OBLIASI XAPAKTEPUCTHKA JTEKAPCTBEHHOT® TIPEHAPATA MY OTHETY

ot 07.09.2023 N= 17366

(NOCNEOOBATENEHOCTE 0001)

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

JleBodnokcanun, 5 mr/mit, pactBop it HHGY3UH

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbIN COCTAB

JleiicTByIOIIIEE BEIIECTBO: JIEBOIOKCAIHH (B BUAC TEMHUTHIPATA).

B 1 mi conepskutcst 5 Mr JieBodiiokcannna (B BUAe reMUTUIpaTa).

Kaxxnprit daxon 50 M comepxut 250 Mr neBoduiokcariuta (B BUIE TEMHUTHIpaTa).
Kaxnpiii dpmaxon 100 mut comepxkut 500 Mr ieBodiokcanuna (B BUAC TEMUTHIPATA).

[Tonublii nepeyeHsb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBop 1t nndy3Hid.
[Ipo3pauHslii paCTBOP 3€JIECHOBATO-XKEJITOIO LBETA.

Teopetnueckas ocmomnsipHocTs 308 MOCcMOIIB/ 1.

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHIO

Jleuenne  MHQEKUMOHHO-BOCHANUTENbHBIX  3a00JIEBaHUM,  BBI3BAHHBIX  UYYBCTBUTEIBHBIMH K
neBO(IOKCAMHY MUKPOOPTaHU3MaMH:

- mpenapar JleBoduiokcalH noka3aH K IPUMEHEHHIO Y B3pOCIIBbIX cTapiie 18 jer;

- OCJIO)KHEHHbIE MH(PEKIIUU MOYEBBIBOJAIIMX ITyTeH U MUETOHEDPUT;

- XpOHUYECKHI1 OaKTepHalIbHbIN IPOCTATUT;

- JUI KOMILIEKCHOT'O JIEYEHUs JIEKAPCTBEHHO-YCTOMUUBBIX POpM TyOepKyIiesa;

- MpO(UIIAKTHUKA U JIeYeHUEe CUOMPCKOMN A3BBI IPH BO3AYIIHO-KANETbHOM IIyTH 3apakKeHUs;

JUis nedeHus clenyroumMxX HWHQEKIMOHHO-BOCHAIMTEIbHBIX 3a00J€BaHUN JIEBO(IOKCAIIMH MOXET
MIPUMEHSITHCS TOJIBKO B KAUECTBE aJIbTEPHATUBHI IPYTUM MPOTUBOMUKPOOHBIM Mpenaparam:

- BHEOOJIbHUYHASI THEBMOHUS;

- OCIIO’KHEHHbIE NH(PEKIIUN KOXKH U MIATKUX TKaHEH;

- HEOCIIOKHEHHBIN ITUCTHUT.

[Ipu npumenenun mnpenapata JleBoduiokcanuH cieAyeT Y4YUTHIBaTH OQUIMATbHbIE HAlMOHAJIBHBIE
pPEeKOMEHJALMU 10 HaJUIeXKalleMy NpPUMEHEHHMI0O aHTHOAaKTepUalbHBIX IpenapaToB, a Takke

YyBCTBUTEIHHOCTh ITATOTEHHBIX MUKPOOPTaHU3MOB B KOHKPETHOM cTpaHe (cM. paszzen 4.4).

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

PexxuM no3upoBaHus.

Pexum AO3UPOBaHUA ONPCACIACTCA XapPaKTCPOM U TAKCCTBHIO I/IHq)eKI_[I/II/I, a TAKKXC YYBCTBUTCIIbHOCTLIO
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HPE/IOIaraeMoro Bo30yAuTeIs. COOTBETCTBYET 3KCIE F'{I' HOMY OTUYETY
ot 07.09.2023 Nz 17366

IIpOfOIKUTENEHOCTD JICYCHNUsT BapbUPYCTCs B 3aBHCHMOCTH| OT [Teuerisy, BadouesanipL, (Kay ju npu

MPUMEHCHUH JPYyruX aHTHOWOTHKOB, JiedeHHEe TmpermapaToM JIeBOIOKCAlMH PEKOMEHIYeTCs
MpoJo/KaTh B TeueHWe He MeHee 48-72 4yacoB MOciie HOpPMalU3allMd TEMIEpaTypbl Tela WM
JIOCTOBEPHOM 3paiuKaIK BO30YIUTENS.

Ecnu cnyyaifHo mpomyiieHo BBEJCHHE penapaTa, TO Hajl0, KaKk MOXKHO CKOpee, BBECTH MPOMYIICHHYIO
703y ¥ Jajiee MPOJOJKAaTh BBOJAMUTH INpenapar JIeBomokcaluH COriacHO peKOMEHIOBAHHOMY PEXHMY
J03UPOBAHUSL.

Pexomenoyemviii pesicum 003uposanus u NpoOOINCUMENLHOCHb JIeYeHUsl Y NAYUEHMO8 ¢ HOPMANbHOU
@ynxyuei nouex (KK > 50 mn/mun)

- Ocnooicnénnvle ungexyuu mouesvigooswux nymeti: mo 500 mr neBodokcanuHa 1 pa3 B CYTKH
(cootBeTcTBeHHO cyTouHas a03a 500 mr neBodaokcanuna) - 7-14 nHew.

- Iluenonegppum: no 500 mr neBodokcanuHa 1 pa3 B CyTkd (COOTBETCTBEHHO CyTOodHas n03a 500 mr
neBodokcanuna) - 7-10 quei.

- Xponuueckuti 6axmepuanvuviii npocmamum: 10 500 wMr neBodiokcanmHa 1 pa3 B CyTKH
(cooTBeTcTBEHHO cyTouHas 103a 500 mr neBodaokcarHa) - 28 nHeu.

- Komnnexcrnoe neuenue nexapcmeenno-ycmouiuusvix goopm mybepkyneza: no 500 mr neBodokcanuna 1-
2 pa3a B CyTKH (COOTBETCTBEHHO cyTo4Has 103a 500-1000 mr neBodmokcanuHa) - 10 3-X MECAIEB.

- Ilpogpunaxmuxa u neuenue cubUpCKol A36bl NPU B030YUIHO-KaneavHom nymu 3apadxcenus: 1mo 500 mr
neBogokcanuHa 1 pa3 B cyTku (COOTBETCTBEHHO cyTouHas fo03a 500 mr yieBoduiokcaiiia) - B T€UECHUE
70 8 HEJENb.

- Buebonvnuunas nnesmonus: no 500 mr neBoduiokcanuaa 1-2 pasa B CyTKH (COOTBETCTBEHHO CYTOYHas
no3a 500-1000 mr neBoduiokcanuna) - 7-14 nHei.

- Ocnoorcnennvie unghekyuu xoxcu u msaekux mraueu: 1o 500 mr neBodiokcanuHa 1-2 pa3a B CyTKH
(cootBeTcTBeHHO cyTouHas g03a 500-1000 mr neBodnokcanuna) - 7-14 gHe.

- Heocnooicnénnwiti yucmum: 1o 250 mr neBoduiokcariaa 1 pa3 B CyTKH (COOTBETCTBEHHO CYTOYHAs J03a
250 mr neBoiokcanuna) - 3 mHA.

Oco0BbIe TPVIIIHI TTAIMEHTOB

THayuenmul ¢ napywenuem yuxyuu novex (knupenc kpeamununa (KK) < 50 ma/mun)
Tak kak neBO(IOKCAIMH BBIBOJUTCS MPEUMYIIECTBEHHO MOYKAMH, Ui MAIUEHTOB C HAPYIICHUSMH

GbyHKIMH TOYeK TpeOyeTCs: CHIKEHUE JI03bI MpernapaTa (CM. TaOIHIly HUKE).

Pesxxum 103upoBaHus npenapara

KK Pexomennyemas  no3a | Pekomenayemas — go3a | Pekomenayemas  1o3a
npu KK > 50 mu/mun: | mpu KK > 50 mu/mun: | npu KK > 50 mn/mun:
250 mMr/24 g 500 mr/24 4 500 mr/12 4
50-20 mi/muu nepBasg ngo3a: 250 wr, | nepBas go3za: 500 wr, | mepBas gosa: 500 wr,
3areM 1o 125 mr/24 4 3areM 1o 250 mr/24 4 3arem 1o 250 mr/12 4




19-10 mur/mMuH mepBas mo3a: 250 wr, | fép E‘E(EQTESOBTM'H' '-neEFEBEﬂ J1054: U500 M,
27 09 90 R

oT L -"|'- ! ibhb

3areM o 125 Mr/48 u 3aTeM q‘q,“}ESqErl@E}L TEW@#M.Hp.MS. ./12 q

< 10 mu/muH (Bkirovas | mepBas jgo3a: 250 wr, | mepBas go3a: 500 wmr, | mepBas goza: 250 wr,

remoauanu3 u [TATTIT*) 3ateM 1o 125 mr/48 y 3areM 1o 125 mr/24 4 3areMm 1o 125 mr/24 g

*mocne TeMoAMaliu3a WU TIOCTOSHHOro aMmOynaTopHoro meputoHeanpHoro muanmmza (ITAIT) =He

Tpe6yeTcs1 BBCACHUC JOIMOJIHHUTCIBHBIX 103.

Ilayuenmul ¢ Hapywenuem Qyukyuu nevexu

[Ipu HapymieHusx (YHKIMU TEYCHH HE TPeOyeTcss KOPPEKIMU PEeXKHUMa TO3UPOBAHUSA, IMOCKOIBKY
7eBO(IOKCAIIMH JTUIIb HE3HAYUTEIHLHO META00IM3UPYETCS B IEYCHHU.

Ilayuenmul nodxcunozo eospacma

JlJis manueHTOB MOXKUIIOTO BO3pacTa He TpeOyeTcsl KOPPEKIMHN pekruMa JO3UPOBaHUs, 32 UCKIIOUEHUEM
cirydaeB cHmkeHus KK mo 50 mu/MuH 1 HUIXKE.

Cooco0 nmpuMeHeHus.

[Ipemapat JleBoduiokcanun cieayeT BBOAWTH MEUICHHO IyT€M BHYTPHUBEHHOW KamelbHONW HH(Y3UH,
lumu 2 paza B cyrku. [IpogomxurensHocTh HHQY3uM KOHTeiHepa/OyTeuiku 100 mi mpemapata
JleBodutokcanun (500 mr neBodrokcaHa) 10JKHA COCTaBIATh HE MeHee 60 MUHYT, B CITydac BBEACHHS
KoHTelHepa/OyTeiku 50 M (250 Mmr seBoduiOKcanyHa) MTPOAOJDKHTENBHOCTh HH(QY3UH JOIDKHA
coctaBysITh HE MeHee 30 MuHyT (cM. pasaen 4.4).

[Ipemapar JleBodokcanuH crneayeT BBOAWTH C MPUMEHEHHEM CTEPWIBHOTO 000pyAOBaHUA C
COOJTIOICHUEM TIPABUII ACETITUKU M AaHTUCETITHKHU.

B 3aBUCHMOCTH OT COCTOSHUSI TAIlMCHTAa Yepe3 HECKOJIBKO JHEH JICUYeHUS BHYTPUBEHHBIC HH(Y3HH
MOXHO 3aMEHUTh Ha TIEPOPATBHBIA IMPUEM Tpernapara B TeX XKe J03ax (B CBA3M C TEM, 4YTO
OMOJ0CTYIMHOCTH JIeBO(IIOKCAIIMHA TP TIpueMe TalneTok JeBodiokcamnunaa coctaiser 99- 100 %) (cm.
nozpaszen 5.2).

NHcTpyKIny 1o mpuUroTOBICHUIO JIEKAPCTBEHHOTO Mperapara nepe1 IpuMEeHEHUEM CM. B pazjiene 6.6.

4.3. IIpoTnBonoOKa3aHus

- 'unepuyBCTBUTENBHOCTh K JIEBOGUIOKCAIIMHY WJIM APYrMM XWHOJOHAM, a Takxke K Jobomy u3
BCIIOMOTaTeNIbHBIX BEIIECTB, IEPEUNCIEHHBIX B pasene 6.1;

- DIUJICTICHS,

- TIceBIONapauTHYecKass MuacteHus (myasthenia gravis) (cMm. pazaenst 4.8, 4.4);

- MOPAXKEHUS CYXOXKWIMHA PU IPUMEHEHUN (PTOPXUHOJIOHOB B aHAMHE3E;

- JICTCKUW U TOJPOCTKOBBIA BO3pacT 0 18 meT (B CBsI3M ¢ HE3aBEPIICHHOCTHIO POCTA CKEJIeTa, TaK Kak
HEJTB3sI TOJTHOCTHIO UCKITIOYUTh PUCK MOPAKEHUS XPSIIEBBIX 30H pOCTa KOCTEH);

- OepeMEeHHOCTh (HeNb3s MOJHOCTHIO MCKIIOYHTh PHUCK IMOPAKEHUS XPSIIEBBIX 30H POCTa KOCTEH Y

miozaa);



- TIepHOJ TPYHOTO BCKAPMIIMBAHUS (HENB3s TONHOGTEIO. HOKIFoHuTE pHok HopaxoHmT XphiieBbk=30H
ot 07.09.2023 Ne 17366

pocta kocteit y peberka). (NOCNEOOBATENEHOCTE 0001)

4.4. OcoOble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH NMPH NMPHUMEHEHUH

C 0CTOPOKHOCTBIO

- Y HAIUEHTOB, IPEIPaclOiIOKEHHBIX K Pa3BUTUIO CYAOPOr [y MAalMEHTOB C MPEIUIECTBYIOLIUMU
MopakeHUsIMU 1eHTpasibHOM HepBHOU cucteMbl (LIHC), y manueHToB, OHOBPEMEHHO MPUHUMAIOIIUX
npenapaTsl, CHI)KAIOIIKME MOPOT CYAOPOXKHOW aKTHMBHOCTH TOJOBHOTO MO3ra, Takue Kak (eHOydeH,
teouutuH] (cM. pasaen 4.5);

- Y MAIMEHTOB C JIATCHTHBIM WJIM MaHU(ECTUPOBAHHBIM JIe(UIIUTOM TIIFOK030-6-pocharaeruaporeHassl
(TIOBBIIIEHHBIN PUCK PA3BUTHUS TEMOJIMTUYECKUX PEAKIUI IIPU JIEUEHUU XUHOJIIOHAMM);

- y MalMeHTOB C HAPYIICHUSIMH (YHKIHH MOYeK (TpedyeTcs: 00s13aTeNbHbII KOHTPOJIb (PYHKIIMH TOYEK, a
TaK)Ke KOPPEKIHSI PeXKMMa T03UPOBaHHMs, CM. pas3zen 4.2);

- y TAIMEHTOB C M3BECTHBIMH (haKTOpaMH pHCKa y[uinHeHHs uHTepBana QT: y mamueHTOB MOXKHIIOTO
BO3pacTa; y MalMEHTOB JXEHCKOro I0J1a, y IMallMeHTOB C HECKOPPEKTHPOBAHHBIMU AJIEKTPOJIUTHBIMU
HapylIeHUsMH (C TUIOKAaJTUEMHEH, TUIIOMarHueMuei); ¢ CHHIPOMOM BPOXKIEHHOTO YIJIMHEHHS
untepBania QT; c¢ 3a0onmeBanusMu cepaua (cepaedyHas HEIOCTaTOYHOCTb, HWH(MAPKT MHOKapia,
Opanukapaus); Mpu OJHOBPEMEHHOM NPUMEHEHUH JIEKApPCTBEHHBIX IPENapaToB, CIIOCOOHBIX YJIUHSTH
untepBanl QT (antnapurmuueckue cpencrsa kiiacca IA wu IIl, Tpunukinyeckue aHTHAEIIPECCAHTHI,
MaKpOJIHIbI, HelposienTuku) (cM. paznenst 4.9, 4.5, 4.4);

- y MalUEeHTOB C CaxapHbIM JUabeToM, MOJyYaloIlUX HEepOpalbHble THIOIIIMKEMUYECKHUE IpernapaTsl
(HammpuMep, TTUOEHKIaMK/) WM IpenapaThl HHCYJIMHA (BO3pACTaeT PUCK Pa3BUTHSI TMITOTTIMKEMHHN);

- y TMAalMEHTOB C TSOKENIBIMM HEXeNaTelIbHbIMU pPEAKUMSIMH Ha JApyrue (TOPXUHOJIOHBI, TAaKUMH Kak
TSDKENbIE HEBPOJIOTMYECKHE peakUMM (TOBBIIIEHHBIH PUCK DPAa3BUTHUS AHAJOTUYHBIX HEXKeJaTeIbHbIX
peakIuii Ipy NPUMEHEHUH JIEBO(IIOKCAIINHA);

- Y TAllMEHTOB C NCUX03aMM WM y MALUEHTOB, UMEIONIUX B aHAMHE3€ ICUXHUYECKUe 3a00sieBaHUs (CM.
paznensi 4.4);

- Y NMalMEHTOB MOXUJIOrO BO3pacTa, y HallMeHTOB [10CJI€ TPAaHCIIAaHTAIMM, @ TAK)Ke IIPHU COMYTCTBYIOLIEM
IIPUMEHEHUN TJIIOKOKOPTUKOCTEPOUIOB (TIOBBIIIEHHBIM PHUCK pPa3BUTUS TEHIAVWHUTOB U pa3pbiBa
CYXOXuIHii) (cM. pazzenst 4.4);

- y MallMEeHTOB C aHEBPU3MOM aOpThl, C BPOKJIECHHBIM MOPOKOM KJIallaHa cepAlla B CEMEHHOM aHaMHese,
WIM y TAalUeHTOB C JUarHOCTUPOBAHHOW aHEBPU3MOW aopThl W/WIM PACCIOEHUEM aopThl, C
3a0o0JeBaHMEM KJalaHa cepiala WM TMpd HAIUYUU JAPYrHX (akTOpOB pPHUCKA WM COCTOSIHUH,
[IpepacloiaraloluXx K  pa3BUTHIO  AHEBPU3Mbl  aOpThl WM PAacCIOCHMsS]  aopThl, WM
perypruTanui/HeJOCTAaTOYHOCTH KJIalaHa cepama (Hampumep, cuHiapoMm Mapdana, cuHApoM Imepca-
Hannoca, cunnpom Tepuepa, Oone3nr bexuera, apTepuanbHas THIEpTEH3Us, PEBMATOUIHBIA apTPHUT,
cocymucTble  3a0oneBaHMs, TakWe Kak aprepuuT Takascy, T'HTaHTOKJIETOYHBIH  apTEepHHT,

MOJITBEPIKACHHBII aTepockiepo3, cuuapom Lllerpena, HPEKIMOHHBIN SHIOKAPAUT. (CM. pa3aeisl 4.4).
4



iy ” OTYETY

PHUCK pa3BUTHS PE3UCTSHTHOCTH COOTBETC TE. ¥ ET "|‘"'
oT L
PacnpocTpaHeHHOCTh ITIPUOOPETEHHONH PE3UCTEHTHPCTH BI?IHW(«E@YEH"' EFU“FEWE]H _‘M'_I/l']Kqu)pI[q,IfII/ISMOB

MOXKET U3MCHATHCA B 3aBUCHUMOCTH OT FeOl"pa(bI/I‘-ICCKOFO peruoHa u ¢ TCUCHUCM BPCMCHU. B cBs3u ¢
3TUM Tpebyercss MH(pOpMAIMsS O PE3MCTEHTHOCTH K Ipernaparty B KOHKpeTHOW crpaHe. i Tepamun
TSOKENbIX  WHpekuuit wiam  npu HedD(PEKTHBHOCTH  JICUCHHS  JOJDKEH OBbITh  yCTaHOBIICH
MI/IKpO6I/IOJIOFI/I‘-IeCKI/Iﬁ AUardio3 € BBIACIICHUEM BO36YI[I/ITCJI$I " OMpCACIICHUCM €TI0 YYBCTBUTCIIbBHOCTU K
TIeBO(IIOKCAITUHY.

MeTHIMILIMH-PE3UCTEHTHRIA 30JI0OTUCTRIN CTad)I/IJ'IOKOKK

Hmeercst BbICOKAsE BEPOSITHOCTh TOI'0, YTO METHLIMIUIMH-PE3UCTEHTHBIN 30I0TUCThIM CTa(hUIOKOKK OyneT
PE3UCTEHTHBIM K (TOPXMHOJOHAM, BKIrouass JieBoiaokcauuH. Ilostomy seBodiokcanuH He
peKOMEHAyeTCs Ui JICYCHUS YCTAaHOBJCHHBIX WM IPEanojiaraeMblX HH(GEKIUi, BbI3BIBAEMBIX
METHLMUIMH-PE3UCTEHTHBIM 30J0TUCTBIM CTa(QUIOKOKKOM, B CiIydae eciu jJa0opaTOpHble aHAJIU3bl HE
MOJTBEPMIN YyBCTBUTEIILHOCTH 3TOI0 MUKPOOPTaHHU3Ma K JIEBOGIIOKCALIUHY.

HOTGD?[ TDVI[OCHOCO6HOCTI/I (I/IHBaJII/IIlI/I3aIII/I$I) u NOTCHIIMAJIBHBIC HeO6DaTI/IMI)Ie CEPbE3HBIC

HCXCJIATCIbHBIC PCAKIINH, 06VCJIOBJIGHHI)I€ OPUMCHCHHUECM (bTODXI/IHOJIOHOB

[Ipumenenue ¢GTOPXMHONOHOB, B TOM UHCle JeBO(IOKcalMHa, OBUIO CBsI3aHO C MOTepei
TPYIOCIIOCOOHOCTH M Pa3BUTUEM HEOOPATHUMBIX CEPbEIHBIX MOOOYHBIX PEAKIMI CO CTOPOHBI Pa3IMYHbIX
CHUCTEM OpraHU3Ma, KOTOPBhIE MOT'YT Pa3BUTHCS OJHOBPEMEHHO Y OJIHOTO U TOTO ke nanuenta. [lobounbie
peakiy, BbI3BaHHBIE (TOPXMHOJIOHAMH, BKJIIOYAIOT TEHIUHUTHI, Pa3pPbIB CYXOXKUIHM, apTpajruio,
MUAJTHIO, IepU(EPUIECKYI0 HEHPOTATHIO, a TaK ke, MOO0YHbIE 2P(HEKThI CO CTOPOHBI HEPBHOM CHCTEMBI
(ranmronMHALIMY, TPEBOTa, JeMpeccusi, 0ECCOHHMUIIA, TOIOBHBIE OOJM U CIyTAHHOCTh CO3HaHUs). [laHHbIE
peak MOTYT pa3BUThCA B IEPUOJ OT HECKOJIBKMX YacOB JO HECKOJBKHX HEAeNb IMOcie Hayana
Tepanuu JeBO(MIOKCAIMHOM. Pa3BUTHE 3THX MOOOYHBIX PEaKIMil OTMEYajoch Yy MAalMeHTOB JF00OTO
BO3pacTa U 0e3 HaM4us MPeAlecTBYOMmUX (HakTopoB pucka. [Ipu BOSBHUKHOBEHUHU TMEPBBIX NMPU3HAKOB
WM CHUMIITOMOB JIFOOBIX CEPbE3HBIX MOOOYHBIX PEaKIUil clieAyeT HEMEIJICHHO MPEeKPaTUTh NMPUMEHEHHE
neBoduiokcanna. Crnenyetr mzberarb NpUMeHEHHs] (GTOPXMHOJIOHOB, B TOM YHUCIE JeBO(IOKCAIlMHA, Y
MalMEeHTOB, Y KOTOPBIX OTMEYAIIUCH JTIO0BIE U3 ITHX CEPhE3HBIX TOOOYHBIX PEaAKITUH.

ITpogoinkuTeIsHOCTE HHDY3UH

Crnenyer cTporo npuaepKUBaThcs PEKOMEHIyEMOMN MPOAOJIKUTENBHOCTH BBEICHUS IIpenapara, KoTopas
J0JKHA cocTaBiATh He MeHee 60 munHyT (s 100 mn uHpy3uonnoro pactBopa) win 30 MUHYT (A7
50 M mHOY3HOHHOTO pacTBOpa). ONBIT MpPUMEHEHHUs JeBO(IOKCAIIMHA TTOKa3bIBACT, YTO BO BpEMS
MH(QY3UN MOXKET HaOJII0aThCsl YCUJIEHHOE cepAlleOMeHUe U TPaH3UTOPHOE CHU)KEHHE apTepUanbHOIo
naBieHus. B peakux ciaydasx MOXKET pa3BUThCS COCYAMCTHIH kosutanc. Ecnu Bo Bpems uH(y3uH
HaOJI0AaeTCsl BBIPAXEHHOE CHI)KEHUE apTepHalbHOTO JaBICHMS, TO BBEIEHHE IIpernapara cCieayeT
HEMEJIEHHO MPEKPaTUTh.

HaHI/IeHTBI, npeapacrnnoja0KEHHBIC K PaA3BUTHIO CYIO0POT

Kak u apyrue XWHONOHBI, JEBO(MIOKCAIIMH JOJKEH C OONBLIOW OCTOPOKHOCTBIO HPUMEHSTHCA Yy

ManuceHTOB C MPCAPACIIOJIOKCHHOCTBIO K CyJOpOoTram. K Ttaxkum nanueHTaM OTHOCATCA ITallMCHTBI C
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TIPE/IIIECTBYIONMMH MOPAKEHUAMH LEHTPANbHON HEpBHOH | CHeTeMBr, Y Takuhhi- Kaxd mreyhbr, Uibideias
ot 07.09.2023 N2 17366

YCPCIIHO-MO3roBasa TpaBMa, MallUCHTbI, OJHOBPECMCHHO HpHHWWHEﬂE@HWHH@W@% nopor

CYAOPOKHOI aKTHBHOCTH T'OJIOBHOTO MO3ra (Hampumep, Teomuing, Gpendyden u npyrue HecTepouaHbIe
[IPOTHBOBOCIAIMTEIbHBIE ITpenapatsl (cM. pasmen 4.5).
[Tpu pa3BuTHN CyIOPOT JIeYEHUE JTEBO(IOKCAITHOM CIIEAYET IPEKPATHTb.

IIceBpoMeMOPAHO3HBIN KOJIUT

Pa3BHBIIAsCSI BO BpeMsl WM IMOCIIE JICUCHHS JICBO(DIOKCAIIMHOM auapes, 0COOCHHO TSHKEION CTEIeHH,
yIIOpHAst W/WIH C KPOBBIO MOXET OBITH CHMIITOMOM IICEBIOMEMOPAHO3HOTO KOJIUTA, BBI3BIBAEMOIO
Clostridium difficile. B caydae momo3peHusi Ha pa3BHTHE IICEBIOMEMOPAHO3HOTO KOJHTA JICYCHHUE
JTeBO(IOKCAMHOM  CIEAyeT HEMEJICHHO NPEKPaTuTh M Cpady »JK€ HadaTh CHCHU(UYCCKYIO
AHTHOMOTUKOTEpANMIO  (BAaHKOMMIIMH, TEHKOIUIAHWH WM METPOHHIA30J BHYTph). IIpemaparsi,
TOPMO3SIIIKE MEPUCTATBTUKY KMIIEIHUKA, TIPOTHBOITOKA3aHbI.

TeHIuHHUT U pa3phIB CYXO0KUINN

TenauHUT, penko BO3HUKAONIMKA Ha (OHE NPUMEHEHHS XWHOJOHOB, MOXET HWHOT/Aa NPUBOIUTH K
pa3pbIBy CYXOXKHWIIMH, BKIIOUYAs] aXWUILIOBO CYXOXKHIIUE, U MOKET OBITh JBYCTOPOHHHM. DTOT MOOOYHBIN
3 deKT MOKEeT pa3BUTHCSA B TeueHHe 48 4acoB IMOcje Havaia JICYCHUsS WM 4epe3 HECKOJIBKO MECSIIEB
MI0CJIE 3aBEPILCHUS Tepanu (GTOPXUHOIOHAMH.

[TaneHTBI MOXWIIOTO BO3pacTa OoJiee TMPEAPACIIONIOKEHBl K PA3BUTHIO TEHIWHHUTA; y IAlMEHTOB,
MPUHUMAIOIINX (TOPXUHOJIOHBI, PUCK pa3pbiBa CyXOXXHJIMH MOXKET MOBBIIIATHCS MPH OJHOBPEMEHHOM
MPUMEHEHU! TIFOKOKOPTUKOCTEPOUI0B. Kpome 3TOro, y MamueHTOB MOCie TPAHCIUIAHTAIMH TIOBBIIICH
PUCK pPa3BUTHs TEHIUHHUTOB, MOITOMY PEKOMEHJyeTcsl COOJII0aTh OCTOPOXKHOCTh NPU HAa3HAYCHUU
(TOPXMHOJOHOB JAHHOW KATerOpUM NAlMEHTOB. Y TMAalMEHTOB C HapyIIEHUSMH (YHKIHMU TOYEK
CYTOUHYIO 703y CJIEAYeT CKOPPEKTHPOBAaTh HA OCHOBAHUH KIMPEHCA KPEaTHHHIHA.

[TanimeHTam cieqyeT pEKOMEHIOBAaTh OCTAaBAaThCS B MOKOE TIPH MOSIBICHHUH NEPBBIX IPU3HAKOB
TEH/JMHUTOB WJIN Pa3pbIBOB CYXOXXWJIMH, U 0OpaTUTbCcS K Jjedamemy Bpady. [Ipu momo3peHun Ha
pa3BUTHE TEHIUHUTA WIH Pa3pblB CYXOXKWIMS CleAyeT HEMEUIEHHO NMPEKpaTUTh JeUueHHe MpenapaTom
JleBoyioKcaIiH ¥ HauaTh COOTBETCTBYIOIIEE JICUCHHE MOPAKEHHOTO CYXOXKIIINS, HaIIpUMep, 00eCTIeyrB
eMy JOCTaTOYHYI MMMOOHIH3ANUIO (cM. pazaenst 4.3 u 4.8).

Peakiuy runepyyBCTBUTEIILHOCTH

JleBo(iokcaruH ~ MOXET  BBI3BIBaTb  CEphE3HBIE,  MOTEHIMAJIbHO  JIeTalbHBIE  PEaKLUHU
THIIEPYYBCTBUTENLHOCTH (AHTHOHEBPOTHYECKUN OTEK, aHAPHMIIAKTUIECKUH MIOK) aXke TPH MPUMEHEHUH
HavalbHBIX 7103 (cM. pazzmen 4.8). B ciydae mx pa3BUTHS CleqyeT HEMEIJICHHO NMPEKPaTHTh BBEICHUE
npernapara 1 Cpo4HO 0OpaTUTHCS K Bpady.

Tsxenple KOKHBIE HeXKEIaTeIbHbIC peaKIInu

[Ipn npumeHeHun neBodoKcalliHa OBbUIM 3apErUCTPUPOBAHBI TSKENbIE KOXKHBIE HEKelaTelbHbIe
peakmuy, BKJII0OYasi TOKCUUECKUH SMuaepMaTbHbIA HeKkposm3 (cuaapoM Jlaitenna), cuaapom CTuBeHca-
JUKOHCOHA M JICKApCTBEHHYIO PpEakIuio ¢ 303uHOPUINe U cucteMHo cumnromarukoil (DRESS-

CHHJPOM), KOTOpBIE MOTYT OBITh >KM3HEYTPOXKAIOIUMH HIU JeTanbHbIMU (cM. pasgen 4.8). Ilpu
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HaOmonenueM. Ilpu MOsSBIEHWH NMPHU3HAKOB M CUMIITOMOB, CBHUICTEIBCTBYIOIIMX O Pa3BUTHU 3TUX
HEeXXEJATeNbHbIX pPEaKLui, cleAyeT HEMEIJICHHO IpeKpaTuTh IpueM mnpenapara JleBoduiokcaluH u
paccMOTpeTh BO3MOXKHOCTb ~Ha3HAa4yeHUs aJbTEPHATUBHOrO JiedeHus. Eciu npu  npuMeHeHuu
neBo(IOKcalMHa y MalMeHTa pa3BUilach TSKENas HeKeIaTeabHas KOJKHAs Peaklus, Takas KaK CHHIPOM
CruBenca-/[>KOHCOHA, TOKCHUYECKUI smuaepMaibHblii Hekponmu3 win DRESS-cunapoM, BO30OHOBISATH
IIPUMEHEHME IpenapaTa y 3TOro nalueHTa He cleyer.

Hapymienns co cTOpOHBI ISYCHU M JKETYEBBIBOJSIINX NYTSH

Coobmanocs 0 ciaydasx pa3BUTHs HEKpO3a MEYeHH, BKIIOYask pa3BUTHE MEYEHOYHON HEIOCTATOYHOCTH C
JIETAIbHBIM UCXOJIOM TIPpY TPUMEHEHUH JIEBO(IIOKCAIIMHA, TJIABHBIM 00pa3oM, y TAI[UCHTOB C TAKEIBIMH
OCHOBHBIMH 3a00JICBaHHMSIMH, Hampumep, ¢ cercucoM (cm. pazaen 4.8). IlanmweHTHI TOJDKHBI OBITH
MPEIYIPEkKACHbI O HEOOXOAUMOCTH MPEKPAIICHUS JICYCHUS U CPOYHOTO OOpallleHHs K Bpady B Cllydaec
MIOSIBJICHHSI TPU3HAKOB M CHUMIITOMOB MTOPAXXCHHUS IMEYCHH, TAKUX KaK aHOPEKCHs, JKEITyXa, MOTCMHCHHE
MOYH, KOKHBIHN 3y]1 U O0JIH B )KUBOTE.

ITarMeHTEl ¢ HAPYIICHUSIMM (bVHKHI/II/I ITI04YCK

Tax Kak JIeBOQUIOKCAllMH 3KCKPETUPYETCsl, IIaBHBIM 00pa3oM, uepe3 MOYKH y MalMeHTOB ¢ HapylleHUEeM
¢GbyHKIMK TOYEeK TpeOyeTcsi 00s3aTelbHBI KOHTPOJIh (PYHKIUH IMOYEK, a TaKKe KOPPEKIHS DPEXKHMa
no3upoBanus (cM. paznen 4.2). [Ipy nedeHny MaryueHTOB MOXUIOTO BO3pacTa CleAyeT YUUThIBATh, UYTO Y
MAIMEHTOB TOM IPYIIIBI YaCTO OTMEUAIOTCS HapyIIeHUs] PyHKIIMU mouek (cM. paszen 4.2).

IIpenoTBpallieHUE Pa3BUTHS PEAKIIMI (bOTOCCHCI/I6I/IJ'II/I3aHI/II/I

Xota ¢oroceHCMOMNIM3aLUs TMpU TNPUMEHEHUH JIeBOGUIOKCAIlMHA pa3BUBACTCS OYEHb pPENKo, s
MIPEeIOTBPALCHUS €€ Pa3BUTHUS MallUEHTaM HE PEKOMEH]IyeTCs BO BpeMs JieueHus U B TeueHue 48 4yacon
[Oocjie  OKOHYaHUS JIEYEHHUsS JIEBO(JIOKCAIIMHOM IOJIBEPraThbCsi CUJIBHOMY COJHEYHOMY WM
HCKYCCTBEHHOMY YIbTpauoIeTOBOMY 00IyUeHHIO (HalpuMep, Mocenarb Coaspuit).

Cynepundexius

Kak u npu npumeHeHUM IpYrux aHTHOMOTHKOB, MPUMEHEHHE JIEeBOQIIOKCAI[MHA, OCOOEHHO B TEYEHHE
JUINTEIBHOIO BPEMEHU, MOXET MPHUBOJUTH K YCHUJICHHOMY pPa3MHOXKEHUIO DPE3UCTEHTHBIX K HEMY
MHUKPOOPIraHu3MoB (OakTepuii U TpUOOB), YTO MOKET BBI3BIBATh M3MEHEHUS HOPMAJIbHOW MHUKPOMIOPHI
yejoBeKka. B pesynbrare 4ero cymecTBYeT MOBBILIICHHBIH PUCK pa3BuTHs cynepuH@pekiuu. [loatomy B
X0/l JIeYeHHUs] HEOOXOIUMO 00s3aTENbHO MPOBOAUTH MOBTOPHYIO OLIEHKY COCTOSHUSI NalllieHTa U, B
cllydae pa3BUTHUS BO BpeMs JICUEHUS CYIIepUHPEKINH, CeAyeT MPUHUMATh COOTBETCTBYIOLINE MEPHI.

Y umuenne uarepsaia QT

Coobmanoch 06 oueHb peAKuX ciydasx yaauHeHus uaTepBasia QT y manueHToB, MOTydaronmx Tepanmo
(TOPXMHOIOHAMU, BKIIIOYast IEBO(IIOKCALIMH.

[Ipu mpumeHeHun (TOPXMHOJIOHOB, BKJIOYas JIEBOQUIOKCALMH, CIEAyeT COOII0JaThb OCTOPOKHOCTH Y
NAllMeHTOB C W3BECTHBIMU (pakTopamMu pucka ymiuHeHuss wuHTepBana QT: y mnauumeHTOB C

HECKOPPEKTUPOBAHHBIMU 3JIEKTPOJIMTHBIMU HAPYHIEHUSAMH (C TUIIOKAJIUEMHEHN, T'MIOMarHueMHen); C
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JIEKapCTBEHHBIX CPEJCTB, CIIOCOOHBIX Y/UIMHATH UHTEpBaI QT, TakMX Kak aHTHAPUTMHUUYECKUE CPEICTBA
kiacca [A u I, TpuuuKInYecKkue aHTUICTIPECCAHThI, MAaKPOIUIbl, HEHPOJIEITUKH.

[TarueHTH! MOKMJIOTO BO3pacTa W MAIMEHTHI JKEHCKOTrO MoJjla MOTYT ObITh 00Jiee YyBCTBUTEIHHBIMU K
npenaparaMm, ymidssionmm uHTepBasn QT. IlostoMy cieayer ¢ OCTOPOKHOCTHIO Ha3HA4yaTh JAHHBIM
narreHTaM (pTOpXHHOJIOHBI, BKITtoUast JeBodiiokcaiiut (cM. pasaenst 4.2, 4.4, 4.5, 4.8 u 4.9).

[TarmeHTs! ¢ AedUIIMTOM IIIFOK030-6-hocdaraernaporeHaspl

VY ManuMeHToB ¢ JIATEHTHBIM WJIK MaHU(PECTUPOBAHHBIM JACPUIIMTOM TITIOK030-6-hocdaraeruiporeHassl
HMMeEEeTCs MPEAPACIIONONKEHHOCTh K Pa3BUTHIO TEMOJUTUYECKUX PEAKIUHN MPHU JICUCHUH XUHOJIOHAMH, YTO
clielyeT MIPUHUMATh BO BHUMAHHE MIPH JICYCHUU JIEBO(DIOKCAITTHOM.

JlucrnukemMus (I‘I/IHO- n FI/IHGDI‘J'H/IKCMI/IH)

Kak u mpu nmpumeHeHHH IPYruxX (PTOPXHUHOJIOHOB, MPU MPUMEHEHHH JIeBO(DIOKCAIIMHA HaOJI0NaIHCh
CIlydadl Pa3BHTHUs THIEPTIIMKEMHHU U THIorankeMud. Ha ¢oHe Tepanuu 1eBogIOKCAIIMHOM JIUCTITUKEMHUST
yalle pa3BUBajach y MallMEHTOB [TOKUIIOT0 BO3PACTA U MALMEHTOB C CaAXapHbIM JUa0eTOM, MOTYYaronX
CONYTCTBYIOLYIO ~ TEpalui0 MEepOpPaTbHBIMU  THIOTVIMKEMUYECKUMHU  IpernapaTaMu  (Hampumep,
rIMOSHKIaMHIOM) WM MHCYIMHOM. [Ipu npuMeHneHun neBodaokcaliHa y TakiX MalueHTOB BO3pacTaeT
PHUCK pa3BUTHUS TUIOTJIMKEMHH, BIUIOTH IO THIOTIMKEMHUYECKOW Kombl. HeoOxommmo mMHPOpMHPOBATH
MAIMEHTOB O CUMIITOMAX TMIIOIVIMKEMUHU (CIIYyTaHHOCTb CO3HAHMUSI, TOJIOBOKPYKEHHE, «BOJIYUID» aINETUT,
rojoBHast 00Jib, HEPBO3HOCTh, OLIYIIEHUE CEpAIEOMEHUs WM YyYallleHUue IyJbca, OJeIHOCTh KOXKHBIX
MOKPOBOB, HCIApHHA, IPOXb, cl1adocTh). Ecnyu y mamueHTa pa3BUBaeTCss TMHOIVIMKEMHS, HEOOXOAUMO
HEMEJUIEHHO IMPEeKpaTHTh JIeYeHHE JIEBOQIIOKCAIIMHOM M HayaThb COOTBETCTBYIOINYIO Tepamuio. B atux
CllydasX PeKOMEHJyeTCs MEepPEerTH Ha Tepanuio JAPYruM aHTHOMOTHKOM, OTJIMYHBIM OT (PTOPXHMHOJIOHOB,
€CJIM 3TO BO3MOXkHO. [Ipu npoBeieHnu eueHus 1eBoIOKCAlMHOM Y NAI[UEHTOB MOKUIIOTO BO3pacTa U 'y
NAIMEHTOB C CaxapHbIM JHMA0ETOM PEKOMEHAYETCs TIIATENbHbI MOHUTOPUHT KOHIIEHTPALUHU TJIFOKO3bI B
KpPOBH.

Ilepudepnueckas HelipoaTus

VY manueHToB, MOJYYAIINX Tepanuio (TOPXUHOIOHAMHM, BKIIOYAs JIEBOQIIOKCAIIMH, COOOIIANIOCh O
CIlydasix pa3BUTHS CEHCOPHOH M CEHCOPHO-MOTOPHOW mepudepudeckoil Helpomaruu, Hadaao KOTOPOM
MOXeT ObITh ObICTppIM. Ecnu y mnamuweHTa pa3BUBAIOTCA CUMIOTOMBI HEWPOINATWUH, MPUMEHEHHE
JeBOQUIOKCAIIMHA JIOJDKHO OBITh TMPEKpamieHo. IJTO MHHHMH3UPYET BO3MOXHBIA PHCK Pa3BHTHS
HEOOpaTUMBIX U3MEHECHHM.

[TarueHTH! JOMKHBI OBITH MHPOPMUPOBAHBI O HEOOXOJUMOCTH COOOINATh CBOEMY JIeHalleMy Bpady o
MOSIBJICHUH JIIOOBIX CHUMITOMOB Hedpomnatuu. DTOPXHMHOJOHBI HE CleIyeT Ha3HayaTh MaIlMeHTaM,
MMEIOIUM B aHAMHE3€ KIIMHUYECKUE CITydaH, YKa3bIBAIOIIHE Ha TIepru(epruIecKyro HeHponaTHio.

O06oCTpeHre MCeBNONApUTNTHYECKON MuacTeHnu (myasthenia gravis)

@DTOPXMHOJIOHBI, BKJIIOYas JIEBO(IOKCAIMH, XapaKTePU3YIOTCS OJIOKMPYIOMIEH HEPBHO-MBIIICYHOE

IMPOBCACHUC AKTHUBHOCTBIO, u MOTYT YCUJINBATDh MBIIICYHYIO c1a0ocCTh Yy TNaluCHTOB C
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pCaKknuu, BKIIIOYasa .]IéFOIIHYIO HEAOCTATOYHOCTD HOTpGﬁq)@ﬂ?_qEﬂ.:EﬁpWE%L '|PL_QI{_'VQ_¢T$CHHOI>'I

BEHTWJISIIIUY JIETKHX, U JICTATbHBIA UCXOJI, KOTOPBIE aCCOIMUPOBATHUCH C MPUMEHEHUEM (PTOPXUHOIOHOB
y MalMeHTOB C IceBaonapaiuTHueckol muacteHueil. [Ipumenenue neBodiokcalnHa y HalUEHTOB C
YCTAHOBJICHHBIM JIMAarHO30M TICEBAOMAPATUTHICCKON MUACTEHUH HE peKOMEHayeTcs (cM. pasnen 4.8).

HDO(bI/UIaKTI/IKa 1 JICYCHHUC CI/I6HDCKOI>'I SA3BbI IPH BO3AYITHO-KAIICJIbHOM IMYTH 3apa’KCHUA

[Tpumenenue JeBoGIIOKCAlIMHA Ul MPOGHIAKTHKA W JICYCHHS CHOMPCKOM SI3BBI NPH  BO3IYIIHO-
KalleJIbHOM IIyTH 3apaKeHWss OCHOBAHO Ha JaHHBIX Mo wyBcTBUTenbHOCTH Bacillus anthracis x
JeBO(IIOKCAIIMHY, TMOJYYCHHBIX B IN VIr0 HMCClIEOBaHUSAX M B 3KCIICPUMEHTAIbHBIX HCCIICIOBAHUIX,
NPOBEJICHHBIX HA JKUBOTHBIX, a TaKK€ HAa OTrPaHUYCHHBIX JAHHBIX MPHUMEHEHHUS JIeBO(IOKCAlHA Y
yejoBeka. Jlewampe Bpadd JIOJDKHBI  0OpamiathCs K HANWOHAIBHBIM W/WIM  MEKIYHAPOTHBIM
JTOKyMEHTaM, KOTOpbIC OTPAKAIOT BBIPAOOTAHHYIO OOMIMMH YCHJIMSIMH TOYKY 3PEHHS IO JICUCHUIO
CUOMPCKOM S3BBI.

TlcuxoTHuecKue peakiimu

[lcuxoTryeckne peakuuy, BKIIOYAs CyWUIUAAIbHBIC MBICIH/TIONBITKA, OTMEYAIUCh Y TAlUCHTOB IPH
IPUMEHEHUH (PTOPXMHOJIOHOB, BKJIIOYas JIEBO(JIOKCALMH, WHOIJA IOCJ€ BBEAEHHUS pPa30BOM 03bI
neBogiokcanuHa. B ciyyae pa3Butus j1t00bIX MOOOYHBIX 3(h(EKTOB CO CTOPOHBI LIEHTPAIBHOM HEPBHOU
CHCTEMBI, BKIII0Yas HAPYLICHNUE TICUXUKH, JICYCHHE JeBO(DIOKCAIMHOM CIIeyeT HEMEUIEHHO MPEKPATUTh
¥ HA3HAYUTh COOTBETCTBYIOIIYIO Tepamuio. B 3TuX ciydasx peKOMEHIyeTcsl MEepeHTH Ha Tepanuio
JIPYTUM aHTUOMOTHUKOM, OTITMYHBIM OT ()TOPXHUHOJIOHOB, €CJIA 3TO BO3MOXKHO.

Crenyer ¢ OCTOPOKHOCTBIO Ha3HAYaTh Mpenapar naueHTaM ¢ ICUX03aMM MM MalueHTaM, UMEIOIINUM B
aHaMHe3e TICUXu4yeckue 3a0o0eBanus (cM. paszen 4.4).

Aneepuzma u paccioenue aopmel, pe2yp2umayusi/HedoCmamoyHocmy KI1anana cepoya

[Io naHHBIM SHUAEMHOJOTHYECKUX HCCIEIOBAaHUHA COOOIANIOCh O TIOBBIIEHHOM PHUCKE pa3BHUTHUS
aHEBPU3MBl A0OPThl M PACCIOCHUS aOPThI, OCOOEHHO Yy MAI[MEHTOB MOXHJIOTO BO3pacTa, a TaKxke
peryprutaiyy aopTajJbHOIO M MHUTPAJIbHOTO KIJIANAHOB IIOCIE NpPUMEHEHHsS (TOPXUHOJIOHOB. Y
MAIMEHTOB, TOTYYaBIINX (PTOPXHMHOJIOHBI, OBUIH OTMEUEHBI CIIy4an Pa3BUTH aHEBPU3MBI U PacCIOCHUS
aoOpTHI, WHOT/Ia OCJOXHEHHBIX pa3pblBOM (B TOM 4HCIE C JIETAIBHBIM HCXOJOM), a TaKXke
perypruTaiy/HeI0CTaTOYHOCTH JIF000T0 M3 KJIaraHoB cepana (cM. pasaen 4.8).

B cBs13u ¢ 3TUM, (PTOPXUHOJIOHBI CIEAYET MPUMEHSTH TOJIBKO MOCIE TIIATEIbHON OLEHKH COOTHOIIECHUS
«TI0JTb3a - PUCK» M PACCMOTPEHHS JPYTHX BAapUAHTOB TEPANUH Y MAIIMEHTOB C aHEBPU3MOM aOpThI HIIH
BPOXJIEHHBIM TTOPOKOM KJTallaHa Cep/illa B CEMEHHOM aHaMHe3€e, HITH Y AIIMeHTOB ¢ TUarHOCTUPOBAHHOM
aHEBPU3MOW AOPTHI W/MJIM PAcCIOEHHEM aOpThl, WM 3a00J€BaHUEM KJIallaHa Cepla, WM NMPH HATUYUH
Apyrux (HakTOpoB pUCKa UIM COCTOSIHUHN, MPEIPACIIONaraloliX K Pa3BUTHIO:

- KaKk aHeBPH3MBI M PACCIIOCHUS aOpThl, TaK W PETypPrUTAIMHA/HEAOCTATOYHOCTH KJlalaHa Cepra
(manpumep, 3a00JIeBaHUS COCTUHUTEIBLHON TKaHHU, TaKue Kak CUHApOM MapdaHna uimu cuHApoM Diepca-
Hannoca, cuaapom Teprepa, 6oe3up bexuera, aprepuanbHas THIIEPTEH3Us, PEBMATOUIHBIM apTPUT);

U1K JOIIOJIHUTCIIBHO:



- aHEBPU3MbI M PACCIOCHHs a0PThI (HampuMmep, cocyuérbie) dabonéshhst rakire Ezﬁféﬁ’ﬂeﬁﬂm‘ Taxacy,
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perypruTaiu/HeJOCTaTOYHOCTH KJanaHa cepaia (Hampumep, WHQEKIUMOHHBIA 3SHAOKapauT). Puck
Pa3sBUTHsI AaHEBPU3MBI M PACCIOEHUS aOPThl, & TAK)XKE UX pa3pblBa MOXKET ObITh MOBBILIEH y MAllUEHTOB,
OJTHOBPEMEHHO IOIYYaIOIIUX CUCTEMHBIE MIFOKOKOPTUKOCTEPOUIBI.
B cnyuae mosiBneHust BHe3anmHOW OONM B JKMBOTE, TPYAM WM CIIMHE MAIMEHTaM CIIEAYET HEMEJICHHO
00paTUTHCS K Bpauy B OTJEJIEHUE HEOTIOKHOMN ITOMOIIIH.
[TanenTam ciieyeT peKOMEHI0BaTh HEMEIJICHHO OOpaTUThCSA 3a MEIMIMHCKON IOMOINBIO B Cilydae
HOSIBJICHUSI OCTPOM OJIBILIKH, BIIEPBbIE BO3HMKILETO OIIYIIEHUS YYALIEHHOTO CepALeOMEeHUs WU
pa3BUTHUS OTEKA KUBOTA WIA HUKHUX KOHEYHOCTEH.

Hapyiuenus 3pesus

I[1pu pa3BuTHH JIOOBIX HAPYLIEHUI 3peHHs He0OX0AuMa HeMEUIEHHAS KOHCY IbTaus odraibmosora (CM.
pasnen 4.8).

Bausnue Ha JIa60‘[)aTODHI)IC TCCTHI

VY NanueHTOB, MOJYYAIOIIUX TEPAIHi0 JICBOGIOKCALUHOM, OIpEICe/ICHHE OMUATOB B MOYE MOXKET
OPUBOIUTH K  JIOKHOMOJIOKUTEIBHBIM — PE3yJibTaTaM, KOTOpbIC CJeayeT TMOATBEpXkIaTh OoJjee
crieupUIECKUMHU METOTAMH.

JleBodiiokcarua Moxet uHrHOMpoBaTh poct Mycobacterium tuberculosis u npuBoUTH B AambHEHIIIEM K

JIOKHOOTPHIATEIBHBIM PE3yJIbTaTaM OaKTepUOJIOTHUECKON JUATHOCTHKH TyOepKyIiesa.

4.5. B3aumogeiicTBHe ¢ IPYIrMMH JIEKAPCTBEHHBIMH NpenapaTaMy M Ipyrue BUAbl B3aUMo/AeiicTBUIi

BsaumoaeiicTBus, TpeOyIOMKe COONIOIEHU OCTOPOKHOCTH

C meogpunnunom, endypenom unu opyeumu 1eKkapcmeeHHbIMU CPeOCmMEaMU U3 epYnnvl HeCMepPOUOHbIX
NPOMUBOBOCHAIUMENLHBIX NPENapamos, CHUNCAIOWUMU NOPO2 CYOOPONCHOU AKMUBHOCMU 20N08HO20
Mmosea.

dapMaKOKMHETUYECKOTO B3aUMOACHCTBHS JeBO(IOKCAIIMHA C TEOPMIITUHOM He BhIsIBIeHO. OAHAKO TIpU
OJTHOBPEMEHHOM TPUMEHEHUH XWHOJOHOB M TEO(PWILINHA, HECTEPOUIHBIX IMPOTHBOBOCIATUTEILHBIX
CPEJICTB M IPYTHX CPEJNICTB, CHIDKAIONIUX MOPOT CYIOPOKHON aKTUBHOCTH T'OJIOBHOT'O MO3Ta, BO3MOXKHO
BBIPKEHHOE CHIKEHHE TTOPOTa CyIOPOKHON aKTUBHOCTH TOJIOBHOT'O MO3Ta.

Konnentpanus geBodrokcaimia mpyu 0THOBPEMEHHOM MpuMeHeHuH GeHOydeHa MOBBIIIaeTCs TOJIBKO Ha
13 %.

C nenpsamvimu anmuxoazyiaumamu (anmazonucmol gumamunsl K)

Y  manuMeHToB, TONYYaBIIMX JIEYCHHE JIEBO(IOKCAIIMHOM B KOMOMHAIIMM C  HEMNPSIMBIMH
aHTHKOAryNsHTaMU  (Hampumep, BaphapuHOM), HaONIOAaIOCh TMOBBIIIEHHE MPOTPOMOMHOBOTO
BPEMEHH/MEKTYHAPOTHOTO HOPMATM30BAHHOTO OTHOIICHUS W/WIM pPa3BUTHE KPOBOTEUYCHHUS, B TOM
quclie, W TsOKeNIoro. I[loaToMy Npu OJHOBPEMEHHOM MPUMEHCHHH HETPSMBIX AHTHUKOAryJISHTOB W
neBoQIIOKCaInHA HEOOXOAUM PETYISPHBINA KOHTPOJIb MOKA3aTeleii CBEPTHIBAHMS KPOBU.

C npoberneyuoom u yumemuouHom
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KaHAJIBLIEBYIO CEKPEIUIO0, TAKMX KaK MpoOeHenu ] 1 LlqueTH;[qfq,ga:yq:Eﬂ@B;gan[H]Ey@qugwj coQuonarh

OCTOPOKHOCTh, OCOOEHHO Y MAIUEHTOB C MOYEYHONW HEAOCTATOYHOCTHIO.

BriBennenue (1mo4yeuHbIil KIMPEHC) JIeBo(IIOKCcalMHA 3aMeISIETCS 1101 ISHCTBUEM IUMETHANHA Ha 24 % u
npobenenuaa Ha 34 %. ManoBepoSTHO, YTO 3TO MOXET UMETh KIIMHUYECKOE 3HAUCHHE MPU HOPMaJIbHOU
(GyHKIMY TIOYEK.

C yuxknocnopurom

JleBoiokcanuH yBenu4yuBal Mepuo/l NoayBbIBeIeHUS IuKIocnopruHa Ha 33 %. Tak kak 3TO yBelTu4YeHHe
HE SBIIAETCS KJIMHUYECKH 3HAUYMMBIM, KOPPEKUMHU J103bl IMKJIOCIOPUHA MpPH €ro OJAHOBPEMEHHOM
MPUMEHEHHH C JIEBO(IOKCAIIMHOM HE TpeOyeTcs.

C enroxokopmukocmepouoamu

OnHOBpEeMEHHBIN PUEM TTTIOKOKOPTHKOCTEPOUIOB MOBBIIIAET PUCK Pa3pbiBa CYXOKUITHH.

C nexapcmeennvimu npenapamamu, yorunsowumu unmepsai QT

JleBodutiokcanuH, Kak u Apyrue GTOPXUHOIIOHBI, TOJDKEH MPUMEHSITHCS ¢ OCTOPOKHOCTHIO Y IMAIUEHTOB,
MPUHAMAIOIINX TIpenaparsl, yummHsomue waTepBal QT (HanmpuMep, aHTHAPUTMHYECKHE CPEICTBA
knacca [A u I, TpunukiInyeckue aHTHACTIPECCAHThI, MAKPOIUIbl, HEHPOJICTITUKH).

[Ipoune

[IpoBenéHubpie  KIMHUKO-(APMAKOJIOTHYECKUE  HMCCICAOBAHMS  JJII  HW3YYCHHS  BO3MOXHBIX
(hapMaKOKMHETHYECKUX B3aUMOJICHCTBUI JIEBOQUIOKCALIMHA C KAIbyusi KaApOOHAMOM, OULOKCUHOM,
2NIUOEHKAAMUOOM, PAHUMUOUHOM U 8ap@apuHoM TIOKa3aIH, 4TO (apMaKOKMHETHKA JeBO(IOKCAI[UHA TTPH
OJTHOBPEMEHHOM MPUMEHEHUH C 3TUMU TpernapaTaMyu He U3MEHSIETCS B JOCTATOYHOM CTENeHHU, 9YTOObI 3TO

HUMCJI0 KIMHUYCCKOC 3HAYCHHUC.

4.6 ®epTUWIBHOCTH, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTE.

ITpenapat JleBodmokcanvi NpoTUBONOKA3aH AJIs IPUMEHEHUs Y OepeMeHHBIX KeHIIUH (cM. pa3zen 4.3).
Jlakranms.
[Ipenapat JleBoyokcanud MPOTUBOMNOKa3aH Uil MPUMEHEHUS Yy KOPMSIIMX TIPYAbI0 KEHIIUH (CM.

paznen 4.3).

4.7. BiausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpeACTBAMM U padorarh C
MeXaHU3MaMH

Takue nmobounsle a3 dexTsl npenapata JIeBoduokcannH, Kak TOJIOBOKPYKEHHE UM BEPTUTO, COHJIMBOCTD
U paccTpoiicTBa 3peHus (cM. pazzaen 4.3), MOTYT CHMXKATh IICUXOMOTOPHBIE PEAKLUU U CIIOCOOHOCTH K
KOHIEHTPAallMd BHHUMaHUA. DTO MOXKET MpPeACTaBIATh cO00il ompeAeNneHHbI PUCK TPU 3aHATUU
JeSITeNIbHOCTBIO, TPeOyIoiel ObICTPOTHI NMCUXOMOTOPHBIX PEAKIMH U CIOCOOHOCTH K KOHLIEHTPALUU
BHUMaHHMA (HaIIpUMep, MpH yIpaBIeHUH aBTOMOOMIIEM, IPU O0OCTYKHUBAHUN MAIIMH U MEXaHU3MOB, TIPU

BBINOJIHEHUH pabOT B HEYCTOHYNBOM IOJIOKEHHH).
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COOTBETCTEYET 3KCNEPTHOMY OTYETY
oT 07.09.2023 M= 17366

4.8. HexxennaTenbHble peakiuu (MOCNEOQOBATENEHOCTEL 0001)

Pe3romMe HexenaTeabHbIX DEAKIINI

VYka3aHHble HIKE 1M0O00YHBbIE (G (EKTH MPEICTaBICHbI B COOTBETCTBUHU CO CIEAYIOUIMMH TpajallusiMu
4aCTOTHI UX BOBHUKHOBEHHMsI: 04eHb YacTo (> 1/10), vacto (> 1/100, Ho < 1/10), Hewacto (> 1/1000, HoO <
1/100), peaxo (> 1/10000, Ho < 1/1000); ouens penaxo (< 1/10000), yacrora HensBecTHA (HA OCHOBAHUU
MMEIOIINXCS JAHHBIX OLEHUTH HEBO3MOXKHO).

Jlannvle, nonyuenHvle 6 KIUHUYECKUX UCCIE008AHUAX U HNPU NOCMPEUCPAYUOHHOM NPUMEHEeHUU
J1e80¢hI0KCayuHa

Hngpexyuu u unsasuu:

Heuacmo: TPUOKOBbIE WHQEKINH, pPa3BUTUE PE3UCTEHTHOCTH MATOTCHHBIX MHKpPOOPTaHU3MOB.
Hapywenus co cmoponul kposu u numgamuueckou cucmemul:

Heyacmo: JeUKoneHus (yMEeHbIIEHUE KOJIMYECTBA JIEHKOIUTOB B MepudepruuecKkoil KPOBH ), 303UHODUITHS
(YBeNMYEeHHE KOTMYECTBA Y03MHO(DUIIOB B TepH(EepHUECKON KPOBH);

peoko: HeWTporeHus (YMEHBIICHHE KOJMYEeCTBA HEUTPOUIOB B  mepu(eprUuecKoil  KpOBH),
TpoMOOIUTONEHHS (YMEHBIIEHNE KOJIUYECTBA TPOMOOIIUTOB B NepupepUIECKOil KPOBH);

yacmoma Heu3eecmua (nocmpe2ucmpayuoHusvle OaHHble): TAHIUTONEHUS (yMEHbIIEHHE KOJIUYeCTBa
BCceX (POPMEHHBIX SJIEMEHTOB B IEpPH(PEPUUIECKON KPOBH), arpaHyJIOMUTO3 (OTCYTCTBHE WIIH PE3KOE
YMEHBIICHNE KOJIMYECTBA IPaHyIOUUTOB B IepU(PEpUIECKON KPOBH ), TEMOTUTHUYECKAS aHEMHUSL.
Hapywenus co cmopoHbl uMMYHHOU cucmemb:

PeOoKO: aHTMOHEBPOTHUYECKUH OTEK;

uacmoma Heusgecmua (nocmpecucmpayuonHvle 0anHvle): aHapWIAKTUIECKUN 10K, aHA(pHUIAKTOUIHbIHN
IIOK.

AHadumakTH4eckue W aHAQUIAKTOUIHBIE PEaKIMH MOTYT MHOTJA Pa3BUBATHCS JAXKE IOCIE BBEICHUS
NepBoii 1036l Ipenapara.

DOHOOKpUHHbLE HAPYUEHUSL.

PeoKo: CHHIPOM HEa/IeKBaTHOM CEKPEINU aHTUANYPETHIECKOTO TOPMOHA.

Hapywenus memabonuzma u numaHusi:

Heuacmo: aHOPEKCHs;

peoKo: THIOTIHKEMHs, OCOOCHHO Yy MAalMeHTOB C CaXapHbIM JAMa0eToM (BO3MOXKHBIE NPU3HAKU
THITOTIIMKEMHH: «BOTYHID» aIEeTHT, HEPBO3HOCTh, HCIIAPUHA, IPOXKB);

yacmoma  Heu3gecmHa:  TUTIEPTIIMKEMUS,  TsDKeNas  THUIOTJIUKEMUs, BIUDIOTH 10  Pa3BUTHS
TUITOTIIMKEMUYECKOH KOMBI, OCOOCHHO Yy MAIlMEHTOB IOKMJIOTO BO3pacTa, y MAalMEeHTOB C CaXapHbIM
I1abeToM, MOJyYaroluX JIEYeHHUE MpernaparaMyd MHCYJIMHA WK MepOpaJbHBIMU THIOTIMKEMUYECKUMHU
npenaparamu (cM. pasaen 4.4).

Icuxuueckue Hapyuienus .

yacmo: 0ECCOHHUIIA,

Heyacmo: 9yBCTBO OECMOKOMCTBA, TPEBOTa, CIyTAHHOCTh CO3HAHUS;
12



pedko: TICHXMYECKHMe HapylleHHs (HampuMep, rajuriouvmbiid,— hapdnoin), i%gbgﬂﬁl andiraniirs
ot 07.09.2023 e 17366
(BO30OYkIeHUE), HApYIIICHHE CHA, HOUYHBIC KOIIIMAPHI, (MOCNEOQBATENEHOCTE 0001)

yacmoma HeuzeecmHa (NOCMpPe2UCmMpayuoHuvlie OanHble): HAPYIICHUS IICUXUKU C HapYIICHUSIMHU
MOBEJICHHUS C TIPUYHMHEHHEM ceOe Bpena, BKIKOYAs CYMIUIAIbHBIC MBICIIM U CYMIUIAIbHBIC TOMBITKH,
HEPBO3HOCTh, HAPYIIICHUS ITAMSTH, NeIMPUi (BKJIOYasi HAPYIICHUS] BHUMAHU S, JIC30PUCHTAIINIO).
Hapywenus co cmoponul HepgHoU cucmembsl *:

yacmo: ToJI0BHAs 00JIb, TOJIOBOKPYKECHUE;

Heuacmo: COHIMBOCTD, TPEMOP, TUCTEB3Us (M3BpAIlICHUE BKYyCa);

peoko: mapecte3us, cynoporu (cm. pasuen 4.4);

yacmoma Heuz8ecmHa (nocmpecucmpayuortsvlie OaunHvle): nepudepudeckas CEHCOpHas Heipomarus,
nepudeprudeckas CEHCOPHOMOTOpHasi Helponatusi (cM. pasnen 4.4), TUCKUHE3Ws, SKCTpalupaMHIHbIC
paccTpoiicTBa, areB3us (TOTEpss BKYCOBBIX ONIYIICHHWH), mapocMusi (pacCTpOMCTBO OLIYIICHHUS 3amaxa,
0cO0OEHHO CyOBEKTHBHOE OIIYIICHUE 3araxa, OOBEKTUBHO OTCYTCTBYIOIIETO), BKJIFOYAs MOTEPIO
00OHSHHS, 0OMOPOK, TMOBBIIICHHE BHYTPUYCPEITHOTO JaBIICHUS (JOOpPOKAYECTBCHHAS BHYTpHUYEpEITHAS
THIIEPTEH3HUS, TICEBJIOOITYX0JIb MO3Ta).

Hapywenus co cmoponul opeana 3penus’™:

PeoKo: HapyIICHUE 3PEHUS, TAKUE KaK PACIUIBIBYATOCTh BUIUMOTO U300pasKEeHUS;

yacmoma Heuzgecmua (nocmpe2ucmpayuoHHvle 0aHHble): TPEXOAIas TOTeps 3PCHNUs, YBEHT.
Hapywenus co cmoponul opeana ciyxa u rabupunma *:

Heyacmo: BEPTUTO (YyBCTBO OTKJIOHEHHUS WM KPYXKEHHS COOCTBEHHOTO Teja WM OKPYKAIOIIUX
MIPEIMETOB);

peoKo: 3BOH B ylIax;

yacmoma Heuzeecmua (nocmpe2ucmpayuoHHvle 0auHbvle): CHIDKEHHUE CITyXa, IIOTeps ClryXa.

Hapywenus co cmoponwl cepoya™™:

peoKo: CUHYCOBasl TaXUKapIus, OUIYIIIEHUE CepIIIeONeHHS;

yacmoma Heuz8ecmHa (NOCMpecUCmpayuorHvle OanHvle): ylunHeHue untepBana QT, kKemymodKkoBbIe
HapYIICHUST PUTMA, KEIyI0OYKOBasl TaXWKaPUs, JKEITYJO0UKOBas TaXHUKApAHS THIIA «ITUPYIT», KOTOPHIC
MOTYT IPUBOJIMTH K BHE3AITHOW OCTaHOBKE cepiia (cM. pasnenst 4.4, 4.9).

Hapywenus co cmoponwt cocyoos™™:

yacmo: pnedur;

PeoKo: CHIKECHUE apTepUATbHOTO JaBIICHHS.

Hapywenus co cmopoHbl ObixamenbHoll cucmemsvl, 0peanos 2pyOHOU KIemKU U CPeOOCHeHUs.:

Heuacmo: OJIBIIIKA;

yacmoma Heu38ecCmHa (NOCmMpe2ucmpayuoHHvle OanHvle): OPOHXO0CTIAa3M, aJUIEPTUUEeCKUl THEBMOHMT.
JKenyoouno-kuweynvle napyulenus:

yacmo: muapesi, pBoTa, TOIHOTA;

Heuacmo: 00Jb B JKHUBOTC, JUCIICIICUSA, MCTCOPHU3M, 3aI10P;
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yacmoma Heuszsecmua (nocmpesucmpayuonnvie Oayvié) rembppatiucekas muapels,l kéropast s ‘Oudnb
ot 07.09.2023 N2 17366

PEAKUX CIlydasX MOXET ObITh HPH3HAKOM SHTCPOKOJINTA, BK[IFOHAs TIQEBOMEMOPAHOSHEL)KONHT (CM.

paznen 4.4), maHKpeaTwur.

Hapywenus co cmoponbl neuenu u scenyesvi8o0auux nymeil.

yacmo: TIOBBIIEHHE AaKTHUBHOCTU <«II€YCHOYHBIX» (EPMEHTOB B IUIa3Me KpOBU (Hampumep,
anmannHamuHoTpancdepassl (AJIT), acmapraramunorpancdepassl (ACT)), TOBBIIEHHE AKTUBHOCTH
menoyHoit gocdatassl (ILP) u ramma-rmyramunrpancdepasst (I'TT) B uiazme KpoBu;

Heyacmo: TIOBBIIIEHHE KOHIIEHTpaluu OUInpyOrHa B I1a3Me KPOBU;

yacmoma Heuz8ecmHa (NOCMpe2UuCmpayuoHusvle OaHHble): TIEUCHOYHAs HEIOCTaTOYHOCTh TsDHKEIOon
CTENEHU, BKJIIOYAsl CIIy4dal pPa3BUTHS OCTPOM IEYEHOYHON HEJOCTaTOYHOCTH, MHOTJA C JIETAIbHBIM
MCXO0/I0M, OCOOCHHO Yy TMAlMEHTOB C TSOKEIBIM OCHOBHBIM 3a00JieBaHMEM (HAampuMep, y MAlUeHTOB C
CETCHCOM), TeMaTHT, JKeNTyxXa.

Hapywenus co cmoponwl kodtcu 1 noOKOINCHbIX MKAHELL.

Heuacmo: KO>KHas Chlllb, KOXKHBIN 3y, KpallMBHULIA, TUIEPIUIPO3;

peoxo: JeKapCTBEHHAsT peakius ¢ d03uHodmmed u cucreMHor cummromatukoi (DRESS - cunapom),
(buKkcupoBaHHAsI IEKAPCTBEHHAS ChIIb;

yacmoma HeusgecmHa (NOCmpecucmpayuoHHvle OaHHble): TOKCUYECKUH OSMHIEePMAalbHBIM HEKpOJIU3,
CUHIPOM CruseHnca-/[>)koHCOHa, 9KCCy/laTUBHAs MyJIbTH()OPMHAsS spUTeMa, peakuuu
¢dorocencuOunm3anuy  (TOBBIICHHAs YyBCTBUTEIBHOCTH K  COJIHEYHOMY UM HCKYCCTBEHHOMY
yIbTpauoIeTOBOMY H3Iy4deHUI0) (cM. pazaen 4.4), JEUKOIUTOKIACTHYECKHUH BaCKYJIUT, CTOMATHUT.
Peakunu co CTOPOHBI KOXKH M CIM3UCTHIX 000JOYEK MOTYT MHOT/A Pa3BUBAThCS Ja)Ke MOCIE BBEICHUS
IIEpBOM J103BI IIpemnapara.

Hapywenus co cmoponul mbluieuHotl, ckeiemHou u cOeOUHUMENbHOU MKAHU™

Heuacmo: apTpalrusi, MUaJTUs;

peoxo: TIOpaKEHUE CYXOXKWIHM, BKIIOYas TEHAWHHUT (HAIPUMEpP, aXWJIOBA CYXOXKUIIHS), MBIIICYHAS
c1aboCTh, KOTOPask MOKET ObITh OCOOEHHO OIAaCHA y MAI[MEHTOB C MCEBAOMAPATIUTHUECKON MHUACTeHHEH
(myasthenia gravis) (cm. pazaen 4.4);

yacmoma Heusgecmua (noCmpe2ucmpayuoHHvle 0anHele): padloOMUOIN3, Pa3pbIB CyXOKUIMS, HAIPUMED,
aXHUJUIOBA CYXOXMIUS (3TOT MoO0UHBIN A PekT MokeT HaOMIOAAThCS B TeueHUe 48 4acoB mocie Havana
JICYCHUS U MOXKET OBITh IBYCTOPOHHUM (CM. TakxKe pasnen 4.4)), pa3pbiB CBSI30K, pa3pbIB MBIIIIII, apTPHT.
Hapywenus co cmoponwl nouek u Mouesbi800AWUX nymei.

HEYacTO: MOBBIIIEHNE KOHIIEHTPAlUU KPEaTHHNHA B CBIBOPOTKE KPOBH;

peoxo: OCTpas TIOYeYHash HEJOCTaTOYHOCTh (HalpUMep, BCIEACTBHE PA3BUTHUS WHTEPCTHUIIHMAIBLHOTO
HedpuTa).

Obwue napywenus u peakyuu 6 mecme 68e0eHuss .

yacmo: peakus B Mecte BBesieHus (00I€3HEHHOCTh, TUIIEPEMHUST KOXKH);

Heuacmo: aCTeHUS],

peoko: TUpeKcHst (OBBILIEHHE TEMIIEPaTyphl TeNa);
14



yacmoma neuzsecmua: 601b (BKIIF0Uas 6071k B CITHHE,| Tpyit] KoRdunbETIR ). =Kl OMY OTHETY
ot 07.09.20: 6

ﬂpyzue BO3MOIHCHbIE HedHceameilbHble Sd)qbek'mbl, o OC}ZWM¢FH:K‘?'1?EW(EWEFWEPI’ZUH@VL G'ft'QTﬂ) lpec)Ko

MPUCTYIIBI TOPGUPUH Y TALMEHTOB C ophupuei.

* B oueHb penKUX CiIydasx MpH NPUMEHEHUU XHMHOJIOHOB M ()TOPXHWHOJIOHOB, MHOTZIA HE3aBUCUMO OT
UCXOJHO UMEKIIUXCs (aKTOPOB PHUCKA, OBLIM 3aperHCTPHUPOBAHBI JUIUTEIBLHO COXpaHsomuecs (10
HECKOJIbKUX MECSIEB WM JIeT), WHBAIMIU3UPYIOIIME M MOTEHIHAJbHO HEoOpaTHMbIE CEpbe3HbIC
noOOYHBIE PEaKIMK Ha Mpenapar, 3aTparuBaroIue HECKOIbKO, @ HHOT/Ia 1 MHOXECTBO, KJIACCOB CUCTEM
OpPTraHOB M OPraHOB YYBCTB (BKIIIOYAs TaKHE PEAKIUH, KaK TCHIAMHUT, Pa3pbIB CYXOXKWIHS, apTpaTHs,
00JIb B KOHEUHOCTSIX, HapyIICHUE MOXOJKH, HEHpPOIAaTUH, CBSI3aHHBIE C MAPECTE3USIMH, JEIPECcCHs,
MOBBIIIEHHAs] YTOMJISIEMOCTh, HApYIIEHHE TTaMATH, HapyIIEHHE CHA, a TAK)Ke HApPYIICHUs CIyXa, 3pEeHus,
BKyca u o0oHsiHHS) (cM. pa3aen 4.4).

** YV manuMeHToB, MOJNy4YaBUIMX (TOPXUHOJIOHBI, ObUIM OTMEUYEHBI Cllydal aHEBPU3MBI M PACCIOCHUS
aOpThl, WHOI/IAa OCJOXHECHHBIX pa3pblBOM (B TOM 4YHCIE C JICTAJIBHBIM HCXOJIOM), a TaKXke
pETypruTaIyu/HeI0CTATOYHOCTH JIF00O0T0 KITaraHa cepama (cM. pazaen 4.4).

Coo011eHne 0 IMOA03PEBAEMBIX HEXKEIATENbHBIX PEAKIINIX

Baxxno cooOmarh 0 Mojo3peBaeMbIX HEXENaTeIbHBIX PEAKIHIX IOCIe PEruCTPalUU JIEKapCTBEHHOTO
mpermapaTa ¢ IeNbl0 00ecliedeHHs] HEeMpPEephIBHOTO MOHHTOPHHIA COOTHOIICHUS «II0JIb3a — PHUCK»
JIEKapCTBEHHOI0 Ipenapara. MeauIMHCKUM pa0OTHHKAM PpPEKOMEHAYeTCsl Ccoo0IlaTh O JHOObIX
MOJ03PEBAEMBIX HEKEIATEIBHBIX PEAKLUSIX JEKAPCTBEHHOIO MperapaTa 4epe3 HallMOHAIbHBIE CUCTEMBI

COOOIIIEHUS O HEXENATEIbHBIX PEaKUsAX roCy1apCTB — WIEHOB EBpa3uiickoro 3KOHOMHYECKOI0 COI03a.

Poccuiickas ®enepanus.

®denepanpHas cayx0a o Haa30py B chepe 3paBOOXpaHEHUS.
Anpec: 109012, r. MockBa, CnaBstHCKas 1101aib, 1. 4, cTp. 1.
Tenedon: +7 800 550 99 03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

CaiitT B m”HOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

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

4.9. llepeno3upoBka

CuMITOMBI

Hcxons u3 pe3ynbTaToOB TOKCUKOJIOTHIECKHX MCCIICAOBAHUI Ha )KMBOTHBIX, BAXKHEUIITMMH OXKHIAEMBIMH
CHUMIITOMaMHU OCTPOH Nepe103upOBKU JIEBO(IIOKCAIIMHA SBISIFOTCS CUMIITOMBI CO CTOPOHBI IIEHTPAIbHOM
HEpBHOM CHCTeMbl (HapylIeHHs CO3HAaHHMS, BKJIIOYAs CIIYTAHHOCTb CO3HAHUS, TOJIOBOKPYXXEHHE H
CyJIOpOTH).

[Ipu mocTperucTpallMOHHOM MPUMEHEHMH Ipenapara MpH MepeAo3HpOBKe HaOMoAaIuch 3PGEeKThl co
CTOPOHBI IICHTPAJIHLHON HEPBHOM CHCTEMBI, BKJIIOYAsi CIIyTAaHHOCTb CO3HAHUS, CyIOPOTH, TaJUTIOIIMHAIIIH

U TPEMOP.
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B03MOXHO pa3BHTHE TOITHOTHI M 3PO3HH CIM3HCTOM- 060K Bﬁéﬁﬁﬂdﬁﬁ&-ﬁlﬁﬁ?dﬁSﬁd'f-"'fﬂgﬁTﬁ.T'-'B
ot 07.09.2023 N2 17366

KJIMHUKO-(hapMaKOJIOTHYEeCKUX UCCIIEI0BaHUAX, IPOBEAGHHBIX [ () FAQ3aMHL 1 (/I0BQ(IIOKCaLHA,

MIPEBBIIAIOIIMMHE TEpPAeBTHUECKUE, OBLIO TTOKa3aHo yanuHeHue narepBaia QT.

JleueHue

B cnydae nmepeno3upoBku  TpeOyeTcs TIHIATENIbHOE HAONIOJCHHUE 3a TAIMEHTOM, BKJIIOYas
MOHHUTOPHPOBAHUE AJIEKTpOKapauorpammbl. JledeHune cummromaTtudeckoe. JleBoduiokcanua He
BBIBOJUTCS TOCPEJICTBOM Juaiu3a (reMojidaiu3a, T[EepUTOHEATbHOr0 JAHaliu3a W IMOCTOSHHOIO

amMOyJIaTOpHOro NepUTOHEATHFHOro Tuanu3a). Criennpuyeckoro aHTUI0Ta HE CYIIECTBYET.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBA.

dapmakoTepaneBTHUECKas IPyIIa: aHTUOAKTEpHAIbHbBIE CPEICTBA CUCTEMHOI'O JEHCTBHUS; IPOU3BOIHBIE
XMHOJIOHA; (PTOPXUHOJIOHBI.

Kox ATX: JOIMA12

MexanusMm aeiicteus U hapMakoauHaMmuueckue dhheKThI

[Ipemapar JleBouiokcaluH - CHHTETUYECKUH aHTHOAKTEpUaIbHBIA Mpenapar MHUPOKOrO CIEKTpa
JEUCTBUS U3 TPYMIbI (PTOPXUHOIOHOB, COACPKAIIMUN B KaUEeCTBE aKTHUBHOTO BEIIECTBA JIEBO(IOKCAIIUH -
JIEBOBpaLIAOIINM H30Mep o(IoKCcalUHA.

JleBonokcarua Omokupyer JIHK-rupa3zy m tonmomsomepasy IV, Hapymaer cynepcrnupaiu3anuio U
cimBky pa3psiBoB JJHK, narudupyer cunre3 JIHK, Bb3biBaeT riryookue MopQoaoruieckiue n3MeHEHHS B
LUTOIUIa3Me, KJIETOYHOW CTEHKE M MeMOpaHaX MHKpPOOHBIX KieToK. JIeBO(IOKCallMH aKTUBEH B
OTHOIIIEHHH OOJIBIIIMHCTBA MITAMMOB MHUKPOOPT'aHU3MOB, KaK B YCIOBHIX IN VItro, Tak u in Vivo.
Yyecmeumenvhvie MUKPOOPLAHUIMbL (MUHUMANbHASA nooasnaiowas konyeumpayus (MIIK) < 2 me/n; 30na
uneudbuposanus > 17 mm):

- a’poOHBIE TpaMIIoNOKUTENbHBIE MuKpoopranu3Mbl: Bacillus anthracis, Corynebacterium diphtheriae,

Corynebacterium jeikeium, Enterococcus spp. (¢ Tom wuamcie Enterococcus faecalis), Listeria
monocytogenes, Staphylococcus coagulase-negative methi-S(l) [koaryna3zoHeraTuBHbIC, METHIIMUTHH-
YyBCTBUTEIBbHBIC/-yMEpEeHHO uyBcTBHUTENbHBIC], Staphylococcus aureus methi-S  (MeTHIMLTHH-
yyBcTBUTEIBbHBIE), Staphylococcus epidermidis methi-S (MeTunmumH-uyBcTBUTENBHBIC), Staphylococcus
spp. CNS (koarynaszoneratuBHbie), Streptococci epynnwt CuG, Streptococcus agalactiae, Streptococcus
pneumoniae peni I/S/R (MEeHUIMIUTHH-YMEPEHHO YYBCTBUTEIbHbIE/- UyBCTBUTEIbHBIC/-PE3UCTEHTHBIE),
Streptococcus pyogenes, Viridans streptococci peni-S/R (meHHIMUTHH-4yBCTBUTEbHBIE/-PE3UCTECHTHBIE);

- a’po0HbBIC paMOTPHIIATENIbHBIC MHKpoopraHusmbl: Acinetobacter spp. (B Tom uuciie Acinetobacter

baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella corrodens,
Enterobacter aerogenes, Enterobacter spp. (8 Tom umciae Enterobacter cloacae), Escherichia coli,
Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae ampi-S/R (ammumumms-
qyBCTBUTEIbHBIC/-pe3ucTenTHbIe), Haemophilus parainfluenzae, Helicobacter pylori, Klebsiella spp. (8

tom uucine Klebsiella pneumoniae, Klebsiella oxytoca), Moraxella catarrhalis +/- (nponyuupyromiye u
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Al halh s _1_-..

(HenmpoayLHPYIOIIKE W MPOIYLHUPYIOIINE TMCHUIMILIHHA3Y), Nﬂsseqla;[net]mglirdtg,_ Basteurella spp. (s

mom uucie Pasteurella multocida, Pasteurella dagmatis, Pasteurella canis), Proteus mirabilis, Proteus
vulgaris, Providencia spp. (8 Tom urcie Providencia rettgeri, Providencia stuartii), Pseudomonas spp. (B
ToM ymcie Pseudomonas aeruginosa [rocrnuransHble HHEKIMH, BbI3BaHHBIE Pseudomonas aeruginosa,
MOTYT oTpeboBaTh KOMOMHUpPOBaHHOTO JiedeHus]), Salmonella spp., Serratia spp (¢ mom uucne Serratia

marcescens);

- aHa’poOHbIe MHUKpoopranusmbl: Bacteroides fragilis, Bifidobacterium spp., Clostridium perfringens,
Fusobacterium spp., Peptostreptococcus, Propionib acter ium spp., Veillonella spp.;

- IOpyrue mukpoopranusmel: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci, Chlamydia

trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (¢ mom uucne
Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma pneumoniae,
Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyscmeumenvrovie mukpoopeanusmol (MIIK = 4 me/n; 3ona uneubuposanus 16 - 14 ym):

- adpoOHbBIe rPaMIONIOKUTENIbHBIC MUKpoopranm3mMel: Corynebacterium urealyticum, Corynebacterium

xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R (MeTHIMITHH-PE3UCTEHTHBIE),
Staphylococcus haemolyticus methi-R (MeTHIMIIIMH- PE3HCTEHTHBIE);

- a3po0OHBIe rpaMoTpHIIaTeIbHbIe MUKpoopranu3mel: Campylobacter jejuni, Campylobacter coli;

- aHadpoOHbIe MUKpoopranm3mMel: Prevotella spp., Porphyromonas spp.

Pesucmenmnvwie k nesogpokcayuny muxpoopeanuzmol (MIIK > 8 me/n; 30na uneubuposanus < 13 mm):

- a’poOHbBIe TpaMIIOIOKUTEIbHbIE MHUKpoopranusmel: Staphylococcus aureus methi-R (MeTuiiuiims-
pesuctentHbie), Staphylococcus coagulase-negative methi-R (koarymaszoHneraTuBHbIE METHIIMILIHH-
pesucrentHbie) Corynebacterium jeikeium;

- a’poOHBIe TpaMOTpHUIIaTeabHbIe MUKpoopranu3Mbl: Alcaligenes xylosoxidans;

- aHa’poOHBIE MUKDOOPTaHn3MbL: Bacteroides thetaiotaomicron

- apyrue Mukpoopranusmer: Mycobacterium avium.

Pe3ncTeHTHOCTD

Pe3ncTeHTHOCTD K JIEBO(IIOKCALIMHY Pa3BUBACTCS B PE3YJIbTATE MOATAIHOIO MPOLECCa MyTAalUi I'eHOB,
Koaupyronmmx obe tomomsomepassl tumna II: JIHK-rupa3zy u Tomomsomepasy IV. [JIpyrue mexaHusmbl
PE3UCTEHTHOCTH, TaKW€ KaK MEXaHM3M BIIMSHHUS Ha IEHETPAalMOHHBIE Oaphbepbl MUKPOOHOW KIETKH
(MexaHHM3M, XapakTepHbIi s Pseudomonas aeruginosa) u mexauu3m 3 Qirokca (AKTHBHOTO BBIBEICHHSI
MIPOTUBOMHUKPOOHOTO CpPEJICTBA U3 MUKPOOHOH KIIETKH), MOTYT TakXe yMEHbIIaTh YyBCTBHTEIbHOCTbH
MHUKPOOPIaHU3MOB K JIEBO(IOKCALIUHY.

B B3 Cc 0COOEHHOCTSIMM MexaHM3Ma JeHCTBHA JieBo(oKkcalmHa OOBIYHO He HalIromaeTcs
MEPEKPECTHON  PE3UCTEHTHOCTH MEXAY JIeBO(JIOKCAIlMHOM U JAPYTUMH IPOTUBOMHKPOOHBIMHU
CpEICTBaMH.

Kiunanueckas »ddexktuBHOCTE  (3DGDEKTUBHOCTS B KIMHUYECKUX HKCCICOOBAHUAX OPU  JICUCHUU

I/IHd)eKHI/II/I, BBI3BIBACMBIX IIECPCUNCICHHBIMHU HUXC MI/IKDOODFaHI/ISMaMI/I)I




- a’poOHBIE IPAMIIOIOKHUTENBHBIE MHKpoopranm3mar: LEnterGdoteusEfdecaklis; "_S_tﬁﬂ]l-{]l'dﬁddéhg' Tatireus,
' 3 M2 17366
Streptococcus pneumoniae, Streptococcus pyogenes; (MOCNENOBATENEHOCTE 0001)

- a’poOHBIe TrpaMoTpHIaTeNbHbie Mukpoopranusmsel: Citrobacter freundii, Enterobacter cloacae,
Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella pneumoniae,
Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis, Pseudomonas
aeruginosa, Serratia marcescens;

- npyrue mukpoopranu3mel: Chlamydia pneumoniae, Legionella pneumophila, Mycoplasma pneumoniae.

5.2. apMaKkoOKHHeTHYECKHE CBOiicTBA

AOGcopOrus.

[Tocne BuyTpuBeHHOH 60-MuHYTHON MH(Y3UHU eBoduiokcanuHa B 03¢ S00 Mr 3710pOoBBIM 100pOBOJIBLIAM
MakcumaiibHast KoHIeHTpaus (Cmax) B TUIa3Me KPOBU COCTABIISIA B CPEAHEM 6,2 MKI/MIL.

[Tpu BBemenun 500 mr seBoduiokcanmHa | wim 2 pa3a B CyTKHM PaBHOBECHAsl KOHIICHTPAIMS B ILIa3Me
KpPOBH JIOCTUTaeTcs B TeueHue 48 4acos.

Ha 10-p1ii nen» BHYTpHBEHHOro BBeneHHS JeBoduiokcarmHa B jo3e 500 mr 1 pas B cyrtkum Cpmax
neBo(iokcanuHa cocraBisuia (6,4 + 0,8) MKr/mil, a MUHMMaJbHas KOHIICHTPALUS JIEBO(IIOKCAIIMHA
(KoHIIEHTpaIMsl TIepe]l BBEJACHUEM ouepeaHo m03bl) B 1asmMe KpoBu (Cpin) cocraBmsina (0,6 +
0,2) MKr/mi1.

Ha 10-p1if neHp BHYTpHBEHHOTO BBeAcHHs JieBodiiokcanmmaa B go03e 500 mr 2 pasa B CyTKH Cmax
cocrapisinia (7,9 £+ 1,1) mxr/mi, a Cyjn coctabisina (2,3 £ 0,5) Mxr/mi.

Pacnpenenenue

Cas3biBaHMe ¢ OenkaMu Iuia3Mbl KpoBu coctaBiisieT 30-40 %. O6bvem pacnpezneneHus JeBodaokcaluHa
cocraBisieT B cpeqHeM 100 1 mociie 0JHOKPAaTHOTO U MHOTOKPAaTHOTO BHYTPUBEHHOTO BBeneHus 500 mr,
YTO yKa3blBAaeT Ha XOpoIllee MPOHUKHOBEHHE (TMEHETpaluio) JieBO(JIOKCallMHa B OpraHbl U TKaHU
OpraHM3Ma 4eJoBeKa.

» Ilponuknosenue 6 causUcmyro 00010UKY OPOHX08, IHCUOKOCMbL INUMENUANbHOU  BbICMUIKU,
anveeonsapHbvlie Makpogpazu

JleBonokcaliuH XOpOIIO TMPOHUKAET B CIU3UCTYIO O0O0JIOYKY OpPOHXOB, KHUIKOCTh AMUTEIHAIBHOU
BBICTWJIKH, allbBeoJIsipHbIe Makpodaru. KoaduuneHTs! neHerpanuu B CIU3UCTYIO 000JI04KY OPOHXOB U
KHUJKOCTb MHUTEINAIBHON BBICTHIKH, II0O CPABHEHUIO C KOHILIEHTpAalMEeW B IUIa3Me€ KPOBH, COCTaBIISAIOT
1,1-1,8 u 0,8-3,0 COOTBETCTBEHHO.

* [Iponuknosenue 8 1e204HyI0 MKAHb

JleBo(hioKcarH XOpOIIO MPOHHUKAET B JIETOYHYIO TKaHb ¢ Koddduuuentamu nenerpauuu 2,0-5,0 mo
CPaBHEHHUIO C KOHIIEHTpaleH B IUIa3Me KPOBHU.

* [Iponuknosenue 6 anb8eoAPHYIO HCUOKOCMb

JleBouiokcanuH XOpoIIo0 MPOHUKAET B AJIbBEOJISIPHYIO KUAKOCTH ¢ KoadunuenToMm nenerpanuu 1,0 mo
CPaBHEHMIO C KOHIICHTpALUsMH B T1a3Me KpoBu. [Ipu BBeneHuu neBoduiokcanrta B go3e 500 mr 1 nim 2

pasa B CyTKHM B Te€UYEeHHE 3-X JHEH MaKCHUMaJibHble KOHIIEHTPALMH JIEBO(IIOKCALMHA B AIbBEOJIIPHON
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KHIKOCTH JOCTHTAINCh uepes 2-4 yaca 1ociie BBeicHns - codTaBismhi4/0-n 6,7 Mxi/iin cooreete therho.
ot 07.09.2023 N2 17366

. IIponuknosenue 6 KOCMHYIO MKAHb (MOCNEOQBATENEHOCTE 0001)

JleBo(hiOKCalMH XOPOIIO TPOHMKAET B KOPTHUKAIBHYIO W TIy04yaTyl0o KOCTHYIO TKaHb, Kak B
IPOKCHUMAJIBHBIX, TaK M B JUCTAJIBHBIX OTAeNaxX OEIPEHHOW KOCTH C KOI((OHUINEHTOM IEHETPAIH
(kocTHas TkaHb/TU1a3Ma kposu) 0,1-3,0.

. IIponuxnosenue 6 CNUHHOMO3208)10 HCUOKOCHIDb

JleBo(hmOKCaIMH MI0X0 MPOHUKAET B CIIMHHOMO3TOBYIO KHJIKOCTb.

* [IpoHuxHoseHue 6 MKaHb NPeOCmamenbHOll Hcele3bl

JleBopyioKCaIH  XOPOIIO TPOHUKAET B TKaHb IPEICTATEIILHON JKele3bl (CpeaHee COOTHOLICHHUE
KOHIICHTPALMi MpecTaTenbHas xKeJe3a/miazMa KpoBu cocTaBisuio 1,84).

. Konyenmpayuu 6 moue

B Moue co3maroTcsi BBICOKHE KOHIIGHTpPAIMU JIEBO(IIOKCAI[HA, B HECKOJBKO pPa3 IPEBBILAIOIINE
KOHIIEHTPALIUH JICBO(IIOKCAIMHA B IJIa3Me KPOBH.

Buorpancdhopmarms

JleBookcaruH B He3HauuTeNnbHOW creneHH (5 % OT NpUHATON J03bI) METabOIM3UpPYeTCs C
oOpa3zoBaHueM JeMeTHiIeBO(IoOKcauHa 1 jieBoguiokcaH-N-oOKcrIa, KOTOPbIE BBIBOJSTCS MOYKAMHU.
JleBo(iioKcanuH  SIBJISICTCSI  CTEPEOXMMHUYECKHM CTAOWJIBHBIM W HE IOJABEPracTcs XUPaJbHBIM
MIPEBPAILICHHSIM.

DIUMUHALINS

[Tocne BHYTPHBEHHOTO BBEIEHHS JIEBO(IIOKCAIIMH OTHOCHUTEIHHO MEIJIEHHO BBIBOJUTCS W3 IUIA3MEI
kpoBu (mepuon monysbiBeneHus [Tip] - 6-8 wacoB), mpeumyiecTBeHHO, yepe3 mouku (6onee 85 %
OpUHATONW 103b1). OOImMI KiIMpeHC JeBo(dIOKcallMHa I0Clie OJHOKPAaTHOro BBeAeHHs 1036l 500 mr
cocrasysin (175 + 29,2) ma/muH.

OTcyTcTBHE CYIIECTBEHHBIX PA3NUYMi B (papMaKOKHMHETHKE JIEBO(IIOKCAMHA MPU €T0 BHYTPHBEHHOM
BBEJICHUU U TpUEME BHYTPb MOATBEP)KAAeT TOT (PAaKT, 4YTO MPHEM BHYTPh U BHYTPUBEHHBIH MYTh
BBEJICHUS SBJISIIOTCS B3aMMO3aMEHSIEMBIMU.

JInHeHOCTh (HEIMHEHHOCTE)

dapMaKkOKMHETHKA JIeBO(IIOKCAI[HA SIBIISIETCS JIMHEWHON B 1uamna3oHe 103 ot 50 go 1000 mr.

IloyeuHass HEIOCTATOYHOCTh

IIpy moveyHOM HEAOCTaTOYHOCTH (hapMaKOKMHETHKa JeBoduiokcanMHa wu3MeHsercs. Ilo mepe
yXyAmeHuss (QyHKIUU TOYEK BBIBEJCHHE 4Yepe3 MOYKM U IMOYEYHBIH KIMPEHC yMeHbIIawTcs, a Tip
YBEJIUYNBACTCSI.

JIulia moXXMjI0ro Bo3pacra

PapMaKOKMHETHKA y NALUEHTOB I0YKUJIOT0 BO3pacTa HEe OTIIMYAETCA OT TAKOBOM y MOJIOABIX ITAllUEHTOB,
3a UCKJIIOYEHUEM pa3Iuiuil (hapMaKOKMHETHKH, CBSI3aHHBIX C U3MEHEHUsIMU KinpeHca kpeatuHuHa (KK).

TlomoBBIe pazauuus

dapMaKOKMHETHKA JIEBO(IOKCALMHA Y MY>KUYHH U )KSHIIIMH HE pa3inyaercs.
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6. PAPMAIIEBTUUECKHUE CBOVICTBA COOTEBETC TEi'hi ET 3K

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB.

Harpus xnopun

Bona niist nuHbexmn

6.2. HecoBMeCTUMOCTH

[Ipemapat JleBohmokcanwH HENMb3sI CMENMIMBATH C TEMAPUHOM HIIM PACTBOPAMH, UMEIOIIUMU MICIIOYHYIO
peaknuio (Hampumep, ¢ pacCTBOpoM OMKapOOHAaTa HATPHS).

JlaHHBII JIGKAPCTBEHHBIN TpenapaT He CIEAYeT CMEIIMBATh C APYTUMH JICKApCTBEHHBIMH IIperapaTamMH,

3a UCKJIIOYEHUEM YIIOMSIHYTBIX B pazjene 6.6.

6.3. Cpok roaHocTu (CPpOK XpaHeHus)

HeBCcKphITHIHM d)J'IaKOH

2 rona.

Tlociie IepBOro BCKPBITUS

Z[J'IS[ MMpCaO0TBPpalICHHA 6aKTepHaHLHOﬁ KOHTaMHUHAallUK pPacTBOp JIA HH(i)y3PII>i CJICAYCT HCIIOJIb30BaTb
HCMCIAJICHHO IIOCJIC IIPOKaJIbIBAHUSA pCSHHOBOﬁ HpO6KI/I KOHTeﬁHCpa IMOJIUMCPHOI'0 MU 6YTBIJ'IKI/I

CTEKJISIHHOMU.

6.4. OcoOble MepbI MPEAOCTOPOKHOCTH NMPH XPAHEHUH.

XpaHUTh B 3aIIHAIIEHHOM OT CBETA MECTE IIPH TeMiieparype He Boie 25 °C. He 3amMopaxuBaTts.

6.5. XapakTep u cofep:kaHue NePBUYHON YIAKOBKH.

Ha momanke AQO «@upma Meamoaumep.

ITo 50 wnm 100 My B caMocCHafaromIUXCsl KOHTEHHEpax MOJMMEPHBIX Ui MH(Y3HOHHBIX PacTBOPOB
onHokpatHoro npumenenuss KIIMP (B manpHeiimeM — KOHTEHHEpHI) W3 MPO3PAYHOM MHOTOCIONHOM
nonnoneuHoBol  TUIEHKM (0€3 MOJMBUHWIXJIOpPHAA) C€ OAHMM WJIM JIBYMS  OTAEIbHBIMU
MOJIMIPONUIICHOBBIMA  MHBEKIIMOHHBIMU nopTamu  Tuna SFC, cHaOXEHHBIMU BKJIAJBIIIAMH  y3J1a
WHBEKIMOHHOTO M3 MOJUU30NPEHA WIM U3 TEPMOIUIACTUYHOIO 3JACTOMEpPA, TEPMETUYHO 3aKPBITBIMHU
MOJIUTIPONIMIICHOBBIMH KOJTIAYKaMH, 00€CTICYNBAIOIUMHU KOHTPOIIb «II€PBOTO BCKPBITUSY.

Kaxnprit koHTelHEp WMeEeT MEeTII0 JUIsl TOJBEIINBAHMS, PE3EPBHBIM O00BEM I JTOMOJTHUTEIHHOTO
BBEJICHUS JIEKAPCTBEHHOIO cpezicTBa He MeHee 35 % o0béMa KOHTelHepa, BO3MOXKHOCTh MCIIOIb30BAHUS
cucteMbl U nHY3Uii 6e3 Bo3aymHOro kianaHa. KoHTeliHepbl COBMECTHMEI C JIBYCTOPOHHEH KaHIOJIEH
JUISl CMELLIMBAHUSI pACTBOPOB.

Ha xoHTeliHep HaHOCUTCS MApKUPOBKA METOJIOM LIEIKOTPA(YHUH UK TOPAYETO TUCHEHHUS.

[Io 1 KoOHTeWHEpY C HMHCTPYKIMENM MO MEIWIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOTO IIpenapara

YIIAaKOBBIBAIOT BO BTOPHYHYIO (TMIOTPEOUTENBCKYIO) YMNAKOBKY (MIEHKY, METaUTU3UPOBAHHYIO
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amomuHreM). Ha ITeHKy Hak/IeHBaroT caMOKIIesnIykdes STikeTiy mmtnanocit undgdpManis’ dd Eerabin
- AT A

ot 07.09.2023 N2 17366

C10coGOM MewarH. (NOCNEQOBATENEHOCT 0001)

Lna cmayuonapos. Ot 1 1o 90 xonteitHepoB 1o 50 mnm 100 mMa npenapata moMeniaroT B AIIUMK W3
roppupoOBaHHOIO KapTOHAa. B SIMK ¢ KOHTEHHEpaMH BKJIAAbIBAIOT WHCTPYKLHUIO 1O MEIUIIMHCKOMY
PUMEHEHHIO JIEKApCTBEHHOTO Ipernapara B KOJIMYECTBE, PABHOM KOJINYECTBY KOHTCHHEPOB.

Ha mwiomanke OAO HITK «9CKOMy.

ITo 50 wnmu 100 M B creknsiHHbIE OyTHUIKK Mapku MTO 11t KpoBH, TpaHC(HY3HOHHBIX U WH(Y3HOHHBIX
IIPENapaToB, YKYNOPEHHbIE PE3MHOBBIMHU MEIULUUHCKUMH IPOOKaMM M 00XKaTble aTOMUHHEBBIMU
KOJINaYKaMHM, KOJIMauKaMi KOMOMHUPOBAHHBIMU C KOHTPOJIEM IIEPBOTO BCKPBITHS.

Ha OyTbulKy HaK/IeWBalOT STHKETKY M3 OyMaru STHUKETOYHON HIIM THCYEH, WIM CaMOKJIESAIIYIOCS
STHKETKY, UM CAMOKJISSIIYIOCS 3TUKETKY € TeTIeH /Ui NOABEINBaHUS OyThUIKH.

ITo 1 OyThuiKe ¢ MHCTPYKLUMEH HO MEIUIIMHCKOMY NPHUMEHEHHUIO Ipernapara MOMELAloT B MadyKy M3
KOpPOOOYHOr0 KapToHa.

Hna cmayuonapos. Ot 1 no 100 Oyrbutok mo 50 u 100 Ma mpemapata ¢ paBHBIM KOJUYECTBOM
MHCTPYKIHUH TI0 MEIWIMHCKOMY NPHUMEHEHHUIO JIGKAPCTBEHHOTO Iperapara MOMEIIaloT BO BTOPUYHYIO
YIIaKOBKY - SIIIMKH U3 TOGPUPOBAHHOIO KapTOHA ¢/0€3 peleTKaMHu-«THe3JaM1» U3 KapTOHa.

ITo 20, 25, 28, 30, 32, 35, 40 unu 70 Oyreutok mo 50 u 100 mu mpemapaTta ¢ paBHBIM KOJUYECTBOM
MHCTPYKIUKA TIO MEAWIMHCKOMY MPHUMEHEHHIO JIEKAPCTBEHHOI'O Mperapara MOMEIAloT BO BTOPUYHYIO

YIIAaKOBKY - SIIIMKH U3 TOQPHUPOBAHHOTO KapTOHA ¢/0e3 peleTKaMu-«THe31aMi» U3 KapTOHa.

6.6. OcoOble Mepbl NMPeIOCTOPOKHOCTH TPH YHHUUYTOKEHUHM HCIOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara Wi 0TX00B, II0JIy4eHHBIX I0cJI¢ IPMMEHEHHs JIEKAPCTBEHHOI'0 Npenapara.

[Ipenapat JleBodiokcalluH COBMECTUM CO CIEAYIOUUMU HHPY3MOHHBIMU PaCTBOPaMHM:

- 0,9 % pacTBOp HaTpUsI XJIOPUIA;

- 5 % pacTBOp AEKCTPO3BI;

- 2,5 % pactBop PuHnrepa c 1ekcTpo3oi;

- KOM6I/IHI/IpOBaHHI>I€ pacTBOpLI  JIA MAPCHTCPATIBHOIO IMHUTAHHA (aMI/IHOKI/ICJ'IOTBI, YIJI€BOJbI,
AJIEKTPOJIUTHI).

Bech ocraBmIMIiCS JIEKapCTBEHHBIM Ipenapar M OTXOAbl CIEAYeT YHHMUTOXXUTh B YCTaHOBJIEHHOM

MOPSIIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas @enepanus

OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO XUMHKO (hapMareBTHUecKuil koHepH «MUP»
(000 XDK «MUP»), Poccus, 355035, CTaBpomoabCKuii Kpai,

r. CtaBponoinb, CtapomapbeBckoe 1mocce, 9 I, mom. 43.

Ten: +7(8652) 94-68-14, e-mail: MIR_026@bk.ru.
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7.1. TIpeacraBuTe b AepKaTess perucrpannonnoro yiocropepenus’ £ KL _E F'_FH':' My OTHETY
ot 07.09.2023 Nz 17366

[Iperen3uu noTpedUTENEl HaNPaBIATh 110 AAPECY: (MOCNENOBATENEHOCTE 0001)

OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO XUMHKO (hapMarieBTHUeCKuil koHepH «MUP»
(000 XDK «MUP»), Poccus, 355035, CtaBponoabCKuii Kpai,
r. CraBpomnoJib, CTapomapbseBckoe mocce, 9 I', mom. 43.

Ten: +7(8652) 94-68-14, e-mail: MIR_026@bk.ru.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. JATA TIEPBUYHOM PETMCTPAIIMM (IIOJATBEPXKJIEHMSI PEIHCTPALIMH,
NEPEPEI'MCTPALIMN)

JlaTa nepBUYHON perucTpalum:

10. JATA IEPECMOTPA TEKCTA

OO0mas xapakTepHucTUKa JIEKapCTBEHHOro npenaparta JleBoduiokcannH A0CTynmHAa Ha WH()OPMALIMOHHOM

noptane EBpa3uiickoro SKOHOMHYECKOTO COI03a B HH(GOPMAIMOHHO - KOMMYHHKAIIMOHHOH CETH

«HTepHeT» https://eec.eacunion.org.
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