KIMHUYECKOTO BOCCTAHOBJICHUS
NPUBOJIUT K BOCCTAHOBJICHUIO HEPBHO-MBIIICYHON MPOBOAMMOCTH IOCIE OJOKA, BBI3BAHHOIO
JeWCTBUEM POKYPOHUS OpoMHIa.

5.2. apmakokuHeTHYECKHE CBOHCTBA
AOGcopbuus
[Ipu BHYTpHBEHHOM BBeJIeHUHU OnoaocTynHOCTh paBHa 100 %.

Pacnopenenenne

[Tocne BHYTpMBEHHOIO BBEACHUSI OTHOKPATHOM OOIIOCHON 103bI POKYPOHHUS OpOMHU/Ia U3MEHEHNE
€ro KOHIEHTpPAlUu B IJIa3Me€ KPOBHM MPOXOAUT TPU SKCIIOHEHIMAIbHBIE (Ppa3bl. Y 370pPOBBIX
B3pOCIBIX (KOKYIIHICSI) 00bEM paciipeielieHHs] B paBHOBECHBIX yCIOBUSIX (95% MOBepUTEIHHBIM
uHTepBas)  cocrtaBisger 203 (193-214)  mu/kr, TUIa3MEHHBIM — KIMPEHC  PaBeH
3,7 (3,5-3,9) mu/kr/MuH.

[Ipu BBeneHuu pokypoHust OpoMHia B BUJE HEMPEPhIBHON MH(PY3HUHU 7151 00JIeryeHus MpoBeIeHUs
UCKYCCTBEHHOW BEHTWISAIMM Jierkux B TedyeHne 20 4yacoB u Oosiee, CpeqHU MepUOJ
MOJTYBBIBEIEHUS U CpelHUN (Kaxyluiicsi) o0beM pacrpelesieHuss B paBHOBECHOM COCTOSIHUU
POKYpOHHUsI OpOMHUJIa YBETUUUBAIOTCSL.

Buorpancdopmars

B mtazme kpoBu He 0OHAPYKEHBI META0OIUTHI POKYPOHHUS OpOMHIA.

OIuMHHAIUS

VY 310poBBIX B3pOCIBIX CpeaHHUIl mepuoj moiyBbiBeneHUs (95 % noBepuTenbHBIM HHTEpPBAN)
cocraBisieT 73 (66—80) MUHYT.

Pokyponus OpoMu BBIBOIUTCS ¢ MOYOH U JKellublo. B Teuenne 12—24 gyacoB SKCKpenust ¢ MOYOM
nocruraet 40 %. Ilocie BBeeHUsS MEUEHOT'O PaIMOAKTUBHBIM M30TOMIOM POKYPOHHUS OpoMuia,
€ro 9KCKpeuusi cocraBwia B cpeaHeM 47% c¢ mouort um 43% c kajioM B TeuyeHue 9 IHEM.
[Tpubmm3uTensHo 50 % BBHIBOAUTCS B HEU3MEHEHHOM BHJIC.

CTH

VY mnaznenneB (ot 3 mecsueB A0 1 roga) Kaxyumiics o0beM pacrpeleneHus B paBHOBECHBIX
YCIIOBUSIX YBENUYEH [0 CPaBHEHHIO C B3pocibiMU U netbMmu (1-8 m;er). YV gereir 3-8 ner
HaOIr0/1aeTCsl TEHACHUUS K YBEJIMYEHUIO KIMPEHCA U YKOPOUYEHHIO INMEPHUO/a NOTYBBIBEAECHUS
(mpubau3uTensHoO 20 MUHYT) 110 CPAaBHEHUIO C B3POCIBIMH, 1eTbMHU (1-3 J1eT) 1 MiiageHaMu.

IlanueHTHl MOKUIIOr0 BO3pacTa

B KOHTPOJIUPYEMbBIX YCIOBHAX IIOKAa3aHO, YTO KIMPCHC IJIA3MblI Yy IMMAIMCHTOB CTap4YCCKOTO
BO3paCTa MW Yy IM[MAOUCHTOB C HAPYIICHHUAMHU II0OYCK 3aMCUICH, OJHAKO B OOJIBIIIMHCTBE
HCCIIeOBaHUM Ha6J'IIOIIaCMBIe pa3iniua HE AOCTUT AN CTaTUCTUYECKON 3HAYHMOCTH. HCpI/IOI[
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KIIMPEHC CHUXKAeTCs Ha | MJI/KT/MUH.

TlanueHThl ¢ OJIUOPraHHONM HETOCTATOYHOCTLIO

B KOHTpOJIMpYeMBIX  KIMHHYECKHMX HCCICOBAHUSX  OblIa  BBISBICHA  BBIPAKCHHAS
MEXHHIUBHIyadbHas BapHaOEIbHOCTh IOKa3aTeNiel, CBA3aHHAS C pAa3IUYHBIM TEHE30M H
CTETIEHBIO  BBIPAKCHHOCTH  IOJIMOPTaHHOW  HEJOCTATOYHOCTH W HMHIUBHIYaJbHBIMHU
XapaKTepUCTUKaMH NAlUEHTa. Y MalleHTOB C IOJMOPTaHHON HEOCTATOYHOCThIO cpeiHui (£SD)
NIEpUOJT TONTyBBIBEACHUST cocTaBisul 21,5 (£3,3) yacoB, (Kaxymuiics) o0beM pacrpeneneHus —
1,5 (£0,8) n/kr, a kupeHc mia3msl — 2,1 (£0,8) Mi/kr/MuH.

6. PAPMAIIEBTUYECKHUE CBOVCTBA

6.1. Ilepeuenb BcioMoraTe/ibHbIX BelllECTB

HATpHUsl XJIOPUL

HATpHUs anerara TpUruapar
YKCYCHasi KUCJIOTa JieAsiHas
BOJIa JUUT MHBEKITNH

6.2. HecoBMecTHMOCTD

Pokyponust OpoMu1 HECOBMECTHM B OJJHOM ILIIPHIIE C PACTBOPaMH, COJEPKAIMMHU CIIETYIONINe
npernapaThl: am@oTepulMH B, aMOKCHIIWIIMH, a3aTHONpPHUH, 11e(a30iduH, KIOKCAlWUJUINH,
JIeKCaMETa30H, JAha3enam, JHOKCUMOH, )pUTPOMULIH, (paMOTHINH, PypoceMu, THIAPOKOPTU30HA
HaTpUsl CYKIMHAT, HWHCYJIWH, METOTeKCHUTal, METUJIIPETHU30JIOH, NPEAHU30JII0HA HaATpUs
CYKIIMHAT, THONIEHTAJl HaTPHsl, TPUMETOIIPUM U BaHKOMUIIMH. POKypoHusi OpoMu HECOBMECTUM
Takke ¢ npenaparom MHTpanunu (3kupoBble SMYJIbCUU IS TAPEHTEPATILHOTO BBEACHMUS ).
Pokyponusi 6pomMus He cieayeT CMEUIMBaTh C JIPYTMMH JIEKapCTBEHHBIMU IMperaparaMu, 3a
UCKITIOYEHHEM YIOMSHYTBIX B pazjere 4.5.

6.3. Cpok rogHocTH (CPOK XpaHEeHU)

3 rona.
[Ipyn cmemmBanuu mnpenapara ¢ MH(QY3MOHHBIMU pPAacTBOpaMH, yKa3aHHBIMH B paszaene 4.5,
BBEJICHUE JIOJDKHO OBITh HAYaTo Cpasy ke MOCie CMEIIMBAHUS U 3aKOHUEHO B TeueHHe 24 4acoB.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPU XPAHECHUH

Xpanuts npu Temieparype ot 2 g0 8°C.
YcnoBus xpaneHus nocie pa30aBiaeHHs TEKapCTBEHHOTO MpemapaTa cM. B pazzaene 6.3.

6.5. Xapakrep u cofepxaHue NEPBUYHON YIIAKOBKH

I[Io 5 mn Bo ¢nakoHsl M3 OecuBeTHOro HedTpanpHoro crekina 1 kimacca (Esp. ®apwm.),
YKYIIOpEHHbIE PE3WHOBBIMHU XJOpOyTHMiIOBBIMU TpoOkamu Tuma 1 (EBp. ®apm.) u oGxatble
AJIFOMUHUEBBIMHU KOJITAYKaMU C IJIACTUKOBOM KPBIILICUKOH.
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CTaIlMOHApPOB).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TPH YHUYTOKEHUM  MCIOJb30BAHHOTO
JIEKAPCTBEHHOI0 Mpenapara WJIH OTXO0JA0B, TMOJYYEHHbIX TOCJde NPHUMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MAaHUNYJISAIHH ¢ TPenapaTom

Ecmun npenapar Pokyponmii Kabu mpenmonaraercss BBOAWTH 4epe3 HMH(PY3HMOHHYIO CHCTEMY,
MpeJHAa3HAYCHHYIO IS BBEACHUS U IPYTHX MpPEnapaToB, HEOOXOAUMO TEpes U Mocie BBEACHUS
npenapata Pokyponuit Kabu nomxsHbIM oOpa3om ee npoMeiTh (Hampumep, 0,9% pactBopom
HaTpHUs XJIopuaa). ITo He0OXOAUMO B TEX ciyyasx, korga Pokyponuit Kabu u npyrue npenaparbl
HECOBMECTHMBI WJIM UX COBMECTUMOCTb HE YCTAHOBJICHA.

Bechb ocraBumiics gexkapCcTBEHHBIN Ipenapar U OTXO/bl CleAyeT YHUUTOXKUTh B YCTAHOBICHHOM
MOPSIJIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

®dpesennyc Kadu oiunang I'moX, I'epmanus /Fresenius Kabi Deutschland GmbH, Germany
Else-Kroener-Strasse, 1, 61352 Bad Homburg v.d.H., Germany

7.1. IlpeacraBure/ib AepKaTe/si PericTPAlMOHHOI0 YA0CTOBEPEHUS

IIperen3un morpedUTENE HAIPABIISTH 110 AIPECY:

Poccuiickas ®@edepayus

000 «Dpezennyc Kabm»

125167, MockBa, JIeHMHTpaacKuii MpocnekT, A. 37, kopnyc 9, 9T.3 IIOM. XXIV, KOM. 15
Ten.: +7 495 988-45-78

Dnexrponnas moura: drugsafety-ru@fresenius-kabi.com

Pecnybnuxa benapyco

000 «Dpe3CepBucCucrem»

223053, Munckas o6nactb, MUHCKUH paiioH, 1. BopoBisHBI,
yi. bepe3oBas pouia, a. 106, nomeni.116

Ten./dakc: +375 17 389 72 93, +375 17 370 87 02
OnexrponHas noura: fss@qrt.by

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. IATA TEPBUYHOW PETMCTPALIMU (IIOATBEPKIEHUSI PETUCTPALIMH,
MEPEPETUCTPALIN)

JlaTa miepBOi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA
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OOmas XapaKkTepPUCTUKA JIEKAPCTBEHHOI'O iperapata - Poky ot | CK46u - noCryhHa Ha

uHopMaroHHOM TOpTane EBpa3suiickoro 3KOHOMHYECKOTO CO3a B HH(OPMAIIMOHHO-
KOMMYHHUKaIMOHHO# cetn « MHTepuer» http://eec.eaeunion.org/
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