COOTBETCTEBYET 3KCINEP T.H OMY OTUYETY

— -

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "%

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

JleBodnokcanuu-AKOC, 5 mr/mi, pacTBop 1 HHGY3HIA

2. KAYMECTBEHHBIA U KOJIMYECTBEHHbBIN COCTAB

JleiicTBytO1IIEE BEMIECTBO: JICBO(IOKCAIIHH.

B 1 M1 pactBOpa copepkutcst 5 Mr jieBoduIoKcaliHa (B BUE TEMHUTHIPATA).

Kaxnprit dpnaxon 100 mut cogepxut 500 mr neBodiokcannaa (B BHIE TEMUTHAPATA).

BemecTBa, Hanumume KOTOPBIX HAI0 YYHUTHIBATH B COCTAaBE JICKAPCTBEHHOTO IIperapara:
HaTpuit (cM. pasnen 4.4.)

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBop st nay3Hid.

HpO3p3.‘lHBIfI pacTBOpP 3CJICHOBATO-KCIITOI'O IIBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapat JIeBodmokcannn-AKOC nokazan K IpUMEHEHUIO Y B3POCTIBIX.

Jleuenne WHQEKIMOHHO-BOCIAIUTENIBHBIX 3a00/IeBaHHM, BBI3BAHHBIX UYBCTBUTEIBHBIMU K
neBO(IIOKCAIMHY MUKPOOPTaHU3MaMHU:

— OCJIO’KHEHHbIE MH(EKIINY MOUYEBBIBOIALINX MTyTeH U TUETOHEPPUT;

— XpOHUUYECKUI OaKTepualIbHbIA IPOCTATHT;

— JIJIs1 KOMIUIEKCHOTO JICUeHHsI JIEKapCTBEHHO-YCTOWYMBBIX (hOpM TyOepKyJiesa;

— npoduIaKTHKa U JIeYeHHe CUOMPCKOH SI3BBI MPU BO3AYLIHO-KANEIbHOM ITyTH 3apaKeHHs.

s neuenus ciaenyoumx HHPEKIMOHHO-BOCTIAIUTENbHBIX 3a001€BaHUH JI€BO(IOKCAIIUH MOXKET
IPUMEHATHCS TOJIBKO B KAYECTBE aJIbTEPHATHUBBI IPYTMM IPOTUBOMUKPOOHBIM Iperaparam:

— BHEOOJIbHIUYHAS [THEBMOHUS;

— OCJIO’)KHEHHBIE MH(EKIINN KOXKHU U MATKUX TKaHew;

— HEOCJIOKHEHHBIN IIUCTHT.

[Ipu npumenenun npenaparta JleBodmokcauun-AKOC crneayer yduThIBaTh O(QHIIMATbHBIE
HAallMOHAJIbHBIE  PEKOMEHJAIMM [0  HaJUIeXalleMy NPUMEHEHHIO aHTHOAKTepUalIbHBIX
IPEenapaToB, a TAK)Ke€ 4yBCTBUTEIbHOCTh NATOI€HHBIX MUKPOOPIaHU3MOB B KOHKPETHON CTpaHe

(cm. paznen 4.4).
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4.2. Pe:xuM 103UPOBAHMS M CIIOCO0 MPUMeHe

PexxuM J103upoBaHus

Pexxm  103MpOBaHUS ONpENEeNsIeTcs XapaKTepoM U TSHKECThIO HMHQEKIHH, a TaKkKe
YyBCTBUTEJIBHOCTBIO MPEAINOJIAraeMoro BO30yAUTENs.

[TpooIKUTENBHOCTD JIEUYEHHUS BapbUPYET B 3aBUCUMOCTH OT TeueHHs 3aboseBanus. Kak u npu
OPUMEHEHUH JpYyruX aHTHOMOTHKOB, JieueHue mnpenaparoM JleBoduokcannn-AKOC
PEKOMEHIyEeTCsl IPOJOJDKATh B TEUEHUE HE MeHee 48—72 4 mocie HopMalu3aluu TeMIIEpaTyphbl
TeJ1a WIN I0CTOBEPHOM 3pajiuKaluy BO30yAuTes.

Ecnn ciydaliHO HpomylieHO BBEJEHHME Ipernapara, TO HAJA0 Kak MOXHO CKOpee BBECTH
IPOMYILEHHYIO 03y U Jajiee NpoAobKkaTh BBOAUTH npenapat Jleogiokcaunu-AKOC cornacHo
PEKOMEHIOBaHHOMY PEKUMY JTO3UPOBAHHUSL.

Pexomenodyemvie pedicumvl 003upo6anusi u NPOOOHCUMENbHOCIb JleYeHUs Y NAYUEHMO8 C
HOpMANbHOU pyHKYUell noyeK (KiupeHnc kpeamununa > 50 mu/mun)

— Ocnooicnennvle ungexyuu mouesvigooswux nymeti: mo 500 mr neBoduiokcanuta 1 pas B CyTka
(cooTBeTcTBEHHO cyTOuHOM f03€e 500 Mr neBodnokcanuna) — 7—14 nHei.

— Iuenonegppum: no 500 mr neBodokcanrHa 1 pa3 B CyTKH (COOTBETCTBEHHO CYTOYHOM /103€
500 mr neBoduiokcanuna) — 7—10 qHel.

— Xponuuecxkuii o6axmepuanvuwiti npocmamum: 500 Mr neBoduiokcanuHa 1 pa3 B CyTKH
(cooTBeTCcTBEHHO cyTOouHOM 03¢ 500 Mr neBoduiokcannta) — 28 AHEeH.

Komnnexcnoe neuenue nexapcmeenno-ycmouuusvlx @opm  mybeprynesa: 1o 500 wmr
neBoduiokcarmaa 1-2 paza B CcyTkH (COOTBETCTBeHHO cyTodHou mo3e 500-1000 wmr
neBo(hIOKCAIMHA) — JI0 3—X MECSIIEB.

— Ilpoghunaxmuka u neuenue cubupckoi sA36vl NPU 8030YUHO-KANENbHOM NYMU 3aPAACEHUS. TIO
500 wmr neBogiokcammHa 1 pa3 B CYTKM (COOTBETCTBEHHO CyTouHOW no3e 500 wmr
neBo(IOKCaIlMHA) — 10 8 HENEeb.

— Buebonvnuunas nnesmonus: no 500 mr nesodokcanuna 1-2 pas3a B CyTKH (COOTBETCTBEHHO
cyrounoit no3e 500-1000 mr neBodiokcanuna) — 7—14 gHEei.

— Ocnoorcnennvie ungexyuu kodxcu u maskux mrkaueu: no 500 mr neBoduiokcanuna 1-2 pasza B
CyTKH (cooTBeTCTBEeHHO cyTouHOM 03¢ 500—1000 Mr ieBodmokcanuna) — 7—14 mHei.

— Heocnoocnennoni yucmum: no 250 mr nesodioxcanuHa 1 pa3 B CyTKH (COOTBETCTBEHHO
CyTO4HOH 103€e 250 Mr sieBoIoKcannHa) — 3 THS.

Oco0bIe I'pynnbl DaMCHTOB

Ilayuenmul ¢ Hapywenuem yHKyuu novex

Iayuenmul ¢ Hapywenuem gpynxyuu nouex (kaupernc kpeamununa (KK) < 50 ma/mun)
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HapymeHUsIMUA (PYHKIIMU TIOYeK TpeOyeTcsi CHIKEHHE J03bI Ipernapara (CM. TaOIuIly HIDKE).
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Pexxum mo3uposanms npemnapata JleBodaokcarmua-AKOC

Pexomennyemas nosa
npu KK > 50 mn/muH:
250 mr/24 a

Pexomennyemas nosa
npu KK > 50 mn/muHn:
500 mMr/24 4

Pexomennyemas nosa
npu KK > 50 mi/mumn:
500 mr/12 4

50—-20 mu/MuH

mepBas 103a — 250 mr,

3areM 1o 125 mr/24 g

mepBast 103a — 500 mr,

3areM 10 250 mr/24 g4

riepBas qo3a — 500 mr,

3areM 1o 250 mr/12 g

19—-10 mu/mMuH

nepBas go3a — 250 mr,

3areM 1o 125 mr/48 u

nepBas go03a — 500 mr,

3areM 1o 125 mr/24 g4

niepBas go03a — 500 mr,

3areM 1o 125 mr/12 g4

< 10 ma/mMuH (BKIIIOYAS

remoauanus u [TATI/(Y)

nepBas qo3a — 250 mr,

3areM o 125 Mr/48 u

nepBas go3a — 500 mr,

3areM o 125 mr/24 g4

nepBas go3a — 500 mr,

3areM o 125 mr/24 g4

! _ nocne remoauanusa uiIM MOCTOSHHOrO aMOYJIATOPHOrO MepuToHeanbHoro auanusa (ITATTJT)

He TpeOyeTcst BBEICHUS JIOTIOTHUTEIBHBIX J103.

THayuenmo ¢ HapywieHuem YHKYuU neveHu

[Tpu HapymeHUsIX (GYHKLIUU MEYeHH He TpeOyeTcsi KOPPEKIUU PeXUMa J03UPOBAHUS, TOCKOIbKY
7eBO(IIOKCAIMH JIMIIb HE3HAYMTEIHHO META00IN3UPYETCS B IIEUEHU.

Tlayuenmul nodxxcunoco 6o3pacma

Jlnsg manuMeHToB MOXKMIIOIO BO3pacTa He TpedyeTcss KOppEeKLUHH peXHMa JO3UpOBaHUs, 3a
uckimouenneM ciydaeB cHkeHus KK no 50 mi/MuH 1 Hioke.

Croco0 rmpuMeHeHus

[Ipenapar JleBodnokcanmu-AKOC crnemyeT BBOAWTH MENJEHHO, IIyTEM BHYTPUBEHHOMU
KarnenabHOU nHQY3uu, 1 win 2 pasa B cytku. [IpogomxurensHocts nHGY3uu 1 aakona pactsopa
npenapata JleBodmokcarma-AKOC 500 mr (100 ma ¢ 500 mr neBodokcarHa) AOKHA
cocTaBiIATh He MeHee 60 MuUH, B ciyyae BBEJEHHs IOJIOBHHBI QuakoHa (50 mm ¢ 250 mr
neBO(MIOKCAIMHA) TPOJOJDKATEIFHOCT, MHQY3UM JOJDKHA COCTAaBJIsATH He MeHee 30 MUH
(cm. pazmen  4.4). UHCTpYKIIMM TI0 TPUTOTOBICHHUIO JICKAPCTBEHHOTO TIpemapara Iepes
IIPUMEHEHUEM CM. B pazzeie 6.6.

WNudopmaiinio 0 HeCOBMECTUMOCTHU CM. B pazjene 6.2.

B 3aBHCHMOCTH OT COCTOSIHHS ITAIMEHTA Yepe3 HECKOJBKO JTHEH JICUCHUST BHYTPUBEHHbBIE HH(Y3UN
MOYKHO 3aMEHHUTHh Ha TEepOpajibHBIA MpUEM Tpenapara B TeX e J03aX (B CBS3H C TE€M, YTO

OMOJOCTYIHOCTh JIeBO(JIOKCAllMHA MpHU NpueMe TabJIEeTOK JIeBO(IIOKCAIIMHA COCTaBIseT 99—

100 %) (cm. moapaznen 5.2).
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IIponyck npuema 00HOU UnU HECKOILKUX 003 Npenapame

Ecnu cnyuaiino nponymeHo BBeaeHue npemnapara JleBodnokcanna-AKOC, To Hago0 Kak MOXKHO
CKOpee BBECTH IPOIYIICHHYIO J03y U Jiajee MpoI0JDKaTh BBOAUTH Mpemapar JleBoduiokcanuH-
AKOC cornacHO peKOMEH/I0BAHHOMY PEXUMY J03UPOBAHMS.

4.3. IlpoTHUBONOKA3aAHHS

— I'unepuyBCTBUTEIBHOCTh K JIEBOQIIOKCAIIMHY WM K JPYTHMM XUHOJOHAM WX K JIIOOOMY W3
BCIIOMOTaTEJIbHBIX BEIIECTB, IEPEYUCICHHBIX B pasjeie 6.1.

— Dnuiierncus.

— IopaxkeHus cyX0oXUJIui Ipyu NPUMEHEHUU (TOPXUHOIOHOB B aHAMHE3E.

— IlceBnonapanuruyeckas Muactenus (myasthenia gravis) (cm. pasaenst 4.4 u 4.8).

— JIeTckuii U MOJIPOCTKOBBIM BO3pacT 10 18 neT (B CBSI3M ¢ HE3aBEPIICHHOCTHIO POCTa CKEJeTa,
TaK KaK HeJb3sl MOJHOCTHIO UCKITIOYUTh PUCK MOPAKEHUS XPAIIEBbIX 30H pOCTa KOCTEH).

— bepeMeHHOCTh (HENb3sI MOJHOCTHIO UCKITIOYUTh PUCK MOPAKESHUSI XPSIIIEBBIX 30H POCTa KOCTEH
y TI0ja).

— Ilepuon rpyaHoro BCKapMIIMBaHUs (HENB3S TOJHOCTHIO MCKIIOYUTH PHUCK TMOPAKECHUS
XPSAILIEBbIX 30H pOCTa KOCTeH y peOeHKa).

4.4. OcoOble yKka3aHus U MepbI NPEeJ0CTOPOKHOCTH NPH NPUMEHEHUH

T'ocnumanvhvie ungexyuu, 6b136anHble CUHESHOUHOU NATIOYKOU

[ociuranbHbie WHGEKIIUH, BBI3BaHHBIC CHHETHOWHOW mamoukoi (Pseudomonas aeruginosa),
MOTYT MOTPe6OBaTh KOMOMHHUPOBAHHOTO JICUEHUSI.

Puck pazsumus pesucmenmnocmu

PacnipoctpaneHHOCTh MPUOOPETEHHOM PE3UCTEHTHOCTH BBICEBAEMBIX ITAMMOB
MHUKPOOPTAHU3MOB MOXKET HM3MEHATHCS B 3aBUCHMOCTH OT T€OrpaUiYecKOro peruoHa u ¢
TeUEHUEM BpeMeHHU. B cBsi3u ¢ »TUM TpebyeTcst nHpopMalus 0 pe3UCTEHTHOCTH K TMpenapary B
KOHKpPETHOU cTpaHe. [ Tepamuu TspKeNbIX WHGEKIuid uar npu Hed(DHEKTUBHOCTH JICUSHUS
JOJKEH OBbITh YCTAaHOBIIEH MHUKPOOWOJIOTMUYECKUN IUArHo3 C BbIIEICHUEM BO30YIUTENS H
OTIPEIETICHUEM €r0 YYBCTBUTEIBLHOCTH K JICBO(IIOKCAIIMHY.

Memuyunnun-pesucmenmuulii 30JJ0MUCTbLL CIMADUTOKOKK

HmeeTcst BbICOKasi BEPOSATHOCTh TOTO, YTO METHIMJUTHH-PE3UCTEHTHBIA 30JOTUCTHINA cTadu-
JIOKOKK OyJeT pe3UCTeHTHHIM K (TOPXMHOJOHAM, BKIIoYas jeBodrokcaruu. [loatomy Ie-
BO(DIIOKCAIIMH HE PEKOMEHAYETCS JIJIs1 JISUCHUST YCTAaHOBJICHHBIX UITH MTPEATIONAraeMbIX HH(EKIIUA,
BBI3BIBAEMBIX METUIMJUIMH-PE3UCTEHTHBIM 30JIOTHCTBIM CTa(MIOKOKKOM, B CiIy4ae ecliu
nabopaTopHble aHaIW3bl HE MOATBEPAWIU UYYBCTBUTEIBHOCTH 3TOTO MHKPOOpPraHHW3Ma K

7eBO(IOKCAIIUHY.
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Ilomepsi mpyoocnocobnocmu (UHBATUOUAYUS)~H—HOMEHHHARBHLIE—HEODPaAmMUMbIe—CePpLesHble
nobouHbvle peakyuu, 00yclo8NeHHble NPUMeHeHUeM GMOPXUHOIOHO8

[IpumeHenne (TOPXHUHOJIOHOB, B TOM 4YHUCIE JIEBOGIIOKCAIIMHA, OBUIO CBSI3aHO C TOTepei
TPYAOCTIOCOOHOCTH ¥ Pa3BUTHEM HEOOPATUMBIX CEPhE3HBIX MOOOYHBIX PEAKIUl CO CTOPOHBI
Pa3IMYHBIX CHCTEM OPraHHW3Ma, KOTOPBIE MOTYT Pa3BUTHCS OJJHOBPEMEHHO y OJTHOTO M TOTO K€
nanuenTa. [loGouHble peakiyy, BbI3BaHHBIE (PTOPXUHOIOHAMHU, BKIIOYAIOT TEHAUHUTHI, pa3pbiB
CYXOXKHUJINH, apTPaITHIO, MHAIITHIO, IepU(epruiecKyro HelponaTuio, a TaKke mooouHbIe 3(HPeKThI
CO CTOPOHBI HEPBHOH CHUCTEMBI (TAJLTIOI[MHALIMYU, TPEBOTa, ACTpeccusi, OECCOHHMIIA, TOJIOBHBIC
00JIM ¥ CIYTaHHOCTh CO3HaHHWs). JJaHHBIC peaKIMK MOTYT Pa3BUTHCS B MEPHOJ OT HECKOIBKHX
YacoB JI0 HECKOJBKMX HEAeNb IOCie Havajga Tepanuu JeBodiokcanuHoM. Pas3Butue 3THX
NOOOYHBIX peaKkIHii OTMEYaJoCh Yy TMAlMeHTOB JII0OOOro Bo3pacTta MWIM 0€3 HaIHdus
NPEIIECTBYIONMX (aKTOPOB pucka. [Ipi BOSHUKHOBEHUH TEPBBIX MPU3HAKOB WJIM CHMIITOMOB
JFOOBIX CEPhE3HBIX TOOOYHBIX PEAKIUH CIeAyeT HEMEIUICHHO IPEKPaTUTh MPUMEHEHHE
neBogpnokcarmHa. Crnenyer wu30erath NpPUMEHEHUS  (PTOPXMHOIIOHOB, B TOM  YHCIE
7eBO(IOKCAIMHA, Y MTAMEHTOB, Y KOTOPBIX OTMEYAIHCh JIFOOBIE U3 ATHX CEPbE3HBIX MOOOYHBIX
peaKIui.

IIpooonscumenvrocms ungy3uti

Crnemyer cTpOro MpHIEPKUBATHCS PEKOMEHIIyEMOI MPOJOKATENILHOCTH BBEICHHS TpernapaTa,
KOTOpas JoJKHa cocTaBisTh He MeHee 60 MuH (11 100 M nHdy3nonHoro pactsopa) wiu 30 MuH
(mmst 50 mut pactBOpa). ONBIT IpUMEHEHUs JeBOGIOKCAI[MHA TTOKA3bIBAET, YTO BO BpeMs HH(PY3UHU
MOYKET HaOI0JAaTbCs YCHUJICHHOE ceplieOneHne W TPaH3UTOPHOE CHIDKEHHE apTepHaIbHOTO
JaBIIeHUs. B peakux ciydasx MOXKeT pa3BUThCS COCYAHMCTHINA Kosutanc. Eciu Bo Bpemst uHpy3un
HaOJr01aeTCsl BBIPAKEHHOE CHU)KEHUE apTepUalbHOTO JaBICHMs, TO BBEJICHME Ipernapara
cllelyeT HEMEIJICHHO NPEKPaTUTh.

Tayuenmol, npedpacnonodicerHvle K pazeumuro cyoopoz

Kak u npyrue XHHOJIOHBI, JIEBOQIIOKCAIIMH JTOJHKEH € OOJBIION OCTOPOKHOCTHIO IIPUMEHSTHCS Y
HAIMEeHTOB C MPEAPACIIOIOKEHHOCTHIO K cyioporaM. K Takum nmanueHTaM OTHOCSATCS HallueHThI
C MPEAUIeCTBYIOIIUMHU MOPAXEHUSAMHU IIEHTPAJbHONH HEPBHOW CHCTEMBI, TAKUMU KaK HUHCYJbT,
TSDKETasi 4eperrHO-MO3ToBasi TpaBMa; MAIlMeHTHI, OJHOBPEMEHHO MPUHUMAIONIUE IPETaparsl,
CHIDKAIONIME TOPOT CYAOPOKHOW aKTUBHOCTH TOJIOBHOTO MoO3ra (Hampumep, TEOQHIUIHH;
(deHOydeH u npyrue HecTepOHHbIE TPOTUBOBOCIIAUTENLHBIE Tpenaparsl [cM. paszaen 4.5]).
[Tpu pa3BUTHHU CYAOPOT JI€YEHHE JIEBOPIIOKCAIIMHOM CJIEyeT MPEeKPaTUTh.
Ilcesoomembpanosmnwiii Koaum

Pa3BuBmIasics BO BpeMsl WM TOCIE JICYCHHs JICBO(IOKCAIMHOM uapesi, 0COOCHHO TSIKEIon

CTCTICHH, YIIOpHAsl W/UIH C KPOBBIO, MOXKET OBITh CHMIITOMOM TICEBJIOMEMOpPAHO3HOTO KOJIUTA,
5
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Be3eiBacMoro Clostridium difficile. B cinyuae rtemespemis—ta-pasprriHe-HeeBAOMEMOPAHO3HOFO
KOJIUTAa JIEYCHUE JIEBO(IOKCAIIMHOM CJIEAYeT HEMEIJICHHO IMPEeKpaTHUTh M cpa3y K€ HadaTh
cnenu(UYeckyro aHTUOMOTHKOTEpAnHio (BaHKOMHUIMH, TEHKOIUIAHMH WM METPOHHIA30Il
BHYTpb). [Ipenapatrel, TOopMO34IIIHe MEPUCTAIBTUKY KUIIIEUHUKA, TPOTUBOIMOKA3aHbI.

TenOurum u pazpulé CyxorHcuIutl

[Ipy npUMeHEHHH XWHOJOHOB, BKJIOYas JEBO(IOKCAIMH, PEAKO HAOIIOAAeTcss TeHIWHUT,
KOTOPBII MHOT/Ia MOXET MPUBOIUTH K PAa3phIBY CYXOXKWJIHA, BKIIIOYAs aXHJUIOBO CYXOXKHUIIUE, U
MOJKET OBITh JBYCTOPOHHUM. DTOT MOOOYHBINA 3PPEKT MOKET pa3BUTHCS B TeueHue 48 4 mocie
Hayaja JeUeHUs WU Yepe3 HECKOJIbKO MECALEB MOCie 3aBEePIICHUs Tepanuu (PTOPXUHOIOHAMHU.
[TareHTH TOXKUIIOTO BO3pacTa OoJiee MPeapacnooKEHbl K Pa3BUTHIO TEHIMHNTA; Y TAIIUEHTOB,
NPUHUMAIOIUX  (TOPXHHOJNIOHBI, PUCK pa3pblBa CYXOXHJIUS MOXET TOBBIIATHCS TIPU
OJIHOBPEMEHHOM TMPHUMEHEHUU TIIOKOKOPTHKOCTEepouaoB. Kpome 3TOro, y maimeHToB mocie
TpPaHCIUIAHTAIIMM TOBBIIIEH PUCK Pa3BUTHSI TEHAUHUTOB, IMO3TOMY PEKOMEHIYETCsS COONIOAATh
OCTOPOXKHOCTH TPU Ha3HAYEHUU PTOPXUHOIOHOB JAHHOW KaTErOPUH MALMEHTOB. Y TAIlMEHTOB C
HapymeHusIMA (YHKIMM TI0YEeK CYTOYHYIO 03y CIEAyeT CKOPPEKTHPOBaTh Ha OCHOBAHUU
KIIupeHca KkpeatuHuHa. [lanmenTtam ciaenyeT peKkoOMEeH/10BaTh OCTaBaThCs B TOKOE MPH MOSIBICHUN
NEPBbIX NPU3HAKOB TEHIMHUTOB WM Pa3pbIBOB CYXOXKUJIMH U 0OpaTUTHCA K JiedalleMy Bpady.
[lpr mono3peHNH Ha pa3BUTHE TEHIWHHWTA WU Pa3pblB CYXOXKWIHS CIIEIyeT HEMEIJICHHO
peKpaTuTh JeueHue npenaparom Jlesogunokcannu-AKOC 1 HauaTh COOTBETCTBYIOLIEE JICUEHHE
MOPaXEHHOTO CYXOXHJIUS, HalpuUMep, 0OecHneurnB eMy JOCTAaTOYHYI0 HMMOOMIN3AIUI0 (CM.
pazznensl 4.3 u 4.8).

Peaxyuu eunepuyecmeumenvrocmu

JleBo(IOKCAIIMH ~ MOXXET  BBI3BIBATH  CEPHE3HBIE, IMOTCHIMAIBHO JIETAIBHBIE PEAKIIHU
THIEPYyBCTBUTEIBHOCTA (QaHTMOHEBPOTUYECKUN OTEK, aHa(WIAKTUYECKHH IIOK) Jae IpH
NPUMEHEHUH HayallbHBIX 1103 (cM. paszen 4.8). B cinywae ux pa3BUTHS CledyeT HEMEIJICHHO
IPEKpaTUTh BBEICHUE Mperapara i CPOYHO 0OpaTUThCA K Bpauy.

Tsoicenvie KOJCHbIE HedcelamebHble peaKyuu

[Tpu mpumeHeHun J1eBoGIIOKCAIIHA OBLTH 3apETUCTPHUPOBAHBI TSHKEIIbIE KOXKHBIC HeXKEeIaTeIbHbIC
peakiuy, BKIIOYas TOKCHUYECKUI sNujepMalibHbId Hekpoiu3 (cunapom Jlaiienna), cuHApOM
CruBenca — JI)KOHCOHa W JIEKapCTBEHHYIO PEAKLIHI0O C DS03MHOQWINEH U CHUCTEMHOM
cumntomatukoit (DRESS-cunznpom), kotopble MOryT OBITh JKH3HEYIPOXKAIOIIMMHU  WIIN
netanbHBIME (cM. pazzen 4.8). Ilpum Ha3HadeHWW mpemapara TaAIMEHThl JIOJDKHBI OBITh
IpOMH()OPMUPOBAHBI O MPU3HAKAX U CUMIITOMAX TSDKEJIBIX KOXKHBIX HEXKENATeNbHBIX PeakUuil U
HAXOJIUTHCS TMOJ TIIATENbHBIM MEIUIIMHCKUM HaOmoneHueM. llpu mosBICHWM NPU3HAKOB U

CUMIITOMOB, CBHUACTCIBCTBYIOIIUX O Pa3BUTHUM OTUX HCEKEIATCIIbHBIX peaKuHﬁ, CJlIeayeT
6
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HEMEJUICHHO TIPEKpaTUTh TMpueM Tnpenapara—Hepodrorean-AKOEC—u—pacemMoTpers
BO3MOXKHOCTh Ha3HAUYCHHUS aTbTCPHATUBHOTO JICUeHUs. Eciiu ipu mpuMeHeHUH JIeBO(IOKCallnHA
y MalMeHTa Pa3BUIIACh TSKENAsk HEXKeIaTelIbHas KOXKHas peakliys, Takas Kak cuHapoM CTuBeHca
— J>KOHCOHa, TOKCHYECKUU smuaepManbHbiii Hekposn3 uiu DRESS-cuaapom, Bo300OHOBIATH
MPUMEHEHHUE Mperapara y 3TOro nalueHTa He cleayer.

Hapywenus co cmoponvl neuenu u scenuesvi800Auux nymei

Coobmanocr 0 ciay4asx pa3BUTHS HEKpo3a II€YEeHH, BKIIOYAs pa3BUTHE MEYEHOYHOH
HEJOCTATOYHOCTH C JIETAIbHBIM UCXOJIOM P MPUMEHEHHUH JIeBO(IOKCaI[HA, TJIaBHBIM 00pa3oM
y HaIMEeHTOB C TSKEJIBIMU OCHOBHBIMU 3a00JIEBaHUSIMU, HAIIPUMEp C CerncucoM (cM. pazzaen 4.8).
[TarueHTHI TOKHBI OBITH MPEAYITPEKICHBI O HEOOXOIMMOCTH MPEKPAIICHUS JICYCHHUS U CPOTHOTO
oOpaleHusi K Bpauy B Clly4ae MOSBJICHHS MPU3HAKOB U CHUMIITOMOB MOPAXKEHUS MEUYEHU, TAKUX
KaK aHOPEKCHS, JKeNTyXa, TOTEMHEHNUE MOYH, KOXKHBIN 3yl U 00JIU B )KUBOTE.

Tayuenmoi ¢ HapyweHuaAMU YHKYUU NOYEK

Tak Kak JIEBO(IIOKCAIIMH IKCKPETUPYETCS TJIABHBIM O0pa3oM uepe3 MOYKH, Y HAIHEHTOB C
HapYIICHUSIMA (YHKIIMH TIOYEK TpeOyeTcs 00s3aTeNbHBIN KOHTPOJIb (PYHKIIMH TOYCK, a TAKKE
KOppEeKLHs peKuMa 1o3upoBaHus (cM. pazaen 4.2). [Ipu nedeHnun naineHToB MOKUIOro BO3pacTa
ClelyeT YYUTHIBATh, YTO y MAIIMEHTOB ATOW T'PYIIBI YAaCTO OTMEUAIOTCsA HapylIeHUs (QYyHKIUU
nouek (cm. paznen 4.2).

IIpeoomspawenue pazeumus peaxyui homocencubuIuzayuu

Xots poToceHcHOMIM3aNMs TPU TPUMEHEHUH JIeBO(IIOKCAIIMHA PAa3BUBACTCSI OUEHBb PEIKO, AJIs
MPEAOTBPALIEHUS €€ Pa3BUTHSI NALIMEHTAaM HE PEKOMEHAYETCS BO BpEMs JICUECHHUS U B TeUeHHe 48 4
nocjie OKOHYaHHUs JIEYeHUs JIEBO(IOKCAIIMHOM IOABEPraThCsl CUIIBHOMY COJHEYHOMY WIIU
HCKYCCTBEHHOMY YJIbTPadroIeTOBOMY OOTYUYSHHIO (HAIIPUMEp, MOCEIATh COMSPHil).
Cynepunghexyus

Kak u npu nmpuMeHeHHH APYyruX aHTHOWOTHUKOB, MPUMEHEHHE JIeBO(IIOKCAIIMHA, OCOOEHHO B
TE€UEHHUE JUTUTEITLHOTO BPEMEHHU, MOYKET MPUBOIUTH K YCUIIEHHOMY Pa3MHOKEHHUIO PE3UCTCHTHBIX
K HEMY MHUKPOOPTaHU3MOB (OaKkTepuii U TpUOOB), YTO MOKET BHI3BIBATh H3MEHEHHS HOPMAIbHOMN
MUKpPOQIIOPHl YeloBeKa. B pe3ynbrare 4ero CymecTByeT MOBBINICHHBI PUCK pPa3BUTHUS
cynepuHdekuuu. [loaTomy B xoze JiedeHHs] HEOOXOAMMO 00s3aTEIbHO MPOBOJAUTH OBTOPHYIO
OIICHKY COCTOSIHHSI TIAITUEHTA |, B CITyYae Pa3BUTHUS BO BPEMS JICUCHUS CYNIepUH(EKIINHU, CIeayeT
MPUHUMATH COOTBETCTBYIOLIUE MEPBHI.

Yonunenue unmepeana QT

CooOuranocs 00 0OYeHb pelKUX ciydasx yniauHeHust uHTepBaia QT y manueHToB, MOTyYaronmnx

Tepanuio PTOPXUHOIOHAMU, BKITIOYAs JIEBO(DIOKCAIIHH.
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[lpy npumeHeHHMHM (QTOPXUMHOIOHOB, BKIIOUHas—JieBOGIOKCAHIE;—€eAyeT—Cco0HoAaTH
OCTOPO’KHOCTh Y TALMCHTOB C M3BECTHBIMH (DakTopamMu pucka yaiauHeHus uHrepBana QT: y
NAlMEHTOB C HECKOPPEKTHPOBAHHBIMHU DJIICKTPOJIMTHBIMH HAPYIICHUSMH (C TUIIOKAIMEMHUCH,
THIIOMarHueMueil); ¢ CHHAPOMOM BPOXIEHHOTO yanuHeHus uHTepBana QT; ¢ 3aboneBaHusAMU
cepaua (cepaedyHas HeJOCTaTOYHOCTb, MH(APKT MUOKap/a, OpanuKapans); PH OTHOBPEMEHHOM
NPUMCHEHHU JIGKAPCTBEHHBIX CPEICTB, CIOCOOHBIX Y/UIMHATH WHTepBan QT, Takux Kak
aHTHapuTMu4eckue cpeacrna kiacca IA u I, Tpunukinnyeckue aHTUAEIPECCAHThI, MAaKPOJIUIDI,
HEUPOJICNTUKH.

[lanmeHThl MOXXHMJIOTO BO3pacTa M IALMEHTHl JKEHCKOrO Ioa MOryT OBITh  Oouee
YyBCTBUTCIPHBIMH K TpenapataM, ymaiusstomuMm uHTepBan QT. ITlostomy cremyer c
OCTOpPOXKHOCTBIO HA3HA4aTh JAHHBIM NalHMeHTaM (TOPXUHOJOHBI, BKIIOYAs JIEBO(IIOKCAIIMH
(pazmener 4.2, 4.5, 4.8, 4.9).

Tayuenmui ¢ depuyumonm 2nroko30-6-gpocghamoezudpozenasvi

VY ManyeHToB C JATEHTHBIM WM MaHU(ECTHPOBAHHBIM NEPHUIIMTOM TIIOK030-6-(pocdarmern-
JPOTeHAa3bl IMEETCs MPEPACIIONIOKCHHOCTh K PA3BUTHIO TEMOJIMTHYCCKUX PEAKIIMI ITPU JICUCHUN
XHHOJIOHAMH, YTO CJIeAyeT MPUHUMATh BO BHUMAHUE ITPH JICYEHUH JIEBO(IOKCAIIMHOM.
Hucenuxemus (2uno- u eunepenuxemusl)

Kak u npu npuMEeHEHHUHU JIPYTHX XHHOJIOHOB, IPH MPHUMEHEHUH JIEBO(IIOKCAI[MHA HAOIIOIAINCH
cllydyaW pa3BUTHS TUICPIIMKEMUU M rUnoriukemun. Ha QoHe Tepamuu IeBOGIOKCATHOM
JMCTIIMKEMHUs] Yalle BO3HHMKaja y TAlMeHTOB IMOXKHJIOTO BO3pacTa M IAIEHTOB C CaxapHBIM
IMa0deToM, TOJyYaroIIMX COIYTCTBYIOUIYIO TEPAIUI0 IEePOPATEHBIMH THITOTIIMKEMHYECKUMH
npenaparamMu  (Hampumep, TNIMOCHKIAMHUIOM) WJIM  HMHCYJIMHOM. [lpm  mpuMeHEeHuH
JeBO(IIOKCAI[HA Y TaKUX MAalMEHTOB BO3PACTAET PUCK PA3BUTHS THIIOTIMKEMHH, BIUIOTH JIO
THITOTJIMKEMHYECKO  KOoMbl. HeoOXxomumo WHPOPMHUpPOBATH MAIMEHTOB O CHMIOTOMAax
THITOTJIMKEMHH (CITYTaHHOCTh CO3HAHHMS, TOJIOBOKPY)KEHHUE, «BOJIUYHUID» alIeTHT, TOJOBHAs OOIb,
HEPBO3HOCTH, OIIYIIECHUE CEPALICOMCHNS WM yYallleHUe TyJbca, OJIEHOCTh KOKHBIX MOKPOBOB,
UCTIapUHA, OPOXb, ci1abocTh). Ecnm y mamuweHTa pa3BUBAaeTCsS THIOTIUKEMHS, HEOOXOIMMO
HEMEJUICHHO MPEKPATUTH JICYCHUE JIEBOIIOKCAIIMHOM M HayaTh COOTBETCTBYIOIIYIO Teparnuio. B
ITUX CIIy4asX PEKOMEHJyeTCs MEepeHTH Ha Tepamuio JPYTdM aHTHUOMOTUKOM, OTIUYHBIM OT
(TOPXMHOJIOHOB, €CIM 3TO BO3MOXHO. [lpu mnpoBeneHHH Je4YeHHUs JIEBO(IOKCAIIMHOM Y
NAIMEeHTOB TIOKWJIOTO BO3pacTa, y TMAIMEHTOB C CaxapHbIM JHA0ETOM pPEKOMEHIYeTCs
TINATEIbHBI MOHUTOPUHT KOHIICHTPAIIMU TIFOKO3bI B KPOBH.

Ilepugpepuueckas neiiponamus

VY nanueHToB, MOMyYaloNuX TePAUio PTOPXHMHOJIOHAMH, BKITFOUAst JIEBO(IOKCAIINH, COOOMIAIOCH

0 CIIy4asiX pa3BUTHS CEHCOPHOW M CEHCOPHO-MOTOPHOU TNepudepruyuecKor HEeHpormaTuu, Hadaao
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KOTOpPOH MOXeT ObITh ObIcTpbIM. Ecim y mnanmeHra—pasBHBAIOTEH—CHMATOMBI—HEHPOTATHIE;
OpUMEHEeHHEe JIeBO(IIOKCallMHA JO0JDKHO OBITh MPEKpaIleHo. DTO MUHHMHU3HPYET BO3MOXKHBIN
PHCK pa3BUTHsI HEOOPATUMBIX U3MEHCHHIA.

[TareHTHl AOJDKHBI OBITH WHPOPMHPOBAHBI O HEOOXOJAMMOCTH COOOMIATH JIeHalleMy Bpady O
MOSIBJICHHUH JIFOOBIX CUMIITOMOB HelponaTiu. DTOpXUHOIOHKI HE CIIeyeT Ha3HaYaTh NalueHTaM,
UMEIOIIMM B aHaMHe3€ yKa3aHus Ha nepuepuyecKyro HeHpomaTuio.

Obocmpenue ncegdonapaiumuyeckol muacmenuu (myasthenia gravis)

OTOPXUHONOHBI, BKIIOYas JIEBO(IOKCAIIMH, XapaKTePU3YIOTCS OJOKHPYIOIIEH HEpBHO-
MBIIIEYHOE TIPOBEICHUE aKTHBHOCTHIO M MOTYT YCHJIMBATh MBIIICYHYIO C1a00CTh y MAIUEHTOB C
MICEeBIONAPAIUTUYECKON MHAcTeHHe. B mocTperucTpallmoHHOM T1epuoae HabII01aIuch
HEONarompusITHBIE PEaKIWH, BKIIOYAs JIETOYHYI HEAOCTaTOYHOCTh, IOTPEOOBABIIYIO
NPOBEICHUE HMCKYCCTBCHHOW BCHTWIALMU  JIETKMX, M  JICTAJbHBIA  HMCXOJ, KOTOpBIC
ACCOIMMPOBATNCH C TPUMEHEHHUEM (PTOPXMHOJIOHOB Yy TAIMEHTOB C TICEBJONAPaTUTUYCCKON
muacteHuei. llpumeHeHne IeBOQIIOKCalMHA Yy TAIWEHTOB C YCTAHOBIICHHBIM JHArHO30M
NICEB/IOTIAPATUTHUECKOW MHACTeHHMH HE pekoMmeHayercst (cMm. pasgen «HexemarenbHble
pEaKIIIM»).

Ipogunaxmuxa u nevenue cubUpcKoil 36l NPU 8030YUIHO-KANETLHOM RYMU 3APANCEHUS
[IpumeHenne neBOQIIOKCAIMHA y YeNOBEKa MO ATOMY IOKa3aHWI0 OCHOBAHO Ha JAHHBIX II0
yyBcTBUTENBHOCTH K Hemy Bacillus anthracis, momydennbix B in Vitro wuccriemoBaHusix u B
HKCIEPUMEHTAIBHBIX MCCIEIOBAHUAX, IPOBEIEHHBIX Ha KUBOTHBIX, @ TAKXKE HAa OrpaHMYEHHBIX
JTAHHBIX IpPUMEHEHHUs JieBOQUIOKCallMHA y 4enoBeka. Jlewalnue Bpauu JOJDKHBI oOpamatbes K
HAIlMOHAJIBHBIM W/MJIM MEXIyHApOJHBIM JIOKYMEHTaM, KOTOpbIE OTpPa)xaloT BbIPAOOTaHHYIO
OOIIMMH YCHIIMSIMU TOYKY 3PEHUS 110 JICYSHUIO CHOMPCKOH SI3BBI.

Icuxomuueckue peakyuu

[IcuxoTnyeckue peakluu, BKIOYas CyUIUAATbHBIE MBICIIU/IONBITKH, OTMEYAJIHNCh Y MAallUEHTOB,
NPUHUMAIOIUX (PTOPXMHOJIOHBI, BKIIIOYasi JIEBO(IOKCALMH, UHOTAA IOCe BBEJIEHHS pa3oBOH
o3l JeBoduioKcaliHa. B cimyuyae pa3BuTus HOO0BIX MOOOYHBIX 3(PQPEKTOB CO CTOPOHBI
[EHTPAIbHOW HEPBHOW CHCTEMBI, BKIIIOYAsl HAPYIICHUS TICUXUKH, JICYCHUE JIeBODIOKCAITTHOM
clleflyeT HeMEJIEHHO MPEeKPaTUTh U HA3HAUYHUTh COOTBETCTBYIOIIYIO Tepamnuio. B aTux ciydasx
pPEKOMEH/IyeTcs MEePEeUTH Ha Teparnuio JIPyruM aHTHOMOTUKOM, OTJIMYHBIM OT (PTOPXHUHOJIOHOB,
€CITM 3TO BO3MOKHO. CIIeZlyeT ¢ OCTOPOKHOCTBHIO Ha3HAYATh MPerapar MmaueHTaM ¢ IICUX03aMu
WM TIAIIMEHTaM, UMEIOIIIM B aHAaMHE3€ NICUXUIEeCKHe 3a00IeBaHusl.

Amnespuszma u paccioenue aopmul, peypeumayusi/HedoCmamoyHoCcmy K1anaua cepoyda

[To JaHHBIM MUAEMUOIOTHYECKUX MCCIEOBAHUI COOOIIATIOCh O MOBBIIICHHOM PUCKE Pa3BUTHUS

AQHEBPU3MBI a0PTHI M PACCIOCHUS a0PThI, OCOOCHHO Y TAIIMEHTOB MOXKHIIOTO BO3pAcTa, a TaKKe
9
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perypruTaiyy aopTajJbHOTO U MUTPAIBHOTO KilafaHoB-Hoeie-HpHMeHSHHI-PTOPXHHOAOHOB—Y-
MAIMEHTOB, MOMYYaBIINX (DTOPXUHOJOHBI, OBUTM OTMEYEHBI CIydad Pa3BUTHUS aHEBPU3MBI U
paccioeHHs a0PThl, MHOI'/Ia OCJIOKHEHHBIX pa3pblBOM (B TOM YHCIIE C JIETAJIBHBIM HCXOJIOM), a
TaK)Ke PerypruTaluu/He0CTaTOYHOCTH JIF000T0 U3 KilanaHoB cepaua (cM. pazzaen 4.8).

B cBa3u ¢ 3TUM (TOPXMHOJOHBI CIEAyeT MPUMEHSATh TOJBKO IOCHE TINATENbHON OLEHKU
COOTHOUIEHUS «I0Jb3a — PUCK» U PACCMOTPEHUsSI APYIHMX BAPUAHTOB TEPANUU Y TMAILMEHTOB C
AQHEBPU3MOM a0pThI WM BPOXKACHHBIM IIOPOKOM KJIallaHA Cep/lia B CEMEIHOM aHaAMHE3€ WIH Y
MNAlMEHTOB C JHAarHOCTUPOBAHHOW aHEBPU3MOIl aopThl W/WJIM PACCIOCHUEM aopThl, WU
3a0oyieBaHMEM KJlalaHa cepila, WM IpU HaJIUYuu APYrux (akTOpOB PUCKA WIM COCTOSHUM,
IpeJipacroiaraoux K pa3BUTHIO:

- KaK aHEeBPHU3MBI U PACcCIOEHUS aOPTHI, TAK U PETYPTUTAIIMHA/HEAOCTATOYHOCTH KJIallaHa cep/aa
(Hampumep, 3a00JeBaHUs COSAMHUTEIBLHON TKAaHU, TaKue Kak CHHApoM MapdaHa Win CHHAPOM
Onepca — [annoca, cunapom TepHepa, Oone3nb bexuera, aprepuaiibHas THIEPTEH3US,
PEBMaTOUIHBIN apTpUT);

WIH JIOTIOJTHUTEIIBHO:

- aHEeBPHU3MBbI U PACCIOCHHS a0PThI (HAIPUMEpP, COCYIUCThIC 3a00JIeBaHuUsl, TAKUE KAK apTePUUT
Taxkasicy, THTaHTOKJIETOUYHBIN apTEPUUT, TIOATBEPKICHHBIN aTepockiepo3, cuuapom llerpena);

- perypruTaiuu/HeJ0OCTaTOYHOCTH KJlanaHa cep/a (Hanpumep, MHPEKIMOHHBIN HIOKAPINT).
Puck pa3BuTusi aHEBpU3MBI U PACCIOCHHS A0PTHI, & TAK)KE UX Pa3pbiBa MOXKET OBITh TIOBBIIICH Y
MalMEeHTOB, OTHOBPEMEHHO MOJIYYatOIIUX CUCTEMHbIE TTIFOKOKOPTUKOCTEPOUIBI.

B cnydae mosiBieHus BHeE3amHOW OONMM B JKUBOTE, TPYAU WU CIHUHE MAllMEHTaM CIeayeT
HEMEIJIEHHO 00paTUTHCS K Bpauy B OT/AETICHHE HEOTIOKHON TTOMOIIIH.

[TaruenTam ciegyeT peKOMEHI0BaTh HEMEMJIEHHO OOpaTUThCS 3a MEIUIMHCKON MOMOIIbIO B
Cly4yae TIOSIBJICHUSI OCTPOM OJBIIIKM, BIIEPBBIE BO3HHUKIIETO OIIYIICHUS YYalllEHHOTO
CepaIeONEeHHsI UITH PA3BUTHS OTEKA KUBOTA WIJIM HIKHUX KOHEUHOCTEH.

Hapywenus 3penus

[Ipu pa3BuTM JHOOBIX HApPYIICHWH 3peHUS HEoOXoauMa HEMEJICHHAas KOHCYJIbTaIlUs
odransmoora (cM. pasaen « HexxenaTenpbHbIe peakium).

Ocmpuiti nankpeamum

Y TnanueHToB, NPUHUMAIONINX JEBO(IOKCAIIMH, MOXET pa3BUTbCA OCTPBIA MaHKpPEaTHT.
[TaniuenToB cnenyeT WHPOPMHUPOBATH O XAPAKTEPHBIX CUMITOMAX OCTPOro maHkpeaTtuTa. [Ipum
MOSIBJIEHWHU TOITHOTHI, HEIOMOTaHUs, TUCKOM(OpPTa B )KHBOTE, OCTPOI OOJIH B )KUBOTE WJIM PBOTHI
MAIUEHTY CIEAYeT HEMEUICHHO OOpaTUThCS K Bpady JUIsl METUIIMHCKOTO oOcnemoBanus. [Ipu

MOJO3PEHUH Ha OCTPBIA MAHKPEATUT CIEAyeT NMPEKPaTUTh MPUMEHEHHUE JIEBO(IIOKCAllMHA U HE

10
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CMEPTHOMY OTYETY

BO300HOBJIATH ero npumeHenue. [Ipenapar ciefyer-AprHMeHATs-€-0eTOPOIKHOECTHIO-y-HaHHEeHFOB——

C IAaHKPEAaTUTOM B aHaMHe3e (cM. paznen 4.8).

Bruanue na nabopamophvie mecmoi

VY nanmeHToB, NOMyYalolX TePaNuio JIEBO(MIOKCAIIMHOM, ONPEAIeTICHIE OTUAaTOB B MOYE MOXKET
NPUBOJUTH K JIOKHOIIOJIOXKHUTEIBHBIM pe3ysibTaTaM, KOTOpbIE ClelyeT MOATBEpXKAaTh Ooliee
crenupUICCKIMHI METOIaMHU.

JleBodiokcanud MokeT WHTHOMpoBath poct Mycobacterium tuberculosis u npuBomuTh B
JAIbHEUIIEM K JIO)KHOOTPHUIATENIBHBIM pe3yjibTaTaM OaKTepUOJOTUYECKOW JTUArHOCTHUKU
TyOepKyJiesa.

Mepwi npedocmoposicHocmu npu 0bpawieHuu ¢ npenapamom

Jlis  mpenmoTBpamieHusl OaKTepHATbHOW KOHTAMHHAIIMM PAcTBOP Ui HWHQY3UH clemayer
UCIIOJIb30BaTh HEMEMJIEHHO (B TE€UeHHE 3 4acoB) IOCIE MPOKAIBIBAHUS PE3MHOBOW MPOOKU
¢dakoHa. 3alUTHI PaCTBOPA OT CBETA IIPU MPOBEICHUU HH(PY3UH HE TpeOyeTcs.

BcrnoMmorarensHble BelecTBa

JlaHHBIN JIeKapCTBEHHBIN MpemapaT coaepx Ut 15.4 mmons (wiu 354,45 Mr) HaTpus Ha (IaKoH
00sémom 100 M. Heo6xoaumMo yunTHIBATh MAIMEHTaM, HAXOISIIMMCS Ha TUETE C OTPAaHUYECHHUEM
MOCTYIJIEHUS HATPUSL.

4.5. B3auMojeilicTBMe C JAPYrHMH JIeKAPCTBEHHbIMH TMpenapaTamMu W JApPyrue BHJbI
B3auMMo/1eiicTBUS

BsaumoueiicTBus, TpeOvyIoMme cOOMIOAEHUI OCTOPOKHOCTH

C meogunnunom, ¢henbygenom unu Opysumu 1eKApCMBEHHIMU CPEOCMEAMU U3 2PYNNbl
HeCmepouoOHbIX NPOMUBOBOCHANUMENLHBIX NPENnapamos, CHUNCAIOWUMU NOPO2 CYOOPOIHCHOU
20MOBHOCMU 20]I086HO20 MO32A

DapMaKOKHHETHIECKOTO B3aNMOACHCTBUS JIeBO(IIOKCAMHA ¢ TEO(DUITHHOM HE BBISIBIICHO.
OpHako Tpu OJHOBPEMEHHOM TMPHUMEHEHUH XHUHOJIOHOB U TEO(WUTMHA, HECTEPOUIHBIX
IPOTHBOBOCTIAJMTENBHBIX MPENapaToB U APYTUX NpenapaToB, CHUKAIOIIUX HOPOT CYIOPOKHON
AKTUBHOCTH TOJOBHOTO MO3ra, BO3MOXHO BBIPOXCHHOE CHIDKEHHE TIOpora CYIOPOXKHOMN
AKTUBHOCTH TOJIOBHOTO MO3Ta.

KonuenTpanus neBodiokcanuHa npu 0JHOBPEMEHHOM IpueMe GpeHOydeHa nmoBbIIaeTcs TOJIbKO
Ha 13 %.

C nenpamvimu anmuxoazyraumamu (anmazonucmol gumamuna K)

VY mnanMeHToB, MOJyYaBIIMX JI€UYEHUE JIEBOQIIOKCAlMHOM B KOMOMHALMM C HENpsIMbIMU
AHTUKOATYJIIHTaMH (Harmpumep, Bap(apruHOM), HaOIIONATOCh MOBBIIICHHE MPOTPOMOMHOBOTO
BpeMeHHU / MEXyHapOTHOTO HOPMAIM30BaHHOTO OTHOILICHUS M/ Pa3BUTHE KPOBOTCUCHHMS, B

TOM uuciae U Tspkenmoro. [loaToMy 1ipu  OZHOBPEMEHHOM MPUMEHEHMHM  HEMPSMBIX
11
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AQHTUKOAryJIIHTOB U JIeBO(JIOKCAIIMHA HEOOXOAHM—pPeryAipHbit—KoHTpoib—HoKasateneH
CBEPTHIBAHUS KPOBH.

C npobeneyuoom u yumemuoOuHoM

[Ipy ogHOBpEeMEHHOM MPUMEHEHHH JIEKapCTBEHHBIX IPENaparoB, HApyIIAIOIUX [MOYEUHYIO
KaHaJbIEBYIO CEKPELHI0, TaKUX KaK MPOOEHEeIM] M LUMETUIUH, U JeBO(IOKCAIlMHA CIEaAyeT
cO0JII0JIaTh OCTOPOKHOCTh, OCOOEHHO Y HAIIMEHTOB C MMOYEYHON HEJOCTATOYHOCTHIO.

BriBeienue (movevHblil KIMpEHC) JeBodIoOKcaHa 3aMeUISIETCs 101 ISHCTBUEM IUMETHIHA Ha
24 % u npoOenenuaa Ha 34 %. MajgoBeposITHO, UTO 3TO MOXKET UMETh KIMHUYECKOE 3HAUCHUE
IPU HOPMaJIbHOU (DYHKIIUU TOYEK.

C yuxnocnopurom

JleBodrokcanuy yBeITU4IHBAIl TIEPHOJ MONTYyBBIBeACHHs muKiocnopuHa Ha 33 %. Tak kak 3710
YBEJIMUEHUE HE SBISETCS KIMHUYECKH 3HAYUMBIM, KOPPEKIHMH J03bl IUKJIOCIOPUHA MPH €ro
OJIHOBPEMEHHOM MPUMEHEHUH C JIEBO(IIOKCAIIMHOM HEe TpeOyeTcs.

C enroxokopmuxocmepouoamu

OnHOBpeMEHHBIN IPUEM TIFOKOKOPTUKOCTEPOHI0B OBBILIAET PUCK Pa3pbIBa CYXOXKMINM.

C nexapcmeennvimu npenapamamu, yorunaowumu unmepsan QT

JleBodriokcanuH, Kak U Japyrue (GTOPXUHOJNOHBI, TOJKEH MPUMEHSTHCS C OCTOPOKHOCTBIO Y
MalMeHTOB, TMPUMEHSIOMMUX Tpenaparbl, yuauHsoomme wuHtepBan QT  (mampumep,
aHTHapuTMu4eckue cpeacTna kiacca [A u IIl, Tpunuknnyeckue aHTUAEIPECCAHThI, MAaKPOJIUIbI,
HEHpOJENTUKN).

IIpouue

[IpoBeneHHBIE KIMHHUKO-(DapMaKOIOTUYECKUE WCCIEAOBAaHUS NS HM3YyUYEHHUS BO3MOXKHBIX
(hapMaKOKMHETHYECKUX  B3aMMOJICUCTBHIM  JIEBOQUIOKCAIIMHA C  Kalbyusi  KapOOHAMOM,
OUSOKCUHOM, 2TUDEHKIAMUOOM, PAHUMUOUHOM T 8apghapuHom TIOKa3au, 4To (hapMaKOKHHETHKA
neBodIIOKcalMHA MPU OJHOBPEMEHHOM MPUMEHEHUH C 3TUMH TpernaparaMyd He U3MEHSIeTCS B
JIOCTAaTOYHOM CTENEeHHU, YTOOBI 3TO UMENO KIMHUYECKOE 3HaYCHHUE.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALUSA

JleBohnokcaliiH MPOTUBOTIOKA3aH JJII TMPUMEHEHHS y OCEPEeMEHHBIX U KOPMSAIIUX TPYABIO
JKEHIIUH.

4.7. Baiusinde HAa CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpeJACTBAMH M padoTaTh ¢
MeXaHu3MaMH

Takue moOounbie 3ddextsr npemapara JleBodnokcarmu-AKOC, kak TOJTOBOKPYXEHUE WIH
BEPTUTO, COHJIMBOCTh U PAaCCTPOMCTBA 3peHus (CM. pa3zen 4.8), MOTyT CHUKATh ICHXOMOTOPHBIE
peakIMU M CIOCOOHOCTh K KOHIIGHTPAllMM BHHUMAaHHS. JTO MOXET IMpPEICTaBIATh COOOi

OTpeIeNIeHHBI PUCK MPH 3aHITHUU ACSITENBbHOCTHIO, TpeOyromeld OBICTPOTHI MCUXOMOTOPHBIX
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PEeaKIHii ¥ CIIOCOOHOCTH K KOHIICHTPAIIUY BHUMAHH-(HafpHMep; APH-YHPaBieHHH-aBTOMOOHAEM;
HpI/I O6CJIy)KI/IBaHI/II/I MalllMH W MCEXaHU3MOB, HpI/I BBIITOJIHCHUHN pa60T B HCYCTOf/'I'-H/IBOM
TTOJIOKCHUN ).

4.8. HexkesaTesIbHbIE peaKIUU

PesroMe HexenaTeabHbIX PEAKIINNI

VYkazanHble Hrke 1000uYHBIE 3((EKTHl TPEJACTaBICHBI B COOTBETCTBUU CO CIICAYIOIIUMU
rpajanusMu 9acTOThl MX BO3HHKHOBEHHs: O4eHb yacTo (> 1/10), wacto (> 1/100, HOo < 1/10),
Hevacto (> 1/1000, o < 1/100), peaxo (= 1/10000, vo < 1/1000); ouenp peako (< 1/10000),
4acTOTa HEU3BECTHA (HA OCHOBAHUU MMEIOIIMXCS TaHHBIX OLICHUTh HEBO3MOXKHO).

annvie, nonyuennvle 6 KIUHUYECKUX UCCIE008AHUAX U NPU NOCMPESUCTPAYUOHHOM HPUMEHEHUU
Jegoghnoxcayuna

Hngpexyuu u unsazuu:

Heyacmo. TPUOKOBBbIE WH(MEKIMH, Pa3BUTHE PE3UCTEHTHOCTH MATOTEHHBIX MUKPOOPTaHU3MOB.
Hapywenus co cmopoHbl Kposu u tumpamuieckoi cucmembl.

Heuacmo: JEUKONeHHs (YMEHBIICHHE KOJIUYECTBA JIEUKOIUTOB B mepudepryeckord KpOBH),
s03uHO( NS (YBETHUYCHHUE KOIMYECTBA 303UHO(DUIOB B TepUpEpUIECKOil KPOBH);

peoko: HeWTponeHus (yMEHbIIEHHE KOJMYecTBa HEHTpoduiIoB B mnepudepruueckoil Kposn),
TpOMOOLIUTONEHUSI (YMEHbIIEHHE KOJIWYECTBA TPOMOOIMTOB B MNepUPEpUUECKOil KPOBH);
yacmoma HeuzecmHa (NOCMpecUCMPayuoHHble OaHHble): TIAHIUTONCHHUS (yMEHBIICHHE
KOJIMYecTBa BceX (OpPMEHHBIX JJIEMEHTOB B Mepudeprueckoil KpoBH), arpaHyJIOIMUTO3
(OTCyTCTBHE MJIM PE3KO€ YMEHBIICHHE KOJIWYEeCTBA IPaHYJOLUTOB B Nepupepuyeckoil KpoBH),
reMOJINTUYECKasi aHEMHUSI.

Hapywenus co cmoponsl uMMyHHOU cucmembl.

PeoKo. aHTHOHEBPOTUIECKHUI OTEK;

yacmoma  HeusgecmHa — (nocmpecucmpayuorHvie — OaHHble).  aHAQWIAKTUYECKHH  IIOK,
aHaUITAKTOUTHBIN TIOK.

AHadpwmakTiyeckue ¥ aHaQUIAKTOWIHBIE PEaKIMH MOTYT HHOTJA pa3BUBATHCS HaKe ITOCIE
BBEJICHUSI IEPBOM JO3bI ITpenapara.

OHOOKpUHHbIE HAPYUWIEHUs:

PeoKo. CUHIPOM HeaJIeKBaTHON CEKpEeIH aHTHINYPETUYECKOT0 TOPMOHA.

Hapywenus memabonuzma u numanus:

Heuacmo.: aHOPEKCHS;

peoKo. TUTIOTIINKEMUS, OCOOCHHO Yy MAIMeHTOB C CaxapHbIM AMAa0ETOM (BO3MOXKHBIE MPH3HAKH

TUTIOTJIMKEMHUU: «BOJYUI aNMETUT, HEPBO3HOCTh, UCIIAPHHA, IPOXKb);
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yacmoma HeuzéecmHa: THUNEPTIIUKEMHUS, T
TUTIOTJIMKEMHYECKOH KOMBI, OCOOCHHO y TMAIlMeHTOB IOXKUJIOTO BO3pacTa, y MAIMEHTOB C
caxapHbIM Jua0eTOM, IMONYYAMIIUX JICYCHHE IMpernapaTaMi HWHCYJIHHA WU TEepOpPaThbHBIMU
TUIOTIMKEMUYECKUMH TpernapaTamu (cM. pasnen 4.4).

Tcuxuyeckue napyuienus™:

yacmo: OECCOHHMIIA;

Heuacmo: 4yBCTBO OECIIOKOICTBA, TPEBOra, CIIyTAHHOCTh CO3HAHMUS;

peoKo: ICUXUYECKUE HapyLIeHUs (HalpuMep, TajUTIOLMHALINY, TTApAaHOMs ), AeTIPECCHS, KU TALIHS
(BO30y>KIeHKE), HAPYIIICHUE CHA, HOYHBIC KOIIIMApPHI;

yacmoma HeuzgecmHa (HOCmMpe2ucmpayuoHHvle 0anHble): HApyUICHUS TICUXUKH ¢ HAPYIICHUSIMHU
MOBEJICHUS C TPHYMHEHHEM ce0e Bpena, BKIIIOYas CYWIUIAIBHBIC MBICTH H CYHIHIaTbHBIC
MOMBITKY, HEPBO3HOCTb, HAPYIICHWsI MaMATH, ACTUpU (BKIIOYas HapylIeHWUs BHUMAaHUS,
JI€30PUEHTAIIHIO).

Hapywenus co cmopoHbl nepsHOll cucmembl *:

yacmo: TOJOBHasI 00JIb, TOJIOBOKPYKECHHUE;

Heuacmo: COHINBOCTb, TPEMOp, AUCTeB3Us (M3BpaIllCHHE BKyCa);

peoKo: lapecTesus, Cy10poru (cM. pasnen 4.4);

yacmoma HeusgecmHa  (nocmpe2ucmpayuonHvle OaHHvle): Tiepudepuueckas CeHCOpHas
Helponatus, nepudeprudeckas CCHCOPHOMOTOpHAas HeponaTust (cM. pasnen 4.4), TUCKUHE3Us,
OKCTpaNupaMUJHbIE PACCTPONCTBA, areB3usi (MOTEpsl BKYCOBBIX OUIYIIEHWi), MapocMus
(paccTpoicTBO ONIyIICHMs 3amaxa, OCOOEHHO CyOBEKTHBHOE OIYIICHHE 3amaxa, 0ObEKTUBHO
OTCYTCTBYIOILIETO), BKJIIOYasl MOTEPI0 OOOHSHUS, OOMOPOK, MOBBIIIEHHE BHYTPHUEPEITHOTO
JaBjeHHs (JOOpOKaueCTBEHHAS BHY TPHUYCPEITHASI TUTICPTECH3HSI, ICEBI00MYX0JIb MO3Ta).
Hapywenus co cmoponvl opeana 3penus™:

peoKo: HapYUICHUS 3pEHUs, TAKUE KaK PaCIUIBIBYATOCTh BUIUMOTO H300pasKeHUS;

yacmoma HeuzgecmHa (nocmpe2ucmpayuoHHvle 0anHvle): TPEXoasiIast MoTeps 3peHus, YBEHT.
Hapywenus co cmoponvl opeana ciyxa u nabupunma™:

Heuacmo. BEPTUTO (4yBCTBO OTKIIOHCHHSI WJIA KPYKCHHsI COOCTBEHHOTO TeJla MIH OKPYKAFOIIHX
MPEIMETOB);

peoKo: 3BOH B yIIax;

yacmoma HeuzgecmHa (nocmpe2ucmpayuoHHvle 0aHHble): CHIKEHHE CITyXa, TOTepst CIyXa.
Hapywenus co cmoponwl cepoya™*:

peoKo: CUHYCOBasi TAXUKAPAWS, ONIYIIICHUE CEpIIICONCHHUS,;
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yacmoma Heu3eecmHa (NOCMpe2UCmpayuoHbre——oansre)—yrinHernne—nnrepsaia—QT;
eIy TOYKOBBIC HAPYIICHUS PUTMA, JKEITy T0UYKOBas TAXUKAPIUS, )KEITyJ0UKOBasi TAXUKAPIUs TUIIA
«IHUPY3T», KOTOPbIE MOT'YT IPUBOJUTH K BHE3AITHON OCTaHOBKE cepaua (cM. pa3zaensl 4.4, 4.9).
Hapywenus co cmoponwt cocyoos™*:

yacmo: ¢pnedur;

PpeoKo. CHIKEHUE apTepHaIbHOTO JIaBICHHUS.

Hapywenus co cmoponbl OblxamenvHou CUcmembl, 0p2aHo8 epYOHOU KIemKU U cpeo0OCmeHUs.:
Heuacmo: OJIBIIIKA;

yacmoma HeuzgecmHa (NOCmpe2ucmpayuoHusvie OauHvle): OpPOHXOCNAa3M, aJUIepPruuecKuit
ITHEBMOHHUT.

Kenyoouno-kuweunvie napyuienus:

yacmo: 1uapesi, pBoTa, TOIHOTA;

Heuacmo: 00Jb B )KUBOTE, IUCIEIICUs, METEOPHU3M, 3a110p;

yacmoma HeuzeecmHa (NOCmpe2ucCmpayuorHsvle 0aHHble): TeMopparudeckas quapesi, Kotopas B
OYCHb PENIKUX CIY4asiX MOXET OBITh MPU3HAKOM YHTEPOKOJINTA, BKIIFOYAsI ICEBAOMEMOPaHO3HBIN
KOJIUT, MaHKpeaTuT (cM. pasnen 4.4).

Hapywenus co cmopoHbl nevenu u sHceniesbi800auux nymei.

yacmo: TIOBBIIIEHWE AaKTHBHOCTH «IEYCHOUYHBIX» (EPMEHTOB B IUIa3Me KpPOBH (HAmpumep,
anannHamuHoTpaHcgepassl  (AJIT), acmapraramunotpanchepassl (ACT)), mnoBblIeHHE
akTUBHOCTH wienoyHoi ¢ocdaraszsl (IP) um ramma-ramyramunrpancdepassl (ITT) B mmazme
KPOBH;

Heuacmo: TIOBbIIIEHHE KOHIIEHTPpAaLuU OMIMpyOrHa B TJIa3Me KPOBH;

yacmoma HeuzeecmHa (NOCmMpe2ucmpayuoHubvie OaHHble): TEeYEHOYHAas HEeAO0CTaTOYHOCTh
TSDKEJTION CTETIeHHM, BKITIOYAst CIydal Pa3BUTHUSI OCTPOW MEYCHOYHOW HEJJOCTATOYHOCTH, HHOT/IA C
JIeTadbHBIM MCX0JIOM, 0COOEHHO Yy MAIlMEHTOB C TSXKEJIBIM OCHOBHBIM 3a00JIeBaHUEM (HaIllpuMep,
y MaIMeHTOB C CENICUCOM), TEMaTUT, XKeJITyXa.

Hapywenus co cmopoHbl KodcU 4 NOOKOACHBIX MKAHE.

Heuacmo. KOXHas CBIb, KOXKHBIN 3y/l, KpaIMBHHUIIA, THTIEPTHIPO3;

peoKo. JIeKapCTBEHHAs peakius C 303uHOpuiIMel M cucremMHoi cumnrToMaTukoi (DRESS-
CHUHJIPOM), (PMKCHUPOBAHHAs JIEKAPCTBEHHAS ChIIb;

yacmoma Heusgecmua (nocmpe2ucmpayuonHvie OaHHble). TOKCHYECKHH 3NuiepMalbHbIN
HeKposn3, cuHapoM CtuBeHca — J[PKOHCOHA, SKCCyTaTUBHASI MyJIbTU(OPMHAS dpUTEMA, PEAKITHA
¢dorocencuOMIM3anuy (MOBBIIICHHAS YYBCTBUTEIBHOCTh K COJHEYHOMY M HCKYCCTBEHHOMY

yIbTpaduOIeTOBOMY H3Iy4eHHUI0) (cM. pazgen 4.4), JeHKOLUUTOKIACTUYECKUN BaCKYJIHT,
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CTOMAaTHUT. Peakyum co CTOPOHBI KOXKH U CITU3UC
10CJIe BBEJICHUS NIEPBOi1 1036 IIpenapara.
Hapywenus co cmoponvl MbluieuHoul, cKeiemHot U COeOUHUMENbHOU MKAHU *:

Heuacmo: apTpajrus, MUAJTUS;

peoko: TOpaXKEHUE CyXOXWIMH, BKIIOYAas TEHIUHUT (HAIpHMEp, axXWwiioBa CyXOXKHIIHS),
MBIIIEYHast  CJIAa0OCTh, KOTOpas MOXKET OBITh OCOOCHHO OIacHa Yy TMAalUeHTOB C
NICeBIOMApAIUTHYECKOM MUuacTeHuei (myasthenia gravis) (cMm. pasaen 4.4);

yacmoma Heuzeecmua (NOCMpecUCmMpayuoHHsvle OaHHbvle): PadJIOMUOIN3, PA3PBIB CYXOKUIIHS,
HaIlpuMep, aXUuioBa CYXOXKWINS (3TOT MOOOYHBIN A (PeKT MokeT HabMtoMaThes B TeueHue 48
YacoB IOCJIC HAyaJla JICYCHUS] U MOXET OBITh JBYCTOPOHHUM [cM. Takxke pasnen 4.4]), pa3pbiB
CBSI30K, pa3pbIB MBIIIIII, apTPUT.

Hapywenus co cmoponwvl nouex u Mouesbl800auux nymei.

Heuacmo: TIOBBIIICHHE KOHIICHTPALUH KPEaTHHUHA B CBIBOPOTKE KPOBH;

peoko.  ocTpas ~ TOYEYHass  HEJOCTATOYHOCTh  (Hampumep,  BCJIEACTBHE  Pa3BUTHS
WHTEPCTUIIUATBHOTO HEPpUTA).

Obwue Hapywenus u peakyuu 8 mecme 66e0eHUsL ™.

yacmo: peakiys B MecTe BBeZieHUs (00J1e3HEHHOCTh, THIIEPEMUs KOXKN);

Heuacmo. acTeHHS,

peoxo: upeKcHs (MOBBILICHUE TEMIIEPATYPHI TENA);

yacmoma neuzgecmua: 00ib (BKJItOYasi 00Jb B CIIMHE, IPYIU, KOHEYHOCTSIX).

Lpyeue 6o3modicHble Hedcenamenvhbie QP Gexmpl, OMHOCAUWUECS KO 8CEM PMOPXUHOIOHAM OYEHb
peoko: IPUCTYIBI NOPGUPHH Y NAIIUEHTOB ¢ HOphHUpHUEii.

* B oueHb peAKuX cIydasx Mpy NPUMEHEHUH XHHOJIOHOB B (PTOPXUHOJIOHOB, HHOTIa HE3aBHCUMO
OT HCXOHO UMEIOIINXCS (PaKTOPOB PUCKA, OBLIN 3apETUCTPHUPOBAHBI JITUTEIFHO COXPAHSIONIHECS
(0 HECKOJIbKMX MECALeB WM JIeT), MHBAJUIW3ZUPYIOUIME U MOTEHIHAJIbHO HEoOpaTUMble
cepbe3Hble MOOOYHBIE PEaKIIMK Ha IIperapar, 3aTparuBaroliie HeCKOJIbKO, a THOTa 1 MHOXKECTBO,
KJIACCOB CHCTEM OPTaHOB M OPTaHOB YyBCTB (BKJIFOUAs TaKUE PEAKIUH, KaK TCHIMHHT, Pa3phIB
CYXOXHJIUS, apTpaiTus, 00Jb B KOHEUHOCTSX, HAPYIICHUE TIOXOAKH, HEWPOTIATHH, CBSI3aHHBIE C
HapecTe3usIMU, JCTIPECCHs, MOBBIIIEHHAs YTOMJISIEMOCTb, HAPYIIIEHUE NTaMATH, HapyIIEHUE CHa, a
TaKXe HapyIlIeHUs clyxa, 3peHHs, BKyca U 000HsSHU) (cM. paznen 4.4).

** 'V panueHToB, MOMy4yaBIIMX (TOPXMHOJOHBI, OBUIM OTMEUEHBl CIy4yal AaHEBPU3MBI H
paccioeHus a0pThl, HHOT/Ia OCJIOKHEHHBIE Pa3pbIBOM (B TOM YHCIE C JIETaIbHBIM HCXOJOM), a
TaKXKe PerypruTalii/He0CTaTOYHOCTH JIF00O0T0 KilanaHa cepaua (cM. paszaen 4.4).

COOGH.IGHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX
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BaxHo coo0maTe O M0J03PEBAEMBIX HEKeFaTeFBHBIX—peakHiix—Hoede—perHeTpatn
JIEKapCTBEHHOTO Iperapara ¢ HeNibl0 00eCTIeYeHNs] HePEPhIBHOIO MOHUTOPUHTAa COOTHOIICHHS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpemapara. MeIuIUMHCKUM pPa0OTHUKAM PEKOMEHIyeTcs
coo0uaTe O JIIOOBIX MOJO3PEBACMbIX HEKENIATENIbHBIX PEAKIMIX JICKapCTBEHHOI'O IIpernapara
yepe3 HAIMOHAIbHBIE CUCTEMbI COOOIIEHUS O HEXKEJATENbHBIX PEAKLUAX TOCYAapCTB-UJIECHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas Penepanus

109012, r. Mocksa, CraBsiHCKas mIomap, 1. 4, crp. 1

®denepanpHas ciyx0a 1o Haa3opy B chepe 3apaBooxpaneHus (PoczapaBuanzop)
Tenedon: +7 (800) 550-99-03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru
www.roszdravnadzor.gov.ru

KLIDI‘ bI3CKas P eCHV6JII/IKa

720044, r. bumikek, yi. 3-s JIuaus, 25

JlemapraMeHT JIEKapCTBEHHBIX CPEACTB M MEIUWLMHCKUX U3Jenuid npu MuHucTepcTBe
3npaBooxpaneHusi Kelprei3ckoil pecmyOnmuku

Tenedon: +996 312 21-92-78

Onekrponnas moura: dismi@pharm.kg

http://pharm.kg

4.9. Ilepeno3npoBka

CuMOTOMBI

Hcxonda W3 AaHHBIX, NOJYYEHHBIX B TOKCHUKOJIOTMYECKHX MCCIEIOBAHUAX HA IKUBOTHBIX,
BaXHEHIIMMHU 0)KMJIa€MBIMU CHUMIITOMaMH OCTPOM IMEpe03UPOBKHU JEBO(IIOKCAIIMHA SBISIOTCS
cumnToMbl co croponsl IHHC (HapymieHuss co3HaHMs, BKJIOYas CIyTaHHOCTb CO3HaHUS,
TOJIOBOKPY>KEHUS U cyJoporu). Ilpu moctperucTpaiiioHHOM NPUMEHEHUH JIEBO(IIOKCAIIMHA MTPU
nepeno3upoBke Habmoganuch 3¢dexTsl co croponsl [IHC, BkIo4as cnyTaHHOCTh CO3HAHMA,
CYJIOpOTH, TAJUTIOLIUHALINM U TPEMOD.

Bo03MOXHO pa3BUTHE TOUTHOTHI U 3PO3UH CIU3UCTON 0O0JIOUYKHU KETYJOUYHO-KUIIEYHOTO TPAKTA.
B kinMHMKO-(papMaKoIOTHUECKUX HCCIEIOBAaHUAX, MPOBEAEHHBIX J03aMHU JeBO(IOKCAIlMHA,
IPEBBIIAIOIINMY TeparneBTH4YecKre, OblI0 MoKa3aHo yauuHeHue uarepsaia QT.

Jleuenune

B ciywyae mnepeno3upoBku TpeOyeTcsl THIAaTeNbHOE HAOJNIOEHUE 3a MalMEeHTOM, BKIIIOYas
MOHUTOPHPOBAHUE 3JIEKTpoKapArorpamMmsl. Jledenne cumnromaTtnueckoe. JleBodaokcanuy He
BBIBOJIUTCSI MTOCPEACTBOM JHanu3a (reMojanann3a, NEPUTOHEATbHOTO AMAIN3a U IOCTOSHHOIO

aMOyJIaTOPHOTO MEPUTOHEATHHOTO Arann3a). Crenuduueckoro aHTUI0Ta HE CYIIECTBYET.
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5. PAPMAKOJIOTMYECKUE CBOVICTB

5.1. ®apmakoaMHaAMHYeCKHe CBOlicTBA
dapmakoTepaneBTHUECKass Trpynmna: aHTHOAKTEpUAIbHBIE CpPEACTBA CHCTEMHOTO JEHCTBHUS;
IIPOM3BO/IHBIE XUHOJIOHA; PTOPXUHOJIOHBI.

Kon ATX: JOIMA12.

Mexanusm aeiicteus U hapMmakoauHamuueckue 3O GEKThI

[Tpenapat JleBodnokcarma-AKOC — cuHTeTHYECKUI aHTHOAKTEpHATbHBIN MTpernapaTr IIHPOKOro
CHEKTpa IEHCTBUS U3 TPyHIbl (TOPXUHOIOHOB, COACPKAIIMN B KaYECTBE aKTUBHOTO BEILIECTBA
neBO(IOKCAIMH — JICBOBpaImarmmi nzomep odiiokcanuna. JleBodmokcanun 6mokupyer JJHK-
rupasy u Ttomnousomepasy |V, Hapymaer cynepcnupaiu3zanuio U cmmBky paspsiBoB JHK,
unruoupyer cunre3 JAHK, BoI3biBaeT rirybokne Mop¢olorndeckue W3MEHEHHs B LIUTOILIA3MeE,
KJIETOYHOM CTEHKE U MeMOpaHax MUKPOOHBIX KIIETOK.

JleBoyioKCanMH aKTHBEH B OTHOIIEGHWU OOJBIIMHCTBA IITAMMOB MHKPOOPTaHU3MOB, KaK B
yCIOBHSX IN Vitro, Tak u in Vivo.

Yyecmeumenvhwvie mukpoopeanuzmol (MIIK < 2 me/n; 30na uneubuposanusi > 17 mm):

— a’po0HBIE TPAMIIONIOKUTENIbHBIE MUKpoopranu3Mel: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (6 m.u. Enterococcus faecalis),
Listeria monocytogenes, Staphylococcus coagulase-negative methi-S¢7) [koaeyrazonecamusnuie,
MemuyuiiuH-4yecmeumenvhvlel-ymepenno uyecmeumensuwvie], Staphylococcus aureus methi-S
(memuyunnun-uyecmeumenviuvie),  Staphylococcus  epidermidis — methi-S  (Memuyunnun-
yyecmeumeinvHule), Staphylococcus spp. CNS (koazynazonecamusnuie), Streptococci epynnsi C u
G, Streptococcus agalactiae, Streptococcus pneumoniae peni I/S/R (nenuyuniun-ymepenno
yyecmeumeinbHvle/-4yecmeumenbHvle/-pesucmenmusie),  Streptococcus — pyogenes, Viridans
streptococci peni-S/R (nenuyunnun-uyecmeumenvhwiel-pezucmenmuvie),

— a’poOHBIE TpaMOTpUIIATENbHBIE MUKpOOpranm3Mel: Acinetobacter spp. (¢ m. u. Acinetobacter
baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella corrodens,
Enterobacter aerogenes, Enterobacter spp. (¢ m. . Enterobacter cloacae), Escherichia coli,
Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae ampi-S/R (amnuyunnun-
yyecmeumenvHulel-pesucmenmuvie), Haemophilus  parainfluenzae, Helicobacter pylori,
Klebsiella oxytoca, Klebsiella spp. (s m. u. Klebsiella pneumoniae, Klebsiella oxytoca), Moraxella
catarrhalis f+/5- (npooyyupyrowue u mnenpooyyupyiowue 6ema-rakmamaswt), Morganella
morganii, Neisseria gonorrhoeae non PPNG/PPNG (nenpooyyupyrowue u npooyyupyrowue
nenuyuniunazy), Neisseria meningitidis, Pasteurella spp. (¢ m.u. Pasteurella multocida,
Pasteurella dagmatis, Pasteurella canis), Proteus mirabilis, Proteus vulgaris, Providencia spp. (s

m. 4. Providencia rettgeri, Providencia stuartii), Pseudomonas spp. (¢ m.u. Pseudomonas
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aeruginosa [ecocnumanvnvle unpexyuu, 6o
nompebosamo kKombunuposannozo newenus]), Salmonella spp., Serratia spp. (¢ m. u. Serratia
marcescens);

— ana’pobuble MuKpoopranu3mbel. Bacteroides fragilis, Bifidobacterium spp., Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella spp.; —
npyrue MukpoopranusMmel: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (¢ m. u.
Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyscmeumenvhvie muxpoopeanusmor (MIIK = 4 wme/n; 30na  uneubuposamus
16—14 mm):

— adpoOHBIE  TIpaMIIOIOKUTEIbHBIE MHKpoopranu3mel:  Corynebacterium  urealyticum,
Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(memuyunnun-pesucmenmnwore),  Staphylococcus  haemolyticus  methi-R  (memuyunnun-
pe3ucmenmuvie);

— aspoOHBIe rpaMOTpHIIaTeNIbHBIE MUKpoopranu3mel: Campylobacter jejuni, Campylobacter coli;
— aHa’poOHbIe MUKpoopranu3mel: Prevotella spp., Porphyromonas spp.

Pesucmenmuvie k nesogpnokcayuny muxpoopeanusmor (MIIK > 8 me/n; 30na uneubuposanus
<13 mm):

— a’poOHBIE TPaMIIONIOKHTENbHBIE MHKpoopranusmel:  Staphylococcus aureus methi-R
(MemuyuiIuH-pe3ucmenHmmole), Staphylococcus coagulase-negative methi-R
(koazynazonecamusnvie memuyuiiun-pesucmenmusie), Corynebacterium jeikeium;

— a’poOHbIe rpaMoTpHIIaTeNibHbIe MUKpoopranu3Mel: Alcaligenes xylosoxidans;

— aHa’poOHBIe MUKpOOpranu3Mel: Bacteroides thetaiotaomicron;

— Ipyrue MUKpoopranusMsl: Mycobacterium avium.

PesncreHTHOCTD

Pe3ncTeHTHOCTD K JIeBOGIIOKCALIMHY Pa3BUBAETCS B PE3yJIbTAaTE MMOATAIMHOTO Mpoliecca MyTaluil
reHoB, Koaupytoumx ode Tononzomepassl tuna II: JITHK-rupa3y u tonousomepazy 1V. Jpyrue
MEXaHU3Mbl PE3UCTEHTHOCTH, TaKHEe KaK MEXaHH3M BIIMSHUS Ha IEHETpPallMOHHbIE Oapbephl
MHUKpPOOHOHM KJIEeTKM (MeXaHu3M, XapakTepHbli s Pseudomonas aeruginosa) m MexaHu3Mm
s¢darokca (aKTUBHOTO BHIBEJCHHSI IPOTUBOMUKPOOHOTO CPEACTBA U3 MUKPOOHOI KIJIETKH ), MOTYT
TaK)K€ YMEHbIIATh UyBCTBUTEIbHOCTh MUKPOOPIaHU3MOB K JIEBO(IIOKCALIUHY.

B cBsi3u ¢ 0COOCHHOCTSMU MeXaHHM3Ma JCUCTBUS JIeBOQIIOKCAIMHA OOBIYHO HE HAOJIOmaeTCs
NEPEeKPECTHON PE3UCTEHTHOCTH MEXKIy JIEBOIIOKCALIMHOM M APYTUMH NPOTUBOMHUKPOOHBIMU

CpeIICTBAMHU.
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M= 1663

oT 04.07. ' b S
(MOCNEOQCBATENEHOCTE 0008)
Knuanueckas sddextuBHOCTE (3dhdeKTHBHOCTE-B=KAHHHICCKHX-—HCCACHOBaHIX—HPJICHeHIH

HHQEKIMI, BEI3LIBAEMBIX IEPEUYNCICHHBIMU HIKE MUKPOOPTraHU3MAMH ):

— a’poOHbBIC TIpaMIIOIOKHUTEIbHBIC MUKpoopranu3Mbl: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes;

— aspoOHbIe rpaMoTpHIIaTeNIbHBIE MUKpoopranu3mel: 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. apmakoKUHEeTHYeCKHUe CBOHCTBA

AOGcopouus

[Tocne BHyTpuBeHHON 60-MuHyTHOW uH(pY3un neBodokcanuHa B go3e 500 Mr 370poBBIM
IOoOpOBOJIbIIAM MaKcHMallbHasi IU1a3MeHHas KoHLEHTpamust (Cmax) COCTaBsiia B CpPEAHEM
6,2 MKT/MIL.

ITpu BBegenun 500 mr neBodiiokcanuHa 1 unm 2 paza B CyTKM paBHOBECHAs KOHLEHTpPAlLUs B
I1a3Me KPOBHU JOCTUTAETCS B TeueHue 48 u.

Ha 10-if neHp BHYTpMBEHHOrO BBeneHUs JeBoduiokcanrHa B go3e 500 mr 1 pa3 B cyTkH Cmax
neBogIoKkcalMaa coctaBisiia 6,4 + 0,8 MKr/mit, a MUHUMaTbHAs! KOHIIEHTPAIIHS JIEBO(IOKCaIIMHA
(KOHIIEHTpAIHS TIEpe]l BBEICHUEM O4YepeTHOM 103b1) B Tu1azMe KpoBH (Cmin) coctasisiia 0,6 + 0,2
MKT/MJI.

Ha 10-it nenp BHyTpHBEHHOTrO BBeJeHMs JeBodiokcanuHa B o3¢ 500 mr 2 pa3a B cyTKH Cmax
neBoduiokcanuHa coctaisuia 7,9 £ 1,1 Mxr/mi, a Cmin coctaBmsina 2, 3+ 0,5 MKr/miL.

Pacnpenenenne

Cas3b ¢ 6enkamu ma3Mel kpoBu coctapisieT 30—40 %. O0bvem pactpeneneHus JieBoIoKcalnHa
coctaiisieT B cpenHeM 100 11 mocne 0JHOKPAaTHOTO U MHOTOKPAaTHOTO BHYTPHUBEHHOTO BBEICHUS
500 Mmr, 4yTO yKa3bIBaeT Ha XOpollee MPOHUKHOBEHUE (TIEHETPAINIO) JIEBO(IIOKCAIIMHA B OpTaHbl
¥ TKaHW OpTaHU3Ma YelIOBeKa.

IIponuxnosenue 6 causucmyro 00010YKY OPOHX08, IHCUOKOCHb INUMENUATbHOU 6bICMUIKU,
anveeoIapHble MaKpogpazu

JleBo(IOKCAaIIMH ~ XOpOIIO IPOHUKAET B  CIU3UCTYIO 000JI0OUYKYy OpOHXOB, IKHJIKOCTb
SMUTENNATBHON BBICTHIIKH, aJIbBEOJSIpHBIE Makpodaru. KosddunueHTsl mneHeTpanud B
CIIM3HUCTYIO 000JI0YKY OpOHXOB M JKHIKOCTH SIUTEIUAILHOW BBICTHIIKH, TI0 CPaBHEHHIO C
KOHIIEHTpalue B mia3Me Kposu, coctaistor 1,1-1,8 u 0,8-3,0 cooTBeTCTBEHHO.

HpOHHKHO@QHue 6 JIe2OYHYI0 NKAHb
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.07.2025 N= 16657

(nocn EA,.;I.'ZI BATENEHOCTE 0008)

JleBoioKcanuH XOPOIIO MIPOHUKAET B JIETOUH yio-FKaHb-e-kod((iteHramMi-HeHeTpatni-—2;0
5,0, 10 CpaBHEHUIO C KOHIIEHTPALMEN B IJIa3M€ KPOBH.

IIponuknosenue 6 anb8eonsAPHYIO HCUOKOCHb

JleBoyioKCanuH XOpOILIO MPOHUKAET B aIbBEOJISIPHYIO )KUJIKOCTh ¢ KO3(PPHUIIMEHTOM MEeHeTpaluu
1,0, Mo cpaBHEHUIO ¢ KOHIEHTpALUsIMU B Tu1a3me KpoBu. [Ipu BBenenuu neBodaokcalta B 103€
500 mr 1 unm 2 pa3a B CyTKH B TeUeHHUE 3-X THEH MaKCUMaJIbHbIE KOHIICHTPALIUH JIEBO(IIOKCAIIIHA
B QJIbBEOJIIPHON KUJKOCTU JOCTUTAIUCh uepe3 2—4 4 mocie BBeAeHUs u coctaBisuid 4,0 u
6,7 MKI/MJI COOTBETCTBEHHO.

IIponuknosenue 6 KOCMHYI0 MKAHD

JleBorioKcanuH XOpPOIIO NMPOHUKAET B KOPTUKAIBHYIO M TyO4yaTyl0 KOCTHYIO TKaHb, Kak B
MPOKCUMAJIBLHBIX, TAK M B TUCTAIBHBIX OT/eNax OeIpeHHON KOCTU ¢ KO3 PHUIIMEHTOM MEeHeTpaluu
(kocTHas TKaHb/TazMa kposwn) 0,1-3,0.

IIponuknosenue 6 CNUHHOMO3208)10 HCUOKOCTD

JleBodrioKcanuH MII0X0 MPOHUKAET B CIIMHHOMO3TOBYIO JKUJIKOCTb.

IIpoHuknoseHue 8 mKaHb NPeocmamenbHoOU Jcene3vl

JleBo(hmOKCaIIH XOPOIIO MPOHUKAET B TKAHb MPEACTATEIBLHOMN JKelle3bl (CpeHee COOTHOIICHHE
KOHIICHTPALIUiI ITpejicTaTeNbHas xele3a / a3ma KpoBU cocTaBisiio 1,84).

Konyenmpayus 6 moue

B Moue co3naroTcst BBICOKHE KOHLEHTPALMK JIEBO(IIOKCALMHA, B HECKOJIBKO pa3 MpeBbIIIatoIIne
KOHIIEHTpAalUH JIEBO(IIOKCAIIMHA B IJIa3Me KPOBH.

buorpancdopmarms

JleBoduiokcanuH B He3HauMTENbHOU creneHu (5 % OT MpUHATON J03bl) METa0OIU3HUpYETCS C
oOpa3oBanueM nemeTHiieBodiokcanuHa u jeBoduokcanuH-N-okcruaa, KOTOpbIe BBIBOJIATCS
noukamu. JleBopokcanuH SBISETCS CTEPEOXUMHUYECKH CTAaOWIBHBIM W HE TIOJBEpPraercs
XUPATHHBIM TTPEBPAICHHSIM.

DJIMMUHALMS

[Tocne BHYTPUBEHHOTO BBEIEHHUsS JIEBO(MIOKCAIIMH OTHOCUTENBHO MENJICHHO BBIBOJUTCS W3
TUIa3MbI KpOBH (Tiepuo1 noayBbiBeneHus [T12] — 68 4), npeumyiiecTBeHHO Yepe3 MoYKH (Oosee
85 % npunsaTON M103b1). OOIIMI KIMpEeHC JeBODIOKCAIIMHA ITOCIIE OJTHOKPATHOTO BBEJICHHUS JO3BI
500 mr coctaBnsia 175 £ 29,2 ma/MuH.

OTcyTcTBHE CYIIECTBEHHBIX pa3nuuuii B (papMaKkOKWHETUKE JIeBO(JIOKCAlMHA TIPU €ro
BHYTPUBEHHOM BBEJICHUU U TpUEME BHYTPh MOJATBEPKIAeT TOT (PaKT, YTO MPUEM BHYTPb U
BHYTPHUBEHHOE BBEJCHUE SBIISIOTCS B3aMO3aMEHSIEMbIMHU.

JInHeNHOCTh (HEMNMHEHHOCTE)

dapMakOKHHETHKA JIEBO(IIOKCALIMHA SBJISAETCS TUHEHHOM B quana3zone 103 ot 50 1o 1000 mr.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.07.2025 N= 16657

(NOCNENOBATENLHOCTL 0008)

IToueunast HeJOCTATOYHOCTE

[Tpr moueuHOW HEAOCTATOYHOCTH (hapMaKOKHMHETHKA JieBoduioKcannHa u3Mensercs. [lo mepe
yXyaueHus (pyHKIMH ToYeK BhIBEIeHUE Yepe3 nouku 1 noyeunsiii kupenc (CIR) ymensmarorcs,
a T12 yBenuuuBaercs.

JInIia moKMI0ro Bo3pacTa

DapMaKOKHHETHKA y TMAlUEHTOB MOXHIOTO BO3pACTa HE OTIMYAETCS OT TAKOBOW y MOJIOIBIX
MAIMEHTOB, 32 UCKIIOYCHHEM pa3Iuduii (apMaKOKHMHETHKH, CBS3aHHBIX C HW3MEHEHUSMU
kinupeHca kpeatunuHa (KK).

[TonoBeIe pa3auyns

q)apMaKOKI/IHeTI/IKa JIGBO(l)JIOKcaIII/IHa Y MY’KYHMH 1 )KCHIIWH HC Pa3JIN4acTCs.

6. DPAPMAIIEBTUUECKHUE CBOVICTBA

6.1. IlepeyeHb BcIOMOTraTeIbHBIX BelIECTB

Harpus xnopun

Bopa g nabekui

6.2. HecoBmecTUMOCTB

PactBop mpemnapara JleBogiokcanmH-AKOC, 500 mr, Henb3st cMeIuBaTh € TeMapuHOM HIIH
pacTBOpaMu, UMEIOIMMH LIEJIOUHYIO PEAKIUIO (HallpuMep, ¢ pacTBOPOM OnKapOOHaTa HaTpus).
JlaHHbIN JIeKapCTBEHHBIN IpenapaT He cieayeT CMelMBaTh C JPYTMMHU JIEKApCTBEHHBIMU
npernapaTami, 3a UCKJIIOUCHUEM YITOMSIHYTBIX B pasjene 6.6.

6.3. Cpok roaHocTH (CPOK XpaHeHusl)

3 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTb B 3alIMIIEHHOM OT CBETa MecTe, ipu Temneparype He Boiuie 25 °C. IIpu koMHaTHOM
OCBEIICHNU MH(Y3UOHHBIA PaCTBOP MOXKET XPaHUTHCS O€3 cBeTO3aluThl He Ooiee 3 nHeil. He
3aMOpaXKUBaTh.

6.5. XapakTep u cojep:kaHHe MEPBUYHOI YIAKOBKH

[To 100 mum Bo (rakoHBI OpPAaHKEBOTO MM OECHBETHOTO CTEKIa BMeCTUMOCThIO 100 mut,
TrepMETUYHO YKYHNOpPEHHbIE MPOOKaMM PE3MHOBBIMHU, OOKATHIMHM KOJIMAYKaMH aTIOMUHUEBBIMU
WX KOJITAYKaMi KOMOMHUPOBAHHBIMU QJIFOMUHUEBBIMH € TUIACTMACCOBBIMHU KPBIIIKAMHU.

Ha xax b1t piakoH HAKJIEUBAIOT dTHKETKY CaMOKJIESTITYFOCS.

1 pmakoH ¢ TUCTKOM-BKIJIA IbIIIEM TOMEUIAOT B AUYKy U3 KapTOHA.

35 ¢QunakoHOB C paBHBIM KOJUYECTBOM JIMCTKOB-BKJIAIBIIICH MOMEIIAIOT B SIIMK, JUIS

CTallMOHAPOB. Ha AWK HAKJIICUBAIOT 3TUKCTKY.
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COOTBETCTEBYET 3KCINEP T.H OMY OTUYETY

— -

6.6. OcolOble Mepbl NPETOCTOPOKHOCTH—HPH—YHHYTOKEHIHI—HEHOT530BAHHOFO—

JIEKAPCTBEHHOI'0  Mpemapara WIH OTXO0A0B, TMOJYYEHHBIX TMoOcCJe TPUMEHEHUs
JIEKAPCTBEHHOI'0 NMpenapara, v Apyrue MaHUIYJISAIHHU € PenapaToM

[Ipenapar JleBoduokcanma-AKOC, 500 Mr, coBMecTHM cO CIAEAYIOIIMMH HWH()Y3MOHHBIMU
pactBopamu: 0,9 % pacTBOp HaTpus xjopuaa, S % pacTBop AeKCTpo3bl, 2,5 % pactBop Punrepa
C JIEKCTPO30H, KOMOMHUPOBAHHBIC PACTBOPHI LISl MAPEHTEPATLHOTO MUTAHUS (AMUHOKHUCIIOTHI,
YTJIEBO/IbI, SIIEKTPOJIUTHI).

Ilocne uzeneuenus @raxkoHa u3z KApmMoOHHOU NAYKU UHQDY3UOHHBIL pPACMBOp NPpU KOMHAMHOM
oceeujenuU Modtcem XpaHumscs 6e3 ceemosawumul He bonee 3 ouetl!

Becw ocraBmmiics iekapCTBEHHBIN TTpenapat U OTXObI CIEYyET YHUYTOXKHUTh B YCTAHOBJICHHOM

MOPSIZIKE.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

I[TAO «Cunres»

Anpec: 640008, Kyprauckas 061., r. Kypran, npocnext Koncrurymuu, 1. 7.
Tenedon: +7 (495) 646-28-68

OnekrponHas moura: info@binnopharmgroup.ru

7.1. IlpencraBuTe/ib AepKaTesisi perucTPAllMOHHOIO YAOCTOBEPEHUS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJATH 110 aApECy

Poccuiickasa ®edepayus

I[TAO «Cunres»

Anpec: 640008, Kyprauckas 061., r. Kypran, npocnekt Koncrurymum, 1. 7.

Tenedon: +7 (495) 646-28-68

OnekTponHas noyra: info@binnopharmgroup.ru

Kuipevizckaa Pecnybauka

AHO «HaunonanbHbIN Hay4YHBIN HIEHTP hapMaKOHaI30pa»

Anpec: 105005, Poccust, r. MockBa, yi. baymanckasi, a. 6, ctpoenue 2, atax 9, opuc 923
Ten.: +996 99 901-50-45, +7 (499) 504-15-19

OnekTponHas noyra: adversereaction@drugsafety.ru

8. HOMEP PETCTPAIIMOHHOT' O YIOCTOBEPEHUS
JITT-Ne(000460)-(PT-RU)
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COOTEBETCTEYET ZKCNEPTHOMY OTYETY
ot 04.07.2025 N2 16697
: AR CTIOHOC Th 0008)
9. I[ATA HEPBHqHOH PEFHCTPAHHH ( TOUATOUT IV 7E § 108 XA C T L IX I ViYL

HEPEPETUCTPALIUN)
Hara nepBoii peructpauuu: 17.12.2021

10. JATA IEPECMOTPA TEKCTA

OO0mas xapakTepHuCTHKa JiekapcTBeHHOro mpemapara JleBodmokcanua-AKOC poctynmHa Ha
uH(pOpMallMOHHOM TMopTaje EBpa3suiickoro SKOHOMHYECKOro cO03a B HH(OpPMAIMOHHO-
KOMMYHHUKaIMOHHOM cetn «HTepHe™: http://eec.eaeunion.org/.
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