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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBE HHOFO TIPEIAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

ByBanectun, 5 Mr/mit, pacTBOp JUISI MHBEKIIHIA.

2. KAUECTBEHHBIN 1 KOJIMUECTBEHHBII COCTAB

JlelicTByro1IIee BEIeCTBO: OyNrUBaKanH.

Kaxxnpiii M1 pacTBopa COAEPXKHUT 5 Mr OynuBakanHa TMIpOXJIOpHIa MOHOTHIpaTa B Mepecdyere Ha
100 % BemecTBO.

Kaxxnas ammyna o6bemom 4 M coaepxkut 20 Mr OynuBakanHa rHIPOXJIOPHIA MOHOTHIpATa B Tepe-
cuete Ha 100 % BemecTRo.

Kaxxnas ammyna o6bemom 10 mit cogepxut 50 Mr OynuBakanHa THAPOXIOPHIA MOHOTHPATA B TIepe-
cuete Ha 100 % BemecTRo.

BemecTBa, Hanmu4Kre KOTOPHIX HAJ0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO Mpenapara: HaTpuil (cM.
paznen 4.4).

ITonubrit IEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciIic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBop 1 MHBEKIINT.

[Tpo3paunas GecuiBETHas WK CO CJIETKa JKEITOBATHIM OTTEHKOM >KUIKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

ByBanecTHH mokaszaH K MPUMEHEHHUIO y B3pOCIBIX U ieTei B Bozpacte oT 0 1o 18 ner.
- CnuHanbHas aHecTe3usl.

- HurtparexanbHas (cyOapaxHOWAaNbHas, CIIMHAJIbHAS]) aHECTE3USl MPU XUPYPrUYECKUX BMEIIa-
TEIIbCTBAX U aKYyLIEPCKUX ONepausix.

- Ilpu onepamusax Ha HIDKHUX KOHEYHOCTSIX, BKJTIOYAsi OTIEPAIMK Ha Ta300€PEHHOM CYCTaBe, Mpo-
JOJKUTEIBHOCTh KOTOPBIX cocTaBiseT 1,54 daca.

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

J103b1, IpUBEICHHBIE HWKE, ABIISIIOTCS OPUEHTUPOBOYHBIMM ISl B3POCIBIX NMAMEHTOB. Jlo3y ciie-
IYIOT KOPPEKTUPOBATh MHIUBUAYAIBHO IS KaX/10r0 KOHKPETHOro nanueHTa. 3a nuapopmanueit oo
MHIUBUAYAIBHBIX TOTPEOHOCTSIX MAlMEHTOB U O (akTopax, BIMSIONIMX HAa TEXHUKY MPOBEICHUS
Onokapl, ClIEAyeT oOpaTHThCA K CTaHJApTHBIM pykKoBojacTBaM. HeoOxoaumo HCmosb30BaTh
HaVMEHBIIIYIO U3 BO3MOXHBIX 7103 I JOCTHKEHHUSI a/ICKBaTHON aHECTE3HH.

Pexomenoyemvie 003v1 npenapama bysanecmun y 63pocivix
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"Haalind A6 T O elenocts

IToxa3zanue Jlo3za, M Jlo3za, Mr CTBUS, MUH JieCTBHS, 4
(nmpumMepHO) (nmpuMepHO)

XUpypruyeckue onepanuu
Ha HWKHHUX KOHEYHOCTSX,
BKJIKOYAs OIlepaluy Ha Ta-
300€1pEHHOM CycTaBe

24 10-20 5-8 1,54

B HACTOAIICC BPEMA HET OIbITA KIIMHUYCCKOT'O IIPUMCHCHU A 103 BBIIIC 20 mr.

Oco0ble T'PVYIIIBI ITAITWMEHTOB

ﬂuua noJ2#HCU1I020 so3pacma u 6€p€M€HHbl€ HCEHUUHDbL

V manmeHToB MOXKHJIOr0 BO3pacTa M KEHIIUH Ha TMO3IHUX CPOKaX OEPEMEHHOCTHU CIIEIyeT UCIIOIb-
30BaTh Mpernapar B yMEHbIICHHOM 03¢, cHu3uB ee Ha 20—30 % (cm. pazaen 4.4).

eTH
Jlemu ¢ maccoti mena 0o 40 ke

ByBanecTHH MOKET MPUMEHSThCS Y JIeTeil. Y HOBOPOXKACHHBIX U MIIAJCHIIEB 00hEM CITMHHOMO3IO-
BOH JKUIKOCTH OTHOCHTEIBHO OOJIBIION, TO3TOMY MM TpeOyeTcsi, 0ojiee BRICOKas 71032 B pacyeTe Ha
KI' Macchbl Tella, YeM B3POCIIbIM, IS JOCTUKEHUS aHAIOTUYHOTO YPOBHS OJIOKAIbI.

PGFI/IOHapHaSI AHCCTC3UA Yy I[GTGﬁ AO0JDKHaA IPOBOJAUTHCA BpaduoOM, HMCIOUIUM OIBIT WCIIOJIB30BaHUA
AAHHOT'O BHJa aHCCTC3UU Yy ITIAIUCHTOB HaHHOﬁ BOSp&CTHOﬁ IpYIIIBI.

J103b1, yKa3zaHHbIC B TaOJHIIE, SIBISIOTCS OPUEHTUPOBOYHBIMU IS MAIIUEHTOB JETCKOTO BO3PACTa;
Ha0II01aTNCh UHIUBUAYATbHBIC OTKIIOHEHHS. B cTaHIapTHRIX pyKOBOJICTBAX MpUBeAeHa HH(OpMa-
us o (pakTopax, BIMSIONIUX HA PAa3IMUHbIE TEXHUKHU OJOKaIbl, © 00 MHIWBUIYAIBHBIX MOTPEOHO-
CTsX manueHToB. HeoOxoIuMo HCMonb30BaTh HAMMEHBIYIO M3 BO3MOKHBIX J103 AJISl JOCTHUKCHHUS
aJICKBaTHOM aHECTC3HU.

Pexomenoyemvie 0o3zvl npenapama bysanecmun y demeii

Macca Tesa, Kr Ho3a, Mr/kr
<5 0,4-0,5
5-15 0,3-0,4
15-40 0,25-0,3

Cooco0 nmpuMeHeH st

[TpumensTh OynmuBakanH MOTYT TOJIKO Bpauu, 001aJa0I1e OMBITOM MPOBEICHUSI MECTHOM aHecTe-
3UH WIN IIOJ X HAOIIONEHUEM.

I[O Ha4dajla BBCACHUA IIpCriapara Ey'BaHeCTI/IH HeO6XOI[I/IMO YCTaHOBUTH BEHO3HBIN KaTeTeCp.

CrnenyeT BBOAUTH CIUHAIBHYIO HMHBEKIIMIO TOJIBKO IOCJIE TOYHOTO OINpeAeeHus cy0apaXxHOUAamb-
HOTO MPOCTPAHCTBA MyTeM JIIOMOANIBbHON MyHKUUHU (IIPO3payHasi CIMHHOMO3TOBasl AKHUAKOCTh BBITE-
KaeT U3 UTJIBI JAJIS CIIMHAJIBHOW aHEeCTe3UH WM HaOoAaeTcs py acnupaiyn). B ciydae HeynauHoit
MYHKIUY JIpyrasi MONbITKa BBECTH JIEKAPCTBEHHBIN MpenapaTr MOKET ObITh MPEIIPUHATA TOJIBKO B
cllyyae ero BBEJICHHUS Ha JIPYroM ypOBHE U B MeHbIIeM oObeme. OHON U3 IPUYHH OTCYTCTBHUS 3-
(bekTa MOXKeT ObITh MJI0OX0€ UHTpPATEKaIbHOE paclpe/iesieHne JEKapCTBEHHOT O Mpenapara, KOTopoe
MOJKET OBITh HCIIPABICHO U3MEHEHHUEM TOJIOKEHUS MalUEeHTA.

4.3. IlpoTuBoONOKa3aHUS

- T'umepuyBcTBUTENBHOCT K OyNHMBaKauHy, JPYTUM MECTHBIM aHECTETHKaM aMUJIHOTO TUIA WU
J1000MY U3 BCIIOMOTaTEIbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zaene 6.1.
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BuyTtpuBenHas peruonapHas anectesus (0yokang bupa), &QIF'&Q%}I%F}%JEé%-

BaKanHa B CHCTEMHbII KPOBOTOK MOXKET BbBI3BATh OCTPYIO CUCTEMHYIO TOKCUYHOCTD.

CJIGI[yeT IIPUHATH BO BHUMAHUC OGH.II/IC IMPOTHUBOIIOKA3aHUA K ITPOBCACHHUIO I/IHTpaTeKaJIBHOf/'I AHCCTC-

33U

ocTpble 3a0oaeBaHus eHTpaibHOW HepBHOM cucteMsbl (LIHC), Takne kak MEHUHTUT, HOBOOO-
pa3oBaHue, OJIMOMHUEIINT, TOBBILIEHUE WU T0JA03PEHNE Ha OBBIIIEHHOE BHYTPUYEPEITHOE
JIaBJICHUE, BHYTPUUYEPEITHOE KPOBOU3IIUSIHHUE;

CY)KEHHUE CIIMHAIBHOIO KaHajla U 3a00JieBaHUs MO3BOHOYHMKA B (haze 000CTpeHus (Harpumep,
CTHIOHJIWJIHT, TYOEPKYJIIe3, OIyXO0JIb) WU HEAaBHISA TpaBMa (HaIpuMep, mepesiomM ) N03BOHOTHHKA,;

CENTULIEMHS,
IIEPHUILIMO3HAsl aHEMUS C ITOAOCTPON KOMOMHUPOBAHHOM JeTeHepaluell CHMHHOIO MO3Ta;

THOMHMYKOBOE IMOPAKCHUC KOKH B MCCTC npennonaraeMoﬁ IMYHKIUH WJIN I'paHu4aniee ¢ MCCTOM
IMYHKIIUH,
Kap,I[I/IOFeHHHﬁ HJIM TUIIOBOJIEMHYCSCKHI IIOK, CepACUHad HCAOCTATOUYHOCTD,

HapylIeHUE CBEPTHIBAEMOCTH KPOBU WM COIYTCTBYIOIIAsl aHTUKOAryJIsiHTHAas Tepanus (3a uc-
KJIIOYEHHEM HU3KHX /103 TellaprHa);

cienu(puIecKre cepAeyHO-COCYTUCThIE 3a00IeBaHMsI MUOKApANAIHHOT O, HIIIEMUYECKOTO HITH
KJIAMIAaHHOTO MPOUCXOXKACHHUS, €CJIM MTPOBOAMMAsl Mpolieypa norpedyer cencopuoro 6moka To.

4.4. OcoOble yKka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

V nmamnueHToB MOKUJIOro BO3pacTa;
y JKEHIIIMH Ha TI03/IHUX CPOKaX OEpeMEeHHOCTH;

of111ee TSKEI0e COCTOSTHUE: Y NMAalUEHTOB € allU030M WIN TUIOKCUEH CYHIECTBYET IOBBIIICH-
HBIM PUCK Pa3BUTUS TKENBIX TOKCUUECKUX peakuuii co cropossl LIHC u cepaedno-cocynucron
CUCTEMBI;

MpoOrpeCcCUpyrouimue 3a00JIeBaHUS TICUCHU WIIN TSDKEIIBIS HApyHICHUA (I)YHKI_II/II/I IIOYCK,;

JaCTHYHAs WY TIOJTHAS aTPHOBEHTPUKYIsipHast (AB) 0110ka1a, BBUY YTHETCHUS MECTHBIMHU aHE-
CTETUKAMM POBOAMMOCTH MUOKAp/a;

COBMECTHOE NPUMEHEHUE ¢ aHTHapuTMuueckuMu npenaparamu II1 knacca (Hanpumep, amuonaa-
pOH), TpeOyrollee MPUCTATILHOIO HAaOMIONEHUS U KOHTpOJs 3nekrpokapauorpammsl (OKI),
BBH/J1y IOTEHIIMPOBAHUS CEPACUHBIX IPPEKTOB;

COBMECTHOE NPUMEHEHHUE C JPYTUMHU MECTHBIMHM aHECTETHMKAaMHU WU C IpernapaTamu, UMEIo-
IIUMH CTPYKTYPHOE CXOJICTBO C MECTHBIMHM aHECTETUKAMU aMUHOTO TUIIA, TAKUMU KaK aHTHa-
puUTMHYecKHe penapathl 1b kinacca (Hanpumep, JTUI0KaUH, MEKCHIIETHH);

THIIOBOJIEMUS, U3-3a PUCKA pPa3BUTHUA BHE3AITHON W TSKEION THUIIOTEH3UH, HE3aBUCUMO OT HC-
MOJIb3YyEMOT0 MECTHOTO aHEeCTeTHKA. ['MImoTeH3us Mocie MHTPATeKalbHOW aHECTE3UU Yallle
BCTPEYAETCS Yy B3POCIBIX, UEM Y JETEN B BO3pACTE 110 8§ JIET.

Oco0ble yKa3zaHus

I/IHTpaTeKaJ'II)HaSI AHECTE3UA JOJIKHA IMMPOBOAUTECA TOJIBKO BpadOM, UMCIOIIIHUM OIIBIT ITPOBCACHUA PE-
FHOHapHOﬁ AHECTC3UU, WJIN 1O KOHTPOJICM CIICHHUATINUCTA, 06nazlaromero HCO6XO,Z[I/IMBIMI/I 3HaHHUAMU
" OIIBITOM.



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.03.2026 N= 6398

[Iponienypa pernoHapHOM aHECTE3UH BCETIa JOJIKHA 11p030ﬂﬂ'¥ﬂ&%%§k‘&m%gaggﬁ (%’ﬁ(')—w-

JOBAHHOM U YKOMIUIEKTOBAaHHOM IIEPCOHAJIOM IOMEIEHUHU ¢ HEMEJIEHHBIM JIOCTYIIOM K peaHuMa-
[IHOHHOMY 00OPY/IOBAHUIO U JIEKAPCTBEHHBIM ITperaparam i 00ecriedeHns MOHUTOPUHTA U pEaHt-
MalMoHHBIX MeponpusaTuil. [lepen Hauasom cnMHanNbHON aHecTe3WH JOJKEH OBITh YCTAHOBJICH
BHYTPHUBEHHBIN KaTeTep. [lepconan, mpoBoAsIIuil aHecTe3n0, T0JIKEH ObITh COOTBETCTBYIOLIHM 00-
pa3oM NOJATrOTOBJIEH U 00Y4Y€H AMArHOCTUKE U JICYEHHUIO BO3MOKHBIX MOOOYHBIX 3(P(PEKTOB, CUCTEM-
HBIX TOKCUYECKUX PEaKIMi WM JPYrHX BO3MOXHBIX OCIIOKHEHUH (cM. paszen 4.9).

CHIMHHOMO3TOBYIO UHBEKIIUIO CIICAYET BBITIOIHATH TOJIBKO MOCIIE MOITBEPKIACHUS ITOTaIaHHsI UTIIbI
B cy0apaxHOUJAIBHOE MPOCTPAHCTBO MPH MOSCHUYHON MyHKIUHU. [10100HO IpyruM MECTHBIM aHe-
CTETHUKaM, OYIIMBaKaH MOXKET BBI3bIBATh OCTPHIE TOKCHYECKHE PEAKIIMH CO CTOPOHBI IIEHTPATBHOM
HEPBHOW U CEPACYHO-COCYAMCTON CUCTEM, €CITU €r0 UCIOJIb30BaHNE MTPUBOIUT K BHICOKOM KOHIICH-
TpalUy Mpernapara B KpOBH. ITO 0COOCHHO aKTYaJIbHO MPH HEMPEIHAMEPEHHOM BHYTPUCOCYAUCTOM
BBE/ICHUM WJIHM BBEJICHUU B XOPOILIO KPOBOCHA0KAaEMYIO 00J1acTh.

Ha ¢one BricOKO#1 KOHIIEHTpaluy OynuBaKanHa B I1a3Me KpoBU ObLUIH 3a()MKCUPOBAHBI CITyYau pas3-
BHUTHS KEITyIOYKOBON apUTMUH, GUOPHILISAIINY JKEITYJ0YKOB, BHE3AITHOTO OCTPOTO HAPYIIIEHUS KPO-
BooOpamieHust u cmeptu. OHAKO CTaHAAPTHBIE J03bl, UCIIOIb3yeMble Il MHTPATEKAIbHOM aHecTe-
3UH, HE MIPUBOJST K BICOKOM CUCTEMHOW KOHUEHTPALIMU IIpenapara.

IIpu npoBeeHUH MECTHOM aHAJIbI€3UU MALMEHTaM CO CTEHOKApAMUEH MM MePEeHECeHHbIM HH(apK-
TOM MHMOKap/a MPeIIouYTeHUe OTAAeTCA NIPUMEHEHUIO SIUAYPAIbHON aHaNbIe€3UH, IIPU KOTOPOl 00-
Jiee MEJUICHHOE HaJyaJlo JIEHCTBUS IIperapara Mo3BOJIAET CHU3UTh PUCK TSHKENIOW rMIoTeH3uu. Jlins
CHMHAJIBHOM aHAJIbI'€3UU TaKKE MOYKHO HCII0JIb30BaTh TEXHUKY Cy0apaxHOM1aIbHOIO BBEICHHUS IIpe-
napara, Ipyu KOTOpOH MPOUCXOIUT ITOCTENICHHOE HACTYIIEHUE aHAJIbI€3UH.

XOTsl MEeCTHasl aHAJIbIe3usi OOBIYHO SIBJIETCS MPEANOYTHTEIILHBIM METOJOM aHECTE3UHU, HEKOTOPHIM
nanueHTaM HeoOXO0IMMO YAENsATh 0c000e BHUMAHKE, YTOObl YMEHBUIUTh PUCK PAa3BUTHS THKEIBIX
TOOOYHBIX NEHCTBUN:

- TMAIUEHThI MOKUJIOTO BO3pacTa M MAIMEHThl ¢ OOLIUM TSXKEJIbIM COCTOSHUEM. Y MalUeHTOB C
alu1030M WM TUIIOKCUEH CYHIECTBYET MOBBIILIEHHBIH PUCK PA3BUTUS TSKEIBIX TOKCHUECKHUX
peaxkuuii Co CTOPOHBI LIEHTPAJILHON HEPBHOM U CEPAEYHO-COCYIUCTON CUCTEM;

- TAalMeHTKH Ha MO3/HUX CpOKax 0EpeMEHHOCTH;

- TAIMeHTHl C YaCTUYHON WK nojaHou AB-Onokanol, Tak Kak MECTHBIA aHECTETUK MOKET yrHe-
TaTh TPOBOJAUMOCTb MUOKapP/a;

- TAIMEeHTHI C MPOTPECCUPYIONINM 3a00JI€BaHUEM TI€UEHU WM TSDKEIBIM HapylieHHeM (YHKIIUU
IOYEK;

-y [IalIMEHTOB C TUIIOBOJIEMHUEN BO BpEMs MHTPATEKAJIbHON aHECTE3UH MOXKET pPa3BUTHCS BHE3all-
HadA 1 TsAKEIad apTepHalibHasd THIIOTCH3HMA HE3aBUCHMO OT INPUMCHIACMOI'0O MECTHOI'O aHECTC-
TUKa. ApTepuanbHas TUIIOTEH3Hs], KOTOpas MOKET Pa3BUTHCS Y B3POCIIBIX MOCIIE UHTPATEKANb-
HOM OJIOKAJIbI, pEJIKO OTMEUaeTCs Y ACTeH B BO3pacTe /10 8§ JIeT;

- TalMEeHTHl, IPUHUMAIOIINE aHTHapuTMuueckue npenapatsl 11 kinacca (Hanpumep, amuoa-
POH), Hy)KJal0TCs B THIaTeIbHOM HabmoieHul 1 MoHuTopuHre JKI' n3-3a BO3MOKHOCTH pas3-
BUTHS aJIMTUBHOIO TOKCHYECKOTO 3(PQeKTa CO CTOPOHBI CEPJIeUHO-COCYIUCTON CHCTEMBI
(cMm. pasgen 4.5).

CrnimHanpHasi aHeCTe3UsI MOXKET BbI3BaTh apTepUANIbHYIO TUIIOTEH3UIO U Opaaukapauio. Puck pa3su-
THS MTOI00HBIX MOOOYHBIX SBJIEHUH MOXET ObITh YMEHBIIIEH, HAIPUMEP, ITyTEM BBEJICHHUS Ba30Ipec-
COpHbIX mpemnaparoB. [Ipu pa3BuTHH y NanMeHTa apTepHaJbHON TMIIOTEH3UH HEOOXOIUMO HeMe/-
JIEHHOE BHYTPUBEHHOE BBEJICHHE CUMIIATOMUMETHUKOB, KOTOPOE NMPH HEOOXO0IUMOCTH MOKHO ITOBTO-
PUTE.
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Penkas, HO B TO ke BpeMs cepbe3Hasi MOO0YHAS peaKlus, KOTbQ&%M%E%EF&%T&IQﬁm-

HOM aHecTe3Wu — ATO BBICOKAs WM IOJIHAS CIMHANbHAs OJI0Kaaa, IPUBOJIAs K YTHETCHHUIO cep-
JICYHO-COCYTUCTON NEATSIILHOCTH U JBIXaTEIIbHON (QYHKIMH. YTHETCHUE CEPJICTHO-COCYAUCTOM Jie-
SATEITLHOCTU BBI3BIBAETCS OOLIMPHON CHUMIIATHUECKON OJI0Ka10i, KOTOpasi MOXKET MPUBECTU K THIIO-
TEH3UHU, OpaluKapANH U JJaXke OCTAHOBKE cep/ia. biokaia MHHEPBAIIUH JbIXaTEeIbHBIX MBIIIIII, B TOM
yuciie Auadparmbl, BbI3bIBAET HAPYIICHUE AbIXaHHUS.

Cy1iecTByeT MOBBINICHHBIN PUCK BBICOKOUW HITH TIOJTHOW CIIMHATBHON OJIOKAIbI Y MOXKIIIBIX MallieH-
TOB U MALIMEHTOK Ha MO3JHUX CpoKax OepeMeHHOCTH. [109TOMyY y TaKUX MAllMEHTOB PEKOMEHyeTCs
MPUMEHATh YMEHBIIEHHBIE O3Bl IIpEnapara.

ApTepuanbHas TUIIOTEH3HS YacTO Pa3BUBACTCS Y MAIIMEHTOB C TUIIOBOJICMHEH BCIICICTBHE KPOBOTE-
YCHHSI U Y TAIMEHTOB C A0PTO-KaBAIBHON OKKITIO3MEH BCIIEICTBHE HOBOOOPAa30BaHMI B OPIOIIHOM
MTOJIOCTH WJIM YBEJIMUCHUS pa3MEepPOB MaTKH Ha MO3HUX CPOKaX OCPEMEHHOCTH. ApTepUalibHas TH-
MOTEH3MS TUIOXO MEPEHOCUTCS MAIIMEHTAMU C CEPJICTHO-COCYAUCTHIMY WU 1IepeOpPOBACKYIISIPHBIMU
3a00/1€BaHUSIMU.

HeBponoquecxaﬂ TpaBMa ABJISACTCA PCAKHUM IMOCICACTBUEM HHTpaTeKaHBHOﬁ AHCCTC3MHU U MOXKCET
INPUBCCTU K IIAPCCTC3UU, AHCCTC3UU, ﬂBHFaTeHBHOﬁ c71a00CTH U napajinvy. I/IHOF,Z[a OTHU TpaBMEI SB-
JIAOTC ITOCTOSAHHBIMHU.

Cunraercs, 4TO MHTpaTEKalbHasi aHECTE3HUsI HE OKA3bIBAET HETaTUBHOI'O BIIMSHUSA HAa HEBPOJIOTHYE-
CKHE PacCTPOMCTBA, TAKHE KaK PACCESIHHBIM CKIIEPO3, TEMUIUIETHs, NIaparulerus U HEPBHO-MbIIIECY-
Hbl€ HapyllIeHUs, HO cileayeT coONoaTh OCTOPOKHOCTh. Ilepen HavamoM jiedeHus cienyer pac-
CMOTPETH BOIIPOC O TOM, IIEPEBEIINUBACT JIX 110JIb3a BO3MOYKHBIE PUCKH JIJIS ITALIUEHTA.

byBaHecTHH He CONEPKUT KOHCEPBAHTOB, IIO3TOMY JOKEH BBOAUTHCS HEMEIJIEHHO [1OCIIE BCKPBITUS
aMITyJIbL.

BcnoMoraTenbHbBIE BEIECTBA

Kaxnast ammysna oobemom 4 mi niperniapara byBanectun copepkut MeHee 1 MMoitb (23 Mr) HaTpws,
TO €CTb, 110 CYTH, «HE CONEPKUT HATPUSD».

Kaxnas ammyna oosemom 10 mut mpemapara bByBanectun copepxut He meHee 32,2 mr (1,4 Mmoub)
HaTpus, 4YTO SKBUBANEHTHO 1,61 % oT pekomenayemoro BO3 st B3pociaoro yenoBeka MakCUMallb-
HOTO €XETHEBHOTO MOCTYIUJICHUS, PABHOTO 2 T HATPHS.

4.5. B3aumogeiicTBHe ¢ JPYTMMH JIEKAPCTBEHHBIMH NPeNapaTaMu U Apyrue BH/Abl B3aNMO/1eli-
CTBHUSA

BynuBakauH J0KEH MPUMEHSATHCS ¢ OCTOPOKHOCTBIO Y MAIIUEHTOB, MOIYYAIONUX APYTHe MECTHBIE
AHCCTCTUKU WJIKU Mperaparbl, CXOAHBIC MO CTPYKTYPE ¢ MECTHBIMU aHCCTCTUKAMU aMHUIHOTO THIIA,
TAaKUMH KaK aHTHapUTMHYecKue npenaparsl Ib kimacca (Hanpumep, IUI0KauH), U3-3a BO3MOXKHOCTH
Pa3BUTHUA aJINTUBHOIO TOKCHYECKOTO 3 dexTa.

CoBMecTHOE MMPUMCHCHUC 6yHI/IBaKaI/IHa C aHTUApUTMHUUYCCKHUMU IIpCrIaparaMnu III x;macca (HaanMep,
aMI/IOJIapOHOM) HC M3Yy4aJIoCh B CIICHHAJIBHBIX HCCICIOBAHUAX, OAHAKO PEKOMCHAOYCTCA CO6J'IIO)IaTI)
OCTOPOXKXHOCTb IpU OAHOBPCMCHHOM HAa3HAYCHUU 3THUX IPCIIapaTOB (CM. TAKIKE Pa3aci1 44)

HuMeTuanH cHUXAeT KIUpeHe OymuBakanHa, 4yTo TpeOyeT BO3MOKHOTO CHHYKEHUS MCIIOJIb3yeMOil
JO3BI.

CoBMecTHOE MpUMEHEHNE OyNTMBaKalHa U BeparaMuiia MOBbIIIAET PUCK Pa3BUTHS OJIOKAIbI cepla.

CoBmecTHOE IpUMEHEeHHE OyNHUBaKanHa U Mpornodoia MoXKeT IPUBECTH K MOBBIIIEHUIO THITHOTHYE-
ckoro 3¢ dexra npornodona.
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IIAI0T PUCK PAa3BUTHUS OpauKapIuu U apTepUAIbHON TUIIOTEH3UH, TPUBOSAIINM K HAPYIICHHUSIM CO-
3HaHUS.

4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

EYBaHeCTI/IH MOXXHO Ha3dHa4daTb BO BpEMs 6epeMeHHOCTI/I.

BynuBakanH npuMeHsICS y OOJIBIIOT0 KOJIMYeCTBa OEPEMEHHBIX KEHIIMH U KEHIUH AETOPOTHOTO
BO3pacTta. BimsHus npenapaTta Ha penpoAYKTHBHYIO (QYHKIIMIO MJIH TOBBIIIEHHE YacTOTHI TIOPOKOB
pa3BUTHA OTMEYEHO HE ObUIO (CM. pazzen 5.2). Y manueHTOK Ha MO3JHUX CPOKax OepeMEHHOCTH
PEKOMEH/IyeTCsl HCIIOIb30BaTh YMEHBIICHHBIE 103bI ITPeTapaTa u3-3a pUcka yrHeTeHUS bIXaHHsI HO-
BOPOXKJICHHBIX, apTePUAILHON TUIIOTEH3UU U Opaaukapauu (cM. pazaen 4.2).

JlakTanus

byBaHecTHH MOKHO Ha3HA4aTh BO BPEMs IPYIHOIO BCKAPMIIMBaHUsA. byniMuBakanH NPOHUKAET B IPYy/-
HOE MOJIOKO B HE3HAUUTEJIbHBIX KOJMYECTBAaX, HE MPEACTABIAIONIMX ONACHOCTH Ul pebeHKa Ipu
IIPUMEHEHHUH TIpernapara B TepaleBTUYECKUX 103aX.

4.7. BiusiHue HA CNOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMH CpeCTBAMH U padoTaTh ¢ Mexa-
HU3MAMU

BYHI/IBaKaI/IH OKa3bIBACT YMCPCHHOC BJIMAHUC Ha CIIOCOOHOCTD YIIpaBJIAATE TPAHCIIOPTHBIMU CPECI-
CTBaMHU " pa6OTaTI> C MEXaHU3MaMH.

IToMrMO PSAMOTro aHECTE3UPYIOLIErO JEHCTBUS MECTHBIE AHECTETUKHM MOT'YT OKa3blBaTh OYEHb Clla-
0oe yrueraroliee JAeiicTBe Ha KOTHUTUBHYIO (DYHKLHIO U KOOPAMHALIUIO U BHI3bIBATh BPEMEHHBIE
HapyleH!s! JBUTraTebHOW (YHKLIMU U BHUMAHUS J1a)Ke TPU OTCYTCTBUU BBIPAKEHHOM CHCTEMHOM
TOKCUYHOCTH ISl LIEHTPAJIbHOM HEPBHOW CHCTEMBI U MOTYT BPEMEHHO YXYyIIIaTh JABUTATEIbHbIE
HaBBIKM U OTUTEITBHOCTD.

B nepuon npuMeneHus mpenapara CieayeT BO3AEp>KaTbCsl OT YNPABICHUS TPAHCIIOPTHBIMM CpPE-
CTBAMU M 3aHATUH IPYTUMH MOTEHIUAIBHO OMACHBIMU BUIaMU JIEATEILHOCTH, TPEOYIONUMHU MOBBI-
IIEHHON KOHLIEHTPALIMM BHUMAHUS U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHI.

4.8. HexkesaTeibHbIe peaKkuH

Pe3romMe HexenaTenbHBIX PEAKIIN

[ToGounbIe pCaKuu Ha mnpemnapar BYBaHeCTI/IH aHAJIOTUYHEI IT00O0YHBIM peaKnuAaM, BOSHUKAOIHUM
IIPpHU MHTPATCKAJIbHOM BBEACHHUU APYTUX MECTHBIX aHECTCTUKOB AJIUTCIIBHOTO HeﬁCTBHSI.

[ToGouHbIE peakiiy, BRI3BAaHHBIE CAMHUM IPETapaToM, CII0KHO OTIHYUTE OT (PU3UOIOTHUECKOH 0110-
KaJIbl HEPBOB (HAMpUMEp, apTepHaIbHAs THIOTCH3Us, OpaauKap/Ivs, BpEMEHHAs 3aJIepKKa MOYH),
peakiuii, BBI3BAHHBIX HEMOCPEICTBEHHO (HAaIpUMEp, CIMHAIbHAS TeMaToOMa) WK KOCBEHHO (HaIpH-
Mep, MCHUHTHT, UTypaIbHbBIN a0CIiecC) BBEACHUEM UTIIbI HIIM PEaKIIUiA, CBSI3aHHBIX C HCTEUECHUEM
CIIMHHOMO3T'OBOH KHJIKOCTH (HaIlpUMep, MOCTIYHKIIMOHHAS TOJIOBHAs OOIb).

Wudopmanus o cCHMITOMAX ¥ JICUSHHH OCTPON CHCTEMHOM TOKCHYHOCTH TIpUBe/IeHa B pa3zaene 4.9.

HexenarenbHple peakuy NepeyrCiIEHbl B COOTBETCTBUU C HA3BAaHUEM CUCTEMHO-OPTaHHbBIX KJIACCOB
Y 4aCTOTOM BCTPEYAEMOCTH:

oudeHb yacto (>1/10);
gacto (=1/100, o <1/10);
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10 OB HIC) 0002
seuacto (=1/1 000, wo <1/100); (NOCNEROBATENBHOC T 0002)
peako (>1/10 000, vo <1/1 000);
oueHb penko (<1/10 000, Bkiitoyasi OTACIbHBIC CITydan);
4acTOTa HEU3BECTHA (HA OCHOBAHUH MMEIOIIMUXCS TaHHBIX OLIEHUTh HEBO3MOXKHO).
CHCTEMHO-OPraHHbIE KJIACChl Yacrora HesxkenareabHasi peakuus
Hapymenuss co croponsl mmMmyHHOU | Penko AJnepruyeckue peakiui,
CUCTEMBI aHa(MIaKTHYECKUHN MIOK
Hapymenus co croponsl HepBHOU cu- | Hacro ITocTnyHKIIMOHHAsA roJIOBHAs
CTEMBI 6011b
Heugacto [Tapecresust, mapes, Au3eCTE3Us
Penxo ToranbHBIA CIMHAJIBHBIA  OJIOK

(HempeaHAMEpEeHHBIN), naparuie-
r'us, napanuy, Hedponarus, apax-

HOUJUT
Hapymienust co ctoponsl cepana OueHb yacTo bpanukapaus

Penko OcraHoBKa cepana
Hapymenust o cTopoHsl COCYZIOB Ouenb 4acTo ApTrepuanbHasi TUIIOTEH3HS
Hapyienus co ctoponsl abixarenbHolt | Pegko YrHeTeHue AbIxaHus
CHUCTEMBI, OPTraHOB T'PYIHON KJICTKU U
CpeloCTeHNUs
Hapymienust co ctopoHsl xkenynodHo- | OueHb 4acto TommHoTa
KHIIIEYHOTO TPaKTa

Yacto PBota
Hapymenust co croponsl MbllieuHoM, | Hewacto Mpiiieunas ciabocTb,
KOCTHOW M COCTMHUTEIbHON TKAHU 00JIb B CITUHE
Hapymienust co ctoponsl nouek u mMo- | Yacro 3azepKka MOYH,
YEBBIBOISIIIIUX MTyTEH HEeJIep)KaHNEe MOYHU

CTHU

[To6ounbie 3¢hpexTsl y neTeit CXOTHBI ¢ TAKOBBIMU Y B3POCIIBIX, OTHAKO, BBISBJICHHE PAHHUX MPOSIB-
JIEHUW TOKCUYHOCTH MECTHBIX aHECTETUKOB Y JIeTel OBITh 3aTPYIHEHO, €CJIN OJI0KaJa MPOBOIUTCS Ha
¢done cemanuu UM 00IIEH aHECTE3UH.

Coo011eHne 0 MOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

BaxHo cooOmare 0 mogo3peBaeMbIX HEKENATENbHBIX PEAKIUAX MOCHIE PEruCcTpalluy JeKapCTBEeH-
HOTO IpernapaTa ¢ LEelbl0 00eCleyeHUs] HEMpPEpPhIBHOIO MOHUTOPUHIA COOTHOILICHUS «I10J1b3a —
PHCK» JIEKapCTBEHHOTO IpenapaTta. MeaMIUHCKUM pabOTHUKAM PEKOMEH IyeTCsl COOOIIaTh O JTFOObIX
[IOZI03PEBACMBIX HEKEIATEIIBHBIX PEAKIUAX JICKAPCTBEHHOIO IIpernapara 4yepe3 HallMOHaIbHBIE CH-
CTEMbl COOOILEHUSI O HEKeJaTeNbHBIX PeakLUsIX rocyAapcTB-ujieHOB EBpa3uiickoro skoHomHue-
CKOI'0 COI03a.

Poccniickas @enepanns

denepanbHas ciryx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUs

109012, r. Mocksa, CrnaBsiHCKas miIomaap, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnextponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B MH()OPMAIIMOHHO-TEIIEKOMMYHHKAIIMOHHOM ceTh «HTepHeT»: http://roszdravnadzor.gov.ru/
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(NOCNEOCBATENEHOCTE 0002)

4.9. llepeno3upoBka

CUMIITOMBI
ApTepuanbHasi THIIOTEH3Us, OpaauKapaus, aputMus, Hapymenue ¢pyakiuu [THC.
Ocmpas cucmemuasi MOKCUYHOCTb

IIpuMeHeHue npenapara byBaHECTHH B COOTBETCTBUU C PEKOMEHJALUSIMHU HE IPUBOIUT K TAKOW KOH-
LIEHTPALMHU [Ipenapara B I1a3Me, IpU KOTOPOH MOTYT BO3HUKHYTh CUCTEMHBIE TOKCUYECKUE TIPOSIB-
neans. OHAKO MPHU MPUMEHEHUH Ipernapara B KOMOWHAIMK C IPYTUMH MECTHBIMU aHECTETHKAMU
MOXET Pa3BUThCA OCTpasi CHCTEMHasi TOKCUYHOCTD 33 CUET CyMMHUPOBaHUS TOKCHYECKHUX 3(P(eKToB.

Jleuenue

[Ipu nosiBIeHUH MPU3HAKOB OCTPOM CUCTEMHON TOKCHUYHOCTH WJIM TOTAJILHOTO CIIMHAIBHOTO OJI0Ka
HE00X0IMMO HEMEJICHHO MTPEKPATUTh BBEJICHIE MECTHBIX AaHECTETUKOB, KYITUPOBATh HEBPOJIOTHYIC-
ckue Hapymenus (cymoporu, yraerenue [{HC), obecrieunBasi aekBaTHYIO BEHTWISILIMIO JIETKUX
(cBOOOIHBIC ABIXATENBHBIC MYTH, KUCIOPO/, MPU HEOOXOIMMOCTH MOCPEACTBOM MHTYOAIIUM M KOH-
TPOJTUPYEMOTO JIBIXAHUS).

B cityuae pa3BuTHsI COCYTUCTOTO IIOKA CIEAYeT HEMEIJICHHO MIPUCTYITUTH K CepIeYHO-JIETOYHOH pe-
AHUMAIMK: BBECTH NOOYyTaMHH, M, 10 HEOOXOJMMOCTH, HOpPAIpEHAIMH ([IEpPBOHAYAIBHO B J103€
0,05 MKr/KT/™MUH, U, eciii oTpedyercs, yBennunBas 103y Ha 0,05 Mkr/kr/mMuH kaxapie 10 MuHyT),
PYKOBOJICTBYSICh JaHHBIMH MOHHTOPHHIA FE€MOJMHAMUYECKHUX TAPaMETPOB B 00JIee TSIKENBIX CITy-
yasix. JKU3HEHHO BaKHBI ONITUMAIbHOE CHA0KEHUE KHCIOPOIOM, BEHTHIISALMS JISTKUX, CTA0MITH3aIIUs
CHCTEMbI KPOBOOOPAILICHHUS U JICYCHHUE alli103a.

[Ipu yrueTeHuu cepiedHO-COCYAUCTON cucTeMBl (apTepuaabHasi TUIOTEH3Us, OpaauKapIus) Heo0-
XOJMMO MPUMEHEHHE Ba30NpPeccoOpoB (IIPEINOUYTUTENBHO ¢ MHOTPOMHBIM 3P HEKTOM), Hanpumep,
BHyTpHBEeHHOE BBeqieHHe 5—10 mr adenpruna, kKoTopoe mpu HEOOXOAUMOCTH CIIEAYET OBTOPUTH Ue-
pe3 2—3 MuHyThI. [lanuenTy Takxe BBOJUTCS BHYTPUBEHHO JIOTIOJIHUTENbHBIN 00beM skuaKocTu. Jle-
TSAM CJIeJlyeT BBOJUTH /103y 3(pepiHa B COOTBETCTBUU C UX BO3PACTOM U BECOM.

ITpu nosiBeHNM cy10por Ha (OHE CUCTEMHON TOKCHYHOCTHU CIIEYeT MPOBOAUThH TEPAITUIO, HAIIPAB-
JICHHYIO Ha IOJIJIEP KAHUE JEATEIBbHOCTH CEPIEYHO-COCYAUCTON CUCTEMBI, aICKBATHON OKCUTCHALINH
u KynupoBanue cyzaopor. Eciu B Teuenne 15-20 cekyH cyopord He MPEKpaIlaloTCcsi caMOCTOs-
TEJIbHO, CJIEYeT BHYTPHMBEHHO BBECTH IIPOTHUBOCYAOPOKHBIN Ipenapar. BHyTpUBEHHOE BBEICHHE
THOTIEHTaNa HaTpus 1—-3 MI/Kr obecniednBaeT ObICTpOE KYMUPOBaHHE Cya0por. MOKHO HMCHOJB30-
Bath 0,1 MI/Kr 1ua3ernama BHYTPUBEHHO, XOTS €ro JeiicTBue OyneT pa3BUBaThCs 0oJjiee MEIJIEHHO.
JlnuTenpHble CyIOpOTH MOTYT MPENSATCTBOBATh BEHTUISILIMK U OKCUT€HaluH. J{71s1 ObICTpOro Kymu-
POBaHMsI CY1I0pPOT MOXKHO BBECTU CyKCaMeTOHUMN 1 MI/Kr. J{71s1 KOHTPOJIE OKCUT€HALlUHU CIIETYET pac-
CMOTPETh BO3MOXKHOCTb IIPOBEIEHUS SHAO0TpaxealbHON UHTYOAIUH.

CTHU

[Ipu BbIMOIHEHMHU OJOKaABI MOJ OOIIEH aHecTe3Wel y JeTell paHHWEe MPU3HAKM MHTOKCHUKAIIUH
TPYIHO MOAJAIOTCS 00OHAPYKEHHUI0, TO3TOMY TpeOyeTcsl TIaTeIbHOe HaOII0IeHHE.

[Ipu nmedyeHWr CUCTEMHBIX TOKCHUYECKHX PEaKIUil y JAeTel MPUMEHSIOT J103bI, COOTBETCTBYIOIINE
Macce Tesa peOeHka.

Crenyet nposiBIATh 0c000€ BHUMaHHE K paHHUM MPU3HAKaM Pa3BUTHS MHTOKCHKAIIUU y JIeTeH, Mo-
CKOJIBKY Y JJAaHHOM I'pyIIIbI MALIMEHTOB HanboJIee YacTo MOCIIe Hayalla aHeCTe3UH JIOCTUraercs 0omee
BbIpa)XKeHHast OJIoKaa.
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5. PAPMAKOJIOTHMYECKHE CBOMCTBA (MOCNENOBATENBHOCTE 0002)

5.1. @apmakoauHaMHYecKHe CBOiiCTBA

dapMakoTeEpaNEBTUUECKAsI TPYIIIA: AHECTETUKHU; MECTHBIE aHECTETUKH; aMUJbI.
Koxn ATX: N01BBO1

MexanusM aeiictBus U hapMakoauHaMmuueckue 3hheEKThI

bynuBakauH — MeCTHBIHM aHeCTeTUK aMUIHOTO Tuna. [Ipu nuHTpaTekanbHOM BBeAeHUU 3P PEKT HACTY-
naet ObICTPO, a er0 MPOAOIDKUTEIHLHOCTh BAPbUPYET OT CPEAHEN 10 JUIMTeNbHOU. [TnTensHOCTh 3¢)-
(beKkTa 3aBUCUT OT JIO3BI.

BynuBakanH 00paTUMO yrHeTaeT NPOBEJCHUE UMITYJIHCOB 110 HEPBHOMY BOJIOKHY 3a CUET OJIOKHPO-
BaHUS NPOXOXKIEHUS MOHOB HATPHsl yepe3 KJIETOYHYI0 MEMOpaHy.

[To cpaBHeHUIO C 1EpPeOPOCTIMHAIIBHON KUIKOCTHI0O byBaHecTHH mpencTtaisieT coboi ciaadblii Tu-
nepOapuueckuii pactBop npu temneparype 20 °C u obmamaeT cBoiicTBamMu cliaboro rumnobdapuye-
ckoro pactBopa npu temneparype 37 °C. B nenom pactBop npenapara MO>KHO pacCcMaTpuBaTh Kak
n300apuyecKuil, MOCKOJIbKY Ha €r0 pacIpoCTpaHeHue B cy0apaXxHOUAAILHOM MPOCTPAHCTBE HE3HA-
YUTCIJIbHO BJIUACT CHUJIA TAXKCCTH.

[To cpaBHeHUIO C mpemaparaMu OyIHBAaKHHA, COIACPKALNIMMH JEKCTPO3y M OO0JIQJAIONIMMH CBOW-
CTBaMHU rurepOapruIecKkoro pacTeopa, byBaHecTHH nMeeT MeHee MpeAcKa3yeMblil ypOBEHB OJI0Ka IbI
1 OOJIBIIYIO ATUTENBHOCTD 3 dekTa.

OtHocutenbHas wioTHOCTH npu Temreparype 20 °C cocrasmsier 1,004 (1,000 mpu Temmepatype
37 °C), cuna TsHKECTH HE3HAYMTENIbHO BIIMACT HA €ro pacrpee/icHHe B Cy0apaxHOUIaTbHOM IPO-
CTpaHCTBE.

5.2. PapMaKOKHHeTHYeCKHUe CBOiCTBA

AOGcopOrus

bynuBakanH NoIHOCTBIO abcopOHupyeTcs U3 CyOapaxHOUAAIbHOTO IPOCTPAHCTBA; a0COPOLIHS HOCUT
nByxX(a3HbIN XapaKTep, Nepro/l MOIYBbIBEACHUS AJIs IBYX (pa3 cocTaBisieT cooTBeTcTBEHHO 50 1 408
MUHYT. MeanieHHas aIMMUHaIMs OynuBaKkanHa ONpeieNseTcss HaTMuueM MeUIeHHO! (a3bl abcopO-
[IUH, YTO OOBSACHSET O0Jee JIUTENbHBIN Tiepuo noiayssiBenenus (T12) mocne snuaypaibHOTO BBE-
JIEHUS 110 CPAaBHEHHUIO C BHYTPUBEHHBIM BBEJICHUEM.

KonuenTpanus OynupakanHa B I1a3Me KpOBH IOCTIE MHTPAaTEKaIbHOW OJI0Kaibl HUKE 10 CPABHEHHIO
C IIpYTUMH BHJIaMU PETHOHAPHOW aHECTE3WH, TaK KaK ISl MHTPATeKAIbHON aHecTe3un TpeOyroTcs
MCHBIIMEC 03Bl IIpErapara. B nejoM, YBCIHMYCHHC MaKCHMaJIbHOH KOHLOCHTpAIUK Iperiapara B
1a3Me KpoBU coctaBisieT okoio 0,4 mr/n Ha kaxkasie BBeaeHHbie 100 Mr mpenapara. 3To o3HAYaeT,
970 1032 20 MI" CO37a€T KOHIIEHTPAIIHIO B TIJIa3Me KpOBH MpuOm3uTensHo 0,1 mr/i.

Pacnpenenenue

[locne BHYTpPUBEHHOTO BBEJIEHHUS OOLIMI IUTa3MEHHBIM KIUpEeHC OynuBakanuHa COCTaBISIET
0,58 5/MuH, 00beM pacrpesieieHls] B paBHOBECHOM COCTOSHUM 73 J, KOHEUHBIH MepHOJ MOTyBbIBE-
JeHus 2,7 4, MPOMEKYTOUYHBIN MOKa3aTeslb NEYEHOYHOM AKCTpakiuu okoio 0,38 mociae BHyTpUBEH-
HOTO BBeJleHUs. bynuBakanH B OCHOBHOM CBSI3BIBAETCS C O] -KUCIBIMH TIIMKOIPOTEUHAMHM ILJIA3Mbl
(cBs3pIBaHUE ¢ Oenkamu mia3Mel — 96 %).

bynuBakauH 1erko IpoHUKAET Yyepe3 TUIalleHTapHbIN O0apbhep ¢ OBICTPHIM JOCTHKEHUEM PAaBHOBECHS
10 HECBI3aHHOM q)paKIII/II/I. CrerneHb CBI3BIBAHUS C OEIKaMH I1JIa3MEI B KPOBOTOKCE IJIOJIA HUXKE, YEM
y MaTepu, 4TO MPUBOIUT K O0JIee HU3KUM KOHIIEHTPALIMSM ITperapara B IUIa3Me IJ10/a 110 CPaBHEHHIO
c o011elt KOHIIEHTpaIMel mpernapara B mia3Me KpoBH MaTepPH.
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bynuBakauH IIPOHUKAET B IPYJHOE MOJIOKO B HE3HAY Tenbﬂblmlcggn%g&%%lﬁ%{;gﬂﬂ% ﬁ'nn-'—‘-%(

OITIaCHOCTH IJIA peGeHKa.

bynuBakann umeet nokaszarens pKa — 8,2, koadduruent pazaenenus 346 (npu 25 °C B cpene H-OK-
tanoj/pochatbiii 6ydep pH 7,4).

Buorpancdopmaris

bynuBakaus nmonBepraercs MeTaboJIM3My B ICUEHH, TITABHBIM 00pa3oM, IyTeM apoMaTHYECKOTO T'H/I-
POKCHWIIMPOBaHUS 10 4-TUAPOKCU-OynuBakanHa U N-ICaTKWIMPOBAHUS 10 MUTCKOIMIKCHINIHHA
(PPX) ¢ yuactueM hepmeHTOB IIuTOXpoma P4503A4.

OnIUMUHALMS

KJ'II/IpeHC 6y1'II/IBaKaI/IHa MPAKTUYICCKHU ITOJITHOCTBIO O6YCJ'IOBJ'ICH METa00IU3MOM Impemnapara B IICUYCHU
u 6oiiee YYBCTBUTCIICH K USMCHCHUAM AKTUBHOCTHU IICYCHOYHBIX q)epMeHTOB, YeM K ICUCHOYHOM nep-

by3umn.

Oxono 1 % OynuBakanHa 3KCKPETUPYETCS C MOYOW B HEM3MEHHOM BHJIE B TEUEHHME CYTOK IOCIE
BBelleHUs, U pubmm3utensHo 5 % B Buae PPX. Konuentpanus PPX u 4-ruapokcu-OynuBakanHa B
1a3Me BO BPeMsl M TIOCTIE TIPOJICHHOTO BBEJCHUS OYIMBaKaWHa HU3Kas 110 OTHOIICHUIO K BBEJICH-
HOM J103¢ mpernapara.

CTHU

VY neteil npu KaynanbHOM O10Kaae MPOUCXOTUT OBICTPOE BCACHIBAHHE M JOCTUTAETCS BBICOKAsI KOH-
[EHTpANus B I1azmMe — okoyio 1—1,5 mr/xn (pu BBeIeHUH 3 MI/KT MacChl Tefa).

Ilepuon momyBbIBeICHHSI Y HOBOPOXKAECHHBIX 110 CPAaBHEHHIO C B3POCIBIMU MOXET OBITh JUIMHHEE —
10 8 4acoB. ¥ nieTel cTapliie Tpex MeCALEB IepUo/, I0IyBbIBEICHUS PaBEH TAKOBOMY Y B3POCIIbIX.

dapmakoKMHETHKa OyIMBaKanHa y AeTel cXoxa ¢ ero (papMakOKMHETUKON Y B3pOCIbIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuyeHb BcnoMoOraTeJbHbIX BelIeCTB

SnTapHas kuciaora

Harpus xnopun

Junatpus snerata nurujapar (Tpuiio b)

Hatpus ruapoxcuna pacrsop 2 M (quist koppekiuu pH)

Bonaa m1st nenexnmin
6.2. HecoBMecTHMOCTE

JlaHHBII JTE€KapCTBEHHBIN NpenapaT He CIIeyeT CMEIIMBATh C IPYTUMU JIEKApCTBEHHBIMM ITpenapa-
TaMH.

PactBopruMocTh OynuBakanHa ymeHbliaerca npu pH >6,5, 3To TOMKHO YIUTBIBATHCS, €CIH 100aB-
JISIFOTCSI LIENTIOYHbBIE PACTBOPBI, TaK KaK MOKET 00pa30BBIBAThCS MPELUIIUTAT.

6.3. Cpok roaHocT (CpOK XpaHeHHsl)

2 roja.

byBaHECTHH HE CONCPKUT KOHCEPBAHTOB, I0TOMY TOJDKEH BBOIUTHCS HEMEUIEHHO IIOCIIE BCKPBITHS
aMITyJIbL.

10
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6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPaHEHUH (MOCNEAOBATEIBEHOCTD 0002)

XpaHUTh B 3alIMIIEHHOM OT CBETa MeCTe Npu TemnepaTtype He Boie 25 °C. He 3amopaxxuBaTh.

6.5. XapakTep u coiep:kaHue YNIAaKOBKHU

[To 4 mu1 B aMIys1bl BMECTUMOCTBIO S5 M1 Wi 110 10 mu1 B aMImyJibl BMECTUMOCTBIO 10 MII U3 cTekiia
nepBoro ruaponutTrudeckoro kinacca mapok HC-3, YCII-1, XT-1.

Ha KaXXAYH0 aMITyJly HaKJICUBAIOT CAMOKIICAIYIOCS DTUKETKY.

ITo 5 ammyn BMecTuMOCTBIO 5 Mi1, 10 MJI IOMEIIAIOT B KOHTYPHYIO SIMEUKOBYIO YIIAKOBKY U3 IIJIEHKU
MOJUBUHWIXJIOPHIHOM.

Ilo 1, 2 KOHTYpHBIE TYEUKOBBIE YIIAKOBKM BMECTE C MHCTPYKLUEH 110 MEIULIUHCKOMY IIPUMEHEHHIO
npenapata (JUCTKOM-BKJIAIBIIIEM) TIOMEIIAIOT B KAPTOHHYIO MAUKYy.

6.6. Oco0ble MepbI MPETOCTOPOKHOCTH MPU YTWIM3AIUH HCHOJIb30BAHHOIO JIEKAPCTBEHHOTO
npenapara ujiu 0TX0J10B, IOJIy4YeHHbIX M0CJIe IPUMEeHEeHHsl JIEKAPCTBEHHOT'0 Npenapara, u Apy-
rue MaHMIYJISIIUM € IPenapaTom

IToaroroska nperapara K BBEACHHUIO JOJIKHA ITPOBOJUTLCA MCAULIMHCKUM CIICOUAJIMCTOM B aCCIITH-
YCCKUX YCIIOBUAX.

[Ipenapar nmpenHa3zHaueH TOJBKO AJISI OJHOPA30BOIO HUCHOJIb30BaHHUSA, JHOO0IH HEHCIIO0Ib30BaHHbIH
pacTBOp AOKEH OBITh YTHIIM3UPOBaH. Bech ocTaBiIniics 1eKapCTBEHHBIN Mpenapar U 0TXOAbI Clie-
JyeT YHUYTOKUTH B YCTAHOBJICHHOM IIOPSJKE.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanns

I[TAO «buocunres»

ITenzenckast o611, r. [lensa, yn. pyx0s1, ctp. 4
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05
dakc: +7(8412) 96-96-27

OnektponHas mouta: Biosintez.Info@sunpharma.com

7.1. IlpeacraBuTe/Ib AepKaTeJIsl periCTPALMOHHOIO YI0CTOBEPEHHUS

[IpeTen3un moTpedbuTENEH HAPABIATH MO AAPECY:
Poccuiickas @enepanus

I[TAO «buocunTes»

Ilenzenckast 06i., r. Ilensa, yn. JApyxo0sl, cTp. 4
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05

dakc: +7(8412) 96-96-27

OnektponHas nmouta: Biosintez.Hotline@sunpharma.com
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COOTBETCTBYET SKCINEPTHOMY OTHETY
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8. HOMEP (HOMEPA) PETUCTPAIIMOHHOT O YAOCTOBEPEfmst | =/ 1EHUCTE 0002)

9. KATEI'OPUSA OTIIYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA
JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KATETOPUU OTITYCKa MO PELenTy.
OOm1ast XapakTepUCTHKA JIGKAPCTBEHHOTO TpernapaTa byBaHecTHH JOCTYIHA B €IMHOM peecTpe 3a-
PETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB EBpasuiickoro 3KOHOMHYECKOT0 cOor3a U Ha o(ULU-

aIbHOM caure YIOJIHOMOYEHHOI'O opraHa (3xcnepTHON OpraHu3aliu)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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