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OBIIASI XAPAKTEPHCTHKA JIEKAPCTREAHOLOTIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

TaBanuk, 500 Mr, TaGJIETKH, TOKPHITHIC TNICHOYHOW 00OJTOUKOM.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JleiicTByto111€€ BEIIECTBO: JEBO(IOKCAIHH.

Kaxnas Tabnerka, moKpsITas MICHOYHOM 000s10uK0ii, conepxut 500 Mr neBogokcanHa (B
BHJIC TEMUTH/IPATA).

BemectBa, HamMmyue KOTOPBIX HAI0 YYUTHIBATh B COCTABE JICKAPCTBEHHOTI'O IIpenapara: HaTpuu
(cm. paznmen 4.4.).

[Tonublii nepeyeHs BCIIOMOTaTeIbHbIX BEILIECTB MPUBENIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHON 000JI0UKOIA.

[TpomonroBatsie ABOSIKOBBIMYKIIbIE TAOJICTKU C PUCKOW JUTS JICJICHNUS, OKPBITHIC IUIEHOYHON
000JI0YKOM, OT OJIETHO-KENTOBATOrO A0 KPACHOBATO-0EJIOr0 1[BETA.

TabneTKky MOXKHO pa3fAenuTh Ha paBHBIE JJO3BI.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHEHUIO
TaBaHuK IOKa3aH K MNPUMCHCHUIO Yy B3POCJBIX JIA JICUCHUA I/IHq)eKI_[I/IOHHO-BOCHa.HI/ITG.HBHBIX
3a00JIeBaHUM, BBI3BAHHBIX UyBCTBUTEIBHBIMU K JIEBO(IOKCAIIMHY MUKPOOPTaHU3MAMU:
- OCIIO’KHEHHbIE NH(EKIIUN MOYEBBIBOSIINX MyTeH U MUEIOHEPPUT;
- XpOHWYECKUU OaKTepuaIbHbIN MPOCTATHUT;
- Ul KOMIUIEKCHOTO JICYCHHUS JIEKAPCTBEHHO-YCTOMUUBBIX (POpM TyOepKyIesa;
- NpoduUIAKTHKA U JIeUeHHE CUOUPCKOIL SI3BBI MPU BO3AYLIHO-KANEIbHOM ITyTH 3apaKeHHUsL.

J1Jis1 iedeHus ciaenyonuX HHPEKINOHHO-BOCTIATUTENILHBIX 3a00IeBaHU JTIEBO(IOKCAIIUNH MOXKET
MPUMEHSTHCS TOJIBKO B KAUECTBE aJIbTEPHATUBBI APYTUM IPOTUBOMUKPOOHBIM IIperapaTam:

- BHEOOJbHUYHAS THEBMOHUS;

- OCJOXHEHHbIE NHPEKINUN KOXKH U MATKUX TKaHe;
- OCTpBIi OaKTepHUaIbHBIN CHHYCHUT;

- o0ocTpeHre XPOHUYECKOTO OpOHXUTA;

-  HEOCJIOXHEHHBIN IIUCTHUT.
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IIpn npumenenuun npenapara TaBaHUK cienyer Vqﬁﬂ%;r!E&ﬁﬁ&&MﬂCgaLﬁ&;%hme

PEKOMEHJalU 10 HAUIeXKAlleMy NPHUMEHEHHIO aHTHOAKTEpPHAIbHBIX IIPENapaToB, a TaKKe
4yBCTBUTEIBHOCTh IATOTEHHBIX MUKPOOPTraHU3MOB B KOHKPETHOM cTpaHe (cM. paznen 4.4.).

4.2. Pe:kum 103MpPOBaHUA U CIIOCOO MPUMEHEeHM I

VY4uThIBast, 4TO OMOJOCTYITHOCTH JIEBO(IIOKCAIIMHA ITPH IIpUeMe Ipernapara TaBaHHUK B Ta0lIeTKax
paBHa 99-100 %, B ciydyae mepeBoja ManueHTa ¢ BHyTpUBEeHHOW MH(GY3uu npenapara TaBaHUK
Ha TIpUeM TaOJIETOK CIIeyeT MPOJOJKATh JICYCHUE B TOU K€ J03€, KOTOopas MPUMEHSIIACh TPH
BHYTPUBEHHOW MH(DY3uM (CM. pa3aen 5.2.).

PexxuM no3upoBaHusg

Pexxum 1o3upoBaHUS ONpENENseTcs XapakTepoM U TKECTbI0 HH(QEKIHH, a Takxke
9yBCTBUTEIBHOCTHIO TIpe/noiaraeMoro Bo3oyaurens. [IpogomKuTenbHOCTh JIeYCHHs BaphbUPYET
B 3aBHCHMOCTH OT T€UeHHUs 3a00JIeBaHUA.

Pexomenoyemviii pestcum 003upoanusi u NpoOOHCUMENLHOCb JleYeHUs y NAYUeHmos ¢
HOpManbHOU (yHkyuetli nouex (kiupernc kpeamununa (KK) >50 ma/mun)

Ocnooicrennvie ungexyuu mouegvigooawux nymeu: no 1 tabnerke 500 mr 1 pa3 B cyTku
(cootBercTBeHHO 110 500 MT neBodIoKCcanuHa) — 7—14 gHEl.

Huenonegppum: mo 1 tabnerke 500 mr 1 pa3 B cyTku (cooTBercTBeHHO 1o 500 w™r
neBodokcanuna) — 7—10 gHei.

Xponuueckuu bakmepuanvhvii _npocmamum. 10 1 Tabnerke 500 Mr 1 pa3 B cyTkH
(cootBercTBeHHO 110 500 MT IeBoIOKCaIIMHA) — 28 THEH.

Komnnekcnoe neuenue nekapcmeenno-ycmouuuswvix hoopm mybepkyaesa: no 1 radbnerkxe 500 mr 1—
2 paza B cyTku (cooTBercTBeHHO 110 500—1000 Mr neBodokcannna) — 10 3-X MECSIIEB.

IIpodhunaxmuxa u neuenue cubuUpcKol sA36bl NPU B030VUHO-KANENTbHOM NYMU 3apaxcerus: 1o 1
tabnetke 500 mr (coorBercTBeHHO 1O 500 Mr jeBoduiokcanuHa) 1 pa3 B CyTKH B TE€UCHHE JI0 8
HEJIeIb.

Buebonrvnuunas nneemonus: no 1 tabnerke 500 mr 1-2 pasza B cyTku (COOTBETCTBEHHO 1m0 500—
1000 mr neBodokcannna) — 7—-14 nHei.

Ocnooichennvle UngeKyuu KOHCHbIX NOKposos u msaekux mraneti. mo 1 tadnerke 500 mr 1-2 pasza
B cyTKH (cootBeTcTBeHHO 1O S00—1000 Mr neBoduiokcaimua) — 7—14 nHei.

Ocmpuwiii bakmepuanvhovi cunycum. 1o 1 tadiaerke 500 mr 1 pa3 B cyTku (COOTBETCTBEHHO IO
500 mr neBodnokcanuna) — 10—14 nHei.

Obocmpenue xponuueckoeo bponxuma: o 1 taénerke 500 mr 1 pa3 B CyTKH (COOTBETCTBEHHO 10
500 mr neBodnokcanuna) — 7—10 gHEH.

Heocnoorcnennoii yucmum: no 1/2 tabnerku 500 mr 1 pa3 B cyTku (COOTBETCTBEHHO 10 250 Mr
neBodIIoKcanuHa) — 3 JHsl.

IIponyck npuema 00HOU U HECKOILKUX 003 npenapama

Eciu cnydaiiHO mpomlyllleH NpueM I[penapara, TO CJIEAYyeT KaK MOXXHO CKOpee IpHUHSTH
OUEepe/HyI0 J03y M Jajee MpPONOJKATh IPHUEM COIVIACHO PEKOMEHJOBAaHHOMY pPEXUMY
J03UPOBAHUS.

Oco0ble T'PYIITBI TAITUEHTOB

Hab}ueHMbl C NOYEeUHOU HeOOCMAamoO4HOCbIO

Peorcum dozuposanus v nauuermos ¢ Hapywenuem yuxyuu novex (KK <50 ma/mun)
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HapyIlIeHHON (QyHKIMEH mouek TpeOyeTcsl CHIKEHHE JT03bI ITpernapara (CM. TabIuIly HIXKE).

Pexxum tozupoBanus npenapara TaBaHuk
KK PexoMennyemas no3a | PekomeHnmyemast PexoMennmyemas no3a
npu KK >50 mur/mun: | no3a npu KK >50 npu KK >50 mu/mun:
250 mr/24 g mur/muH: 500 mr/24 g | 500 mr/12 g
nepBasi 103a — nepBasi 103a — nepBast 103a —
50-20 mi1/MuH 250 mr, 3aTeM — 500 mr, 3aTeM — 500 mr, 3aTeM —
o 125 mr/24 4! 1o 250 mr/24 g 1o 250 mMr/12 a
nepBas 03a — nepBas 103a — nepBas 03a —
19-10 mn/Muna 250 mr, 3aTeM — 500 wmr, 3aTeM — 500 mr, 3aTem —
o 125 mr/48 4! o 125 mr/24 4! mo 125 mr/12 4!
<10 mn/mmn nepBast 103a — nepBasi 103a — nepBast 103a —
gzﬁg;;;ﬁm " 250 mr, 3aTeM — 500 mr, 3aTeM — 500 mr, 3aTeM —
TAI) o 125 mr/48 4! o 125 mr/24 4! o 125 mr/24 4!

! — rabnetku 500 Mr npenapara TaBaHUK HMEIOT OJIHY Pa3/IEUTENLHYIO PHCKY, TIO3TOMY TIOJTyYeHHE 103bI 125 mMr
HEBO3MOXXHO. [Ipm HEoOXOAMMOCTH TpHMEHEHHs JieBOo(IIOKcamHa B 03¢ 125 Mr ciemyer HCIOIb30BaTh
npenapatsl JeBoduiokcanuHa B popMe TabneTok 250 MT ¢ pa3aenuTeIbHON PUCKOT.

2 — mocne TeMOJMAIN3a MM TIOCTOSHHOTO aMOYJIaTOPHOTO mepuToHeansHoro auamusa (ITAIIJ]) me TpeOyertcs
BBEJICHHS JOTOIHUTENBHBIX J103.

Hab}ueHMbl C NeYeHOYHOU HeOOCMAMmoO4YHOCMbIO

[Ipu Hapymenun GyHKIMHM EYEHU HE TpeOyeTcss KOPPEKIUU PeKUMa TI03UPOBAHHUS, TTOCKOIbKY
TeBO(IIOKCAIIMH JIMIITh HE3HAYUTEITLHO META00IM3UPYETCS B TICUCHHU.

J]uua noosicus10co eo3pacma

JlJis ManueHTOB TOXKKIIOTO BO3pacTa He TpeOyeTcss KOPPEeKIHMH peXhMa JO3UPOBAHUSA, 34
uckiovYeHneM cirydaeB cHmxeHus KK g0 50 mu/mMun n HIoke.

CTH

[Tpenapar TaBaHHK MPOTHUBOIIOKA3aH y AeTel B Bo3pacte oT 0 10 18 jeT 1mo Bcem moka3aHusm (CMm.
paznen 4.3.).

Croco0 mpuMeHeHus

BuyTps, 1 unu 2 pasza B CyTKH.

TabneTku cienyeT MporyiaThiBaTh, HE pa3KeBbIBas U 3aluBas JOCTATOYHBIM KOJIHMYECTBOM
xuakoctu (ot 0,5 1o 1 crakana). TabneTky MOXKHO pa3AenUTh HA PAaBHBIC O3B

[Ipemapat MOXHO IPUHUMATH TIEPE] €I0M WK B JIF000€ BpeMst MEXKy IPUEMaMH TTHIIH, TaK KaK
MIpUeM UL He BIUSET Ha abcopOuuio mpemnapara (cM. pasaen 5.2.).

[Ipenapar cnemyeT npuHUMAaTh HE MEHEE YeM 3a 2 4 JI0 WM Yepe3 2 4 MOocIie MpruemMa nmpenapaTos,
CoZiep KalINX MarHui U (M) alfOMUHUH, Kele30, IUHK, TN cyKpajibdara (cM. pasaen 4.5.).

4.3. IIpoTuBONOKA3aAHUSA

e [unepyyBCTBUTENHHOCTD K JEBO(IOKCAUMHY WX K APYTUM XWHOJIOHAM, WX K JTIO00MY
13 BCIIOMOTATENbHBIX BEILIECTB, IEPEUUCICHHBIX B pazzaene 6.1.;

®  DIUJEICHS,

® TOPAXKEHUS CYXOXKWIMHA MpU pruemMe PTOPXHUHOIOHOB B aHAMHE3E;
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. . IEH ”%
® JIeTCKUH U TMOJIPOCTKOBBIA Bo3pacT 10l18 et (B Gmgﬁ:lb’ Helgze HleHH;L-C;.FBIb ocTa
CKeJeTa, TaK KaK Hellb3s OJHOCThIO UCKITFOYUTh PUCK MOPAKEHUS XPSIIEBBIX 30H pOCTa
KOCTeH);

e OepeMEHHOCTh (HEJb3s TIOJHOCTHIO MCKIIOYUTh PUCK MOPAKECHHS XPSIIEBBIX 30H POCTa
KOCTEeH y mioja);

® [epHOJ| TPYJHOTO BCKAPMIIMBAHHS (HENB3Sl MOTHOCTHIO HCKIIOYHTH PHUCK MOPAXKEHUS
XPSIIIEBBIX 30H POCTa KOCTEH y peOeHKaA).

4.4. OcoOble yka3aHUs U Mepbl PeI0CTOPOKHOCTH NPH NMPUMEHeHUH

T'octinmranbeble HHQEKINMH, BEI3BAHHBIE CHHETHONHON NAJIOYKOH

locniutanbHble MHGEKIWU, BBI3BaHHBIE CHHETHOWHOW manoukoil (Pseudomonas aeruginosa),
MOTYT TTOTpeO0BaTh KOMOMHUPOBAHHOTO JICUCHHUSI.

Puck pa3BuTHs pe3UCTCHTHOCTH

PacnipocTpaneHHOCTD pHUOOpETEHHON PE3UCTEHTHOCTH BBICEBAEMBIX IITAMMOB
MHUKPOOPIaHU3MOB MOXKET H3MEHSTHCSA B 3aBUCUMOCTH OT reorpa)uiyeckoro peruoHa M C
TEUCHHEM BpeMeHH. B cBs3u ¢ aTuM Tpelyercs nHopManus o pe3suCTeHTHOCTH K Ipenapary B
KOHKpeTHOW cTpaHe. [ Tepamuu TsoKeNbIX MHOEKUUH WM NMpH HEeAPPEKTUBHOCTH JCUCHHS
JOJDKEH OBITh YCTaHOBJICH MHUKPOOMOJOTMYECKHI IUarHo3 C BBICIEHHEM BO30yauTeNns Hu
OTIpEJICIIEHUEM €r0 UyBCTBUTEIBHOCTH K JIE€BO(IOKCAIMHY .

MeTHIUIMH-PE3UCTEHTHRIN 30JI0TUCTRIN cTadhuiIoKoKK (Staphylococcus aureus)

HNwmeercs BeICOKas BEPOATHOCTD TOI'O, YTO MGTHHHHHI/IH-pe3HCTeHTHBII>'I 30JI0TUCTBIN CTa(bI/I.HOKOKK
OyJleT pe3uCTeHTHHIM K (PTOpXHHOMIOHAM, BKIItOYas JieBodaokcanuH. [loaTomy neBodiokcanun
HC pCKOMCHAYCTCA JIA JICUCHUA YCTAHOBJICHHBIX WJIH MTPEAIIOIaraCMbIX HHq)eKHHﬁ, BBI3bIBACMBIX
METHIMUTNH-PE3UCTCHTHBIM 30JIOTUCTBIM CTa(DUIOKOKKOM, B cliydae eciu JabopaTOpHBIC
AHAJIU3bI HC TOATBCPANUIIN YYBCTBUTCIILHOCTU 3TOT'O MUKPOOpPTraHHU3Ma K HGBO(bJIOKC&I_[I/IHy.

IToreps TpymocmocoOHOCTH (MHBAIWAW3AIMSA) W IMOTEHUHAILHBIE HEOOpPATHMBIE CEPBLE3HBIE
HCKCIIATCIBbHBIC PCAKITNHN OGVCHOBHGHHBIG IIPUEMOM d)TODXI/IHO.HOHOB

[IpumeHnenne GTOPXHWHOIOHOB, B TOM YHCIE JEBOQIIOKCAIIMHA, OBLUIO CBS3aHO C IOTEpeH
TPYAOCHIOCOOHOCTH U Pa3BUTHEM HEOOPATHMBIX CEPbE3HBIX HEXKEIaTeIbHBIX PEAKIIMIA CO CTOPOHBI
Pa3IMYHBIX CUCTEM OpraHM3Ma, KOTOPbIE MOTYT Pa3BUTHCS OJHOBPEMEHHO Y OJHOTO M TOTO K€
narueHTa. HexenaTenbHbIE peakiuy, BbI3BaHHBIC (TOPXMHOJIOHAMHU, BKIIOYAOT TEHIWHHTEHI,
paspbiB  CYXOXKWIMM, apTpajruio, MHUAITUI0, MepupepuuecKyl0 HEWpOoNaThuio, a TaKxke
HEeXXeJaTeNbHbIe PEaKLUU CO CTOPOHBI HEPBHOM CHCTEMBI (FaJUTIOIIMHAIIUY, TPEBOTa, JCMPECcCcus,
OeccoHHMIIa, TOJIOBHBIE 0OJIM M CIYTaHHOCTh CO3HAHHWA). J[aHHbBIE peaklMU MOTYT Pa3BUTHCS B
MEPUOJT OT HECKOJIBKHUX YacOB JI0 HECKOJIBKUX HEEb MTOCIIe Havyajla Tepaniy JeBO(IOKCAIITHOM.
Pa3BuTHe >THX HeXelaTeNbHBIX peaklMil OTMEYaloch y MAlMEeHTOB JI000ro Bo3pacta U 0e3
HAIMYUS TPEAIISCTBYIOMMUX (akTopoB pucKa. [Ipy BOZHMKHOBEHHHU TEPBBIX MPU3HAKOB WIIH
CUMIITOMOB JIIOOBIX CEpPHE3HBIX HEXKENAaTeIbHBIX PEaKUUi cIeayeT HEeMEIJIEHHO MPEeKpaTUTh
npuMeHeHue JeBogdiokcanuHa. Crnenyer nzberate NpUMeHeHHUs (PTOPXMHOIOHOB, B TOM YHCIIE
neBoQUIOKCalliHaA, Yy TAlMEeHTOB, y KOTOPBIX OTMEYAINUCh JIIOOblE M3 O3TUX CEPbE3HBIX
HEXENaTeNIbHbIX PEaKIUH.

ITanmmeHTHl, IPEeaPacoa0KEHHBIE K PA3BUTHIO CYA0POT

Kak u 1pyrue XMHOJIOHBI, JIEBO(IIOKCAIIMH TOJIKEH ¢ OOJIBIION OCTOPOKHOCTBIO IPUMEHSATHCS Y
MAIMEHTOB C IPEIPACIIONIOKEHHOCTBIO K cynoporaM. K TakuM ImanpeHTaM OTHOCATCS NTallEeHTBI
C IPEALIESCTBYIOIMMHU MOPAXKCHUSMH LICHTPAJIbHOM HEPBHOM CUCTEMBI, TAKMMHU KAK HHCYJIBT,
TsDKEasd 4YEperHO-MO3roBasg TpaBMa; IMAalMEHTHI, OJHOBPEMEHHO INPUHUMAIOIIME IIPENaparsl,
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(dhenOydeH u apyrue HeCTepOUIHBIC MPOTUBOBOCTIAMTENIbHBIC TIpenapatsl (cM. pasaen 4.5.).
[Tpu pa3BUTHN CYZOPOT JEUCHHE JIEBOGIIOKCAIIMHOM CJIelyeT MPEKPaTUTh.

IIceBpoMeMOPAaHO3HEIN KOJIUT

Pa3BuBIIasicss BO BpeMsl WM TOCIE JICUCHHS JICBO(IOKCAIIMHOM Iuapes, 0COOCHHO TSIKEIIOH
CTETICHH, yIopHasi W (MJIM) C KPOBBIO, MOXET SIBJSITHCS CHMIITOMOM IICEBIOMEMOPAHO3HOTO
konuta, BbI3BIBaeMoro Clostridium  difficile. B cimydae momo3peHHsi Ha  pa3BHUTHE
TICEBIOMEMOPaHO3HOTO KOJIUTA JICYCHHUE JIEBO(PIIOKCAIIMHOM CJIEIyeT HEMEIJICHHO MPEKPATUTH U
Cpa3y ’XK€ HauyaTh CHEMU(UUYECKYI0 aHTUOMOTUKOTEpanuio (BaHKOMHIIMH, TEHKOIUIAHWH WIIN
METPOHHIA3071  BHYTph).  [lpemapaTbl,  TOpMO3SIME€  TNEPUCTAIBTHKY  KHIICYHHUKA,
MPOTHBOIOKA3aHBbI.

TeHIUHUT U pa3pbIB CYXOKUIUN

TeHnuHuT, peKo BOSHUKAIONIMHI Ha (hOHE MPUMEHEHHUS XUHOJIIOHOB, MOKET MHOT/a MPUBOJIUTH K
paspbIBy CYXOKWJIMH, BKJIIOYas aXWJJIOBO CYXOXHWJIHE, U MOXET ObITh ABYCTOPOHHUM. OJTa
HEeXenaTellbHasi peaklusi MOXKET Pa3BUTHCS B TeueHUe 48 4 rocie Hayaja JICUEeHUs WIH 4epes3
HECKOJIbKO MECSLIEB MOCIIE 3aBEPIICHUS Tepanuu (PTOPXUHOIOHAMHU.

[TareHTHI MOKUIIOTO BO3pacTa OoJiee MpeApactoNokeHbl K Pa3BUTHIO TEHAWHUTA; Y MALUEHTOB,
MPUHUMAIOIINUX (PTOPXUHOJOHBI, PHUCK pa3pbhlBa CYXOXKWJIUS MOXET TIOBBIIIATBCA MIPU
OJIHOBPEMEHHOM INPUMEHEHUHN TIIOKOKOPTHKOCTEPOUAOB. Kpome 3TOro, y mnamueHTOB IOCIe
TpPaHCIUIAHTAIMK MOBBILIEH PUCK Pa3BUTHUS TEHAMHHUTOB, MOATOMY PEKOMEHIyeTCsl COOII0IaTh
OCTOPOXHOCTH NP Ha3HAYEHUU PTOPXUHOJIOHOB JAHHOM KaTeropuy MalMeHTOB. Y MAIMeHTOB C
HapyUeHUsIMH (QYHKIIMHA TOYEK CYTOYHYIO 103y CJEeAyeT CKOPPEKTHpOBaTh Ha OCHOBAHHUU
KJIMpEHCA KpeaTUHUHA.

[TarmenTaM ciieayeT peKOMEHI0BaTh OCTABaThCS B TIOKOE IMPH TOSBJICHUU IEPBBIX MPU3HAKOB
TEHJMHUTOB WJIM PAa3phIBOB CYXOKWJIMH U 00paTUThCS K Jevamiemy Bpady. [Ipu nogo3penun Ha
pasBUTHE TEHAWHUTA WM Pa3pblB CYXOXKHIIHUS CIEIyeT HEMEIJICHHO IPEKPATUTh JICYCHUE
npenaparoMm TaBanuk W Ha4aTb COOTBCTCTBYIOIICC JICHCHUC IIOPAKCHHOI'0 CYXOKHIINA,
HarpuMep, 00eCreyrB eMy JTOCTaTOYHYI0 UMMOOUIU3anuio (cM. pazaensl 4.3., 4.8.).

Peakinu TUINICPYYBCTBUTCIIHbHOCTH

JleBo(iokcaluH  MOXKET  BBI3BIBaTh  CEPbE3HBbIC, IOTEHLUAIBHO JICTAJIbHBIE pPEaKLUU
THIIEPUYBCTBUTEIBHOCTH (QaHTMOHEBPOTHYECKUH OTEK, aHA(pWIAKTUYECKUH IIOK) JaXe IpH
IPUMEHEHUH HadajbHbIX 103 (cM. paszzen 4.8.). B ciydae mx pa3BUTUS NallMEHTaM CIERyeT
HEMEJUICHHO MPEKPaTUTh IPUEM MpenapaTa u 00OpaTUThCA K Bpauy.

Tsxenple KOKHBIE HEKEJIAaTSABHEIC PeaKIINT

[Tpu npumeHeHuu J1eBoIIOKCAIIHA ObUTH 3apETUCTPUPOBAHBI TSKEIbIe KOXKHBIE HEKeTaTeIbHbIe
peakuu, BKJIIOYas TOKCHYECKHM SMUACPMAIbHBIA HEKpoiu3 (cuuapom Jlaiemna), cuHmpom
CruBeHca-/[>KOHCOHA, IEKAPCTBEHHYIO PEAKITUIO C Y03WHOPIINEH U CHCTEMHOW CUMITTOMATUKON
(DRESS-cunapoM) u oCTphIii reHepaiM30BaHHbIN K3aHTEMATO3HBIN MTyCTYJIe3, KOTOPhIE MOTYT
OBITh KU3HEYTPOXKAIOIIMMHU WU JieTadbHbIMU (cM. pasnen 4.8.). [Ipu HazHaueHuuW mpemnapara
MAUEHTH! JOJDKHBI OBITH MPOMH(MOPMUPOBAHBI O MPU3HAKAX U CUMITOMAaX TSKENbIX KOXKHBIX
HEXXEJIATeNbHbIX PEaKIMHA U HAXOAUTHCS MOJ TIIATETbHBIM MEAMLIMHCKUM HaOmoneHueMm. [lpu
MOSIBJICHUH NPHU3HAKOB U CUMITOMOB, CBUIETENBCTBYIOIIUX O PA3BUTHHU ITUX HEXKEIATEIBbHBIX
peakuuii, cienyeT HEMENJEHHO MPEKpaTUTh JIeYEeHUEe IpenapatoM TaBaHHK W pacCMOTPETh
BO3MOKHOCTh JIbTEPHATUBHOTO JeueHus. Eciu npu npuMeHeHuu 1eBo¢IIOKCallMHa y TalueHTa
pa3BUIIaCh TsDKeEIas He)KeIaTeNbHas KOXKHas peaklys, Takas Kak cuHapoM CtuBeHca-/[>KOHCOHa,
TOKCUYECKUH 3MUIepMalbHbIi Hekpoin3, DRESS-cuHapoM wim ocTpelii reHepaln30BaHHBIN
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clemyer.

HapylieHus co CTOpOHbBI NEUCHU U JKEITYEBBIBOISIINX IYTEH

Coobmanoch 0 ciay4asx pa3BUTUS HEKpo3a I€YEHH, BKJIIOYAs pa3BUTUE I1EYEHOYHOM
HE/IOCTaTOYHOCTH C JICTaJbHBIM HCXOJOM, IpH TNPHUMEHEHUH JIeBO(IOKCAlMHA, TJIaBHBIM
00pa3oM, y NallMEHTOB € TSDKEIBIMH OCHOBHBIMU 3a00JI€BAHUSAMH, HAIIPUMED, C CENCUCOM (CM.
pasnen 4.8.). IlanueHTHl JOMKHBI OBITH MPEIYNPEXKACHB O HEOOXOIUMOCTH MpPEKpaIleHUs
JIeYEHUs] ¥ CPOYHOro OOpallleHHsl K Bpayy B Cllyyae IMOSBICHHUSA NPU3HAKOB M CHMIITOMOB
MOpa)KEHUS MEUYEHU, TAKMX KaK aHOPEKCHS, JKEJITyXa, IOTeMHEHUE MOYH, KOKHBIN 3y U 00U B
AKHBOTE.

HaHI/IeHTBI C HAapYIHICHUAMH d)VHKHI/II/I ITOYCK

Tak kak JeBO(JIOKCAIlMH SKCKPETUPYETCs TJIAaBHBIM 00pa3oM dYepe3 IMOYKH, Y MAlUeHTOB C
HapyIIEeHUSIMH (YHKLIUHU TOYEeK TpeOyeTcst 00s13aTeNbHBI KOHTPOJIb (DYHKIIMM TOYEK, a TaKXKe
KOPPEKIIUS peKUMa T03UpOBaHus (cM. paznen 4.2.). [Ipu nedeHnn narueHToB MOKHIIOT0 Bo3pacTa
CIIEyeT YUYMTHIBATh, YTO Y MAI[MEHTOB 3TOM TPyNIBl YaCTO OTMEYAIOTCS HAPYIICHUs (DYyHKIHH
movek (cm. pazmen 4.2.).

[IpenorBpalieHue pa3BUTHUs peakuil GOTOCEHCUOUIN3ALIUY

Xots poroceHCcHOMNIM3aNKs NpU NPUMEHEHHUH JIEBO(IIOKCAIIMHA Pa3BUBACTCS OYEHb PEIKO, JUIS
IIPEIOTBPALLEHUS €€ PAa3BUTHI MALIUEHTAM HE PEKOMEHYETCsl BO BpEMsI JICUEHUsI U B TeUEHHE 48
Y [0cJ€ OKOHYAHHUS JIEYEHHUs JIEBO(IIOKCALIMHOM IOJBEPraTbCs CHIBHOMY COJHEUHOMY WIIH
HCKYCCTBEHHOMY YJIbTPa(rOIETOBOMY OOJIy4EHUIO (HapruMep, MOCEIaTh COJISIPHIA).

CynepuHdexims

Kak u mpu npuMeHeHUH IpYyrux aHTHOMOTHKOB, MPUMEHEHHE JeBO(IOKCAI[MHA, OCOOCHHO B
TEUCHHE JUTUTEIFHOTO BPEMEHH, MOXKET IPUBOUTH K YCUICHHOMY Pa3MHOKEHHUIO PE3UCTEHTHBIX
K HEMY MUKpPOOpPraHu3MoB (0akTepuil U TpHOOB), YTO MOXKET BBI3bIBATH U3MEHEHHSI HOPMAJIbHOM
MHUKpOQIIOps! YenoBeka. B pesymprare MoxeT pa3BuThCs cynepuHpekmus. [Tostomy B xome
JIeueHHst 00513aTeNFHO MTPOBOIUTH TTOBTOPHYIO OIICHKY COCTOSIHUSA MAIlEeHTA, 1, B CITy4Yae pa3BUTHS
BO BpeMs JICUCHHS CyNepUH(EKINH, CIIeTyeT MPHHUMATh COOTBETCTBYIOIINE MEPBHI.

Y nuaenue narepsaiga QT

Coo0bmranocs 00 04eHb PEAKHX CiTydastx yanuHeHus naTepBana QT y manueHToB, MPUHUMAIOIINX
(TOPXUHOJIOHBI, BKIIIOYAst JIEBO(IIOKCAIIHH.

I[Ipu mnpumeHneHnn (QTOPXWHOJOHOB, BKJOYas JIEeBO(MIOKCAIMH, CIEAyeT COoONIoAaTh
OCTOPOXKHOCTh y MAI[MEHTOB C M3BECTHBIMU (hakTOpamMH pUCKa yJuinHeHHs uHTepBaia QT: y
MAIMEHTOB C HECKOPPEKTUPOBAHHBIMH JJIEKTPOJUTHBIMU HApPYIIEHUSMU (C THUIOKaJTUEeMUEH,
THIIOMarHueMuei); ¢ CHHIPOMOM BpOXAeHHOro yanuHeHus untepsaia QT; ¢ 3aboneBaHusIMU
cepana (cepaedHasi HEA0CTaTOYHOCTh, HH(PAPKT MUOKap/Ia, OpaauKapIus); Mpyu OJHOBPEMEHHOM
NPUMEHEHUH JICKApPCTBEHHBIX IPENapaToB, CIOCOOHBIX YANMHATH MHTepBan QT, Takux Kak
aHTHapuTMUYecKue cpeactna kiacca [A u I, Tpunukinnyeckre aHTUIETPECCAaHThI, MAKPOJIU/IbI,
HEUPOJICIITUKHU.

[TanieHTHI MOXWIIOTO BO3pacTa W MAIMEHTHI JKEHCKOTO TIoJia MOTyT OBITh  Oojee
4yBCTBUTEIbHBIMU K IpenaparaM, yuimHstomuM uHTepBan QT. IToaromy y Hux ciemyet c
OCTOPOKHOCTBIO TIPUMEHSATH ()TOPXHWHOJIOHBI, BKJIFOYas JeBodIoKcanuH (cM. pasaensl 4.2., 4.5.,
4.8.,4.9.).

IManueHTs! ¢ 1eUIUTOM TIIIOK030-6-hocdaraeruiporeHasnl

Y manweHToB € JIATEHTHBIM WM MaHU(ECTHPOBAHHBIM  JTE(OUIIMTOM  TJIIOK030-6-
docdarneruaporeHazbl UMEETCSI IPEIPACIIONOKEHHOCTh K PA3BUTHIO TEMOIMTUIECKUX PEaKIIUi
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T1eBO(ITIOKCAITMHOM.

JlucrnukeMus (THOO- U TUIIEPTIIUKEMUSA )

Kak u npu npumeHeHuun Apyrux GTOPXUHOIOHOB, IPU MPUMEHEHUHU JeBO(DIIOKCcAIlMHA
HAOMIOAANNCh Cloy4yad pa3BUTHS TUNEPrIUKeMUH H runoriukemun. Ha ¢one Tepanun
JeBO(IIOKCAIMHOM JHUCTIIMKEMUSl 4Yallle pa3BUBAJach Y IMAlMEHTOB IMOXKUJIOTO BO3pacTa H
MAIMEHTOB C CaXapHBIM JMAa0ETOM, IMOJyYalOMIUX COMYTCTBYIOUIYIO TEPAIUIO MEPOpPaTbHBIMU
TUMNOMIMKEMUYECKUMHU TpenaparaMu (Hampumep, INIMOeHKIaMHIOM) Win HHCynuHoM. [lpu
NPUMEHEHHH JIeBO(IIOKCAIIMHA Y TaKUX MalMEHTOB BO3PACTAeT PUCK PA3BUTHUS TUIOTIIMKEMUH,
BILJIOTH JI0 TUIIOTJIMKEMUYecKoi koMbl. HeoOxonumo nupopMupoBaTh NalMeHTOB O CUMIITOMAaX
TUIIOTIIMKEMHHU (CITyTaHHOCTh CO3HAHMSI, TOJIOBOKPYKEHHE, «BOYMI» alleTUT, FOJIOBHAs 0Ok,
HEPBO3HOCTbh, OIIYIICHHUE CepALeOMeHHS WK yJallleHHue MyJbca, 0JeIHOCTh KOXKHBIX TTOKPOBOB,
UCTapuHa, JIpoxb, ciaabocte). Ecam y manumeHTa pa3BuUBaeTCs TUIMOTIIMKEMHUsS, HEOOXOAUMO
HEMEJIEHHO TPEKPaTUTh JIeueHUE JIeBO(IOKCAIIMHOM U HayaTh COOTBETCTBYIOIIYIO Tepanuio. B
3THX CIy4asX PEeKOMEHIYETCsl MEpPeUTH Ha Tepamuio JIPYrMM aHTUOMOTHKOM, OTIMYHBIM OT
(TOPXUHOJOHOB, €CIIM 3TO BO3MOXHO. [Ipu mpoBeneHHM JeueHUs JIeBO(IOKCAIUHOM Y
NAIMEHTOB IMOKWJIOTO BO3pacTa M y MAIMEHTOB C CaXapHbIM JMAa0ETOM PEKOMEHIYeTCs
TINATEIbHBI MOHUTOPUHT KOHLIEHTPALIUH TIFOKO3bI B KPOBH.

Ilepudepuueckas HelponaTus

VY nanueHToB, MPUHUMAIONIUX (TOPXUHOJOHBI, BKIIIOYAs JIEBO(MIOKCAIMH, COOOIIAIOCh O
Cllyyasix pa3BUTHS CEHCOPHOM M CEHCOPHO-MOTOPHOHM mnepudepudeckoil HelpomaTuu, Havyaio
KOTOpOil MoOKeT ObITh ObICTpbIM. Ecnu y mamueHTa pa3BHUBAIOTCS CUMITOMBI HeEHpomaTHH,
IpUMEHEHHE JIeBO(IIOKCAMHA JODKHO OBITh MPEKpalieHo. ITO MUHUMH3UPYET BO3MOXKHBIH
PHUCK pa3BUTHUS HEOOPATUMBIX U3MEHEHUH.

[TaneHTHl TOMKHBI OBITH MH()OPMUPOBAHBI O HEOOXOIUMOCTH COOOIIATH CBOEMY JedalleMy
Bpady O MOSBJICHUH JIOOBIX CHMITOMOB HelpornaThu. OTOPXMHOJIOHBI HE CIEAyeT Ha3HAa4aTh
nalreHTaM, UMEIOIIMM B aHaMHe3€ YKa3aHus Ha nepudepuyecKyro HelponaTuio.

O06ocTpenne IceBIonapaIuTHYecKo MyuacTennu (myasthenia gravis)

@DTOPXMHONOHBI, BKIIOYas JIEBO(IOKCALIMH, XapaKTepU3YIOTCS OJIOKHpYIOIEH HEpBHO-
MBILIEYHOE TPOBEACHNE AKTUBHOCTBIO U MOTYT YCHUJIMBATh MBIIIEYHYO CIA00CTh Y MAI[MEHTOB C
NICEB/IOMAPAIMTUUECKOM MHacTeHHe. B  mocTperucTpanioHHOM Tiepuoje HaOIIOaINCh
HE)KeJaTeNNbHbIe PeaKLMH, BKIII0Yas JIETOYHYI0 HEJO0CTaTOYHOCTh, NOTPEOOBABIIYIO IIPOBEICHHE
UCKYCCTBEHHOW BEHTWIALIMM JIETKUX, U JIETAJIbHBIM MCXOJ, KOTOPBIE acCOLMUPOBAINCH C
IPUMEHEHHEM (PTOPXMHOJIIOHOB y MAalMEHTOB C IICEBAONAPAIMTUYECKOH MHACTEHUEH.
[Ipumenenue  neBoQIIOKCalMHA Yy  TAalUeHTa ¢ YCTAaHOBJIEHHBIM  JUAarHo30M
TICEeBIONAPATUTHYECCKOM MHUACTCHUH HE peKoMeHayeTcs (cM. pazzaen 4.8.).

I[TpuMeHeHue Tpyu BO3AVIIHO-KANEILHOM IIYTH 3aPAKEHU] CHOUPCKON A3BOM

IIpuMeHeHMe J1eBOQIIOKCAlIMHA Yy YeJIOBEKa 110 3TOMY IOKa3aHMIO OCHOBAaHO Ha JIaHHBIX 10
YyBCTBUTEIBHOCTH K HeMy Bacillus anthracis, momy4eHHBIX B HCCIEIOBAHUAX in Vitro W B
JKCIIEPUMEHTAJIBHBIX MCCIIEA0BAHUAX, IIPOBEICHHBIX HA XKUBOTHBIX, 4 TAK)KE HA OrPAaHUYEHHBIX
TAHHBIX TPUMEHEHHUs JIeBOQIIOKCAllMHA y YenoBeka. Jlewamue Bpauu JODKHBI oOpamarbes K
HaIlMOHAJIBHBIM U (WJIM) MEXIYHapOAHBIM JOKYMEHTaM, KOTOpPbIE OTPa)karOT BbIPAOOTaHHYIO
OOIIMMU YCHIIUSIMH TOYKY 3PEHUS 110 JICUEHUIO CHOMPCKOH SI3BBI.

IlcuxoTH4UeCcKHne peakiinm

[IcuxoTuyeckue peakiuu, BKII0OYas CyUIUAATbHbIE MBICIIN/TIONBITKH, OTMEYAINCh Y MallUEeHTOB,
NPUHUMAIOIINX (PTOPXUHOIOHBI, BKITI0UAas JIEBO(IOKCALIMH, MHOT 1A [TOCTIe TIPUeMa pa30BOi JI036I.
B cnydae pasButHs JOOBIX HEXENATENbHBIX PEAKIM CO CTOPOHBI IIEHTPAIBHOW HEPBHOM
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MIPEKPATUTh U HA3HAYUTh COOTBETCTBYIOLLYIO TEpAINNI0. B 3THX ciydasx peKOMeHAyeTcs NepenT
Ha Tepamnuio JAPYrMM aHTUOMOTHKOM, OTIMYHBIM OT (DTOPXMHOJIOHOB, €CIH 3TO BO3MOXKHO.
Crnenyer ¢ OCTOPOKHOCTBIO Ha3HayaTh Ipenapar MalMeHTaM C IMCUXO03aMU WM IalUeHTaM,
MMEIOIIMM B aHaMHe3€ NCUXUYECKUe 3a00IeBaHUA.

AHEBpH3MAa U PACCIOCHUE a0PThI, PETYPTrUTAIUS/HEAOCTATOYHOCTh KIIallaHa cepra

IIo JaHHBIM 3IIUACMHUOJIIOTUYCCKUX I/ICCHGI[OBaHI/Iﬁ COOGH.IEUIOCB O IMOBBIIICHHOM PHUCKC PA3BUTHUA
AQHEBPU3MBI A0PTHI M PACCIOCHHS a0pThI, OCOOCHHO Y MAIIMEHTOB IMOKUJIOTO BO3PAcTa, a TaKXkKe
pEerypruTaniy aopTalIbHOTO U MUTPAIBHOTO KJIAMIAHOB IMOCIIE MPUMEHEHUS (PTOPXUHOJIOHOB. Y
MAIMEHTOB, MOJYYaBIIUX (TOPXWHOJOHBI, OBUIM OTMEUEHBI CIydadl Pa3BUTHS aHEBPHU3MBI H
pacCiIoCHUus a0PThbl, MHOrJa OCJIOKHCHHBIX pPa3pbIBOM (B TOM YHCJIC C JICTAJIbHBIM I/ICXOI[OM), a
TaKXe perypruTalui/HeJOCTaTOYHOCTH JIF0OOT0 U3 KIanaHoB cepia (cM. pazzaern 4.8.).

B cBa3u ¢ 3TUM (QTOPXMHONOHBI CIEAyeT MPUMEHSTHh TOJBKO TOCIE TIIATEIbHON OICHKH
COOTHOIIEHUS «I10Jb3a — PUCK» U PACCMOTPEHMS JPYTHX BAapUAHTOB TEpPAlUM y MALMEHTOB C
aHEBPU3MON aOpPThI WM BPOKIECHHBIM IIOPOKOM KJIallaHA CEpALla B CEMEIHOM aHaMHE3e, WU Y
MAlUMEHTOB C JUArHOCTUPOBAaHHOW aHEBPU3MOH aopThl M (MJIM) DPACCIOCHUEM aOpThl, WIH
3a00JIeBaHMEM KJIallaHa ceplua, WIM MPpU HAIMYUKA APYTrUX (PAKTOPOB PHCKA WIM COCTOSIHUH,
MPEAPACIONAraX K pa3BUTHIO:

® KaK aHEBPU3MBI U PACCIOCHUS AOPTHI, TaK M PETyprUTALMHI/HEIOCTATOYHOCTH KilaraHa
cepaua (Harnpumep, 3a00JIeBaHUsI COSAMHUTENBHOM TKaHU, TaKue Kak cuHaApoM Mapdana
unu cuHapoM Onepca-Jlannoca, cuaapom Teprepa, OGone3nr bexdera, aprepuanbHas
TUIIEPTEH3Us, PEBMATOUIHBIA apTPHT);

WJIIN JOIIOJTHUTEIIBHO!

® QaHEBPU3MBbI M PACCIOCHHS AOpPThHl (HAIpUMEp, COCYAUCThbIE 3a00JE€BaHMs, TaKUE Kak
aprepunuT TakasCy, T'MIaHTOKJIETOYHBIA apTEPUUT, IOATBEPKIACHHBIN aTEPOCKIEPO3,
cunaapom lllerpena);

® pErypruTalii/HEeIOCTAaTOYHOCTH  KjamaHa cepama  (Hampumep, HWHGEKIIMOHHBIN
SHIOKAPJINT).

Puck pa3BuTHS aHEBPU3MBI U PACCIOCHUS a0PThI, a TAKXKE UX Pa3pbiBa MOXKET ObITh MOBBILIEH Y
MalUEHTOB, OJHOBPEMEHHO IMOJIYYaIOLUX CUCTEMHBIEC TTIOKOKOPTUKOCTEPOUIBI.

B cnywae mnosiBieHus BHe3amHOW 0o B JKMBOTE, TPyIM WIM CHHHE MAlUEHTaM CIEIyeT
HEMeJICHHO 00paTUTHCS K Bpady B OT/IEIEHUE HEOTI0KHON TTOMOIITH.

[TanimenTam criemyeT peKOMEHI0BAaTh HEMEIJIEHHO OOpaTUTHCS 32 MEAMIIMHCKOW IMOMOIIBIO B
Cllyyae TIOSIBJICHUSI OCTPOWM OJBIIIKM, BIEPBbIE BO3ZHUKIIETO OIIYHICHUS YYaIllEHHOTO
cepaneOueHHs WM Pa3BUTHS OTEKa )KMBOTA WJIM HUKHUX KOHEYHOCTEH.

Hapyiuenus 3pesaus

[lpu pa3BuTHH JIOOBIX HapyHIICHWH 3peHUS HEOOXOIMMa HEMEIUICHHAs KOHCYJIbTaIHsI
odrampmornora (cm. pazzaen 4.8.).

OcTpblil HAaHKPEATUT

VY mManueHToB, NPUHUMAIOMINX JEBO(MIOKCAIIMH, MOXET pPAa3BUTbCA OCTPHI IMaHKPEATHUT.
[TaruenToB cieayer MHGOPMUPOBATH O XapaKTEPHBIX CUMITOMAxX OCTPOTO MaHKpeaTuTa. [lpm
MOSIBIICHUH TOUTHOTHI, HEZIOMOTaHuUs, TUCKOM(OpTa B )KUBOTE, OCTPOIl OOJIH B )KUBOTE HIIU PBOTHI
MAIUEHTY CJIEyeT HEMEIUICHHO OOpaTUThCSA K Bpady JUId MEIUIMHCKOTro oOciienoBanus. [lpu
MOJIO3PEHUHN Ha OCTPBIA IMAaHKPEaTUT CIEAyeT NPEeKpaTuTh IpHeM JeBO(pJIOKCallMHa M He
BO300HOBJIATH €ro MpUMeHeHue. [Ipenapar ciaeayeT NpUMEHSTh C OCTOPOXKHOCTBIO Y TTAIUEHTOB
C MaHKpPEaTUTOM B aHaMHe3e (cM. pazaen 4.8.).
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(MOCNEOCBATENEHOCTE 0003)

MuoKI0HYC

VY nanueHToB, MPUHUMABIIKX JIEBO(DIOKCAIIMH, HAOIIONAINCh Cllydad Pa3BUTHS MUOKJIOHYCA.
Puck pa3BuTHs MHOKIOHYCa BO3pacTaeT y MAllMEHTOB IOKMIJIOIO BO3pacTa M y HAIMEHTOB C
HapylieHHneM (QYHKIMHU TIOYEK, €CIIH /1032 JIEBO(IIOKCAIIMHA HE KOPPEKTUPYETCSI B COOTBETCTBUU
C KJIMPEHCOM KpeaTHHHHA. JIeBOQIIOKCAllMH CleqyeT HEeMEJIEHHO OTMEHHUTh IpH IepBOM
MOSIBJICHUH MHUOKJIOHYCA U Ha4aTh COOTBETCTBYIOLIEE JICUEHNE.

Hapyiuesus co cTOpoHLI KPOBU

Bo Bpemst nedeHus 1eBOGIIOKCAIMHOM MOXKET Pa3BUTHCS HEAOCTATOYHOCTh KOCTHOTO MO3Ta,
BKJIIOYAst  JIGHKONEHHIO, HEHUTPONEHHUIO, TMAHIMTONCHUIO, TI'EMOJIUTUYECKYI0  aHEMHIO,
TPOMOOILIMTONCHUIO, aIJIACTHYECKYI0 aHEMHIO WJIM arpaHyiaonuro3. Ilpu mogo3peHnn Ha Kakue-
00 M3 3THX 3a00eBaHUN KPOBH CJelyeT KOHTPOJIMPOBATH IOKa3aTenu KpoBU. B ciyuae
MOJTYYEHHsI OTKJIOHSIOMINXCS OT HOPMBI PE3yJbTAaTOB CIEAYET PAacCMOTPETh IpEKpalieHue
JeyeHHst 1eBO(IOKCAITUTHOM.

Mo03>K€4YKOBBII CHHAPOM

[Tpuem neBogIoKcaiHa MOKET OBITh CBS3aH C Pa3BUTHEM MO3KEUKOBOTO CUHAPOMA. CUMITTOMBI
BKJIFOYAIOT JTUCINAOXOKWHE3HIO, aTaKCHIO, AW3APTPHUIO, AUCMETPHUIO, HUCTarM M MBIIICYHYIO
cnaboctb. JledeHne neBOQIOKCAIMHOM CIEAYyeT MPEeKpaTHTh, €CIM y MAIeHTa HaOI0JaroTCs
CHMITOMBI MO3)K€YKOBOT'O CHHAPOMA.

CunapomM ['uiiena-bappe

[Tpuem neBodiokcammHa MOXET OBITh CBSI3aH C pa3BUTHEM cHHApoMa [ nitena-bappe. CuMIITOMBI
BKJIIOYAIOT JBUTATEIBHYIO CIa00CTh, HAPYIICHHS PEYH, MOTUPATUKYIOHEBPUT U CUMITOMEI,
XapakTepHbIe 1 cuHapoMa Munepa-®dumepa (Bapuant cuaapoma [uiiena-bappe), Takue xkak
oranemoruterus. [lamuents! ¢ nepudepuyeckoir HelponaTuel TOMHKHBI OBITh 00CIIEOBAaHbI HA
NpeaMeT pa3BUTHS cuHIpoma [ 'niteHa-bappe v moiaydatrh COOTBETCTBYIONIEE JieueHUe. Jleuenue
7eBO(IOKCAIIMHOM CJIEIyeT NMPEKPaTUTh, €CIH Y MalMeHTa HAOII0JAI0TCsl CHMIITOMBI CHHIpOMA
I'nitena-bappe.

Biusgune Ha HaGODaTODHBIG TCCTHI

VY narnueHToB, MPUHUMAOIIHNX JICBO(IIOKCAIINH, OIIPEICIICHUE OMMATOB B MOY€ MOXKET MIPUBOAUTH
K  JIOXKHOIOJIOXKUTEIBbHBIM  pe3yJbTaraM, KOTOpbIE  CIIeAyeT  MOATBEpXKAAaTh  Oojee
cnenupuIecKuMyu METOaMH.

JleBo(hiokcarul MOXeT HHTHOMpoBaTh pocT Mycobacterium tuberculosis M TPUBOIUTH B
JaTbHEWIIEM K JIO)KHOOTPHIIATENIFHBIM —pe3yjibTaTaM OaKTepPHOJIOTUYECKOH JMarHOCTHKH
TyOepKyIesa.

BcnomMorarenpHBIE BEIISCTBA

JlaHHBIN JeKapCTBEHHBIH Mpenapar colepUT MeHee 1 Mmodb (23 mr) Hatpus Ha 1 TabneTky, TO
€CTb, 10 CYTH, HE COAEPIKUT HATPHUS.

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JIeKAPCTBEHHBIMM MpenapataMu W JApyrue (opMbl
B3aMMOJAEHCTBHUSA

BsaumonelictBus, Tpedyronue coON0IEHU OCTOPOKHOCTH

C npenapamamu, cooeprcaujumu MacHull, ariOMUHUL, Hcene3o U YUHK, OUOAHOZUHOM

HpenapaTH, COACPKAIUC NABYXBAJICHTHBIC UJIU TPCXBAJICHTHLIC KATUOHBI, TAKUC KaK COJIM IIMHKA
WU JKene3a (JIEKapCTBEHHBIE MpernapaThl s JICYCHUS] aHeMHH ), MarHUi- U (WJIK) aTlOMHHHI-
coJiepKalire mpenaparsl (TaKue Kak aHTaIlW[Ibl), TUIaHO3WH (TOJIBKO JIEKapCTBEHHBIE (DOPMBI,
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yeM 3a 2 4 0 WIM Yepe3 2 4 mociie npuema npenaparta TaBaHUK.

Conu Kanplivsl OKa3bIBalOT MUHUMaJIbHBIN 3(dekt Ha abcopbunio neBodIoOKcalmHa MPH €ro
npueMe BHYTPb.

C cykpanvghamom

JleictBue mpemnapara TaBaHWK 3HAYUTENBHO OCIAOJISETCS TMPU OJHOBPEMEHHOM NPHUMEHEHUH
cykpanbdata (CpecTBa Ui 3alUThI CTU3UCTON 000JIOUKH JKETYIKa).

[TanmenTam, nOMyYarOmUM JeBO(GIOKCAIMH W CyKpaib(ar, pPEKOMEHIYETCSl TMPHHUMATh
cykpanbdaT uepe3 2 9 1mocie nprema JeBoQIoKcanHa.

C meoghunnunom, ¢enbyghenom unu Opyeumu J1eKApCMEEHHLIMU CPEOCMEAMU U3 2PYNNbl
HeCmepouoOHbIX NPOMUBOBOCNATUMENbHBIX NPENapamos, CHUNCAIOWUMU NOPO2 CYOOPOICHOU
20MOBHOCMU 20]I08HO20 MO32A

®apMaKOKMHETHYECKOT0 B3aMMOACHCTBUS JIeBO(IOKcalMHa ¢ TEOQUIITUHOM HE BBISIBIICHO.

OpHako mNpu OJAHOBPEMEHHOM MPUMEHEHHHM XUHOJOHOB U TeO(QWIUIMHA, HECTEPOUIHBIX
IIPOTUBOBOCIIAJIMTENBHBIX IIPENApaToOB U APYTUX MPEenapaToB, CHUKAIOIIMUX IIOPOT CYAOPOKHOU
TOTOBHOCTH TOJIOBHOTO MO3ra, BO3MOXHO BBIP@XKEHHOE CHWXXEHUE IIOpora CyJIOpOXKHOMI
TOTOBHOCTHU I'OJIOBHOT'O MO3Ta.

Konnentpanus neBodokcannaa npyu 0THOBpEMEHHOM Tipreme GeHOydeHa MOBBIIMIAETCS TOJIHKO
Ha 13 %.

C HenpambiMu anmuxoazyisithmamu (aumazonucmsl sumamuna K)

Y MalUCHTOB, IMOJYYaBHIUX JICHCHUC JIGBO(l)JIOKcaI_II/IHOM B KOM6I/IHaI_II/II/I C HCHIPsAMBIMHA
AHTUKOATYJITHTaMH (HampuMmep, BappapruHOM), HAOIIOAIOCH TMOBBHIIMICHHE MPOTPOMOUHOBOTO
BPEMEHH/MEKTyHAPOIHOTO HOPMAITU30BAHHOTO OTHOIICHHS U (MJIM) Pa3BUTHE KPOBOTCUCHHUS, B
TOM 4HcCIe, H TsoKenoro. [loaToMy Tmpu OJHOBPEMEHHOM IPHUMEHEHHH HETPSIMBIX
AHTHUKOATYJIIHTOB U JIeBO(JIOKCAIlMHA HEOOXOAMM pPETyJSPHBIM KOHTPOJIb ITOKa3aTelei
CBEpPTHIBAHUS KPOBH.

C npobeneyuoom u yumemuouHom

[Ipy ogHOBpEeMEHHOM NPUMEHEHUH JIEKAPCTBEHHBIX IPENapaToB, HAPYLIAIOIIUX IOYEHHYIO
KAaHAJBIEBYIO CEKPEIHI0, TAKUX KaK MPOOCHEIH ¥ IUMETUANH, U JeBO(IOKCaIlMHA, CIEeIyeT
cOOJII0AATh OCTOPOXKHOCTh, 0OCOOCHHO Y MAIUEHTOB C TIOYEUYHON HEI0CTATOYHOCTBIO.

BriBenenue (modeuHbIil KIUPEHE) JeBO(IOKCAIIMHA 3aMe ISIETCS IO/ IEHCTBUEM [TUMETHINHA HA
24 % u npobenenuaa Ha 34 %. MamoBeposITHO, YTO 3TO MOXKET UMETh KIMHUYECKOE 3HAUYCHHE
[IpU HOPMaJbHOU (DYHKIINHU TOYEK.

C yuknocnopunom

JleBo(hokcanuH yBeIMYMBAJ NEpUOJ NOTYyBbIBeleHUs IHKiIocnopuHa Ha 33 %. Tak kak 310
YBEJIMYECHUE SIBJIAETCS KIMHUYECKM HE3HAUYMMBIM, KOPPEKLIMH A03bl LUKIOCHOpPUHA IPHU €ro
OJTHOBPEMEHHOM MPUMEHEHUH C JIEBO(IOKCAMHOM HE TpeOyeTcs.

C anrokoxopmuxocmepouoamu
OnHOBpEMEHHBIN IPUEM TNIFOKOKOPTUKOCTEPOUI0B TOBBIIIAET PUCK pa3phbiBa CYXO0KHINM.
C nexapcmeennvimu npenapamamu, yoarunaowumu unmepsan QT

JleBoduiokcanuH, Kak U JIpyrue (TOPXUHOJIOHBI, JOJDKEH MPUMEHSTHCS C OCTOPOKHOCTBIO Y
MalMeHTOB, MOJIy4alolIUX  Mpenaparel, yanuHsomme uHTtepBan QT  (mampumep,
aHTHapuTMUYecKue cpeactna kiacca [A u I, Tpunuknnyeckre aHTUIETPECCAaHThI, MAKPOJIU/IbI,
HEHPOJIETITUKH).
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(MOCNEOCBATENEHOCTE 0003)

[Ipoune

[IpoBeneHHBIE KIMHUKO-(DapMaKOIOTHYECKHE WCCICNOBAHUS ISl HW3YYCHHUS BO3MOKHBIX
(hapMaKOKUHETHYECKUX B3aUMOJICHCTBUIN JEeBOQIIOKCAIIMHA C TUTOKCHMHOM, TITHOCHKIAMHIIOM,
paHUTUIMHOM © Bap(}apuHOM TMOKa3zaiu, YTO (papMakoKWHETHKA JIeBO(DIOKCAllMHA TIPH
OJTHOBPEMEHHOM TNPHMEHEHUU C STUMU MperapaTaMu He U3MEHSETCS B JIOCTATOYHON CTEIICHH,
9TOOBI TO UMEIIO KIIMHUYECKOE 3HAaYCHHUE.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMSA

bepemeHHOCTH

[Ipenapat TaBaHUK MPOTHUBOIIOKA3aH /Ul IPUMEHEHUS Y OepEMEHHBIX JKEHIIUH (cM. pazaen 4.3.).

JlakTamus

IIpenapat TaBaHMK IPOTUBOIIOKA3aH 715l IPUMEHEHHUS Y KOPMSAIIMX IPYAbIO XKEHIIKH (CM. pa3zael
4.3)).

4.7. Bausinue HA CHOCOOHOCTH YNPaBJATH TPAHCNOPTHBIMH CPeACTBAMHM M padorath C
MeXaHM3MaMH

Takue HexenarenbHbIE pEaKIIUU KaK TOJIOBOKPYKEHHUE UM BEPTHUTO, COHIIMBOCTD M PACCTPONCTBA
3perusi (cMm. paszmen 4.8.), MOTYT CHIKAaTh IICHXOMOTOPHBIE PEaKIMd W CIIOCOOHOCTh K
KOHIICHTPALMU BHUMaHUs. DTO MOXET MPEACTaBIATh COOON ONpeeseHHbII PUCK B CHUTyalUsX,
KOTJa 3TH CIIOCOOHOCTH MMEIOT 0c000€e 3HaUYeHHE (HAampuMep, MPH yMPaBICHUH aBTOMOOUIIEM,
npu oOCITYXKMBaHWM MAIIMH W MEXaHU3MOB, IpPH BBIIOJHEHUHM pPAaOOT B HEYCTOMYMBOM
TTOJIOXKEHHUN ).

4.8. He:xxennaTesbHbIE peaKIuu

TaOnuyHOE pe3roMe HEXKENaTeIbHbIX DEAKIINNA

Vka3zaHHBIE HIDKE HEXellaTeJIbHEIC pcakuuu NpeACTaBJICHbBI B COOTBETCTBHUU CO CICAYIOIIHUMU
rpaganusaMi 4aCTOTbl UX BOSHUKHOBCHUS:

oueHb yacto (> 1/10);

gacto (> 1/100, Ho < 1/10);

HeyacTo (> 1/1000, Ho < 1/100);

penko (= 1/10 000, HO < 1/1000);

oueHb peako (< 1/10 000);

JaCcTOTa HEM3BECTHA (Ha OCHOBAHUU MMEIOIINXCS TAHHBIX OI[CHUTh HEBO3MOIKHO).

JlaHHble, TOJIy4YEHHBIE B KIMHUYECKUX MCCIEJOBAHUAX M TPU MOCTPETUCTPALUOHHOM
MPUMEHEHUH TIperapaTa.

Yacrora
CucremHo-
. HEU3BECTHA
OpraHHbII Yacro Heuacto Penxo
(nocmpezucmpayuo
KJ1ace
HHble 0aHHblE)
rpuOKOBBIC
UHGEKIINH,
BKJTFOYAs
HUngpexyuu u
KaHAMI03,
uHeazuU
pasBHUTHE
PE3UCTEHTHOCTH
MATOT€HHBIX
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HOCHEQDBATENEHOC Te 0TS

MUKPOOPTraHH3MOB
HEJ0CTATOYHOCTh
KOCTHOTO MO3Ta
Hapywenus (BrITIOUAs
CO CMOpOHbI . . aIruTaCTUIECKYIO
NefiKoneHus, HEUTPOTCHHUS,
Kposu u aHEMHIO,
303UHODUITHS TPOMOOIIUTOTICHUS
aumgpamuieck MAHIUTOTICHHIO,
ol cucmemvl arpaHyJoIUTO3,
TEMOJTUTHYECKYTO
aHEMUIO)
aHaWITAKTHYCCKUI
IIOK,
aHa(IaKTONTHBINA
ITOK (CM. pas3fen
aHI'MOHEBPOTUYECK | 4.4.).
Hapywenus 1M OTEK, AHaQUIaKTHYECKH
CO CMOpOHbL peakuu eu
UMMYHHOTL TUIIEPYYBCTBUTENDL | aHA(pHIAKTOUIHBIE
cucmemol HOCTH (CM. pa3fiell | peakiM{d MOTYT
4.4)) WHOT 1A
pa3BUBATHCS TaXKe
MocIie mpuemMa
IIEPBOM 103b1
mpernapara
CUHJIPOM
HeaJIeKBaTHOU
DHOOKpuHHbLE .
CeKpennuu
HapywieHus
AHTHINY PETHIECK
OT0 TOPMOHA
TUITOTITHKEMUS
(ocobeHHO y
MAIUEHTOB C
Hapywenus !
caxapHbIM TUTICPTITUKEMUS
Memabonusma aHOpEKCHUS
TUa0ETOM), (cM. paznmen 4.4.)
U nUMaHUsA
TUIOTTTHKEMUYECK
as xoMa (cMm.
pasznen 4.4.)
TICUXUYECKHUE
TICUXUYECKUE
HAPYIICHUS C
HapyIICHHS
HAPYIICHUSMUA
(nampumep, ¢
TIOBENICHUS C
TaJLTFOI[MHALIASMH,
L NpUYHHEHHEM ceOe
TpEBOra, napaHoiieil),
Bpe/ia, BKIFOYast
Hcuxuueckue CITyTaHHOCTh JeTnpeccus,
% OeccoHHMIIA CyHIIUJAIIbHBIE
HapyuweHus CO3HaHWUs, QKHUTALIUS
MBICJTH U
HEPBO3HOCTH (BO30YXIEHUE),
CYHIIUJAITEHBIC
HEOOBIYHBIC
MIOIBITKH (CM.
CHOBH/ICHHUS,
paszen 4.4.),
HOYHBIC KOIIIMApPhI,
. MaHwUs,
JeIAPHA
MTAHUYCCKHUE aTaKu
cyoporu (cM. nepudepuieckas
Hapywenus aznen 4.4. CEHCOpHast
Py COHJIMBOCTB, past ), o p
CO CMOpOHbI TOJIOBHASI OO, TheMO napecTesns, HeliponaTus,
HEepPBHOIL TOJIOBOKPYIKEHHE ,Z[II?ICI‘GIE)?:I/I}I HapylIcHHUE nepudepuieckas
cucmemor* MaMsTH CEHCOPHO-
MOTOpHas
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pasmen 4.4.),
MapoOCMHUs
(BKITIOUAs! TOTEPIO
00OHSHYS),
TUCKUHE3NS,
3KCTpanupaMHIHBI
€ paccTpoiicTBa,
areB3ws,
00MOPOK,
TIOBBIIIICHHE
BHYTPUYEPETTHOTO
JIABJICHUSI
(moOpoxavecTBEeHH
ast BHyTpUYEpeITHas
TUIICPTEH3US,
TICEBIOOITYXOJIb
MO3ra),
MHUOKJIOHYC,
HEBPAITHS,
MO3KEUKOBBII
CHHIIPOM
HapyIICHHS
Hapywenus 3peHus], Takue KaK | MpexXosmas
CO CMOpOHbL PacIIBIBYaTOCTD noTeps 3peHus (cM.
op2ana BHIIUMOTO pasnen 4.4.),
3penusn™ n300paxkeHus (CM. | yBeuT
pasnen 4.4.)
Hapywenus
CO CMOpOHbI CHI)KCHUE CITyXa,
BEPTUTO TUHHUTYC
opeaHa cyxa MoTeps cIyxa
u 1abupunma*
VUTHHEHHE
unTepBana QT,
JKEITYT0UKOBBIE
HApYIICHUS PUTMA,
KEITYT0UKOBAs
Hapywenus TaxuKapIus, TaxuKapIus,
CO CMOpOHbI OIIyIIEHNE JKEITYAOUKOBAs
cepoya** cepaueOneHus TaxXyuKapIus TUIa
«IUPYIT», KOTOPHIE
MOTYT IMPUBOIUTD K
OCTaHOBKE cepaua
(cm. pasnensr 4.4.,
4.9)
Hapywenus CHID)KEHHE
CO CMOpOHbI apTepUaAILHOTO
cocy0o6** ABJICHUS
Hapywenus
CO CMOpOHbI
OvIXamenvbHou
cucmentsi, 6p0oncnasM,U
OJIBIIIIKA AJTePTUICCKHIA
0peanos
2pyomoi MTHEBMOHHUT
KAemKU U
cpedocmenus
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Hapywenus
CO CMOpOHbI
JiceNy00YHO-
KUWEUHO20
mpaxkma

auapest,
TOILIHOTA,
pBOTa

ROCAERCBATENHACTRARES:

Jrapesi, Kotopas B
OUYCHb PEIIKUX
CITyJasiX MOXET
00Jb B KUBOTE, OBITH IPU3HAKOM
JTUCTICTICHS, JHTEPOKOIIUTA,
METEOPH3M, BKJTFOYast

3arop TICEBAOMEMOPaHO3H
BIF KOJIUT (CM.
pasmen 4.4.),
MaHKPEaTHT (CM.
paznen 4.4.)

Hapywenus
CO CMOpOHbI
neyeHu u
Jlceniesvl800s
wux nymetu

MIOBBIIIICHHE
AKTUBHOCTH
MEYECHOYHBIX
(hepMEeHTOB B
KpOBH (Hampumep,
ATaHUHAMUHOTpaH
chepassl (AJIT),
acrapTataMUHOTpa
Hehepassl (ACT)),
MIOBBINIICHHE
AKTHBHOCTH
LEJIOYHOM
¢docdarassr (LL[D)
¥ raMma-
ryTaMmuntpascde
pazer (I'T'T)

TsDKENas
TIeYeHOYHAs
HEJ0CTAaTOYHOCTb,
BKJIFOYAs CITydau
pa3BUTHUSI OCTPOM
MEYCHOYHOM
HEJOCTAaTOYHOCTH,
WHOT/IA C
JETATEHBIM
UCXOIOM,
0COOEHHO y
MAI[UCHTOB C
TSKEITBIM
OCHOBHBIM
3a00JIeBaHUEM
(mampumep, y
TIAI[MEHTOB C
cerncucom) (cm.
pasnen 4.4.);
TenaTuT,

JKEeNTyxa

MIOBBIIIICHHE
KOHIICHTpAIAN
OmnpyOuHa B
KpOBHU

Hapywenus
CO CMOPOHbBL
KOodiCU U
NOOKOIICHBIX
mKaueu

TOKCUYECKHN
3MUAECPMAIbHBII
HEKPOJIN3,
CHUHIPOM
CruseHca-
HxoHcoHa,
OCTpBI
JIEKapCTBEHHAs! reHepaI30BaHHbIH
CBITIb C 9K3aHTEMAaTO3HBIH
s03uHO(UINEH 1 nycTyies (cM.
CHITIb, CHUCTEMHOM pasmen 4.4.),

3y, CHUMIITOMATHKON MHOTro(OopMHas
KpaIluBHUIIA, (DRESS- JpuUTeMa,
TUIEPTUIPO3 CUHJIPOM), peakmnun
(uKcUpoBaHHOE (hOoTOUyBCTBUTENBH
JIEKapCTBEHHOE ocTH (CM. paszen
BBICHITIAaHUE 4.4),
JEHKOLUUTOKIACTHY
€CKUI BaCKyJIUT,
CTOMATHT.
Peaxmuu co
CTOPOHBI KOXH U
CIIM3UCTBIX
000J109€K MOTYT
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pa3BUBATHCS TOCHE
rpuemMa rnepBou
JIO3bI Mpemnapara,

THMEPIUTMEHTAIUS
KOXHU
MOopaxeHne pabaomuonms,
CYXOXKWIHH (CM. Pa3phIB CYyXOKHITHS
pasnen 4.4.), (mammpumep,
BKITIOYast axXuJIoBa
TEHAUHUT CYyXOXKWIHSL. DTa
(Hampumep, HeXenaTelbHast
Hapywenus axXUIJIOBa peaKnus MOXKET
€O CMOpPOHbL CYXOXKHITHS), HAOIIOIATHCS B
MblULeyHOll, apTpanTus, MBIIIICYHAS TeueHue 48 1 mocie
KOCMHOU U MUAJITHUS c1aboCcTh, KOTOpasi | Hayasa JEYeHUs u
COeOUHUmMeNbH MOJKET OBITh MOKET HOCUTh
ol mxanu* 0COOCHHO OmacHa | JByXCTOPOHHHM
y MaIUCHTOB C xapaxtep (CM.

TICEBJIOMAPATIUTHY | TAKXKE paszel
eckoit muactenueit | 4.4.)),

(myasthenia pa3phIB CBS30K,
gravis) (cM. pasfien | pa3pbIB MBIIIILI,
4.4.) apTpuT
ocTpasi Io4eyHast
Hapywenus HEIOCTaTOYHOCTh
TIOBBIIIICHHE
€O CMOpPOHbL (Hampumep,
KOHIICHTpAIIIH
nouex u BCJICJICTBHE
KpeaTHHUHA B
MOUegbl800sILY pa3BUTHUSA
. CBIBOPOTKE KPOBHU
ux nymetu MHTEPCTUITHATEHO
ro HedpuTa)
Obuue
MTAPEKCHS 0011b (BKITFOYAS
HapyuleHus: u
(ToBBIIICHUE 0oJTb B CITHHE,
peaxyuu 8 aCTCHHS
TEMIIEPATYPHI Ipyau v
Mmecme
% Tena) KOHEYHOCTSX)
66edenus

* B 04eHb pelIKUX CIydasx MpU IPUMEHEHUU XUHOJIOHOB U (PTOPXMHOJIOHOB, MHOTA HE3aBUCUMO
OT UCXOJHO UMEIOIINXCS (PaKTOPOB PUCKA, OBUTH 3apETUCTPUPOBAHBI JITUTEIBHO COXPAHSIOIIUECS
(10 HECKOJNbKMX MECAILIEB WIM JIeT), WUHBAIUAU3UPYIOLUIME U MOTEHLHAIbHO HEOOpaTUMBbIE
CepbE3HbIE HEXKeJaTeIbHbIE PEaKlMM Ha Mpenapar, 3aTparuBalolllie€ HECKOJbKO, a MHOrAA U
MHO>KECTBO KJIACCOB CCTEM OPraHOB U OPTaHOB UyBCTB (BKJIIOYas TaKWe peaKIMK KaK TeHIUHUT,
paspbIB CyXOXXWIIHA, apTpairus, 00ib B KOHEYHOCTSX, HapyIIeHHE IOXOJKH, HEHpomaTuwu,
CBSI3aHHBIE C TAPECTEe3UEd W HEBPAITUEH, YCTAJIOCTh, IMCUXMYECKUE CHUMITOMBI [BKJIIOYAs
HapyLIEHMsI CHA, TPEBOTY, [TAHUUYECKUE aTaKH, IEIIPECCUIO U CYMIINIaTIbHbIE MBICIIH |, HAPYIIEHHUE

naMsTH W HapylleHHe BHUMAaHUS, HapyllIeHUEe cilyxa, 3peHHs], BKyca U OOOHSHHS) (CM. pa3zen
4.4.).

** Y ManueHTOB, MOIyYaBIINX (TOPXUHOIOHBI, OBIIT OTMEUYCHBI CIIy4Yau Pa3BUTHS aHEBPU3MBI U
pacCiIoCHUus a0PThl, MHOrJa OCJIOKHCHHBIX pa3pbIBOM (B TOM 4YHCJIE C JICTAJIbHBIM I/ICXOI[OM), a
TaKKe perypruTaiuu/HeJ0CTaTOYHOCTH JIF0OOT0 Kitarmana cepana (cm. pasuen 4.4.).

ﬂpyzue BO3MOMNCHbLE HedHce/ldneslbHble 3qbqb€l<‘mbl, OMHOCAUECH KO 6CEM quOpXMHOJZOHaM

Odenp penko: mMpUcTymbl mophupuu (0UeHb peaKoi 0071e3Hn 0OMEHa BEIISCTB) Y MAllUEHTOB C
nopgupuei.

15



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 14.071.2026 N= 273
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Baxxno cooOmarb 0 MOJ03PEBAEMbIX HEXKENATENbHBIX PEaKUusAX T[OCIe PEerucTpaluu
JICKapCTBEHHOTO Tperapara C 1eNblo 00eCeueH sI HeNPEePHIBHOIO MOHUTOPUHTA COOTHOIICHUS
«T0Jb3a — PHUCK» JIEKapCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHHKAM DPEKOMEHIYyeTcCs
coo0mare O JIOOBIX MOJ03PEBACMbIX HEKENATENIbHBIX PEaKIHIX JIEKapCTBEHHOIO Iperapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHS O HEXENaTeNbHBIX PEaKIUsiX rocydapCTB — YJICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COH03a.

Poccuiickas ®@edepayus

denepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHECHHUS

Anpec: 109012, r. MockBa, CnaBstHCKas Tj1omiaab, a. 4, ctp. 1

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

OnektpoHHas nmovra: pharm@roszdravnadzor.gov.ru

wi npr@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOM ceTH «IHTepHeT»:
http://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMIITOMBI

Hcxons W3 NaHHBIX, MOJYYEHHBIX B TOKCHUKOJIOTHYECKMX HCCIIENOBAHMSAX, NMPOBEACHHBIX Y
KUBOTHBIX, BAXKHEUIIMMM OKHUJAEMBIMU CHMIITOMAMHM OCTpPOM IIE€PENO3UPOBKH IIpenapara
TaBaHMK SBISAIOTCS CHUMITOMBI CO CTOPOHBI LEHTPAJIBHOW HEPBHOM CHUCTEMBI (HapyLICHMs
CO3HaHMsl, BKJIIOYasl CIyTAHHOCTb CO3HAHUS, TOJIOBOKPYKEHUE U CYOPOTH).

[Ipy mnocTperucTpallMOHHOM MPUMEHEHUM IIpernapaTa MpU IEepelo3UpPOBKE HAOII0AIKCh
3G (}eKThl CO CTOPOHBI IICHTPATHHOW HEPBHOW CHCTEMBI, BKJIIOYasl CIIyTaHHOCTh CO3HAHWS,
CyZI0pOTH, MUOKJIOHYC, TAJUTFOLUHALIMKA U TPEMOD.

Bo03MOXHO pa3BUTHE TOIIHOTHI M BO3HHUKHOBEHHE 3PO3HMH CIM3UCTON OOOJOYKH KETyIOYHO-
KHILIEYHOIO TPAKTA.

B knuHUKO-papMakoIOrH4ecKuX HCCIEAOBAHUAX, MPOBEICHHBIX C J03aMH JeBO(IOKcaIMHA,
MIPEBBIIAOIIMMEI TEPANEBTHYCCKHE, HAOMIOAAIOCH yaiinHeHne narepsana QT.

Jleuenue

B ciyuae mepeno3upoBkM TpeOyeTcsl THIATEIbHOE HAONIOJEHUE 3a TAlMEHTOM, BKITIOYas
MOHHUTOPHPOBAHUE JJIEKTpOKapauorpamMmbl. JleueHne cuMmromarudeckoe. B ciydae octpoii
nepe03UPOBKH MpenapaTa TaBaHUK MOKa3aHO IIPOMBIBAHUE YKEITyIKa M BBEJICHUE aHTALIUIOB TSI
3alIUTHI CIIM3UCTON 00O0JOUKH kKenmynka. JIeBookcaluH He BBIBOIUTCS MOCPEICTBOM JHAIN3A
(remoamany3a, MEPUTOHEATHHOTO TUAIM3a U MOCTOSIHHOTO aMOyJIaTOPHOTO MEPUTOHEATBHOTO
muanuza). Crenuuyeckoro aHTUI0Ta HE CYIIECTBYET.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoanHaMHu4YecKHe CBOICTBA

dapmakoTeparieBTU4YecKas ITpyIia: aHTHOAKTepUalbHbIE CPEACTBA CUCTEMHOTO JIEHCTBUS;
MIPOU3BOIHBIC XMHOJIOHA; (P TOPXHUHOIOHBI.
Kong ATX: JOIMA12.

MexaHn3M OelCTBUSA
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IIpenapar TaBaHUK — CHHTETUYECKHH aHTH 'aKTepHa'-EE;}EH;IIEl@d%ﬁé%ogg%uﬁ%igr%ﬂ%g I-I<TDa

OEUCTBHA W3 TPYyNIbl (TOPXHHOJIOHOB, COJCP)KAIIMI B KauyecTBE ACWCTBYIOIIErO BEIIECTBA
neBo(IOKCaIIUH — JIEBOBPAIIAIOLINHA n30Mep odokcauHa.

JleBodnokcanun 6mokupyet JJHK-rupasy u rononzomepasy IV, HapymmaeT cynepcrnupain3ainuio
u cmuBky paspbeiBoB JIHK, unrubupyer cunres JJHK, Bbi3piBaeT rimy0okue Mopdonoruyeckue
M3MECHEHUS B IIUTOIIIa3Me, KJIICTOYHON CTEHKE U MeMOpaHaX MUKPOOHBIX KIIETOK.

dapmakonnHamuyeckue 3P HEKThI

JleBo(hoKCcalMH aKTUBEH B OTHOLIEHHWU OOJBIIMHCTBA IITAMMOB MMKPOOPTaHM3MOB Kak B
YCIOBUSX in Vitro, TaK U in vivo.

YyscmeumenvHvle MUKPOOP2AHU3MbL (MUHUMANbHAS nodasnsiowas konyenmpayus (MIIK) <2
Me/1; 30HA uHeubuUposanus >17 mm):

- a’poOHBIC TPAMITOJIOKUTEIBLHBIE MHUKPOOpPTraHu3Mbl: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (6 m.u. Enterococcus faecalis),
Listeria monocytogenes, Staphylococcus coagulase-negative methi-S(I)
[Koacynaszonecamugnvie, MemMUYUITUH-YYECMBUMENbHbIE/-YMEPEHHO — YY8CMBEUMETbHbIE)],
Staphylococcus  aureus  methi-S  (memuyunnun-yyecmeumenvuvie),  Staphylococcus
epidermidis  methi-S  (memuyunnun-uyecmeumenvhuvle),  Staphylococcus spp. CNS
(koaeynazonecamuenvie), Streptococci epynnoet C u G, Streptococcus agalactiae,
Streptococcus  pneumoniae peni I/S/R  (neHuyunnuH-ymepeHHo  uy8CMEUMENbHble/-
yyecmeumenbHule/-pesucmenmuule), Streptococcus pyogenes, Viridans streptococci peni-S/R
(neHuyuIIUH-4y8CmMeumenbHble/-pe3ucmeHmmuole),

- a’poOHBIEC TPAaMOTPHUIIATEIFHBIE MUKPOOPTAaHU3MEL: Acinetobacter spp. (6 m.u. Acinetobacter
baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella
corrodens, Enterobacter aerogenes, Enterobacter spp. (6 m.u. Enterobacter cloacae),
Escherichia coli, Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae
ampi-S/R (amnuyuniun-4yecmeumenvhole/-pesucmenmuvle), Haemophilus parainfluenzae,
Helicobacter pylori, Klebsiella oxytoca, Klebsiella spp. (6 m.u. Klebsiella pneumoniae,
Klebsiella oxytoca), Moraxella catarrhalis p+/B- (npodyyupyrowue u Henpooyyupyowue
bema-nakmamasvi), Morganella morganii, Neisseria gonorrhoeae non PPNG/PPNG
(Henpooyyupyrowue u npooyyupyrouwue nenuyuiiunasy), Neisseria meningitidis, Pasteurella
spp.(6 m.u. Pasteurella multocida, Pasteurella dagmatis, Pasteurella canis), Proteus
mirabilis, Proteus vulgaris, Providencia spp. (¢ m.u. Providencia rettgeri, Providencia
stuartii), Pseudomonas spp. (6 m.u. Pseudomonas aeruginosa [cocnumanbHvle uHgexyuu,
svizeanHbvle Pseudomonas aeruginosa, mo2ym nompe6osamos KOMOUHUPOBAHHORO JleueHUs]),
Salmonella spp., Serratia spp. (6 m.u. Serratia marcescens);

- a”a’poOHBIE MUKpPOOpPraHU3MbL: Bacteroides fragilis, Bifidobacterium spp., Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella

Spp-;
- JIpyrue MUKpoopraHusMmel: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (8

m.u.  Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis,
Mycoplasma pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyecmseumenvuvie muxpoopeanusmol (MIIK = 4 me/n; 30na uneubuposarus 16—14 mm):

- a’poOHBIC TPaMIOJIOXKHUTEIbHBIC MuKpoopranu3mbel:  Corynebacterium — urealyticum,
Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(memuyunnun-pe3ucmenmusie), Staphylococcus haemolyticus methi-R  (memuyunnun-
pe3ucmenmuvie);
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- a’poOHBIC TPAMOTPHUIIATEIHHBIE MHKpoopraHmMH:[ %Mﬁ%@t&]— I;g&b,':ggrﬁ'ﬁ%o%dcter

coli;
- aHa’poOHBIE MUKPOOPTraHU3MEL: Prevotella spp., Porphyromonas spp.

Pesucmenmuvie k nesoproxcayuny mukpoopeanusmol (MIIK >8 me/n; 30na uneubuposanus < 13
MM):

- a’poOHBIC TPAMIIONOKUTEIbLHBIE MHKPOOPTaHU3MBL:  Staphylococcus aureus methi-R
(MemuyunIuH-pe3ucmeHmHule), Staphylococcus coagulase-negative methi-R
(koazynasonezamusnvie memuyuiiun-pesucmenmuvie), Corynebacterium jeikeium,

- a’poOHBIEC TPaMOTPHUIIATEIILHBIE MUKPOOPTaHu3MbL: Alcaligenes xylosoxidans;
- a”a’poOHBIE MUKPOOPTAHU3MEL: Bacteroides thetaiotaomicron,
- Jpyrue MUKpoopranusmsl: Mycobacterium avium.

Pezucmenmuocmo

PesucTeHTHOCTD K JI€BO(IOKCAIIMHY pa3BUBACTCS B PE3yJIbTaTe IMOATAITHOTO MPOLIecca MyTalHi
TeHOB, Koaupyromux obe tomonszomepasbl Tuna Il: JIHK-rupazy u tomouszomepasy IV. Jlpyrue
MEXaHU3Mbl PE3UCTEHTHOCTH, TaKWe KAaK MEXaHW3M BIHMSIHHUA Ha TICHETPALMOHHBIE Oaphephbl
MUKPOOHOM KJIETKH (MEXaHM3M, XapaKTepHbIM 1jsi Pseudomonas aeruginosa) U MeXaHU3M
s¢dirokca (aKTUBHOTO BBIBEACHUS TPOTHBOMUKPOOHOTO CPEJICTBA U3 MUKPOOHOM KJIETKN ), MOTYT
TaK)Ke YMEHBIIATh YyBCTBUTEILHOCTH MUKPOOPTAHU3MOB K JICBO(IIOKCAIINHY.

B cBs3u ¢ 0COOCHHOCTSAMU MEXaHHW3Ma JCUCTBUS JIeBOQIIOKCAllMHA OOBIYHO HE HaOIogaeTcs
MEPEKPECTHON PE3UCTCHTHOCTH MEXIY JICBOQIIOKCAIIMHOM W JPYTUMH MPOTUBOMHUKPOOHBIMH
CpeICTBaMHU.

Kimmanueckast 3dbdhekTUBHOCTE ¥ 0€30I1aCHOCTE

Knunuueckas s¢pghexmusnocmo (3¢ghgpexmuenocme 6 KIUHULECKUX UCCIE008AHUAX NPU JeYeHUU
uHgeKkyull, 8b1361860AEMbIX NEPEUUCTIEHHBIMU HUNHCE MUKPOOP2AHUSMAMU)

- a9pOOHBIE TPAMIIONOKUTETBHBIE MUKPOOPTAaHU3MBIL: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes.

- a’poOHBIE TpaMOTpUaTeIbHBIE MUKpoOoprauu3mel: Citrobacter freundii, Enterobacter cloacae,
Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella pneumoniae,
Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis, Pseudomonas
aeruginosa, Serratia marcescens.

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

5.2. ®DapmMakoOKHHEeTHYECKHE CBOMCTBA

AOGcopbrms

JleBo(hokcaruH OBICTPO U MPAKTUIECKH OTHOCTHIO BCACBIBACTCSI MTOCIIE TPHEMa BHYTPb, IPUEM
IUIIM Mo BIMAET Ha ero abcopOumio. AOGComoTHas OMOAOCTYHMHOCTh NMPU IpUEME BHYTPb
cocrasisieT 99-100 %. Ilocne onHOkpaTHOrO NMprema npenapara B 1o3e 500 Mr MakcuMasnbpHas
KOHIIEHTpanus JeBoduokcanuHa B 1iazMe KpoBU (Cmax) JOCTHUTAeTCs B TeYeHHE 1-2 4 |
cocrapmsier 5,2+1,2 Mkr/min. ®apMakOKMHETHKA JIeBO(MIIOKCAIlMHA SBISETCA JIMHCHHOW B
nuarnasoHe 7103 ot 50 1o 1000 mr. PaBHOBeCHas! KOHIIEHTpAIM JIEBO(IIOKCAIIMHA B IJIa3Me KPOBH
nipu npueme B 1o3e S00 mr 1 unum 2 pa3a B CyTKH JOCTUTAETCS B TeUeHUE 48 4.

Ha 10-ii nenp mpuema BHyTph mnpenapara TaBanuk B go3e 500 mr 1 pa3 B CyTkM Cmax
neBo(IoKcaluHa cocTaBisuia 5,7+1,4 MKr/Mi, a MUHIMaTbHAsE KOHIICHTpaIUsl JIeBOQIIOKCAI[HA
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(KOHLIEHTpalus Nepe] IPUEMOM OUYEPETHOM 1Q3bL) (Cm'éﬂ'%%}%%ig ﬁcﬁggpt&gaggﬁg%l§+02

MKT/MIL.

Ha 10-i1 nens npuema BHyTpb npenapata TaBanuk B 103e 500 Mr 2 paza B CyTKM Cmax COCTaBIISIIA
7,8+1,1 Mxr/mi, a Cpin— 3,0+0,9 Mxr/mi.

Pacnpenenenue

Ces3piBanne ¢ Oenkamu ChIBOPOTKH KpoBu cocrtaisieT 30—40 %. Ilocine opHokpaTHOro u
noBTopHoro mpuema 500 Mr neBoduiokcanHa o00BEM pachpenencHus JieBO(hIOKcamHA
cocraBisier, B cpeareM, 100 i, 9To yka3piBaeT Ha XOpollee MPOHUKHOBEHHE (ITEHETPAITUIO)
neBoQIIOKCallMHA B OPTaHbl M TKAHU OPraHM3Ma YeIoBeKa.

IIponuxknosenue 6 causucmylo 006010YKY OPOHX08, HCUOKOCMb INUMETUATLHOL 8bICIUIKU,
anveeoapHble Makpogazu

[Tocne omHokpatHOro mpuema BHYTph mpemnapara B 03¢ S00 Mr Cmax JeBodIIOKcaliHa B
CIIM3UCTON 000JI04YKe OPOHXOB M JKUIKOCTH SMUTEINATHHON BRICTHIIKH IOCTUTANACh B TeUeHHE |
4y win 4 9 u cocTaBiisia 8,3 Mxr/t u 10,8 MKr/mi.

KoadduunenTs! neHeTpanuy B CIM3UCTYI0 O0OJIOUKY OpPOHXOB M KHJIKOCTb AMUTEIHATBHOM
BBICTWJIKH, TIO CPABHEHMIO C KOHIIEHTpaluend B Iia3Me KpoBH, coctasisitor 1,1-1,8 u 0,8-3,0
COOTBETCTBEHHO.

[Tocne 5 nHeit mpuema BHYTph ipenapara B qo3e 500 Mr cpeiHue KOHIICHTpaIliu JIeBO(IIOKcalmHa
gepes 4 4 mocie MOCIETHEr0 MpueMa Mpenapara B JKUIKOCTH SIUTETHATBLHOW BBICTHIIKH
cocTaBsur 9,94 MKT/MIT U B aJIbBEOJISIPHBIX Makpodarax — 97,9 Mxr/mit.

HpOHuKHoeeHue 6 JIECOYHYIO NKAHb

Cmax JeBoUIOKCAIIMHA B JIETOYHOM TKaHW IOCJE MpHUeMa BHYTph mpemnapara B go3ze 500 mr
JOocTHranach 4epe3 4—6 4 u cocraBisiia npubnusutensHo 11,3 MKr/r ¢ kosddunmeHtamu
nenetparuu 2,0-5,0 1o cpaBHEHUIO ¢ KOHIIEHTpAMEN B TJIa3Me KPOBH.

HpOHuKHoeeHue 6 Ab6EOJIAAPHYIO HCUOKOCHIL

[Tocne 3-x mueit nmpuema npenapara B 103¢ S00 mr 1 wum 2 paza B CyTKH Cmax JIEBO(IIOKCAIIMHA B
aJIbBEOJISIPHOM KHMIKOCTH Jocturanach udepe3 24 u u cocraBmua 4,0 m 6,7 MKr/mia
COOTBETCTBEHHO, ¢ Kod(dunrentom nererparuu 1,0 mo cpaBHEHHUIO C KOHIIEHTPAIUSIMHU B I1J1a3Me
KpOBH.

Hponuknoeeﬂue 6 KOCNHYI0 MKAHb

JleBouiokcaniiH XOpOIIO MPOHUKAET B KOPTHKAIBHYIO M Ty0YaTyr0 KOCTHYIO TKaHb, KaK B
MPOKCUMAIIBHBIX, TaK M B JTUCTAIBHBIX OTHAENAaX OCqpeHHOW KOCTH, ¢ KodhdumuerTom
neHeTpanuu (KOCTHas TKaHb/mia3ma kposu) 0,1-3,0.

Cmax JleBoiokcanHa B ry0uaToil KOCTHOM TKaHHM MPOKCHUMAIBHOTO OTHea OCAPEHHONW KOCTH
nocJe npuema npenapara B go3e 500 mr cocrasisiia npubimsutensho 15,1 MKr/r (depes 2 4 mocie
rpueMa mpemnapara).

IIponuxnosenue 6 CHUHHOMO3208Y10 HCUOKOCHID
JleBouiokcanH MI0X0 MPOHUKAET B CIIMHHOMO3TOBYIO KHJIKOCTb.
IIponuxnosenue 6 mkanb npedcmamenbHoU dcenesvl

[Tocne nmpuema BHyTpb mpenapata B go3e 500 Mr 1 pa3 B CyTKu B Te€4eHUE 3-X JHEU, CPEIHSS
KOHIIEHTpanus JeBo(oKcalmHa B TKAaHU TNPEJCTATEIbHOM JKele3bl cocTaBisuia 8,7 MKI/T,
CpellHee COOTHOIIIEHNE KOHIICHTPAIIMK MTpeACTaTeNIbHAs JKeJle3a/mia3mMa KpoBU cocTaBiisiio 1,84.

Konyenmpayuu 6 moue
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CpenHue KOHLIEHTpauuu B Moue depe3 8—12 u|nocie H@é‘l\:;a-lm%iﬂ_(gﬂtl%&cébﬂ %:géé ML

neBookcanuaa cocTaBisiin 44 Mxr/mi, 91 Mkr/mit u 162 MKT/MJT COOTBETCTBEHHO.

Buorpaunchopmariust

JleBoduiokcanun MeTaboaM3UpyeTcss B He3HAUMTeIbHOU creneHu (5 % mpuHAToil Ao3sl). Ero
MeTaboMuTaMu SBJSIOTCS  JeMeTHIieBouiokcalind U N-OKCHJ JIeBO(IIOKCAIIUH, KOTOPHIC
BBIBOJSTCS TOYKaMH. JIEBOQIIOKCAIIMH SIBISIETCS CTEPEOXMMUYECCKH CTAaOWIBHBIM W HE
MOJIBEPraeTCsl XUPATHHBIM IIPEBPAIIICHHUSIM.

OIMMUHALIMS

[Tocne npuema BHYTPH J€BOGIOKCAIIMH OTHOCUTEIIBHO MEIJICHHO BBIBOAMTCS U3 TIa3Mbl KPOBH
(nepuon nonyBbiBeaeHUs [ T12] — 6-8 4), mpeuMyIIeCTBEHHO, Yepe3 Mouku (6osee 85 % mpuHsATON
no3b1). OOmmii knupeHc JeBodioKcalmHa mocie oAHoKpartHoro mpuema 500 Mr cocTaBisii
175+29,2 Ma/MuH.

OTcyTcTBHE CYNIECTBEHHBIX pa3iuyuil B (QapMakOKHMHETHKE JIeBO(IOKCalMHA TMPH €ro
BHYTPUBEHHOM BBEJICHHUU M IpPHUEME BHYTPh IMOATBEPXKAAET TOT (DAaKT, 4TO MPHEM BHYTPb U
BHYTPUBEHHBII IyTh BBEJCHUS SIBIISIFOTCS] B3aMO3aMEHAEMBIMHU.

Oco0Oble T'PYIITBI TAITUEHTOB

Tloueunas neoocmamounocmo

[Ipn moveuHol HemOCTAaTOYHOCTH (hapMaKOKMHETHKA JieBo(iokcanuHa u3Mensercs. [1lo mepe
yXyAueHus GyHKINH [TOYEK BBIBEACHUE Yyepe3 MoKy 1 nmoveynbiii knupenc (I1K) ymensiarores,
a T yBenuuuBaercs.

dapMaKOKMHETHKA NP MOYEYHOU HEOCTATOYHOCTH MOCJE OJHOKpPATHOTO npuema BHYTpb 500
MT Tipenapara TaBaHUK.

KK (mi/mMun) <20 20-49 50-80
TIK (ma1/MuH) 13 26 57
T1/2 (11) 35 27 9

ﬂuua nooa#Cus10c0o so3pacma

DapMaKOKMHETHKA y MAalMEHTOB MOXWIOTO BO3pacTa HE OTJIMYAECTCA OT TAaKOBOM Yy MOJOIBIX
MAIMEHTOB, 332 UCKIIOUECHHEM Pa3Nuunil (hapMaKOKMHETHUKH, CBSI3aHHBIX ¢ m3MeHeHussMu KK.

Ilon

dapMaKOKMHETHKA JIEBO(IIOKCALIMHA Y MYXUMH U KECHIUH HE Pa3IyacTcs.

6. PAPMALIEBTUYECKUE CBOMCTBA
6.1. Ilepeyenb BcnoMoOraTe/ibHbIX BelIECTB

['unpomernnosa

Kpocnosunon

[emro103a MEKPOKPUCTAIUTHYECKAST
Hatpus creapundymapar

Obonouka

I'mnpomeriosa

Maxkporoa 8000

Turana quokcun (E 171)
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(MOCNEOCBATENEHOCTE 0003)

Tanbk

Kpacurens xene3a oxcun kpacHsiii (E 172)
Kpacurens xene3a oxcup sxentoiit (E 172)

6.2. HecoBmecTHMOCTDH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

5 ner.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPaHEHUU
XpaHuTh Npu TEMIepaType He Bbiie 25 °C.

6.5. XapakTep u coaepkaHue YNaKOBKH

ITo 5, 7 unu 10 Tabnerok B 6nuctep u3 [IBX/amomunmneBoit Gpoiabru.
ITo 1 6amcTepy BMecTe ¢ IMCTKOM-BKJIA/IBIIIEM B KAPTOHHYIO MTAYKYy.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH  YTWIN3AIUM  HCIOJb30BAHHOTO
JIEKAPCTBEHHOT0 MpenapaTa Hid 0TX0[0B, MOJYy4YeHHBIX MOcJe MPUMEHEeHHs npenapara, u
Apyrue MAHUMYJISIIUHU ¢ PpenapaTom

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YOCTOBEPEHMUSA

I'epmanus
Canodu-Aentuc Joitumann 'M6X.
Anpec: bpronunrmrpacce 50, D-65926 ®pankdypr-Ha-MaitHe

7.1. IIpeacTaBuTeNb AEPKATE/Is] PETHCTPAIMOHHOIO YI0CTOBEPEeHHUS

[IpeTen3un moTpeduTENel HAIPaABIATH MO aIpecy:
Poccuiickas @enepanus

AO «Canodu Poccus»

Anpec: 125375, r. MockBa, yi. TBepckas, . 22
Tenedon: +7 (495) 721-14-00

OnexrponHas noura: Sanofi.Russia@sanofi.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(002605)-(PT-RU)

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBEHHBIN IpenapaT OTHOCUTCS K KaTErOpUM OTIyCKa 110 PELEenTy.

OOmiast xapakTepUCTHKa JIEKapCTBEHHOTrO MpenapaTa TaBaHHK JOCTYIHAa B €IWHOM pPEecTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeAcTB EBpa3uiickoro 3KOHOMHUYECKOIO COK03a U Ha
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(https://lk.regmed.ru/Register/EAEU _SmPC).
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