COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 25.03.2026 N2 6073

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

I'meBo, 500 mr, TAOIETKH, MOKPHITHIE TNIEHOYHOU 0O0TIOYKOM.

2. KAYMECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JleiicTByIOIIEE BEIMIECTBO: JICBO(MIOKCAIIHH.

Kaxknas Tabierka, MoKpbITash TUICHOYHON 000J104K0#, coaepkuT S00 mr neBoduiokcanuHa (B BUIC
TEMUTHIPATA).
[TonHbIi TepeyeHb BCIIOMOTaTeIbHbIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabeTku, MOKPHITHIC MJICHOYHON 000I0YKOM.
CBeTI0-0paHKEBOTO I[BETA JBOSKOBBIMYKIbIC TAOJCTKU KAlCYJIOBUIHOW (OPMBI, TOKPHITHIE
IJICHOYHOU 000JI0YKOM, C PUCKOM Ha OJTHOM CTOPOHE.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHHU IO

[Tpenapat ['eBo MOKa3aH K MPUMEHEHHIO y B3POCIIBIX [T JISUeHUST HH()EKIIMOHHO-BOCTIATIUTEIHHBIX
3a00J1eBaHNH, BBI3BAHHBIX UyBCTBUTEJILHBIMHU K JIEBOUIOKCALIMHY MUKPOOPTraHU3MaMU:

—  OCIJIO’)KHEHHBIE HH()EKIIMU MOYEBBIBOSAIINX ITyTEH U MUEIOHEPPUT;

— XpOHMYECKUH OaKTepuanbHbIN MPOCTATUT;

— JUIsl KOMIUIEKCHOTO JIEUYEHHs JIeKapCTBEHHO-YCTONUMBBIX (hOpM TyOepKyIesa;

— npoduIaKTHKa U JIEYeHUEe CUOMPCKOM A3BBI IIPU BO3AYLIHO-KANEIbHOM MYTH 3apaKEeHHUS.
Jlist nedeHus ciaenyomux UHPEKIMOHHO-BOCTIAIUTEIbHBIX 3a00J€BaHUN JIEBO(IIOKCAIIUH MOXET
MIPUMEHSTHCS TOJIBKO B KAUECTBE aJIbTEPHATUBHI IPYTUM MPOTUBOMUKPOOHBIM Mpenaparam:

— BHEOOJbHMYHASI THEBMOHUS;

—  OCJIO’)KHEHHbIE MH(EKIINU KOXKHU U MATKUX TKaHeu;

— OCTpBIi OaKTEepHATIbHBIN CUHYCUT;

— 000CTpeHHe XPOHUYECKOTO OPOHXHTA;

— HEOCJIOXXHEHHBIN IIUCTHUT.

IIpu mnpumeHenun mpenapata [7eBo cregyer y4yuTHIBaTh O(UIMAIBHBIE HAIMOHAJIbHBIE
pPEKOMEHJALMU [0 HaJUIeKalleMy HPUMEHEHHI0O AaHTHOAKTepHaJbHBIX IpernapaTroB, a TaKkxke
YyBCTBUTEIBHOCTh MATOTEHHBIX MUKPOOPTAaHU3MOB B KOHKPETHOM cTpaHe (cM. pazaen 4.4.).

4.2. Pe:xuM 103MPOBaHUS M CI0CO0 MPUMeEHEHHU s

YuuteiBas TO, 4TO OMOJOCTYIMHOCTH JIeBO(DIIOKCAIIMHA TIPU TIpreMe Tpenapara ['1eBo B TabieTkax
paBHa 99-100 %, B ciydae mepeBojAa MalKMeHTa ¢ BHYTPUBEHHOM MH(Y3UM JeBO(IOKCAI[MHA Ha
npueM TaOJIETOK CIIeAyeT MPONOJDKATh JIeYeHHWE B TOM Ke J03e, KOTopas NPUMEHSIach IpU
BHYTPHUBEHHOM nHOY3uM (cM. paznen 5.2.).

Pexxnm 1o3upoBanus
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Pexxum nmo3upoBaHMsI  ompenensieTcs  XapakTepoM U Harectno-- ﬁkﬁ&)%ﬁ': Ca5 Fe

YYBCTBUTEIHHOCTBIO MpeArnoiaaraeMoro Bo3oyaurens. [IpoaomkuTeabHOCT JeueHusl BapbupyeT B
3aBUCHUMOCTH OT T€UEHUs 3a00JIeBaHUSL.

Pexomenoyemvie pesxxcum 003uposanus u npoooaNCUMeNbHOCb JleYeHUs y NAYUEHMO8 C HOPMATbHOLU
¢ynxyuei nouex (KK >50 ma/mun)

Ocnooichennvie _ungexyuu moueswvleooawux nymeu. mo 1 tabmerke 500 Mr 1 pa3 B cyTku
(cootBercTBenHO 10 500 Mr neBodokcanuua) — 7—14 nueit.

Huenoneppum: no 1 Tadbnerke 500 mr 1 pa3 B cyTku (coorBeTcTBeHHO 110 500 MT J1eBOdI0KCAIIHA)
— 7—10 nuei.

Xponuueckuil bakmepuanvuwvii npocmamum: 1o 1 tadnetke 500 Mr 1 pa3 B CyTKH (COOTBETCTBEHHO
no 500 mr neBogokcanuHa) — 28 nHei.

Komnnexcnoe neuenue nekapcmeenno-ycmouuuswix ¢popm myoeprynesa: no 1 rabaerke 500 mr 1-2
pa3za B cyTku (cooTBeTcTBeHHO 10 500—1000 Mr neBodokcanuHa) — 10 3-X MECSIEB.
Ipounaxmuxa u neyenue cubUpcKol A36bl Npu 8030YUIHO-KANENbHOM NYMU 3apadiceHus: 1o 1
tabserke 500 mr (coorBercTBeHHO MO 500 Mr seBodiokcanmaa) 1 pa3 B CyTKH B T€UCHHE 10 8
HeJIelb.

Buebonvnuunas nnesmonus: o 1 rabnerke 500 mr 1-2 pasa B cyrku (coorBercTBeHHO 110 500—1000
Mr JieBouiokcanuHa) — 7—14 mHeH.

Ocnooichenmbie UHGeKyuU KOJHCHbIX NOKP0Bo8 u Maekux mraneu.: o 1 tadnerke 500 mr 1-2 pasa B
cyTku (cootBeTcTBeHHO 10 500—1000 Mr neBodokcanuua) — /—14 nHei.

Ocmpuiii 6axmepuanvusiii cunycum: 1o 1 Tabnerke 500 mr 1 pa3 B cyTku (cooTBeTCTBEHHO 10 500
Mmr sieBouiokcanuHa) — 10—14 gueit.

Obocmpenue xponuueckozo opouxuma: no 1 tabnerke 500 mr 1 pa3 B CyTKu (COOTBETCTBEHHO I10
500 mr neBodokcanuua) — 7—10 gHEi.

Heocnooicnennoiti yucmum: mo 1/2 rtabnerkum mnpemnapata [nmeBo 500 mMr 1 pa3 B cyrku
(cooTBeTcTBEHHO 110 250 MT IeBOGIOKCAIIMHA) — 3 JHS.

Ilponyck npuema 0OHOU UIU HECKOILKUX 003 Npenapama

Ecnu cnydaiiHo mpomyIieH npuem npemnapara, To clieyeT, Kak MOXKHO CKopee, IPUHSTh OYePeIHYIO
703y | Aajiee MPOAO0JDKATh MPUEM COTJIACHO PEKOMEHIOBAHHOMY PEKHUMY JT03UPOBAHHS.

Oco0ble rpynmnbl NAIMEHTOB

Jluya noowcunozo éo3pacma

Jlis TmalnueHToB TMOXHWIOTO BO3pacTa He TpeOyeTcss KOPPEeKIUH peXHuMa JI03UPOBAHMS, 32
uckimoueHnem cirydaeB cHuxeHust KK 1o 50 mi/Mun u Huxke.

THayuenmor ¢ noueunou neoocmamournocmvio (KK < 50 ma/mun)

JleBotoKCaniiH BBIBOJAMTCS TPEUMYIESCTBEHHO TOYKAMHU, IMOATOMY TIPH JICUCHHH TAIMCHTOB C
HapyleHHON QyHKIUEH mouek TpedyeTcs CHIKEHUE 1036l penapara (cM. TaOIuIly HUXe).

KK

Pexum nozuposanus npenapata [ neso
Pexomennyemas no3a Pexomennyemas nosa
npu KK >50 mn/mun: npu KK >50 mn/mun:
250 mr/24 4 500 mr/24 4

Pexomennyemas nosa
npu KK >50 mn/mun:
500 mr/12 4

50-20 mur/mMmuH

nepBas qo3a — 250 mr,
3aTeM — 1o 125 mr/24 4t

nepBas 1o3a — 500 mr,
3ateMm — 1o 250 mr/24 4

nepBas 1o3a — 500 mr,
3ateM — 1o 250 mr/12 4

19-10 mu/mMuu

nepBas go3a — 250 wmr,
3ateM — o 125 mr/48 ot

nepas go03a — 500 wmr,
3aTeM — 110 125 mr/24 ot

nepas go3a — 500 wmr,
3ateM — o 125 mr/124?

<10 mur/muH
(BKITFOUAS
TeMOTHAITN3 H
ITATIJT?)

nepBas a03a — 250 wmr,
3ateM — o 125 mr/48 ot

nepBas g03a — 500 wmr,
3aTeM — 110 125 mMr/24 ot

nepas 1o3a — 500 mr,
3aTeM — o 125/24 4?
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— tabnerku 500 mr mpenapara ['J1€Bo UMEIOT OAHY )a3nenmggllgf;ﬂga&§§;ﬁ%gjf%[hgﬂ ! e'rhlz'e

1

10361 125 Mr HeBo3MOXKHO. [Ipr HEOOXOIUMOCTH TpUMEHEHUs JeBodIIoKcanuHa B go3¢ 125 mr
CJIeTyeT MCIOIh30BaTh Mpernaparsl JeBoduiokcanraa B (hopme Tadnetok 250 Mr ¢ pa3aenuTeIbHON
PHUCKOM.

2 _ mocye reMoMany3a WM HOCTOSHHOTO aMOy/IaTopHOro meputoHeansHoro anammsa (ITATTJT) ne

TpCGyCTCSI BBCACHU NOIIOJIHUTCIIBHBIX J03.

llayuenmul ¢ neuenouHou HeOOCMAMOYHOCMbIO
[Ipu HapymeHuM QYHKIMM MEYEHH HE TpeOyeTcs KOPpPEKLUHU PeKuMa J03UPOBAHMS, MOCKOIBKY
7eBO(DIOKCAIIUH JIUIIb HE3HAYUTEIHHO META00IM3UPYETCs B IIEYCHHU.

eTu
[Ipenapar ['nmeBo mpoTuBoIoOKka3aH y jaereid B Bospacte oT 0 10 18 jeT mo BceM Moka3aHusM (CM.
paznen 4.3.).

Crnoco0 npuMeHeHus

Buytps, 1 unu 2 pasa B CyTKu.

TabneTku cneayeT MporiiaThiBaTh, HE Pa3KeBbIBAs U 3aMKBAs JOCTATOYHBIM KOJTUYECTBOM KUAKOCTU
(ot 0,5 mo 1 crakana). [Ipu HEOOXOAMMOCTH TAOJETKHM MOXHO pa3jaMblBaTh 110 pa3AeUTEIbHON
Oopo31Ke.

[Ipenapat MOXHO MPUHUMATH NEpe €0H WK B JII000€ BpeMs MEXIy MpHEMaMH IMHUIIH, TaK KakK
MpUeM UM He BIMAET Ha abcopOuro npemnapara (cMm. pazaen 5.2.).

[Ipenapar cieayer NpuHUMATh HE MEHEE YeM 3a 2 9 JI0 WM 4epe3 2 4 Mocje mpruemMa IpenapaTos,
COJIEp>KaIlINX MarHUi W/WiIH aJlOMUHUH, jKeJe30, IMHK, WK cykpaibdaTa (cM. pazaen 4.5.).

4.3. IlpoTuBONOKA3aHUS

e [ WUIepuYyBCTBUTEIBHOCTh K JIGBO(IIOKCAIIMHY, IPYTMM XHHOJIOHAM WJIH K JHOOOMY U3
BCIIOMOTATEIILHBIX BEIECTB, IIEPEUNCIICHHBIX B pa3zaene 6.1.

®  Duiencus.

o [lopaxkeHust CyXOKuIHii IpH npuemMe PTOPXUHOIOHOB B aHAMHE3E.

e Jlerckuii u mOAPOCTKOBBIN BO3pacT A0 18 jeT (B CBSA3U C HE3aBEPIIEHHOCTHIO POCTa CKEJIeTa,
TaK KaK HeJb3s MOJHOCTHIO UCKITIOYUTH PUCK MOPAKEHUSI XPSIIIEBBIX 30H POCTa KOCTEH).

o BepeMeHHOCTI) (HCJ’II)?;SI MOJIHOCTBIO HMCKIIFOYUTH PUCK IMOPAKCHHUA XPALICBBIX 30H pPOCTa
KOCTEeH y Tiofa).

e [Ilepuon rpyaHOro BCKapMIMBaHUs (HEIb3sS TMOJTHOCTHIO HMCKIIOUUATH PHUCK TMOPaKEHUs
XPAIIEBBIX 30H pOCTa KOCTEH Y peOeHKa).

4.4. OcoOble yKka3aHusl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

locnuTanbHble HHPEKIINK, BEI3BAHHBIE CHHETHOMHON MAJIOYKOMI

INocniuranbHble HH(EKIINH, BRI3BAHHBIC CHHETHOWHOM manoukoi (Pseudomonas aeruginosa), Mmoryt
noTpedoBaTh KOMOMHHPOBAHHOTO JICUCHHUSI.

Puck pa3BUTHS PE3UCTEHTHOCTHU

PacmipocTpaHeHHOCTh MPHOOPETEHHON PE3UCTEHTHOCTH BBICEBAEMBIX IIITAMMOB MHUKPOOPTaHU3MOB
MOJKET U3MEHSATHCS B 3aBUCHUMOCTH OT Ireorpa(ueckoro peruoHa u ¢ TCUYCHHEM BpeMeHH. B cBs3U ¢
3TUM Tpebyercst nHpopMaIHs O PE3UCTEHTHOCTH K Mpenapary B KOHKpeTHoOU crpane. s Tepanuu
TSOKENbIX HMHQEeKIud win npu  HedQ(EKTUBHOCTH JIeUEHUs [JOJDKEH ObITh YCTaHOBJIEH
MUKpPOOUOJIOTMYECKU  TUArHO3 C  BBIACIICHHEM  BO3OyAMUTENs W ONpPENEICHHEM  €ero
YyBCTBUTEIBLHOCTH K JICBO(IIOKCAITUHY.

MeTHIHIUIMH-PE3UCTEHTHRIN 30JI0TUCTRIN cTadrIokokk (Staphylococcus aureus)
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OyIeT pe3UCTEHTHBIM K (TOPXUHOJIOHAM, BKIIIOYast JieBodiokcanuH. [ToaTomy sieBoduiokcane He
pEeKOMEHAyeTCs Ui JICYEHUS YCTAaHOBJICHHBIX WJIM MpPEAnojaraeMblX HH(EKIUH, BBI3BIBAEMBIX
METHLMIUIMH-PE3UCTEHTHBIM 30JIOTUCTBIM CTAQHUIOKOKKOM, B CIIy4ae eciii Ja0opaTOpHbIE aHAIHU3bI
HE MOATBEPIAMINA YYBCTBUTEIBHOCTH 3TOI0 MUKPOOPraHU3Ma K JIeBO(IOKCAITUHY.

Ilorepst TpyaocnocoOHOCTH (MHBAIWAM3ALMSA) W HOTEHIMAIbHBIC HEOOpaTUMBbIE CEpPbE3HbIE
HE)KEJIaTeNbHbIC PEaKIUU, 00YCIOBICHHBIE TPUEMOM (TOPXUHOIOHOB

IIpuMeHeHre (QTOPXMHOIOHOB, B TOM u4Hcle JieBOo(IoKcalmHa, ObUIO CBSI3aHO C HOTepel
TPYAOCIIOCOOHOCTH U Pa3BUTHEM HEOOPATUMBIX CEPbE3HBIX HEXKEIATEIbHBIX PEAKLIUil CO CTOPOHBI
Pa3IUYHBIX CHUCTEM OpraHu3Ma, KOTOPbIE MOTYT Pa3BUTbCS OJHOBPEMEHHO Yy OJHOIO U TOTO XK€
nanuenta. HexenarenbHble peaklUWd, BbI3BaHHBIE (DTOPXMHOIOHAMH, BKIIIOYAIOT TEHIUHHTHI,
paspblB  CYXOXKMJIMH, apTpalruio, MHUAITHI0, Mepudepuyeckyro HeHpomaTtuio, a TaKke
HEeXenarenbHble APPEKTH CO CTOPOHBI HEPBHOM CUCTEMBI (TAILTIOLMHALIMHU, TPEBOTA, NETPECCHUS,
OeccOoHHUIIa, TOJIOBHbIE OOJIM U CIyTaHHOCTh CO3HaHWUsA). JlaHHBIE PEaKLUU MOTYT Pa3BUTHCS B
MEPUOJT OT HECKOJBKUX YaCOB JI0 HECKOJIBKUX HEJENb IO0Cie Hadauia Tepanuu JIEBO(IOKCALUMHOM.
Pa3Butue 3TUX HeXenaTeabHbIX Peaklyil 0TMeYanoch y MallMeHTOB JIF000ro Bo3pacTa v 06e3 Haluuus
MpeIIecTBYOIHX (PakTopoB pucka. IIpm BO3HMKHOBEHHWH MNEPBBIX NMPH3HAKOB MM CHMIITOMOB
JHOOBIX CEPbE3HBIX HEXKEIATENbHbIX PEAKUMH ClleyeT HEMEJIEHHO IpPEeKpaTUTh NpPUMEHEHHE
neBookcaruHa. Ciemyer nzderatb MpuMeHeHHs (PTOPXUHOJIIOHOB, B TOM YHCJIe JeBO(IOKCAIIMHA,
y NAIMEHTOB, Y KOTOPBIX OTMEYAJIMCh JTHOObIE U3 ITHUX CEPhE3HBIX HEXKENATEeIbHbIX PEAKIIUH.
IanueHThl, TpeAPacIoNoKEHHbIE K PA3BUTHIO CYI0POT

Kak u apyrue XMHOJIOHBI, JIEBOQUIOKCAIIMH JIOJKEH C OOJIBLION OCTOPOXKHOCTBIO NPUMEHSTHCS Y
MAIMEHTOB C TMPEAPACIIOIOKEHHOCTBIO K cyoporaM. K TakuMm manmeHTaM OTHOCSATCS MAllUeHTHI ¢
IPEIIECTBYIOUIMMHU MOPAXKEHUIMHU LIEHTPAIbHON HEPBHON CUCTEMBI, TAKMMHU KaK UHCYJIbT, TSXKenas
YeperHo-M03roBasi TPaBMa; NAaIMEHThI, OJHOBPEMEHHO MPHUHUMAIOIINE MPENapaThl, CHIKAIOIINE
IOPOT CYJOPOXHOM aKTHBHOCTU T'OJIOBHOTO Mo3ra (Hampumep, teoduiuiuH; pendyden u npyrue
HECTEPOU/IHBIC IPOTHBOBOCTIANIUTENBHBIC IIpenaparsl (cM. paszzen 4.5.)).

ITpu pa3BUTHN CYAOPOT JIEYEHHE JIEBOPIIOKCALIMHOM CIIEIYET PEKPATUTh.

IlceBnoMeMOpaHO3HbBIN KOJIUT

Pa3zBuBmIasics BO Bpemsl WM MOCJe JieYeHHs JIeBO(IIOKCAI[MHOM Juapesi, OCOOCHHO TsKeIon
CTENEeHU, YHNOpHAasi W/UIU C KPOBBIO, MOXET ObITh, CUMIITOMOM IICEBIOMEMOPAHO3HOIO KOJIWTA,
Bei3piBaecMoro Clostridium difficile. B ciyuae mogo3penus Ha pasBHTHE MCEBIOMEMOPaHO3HOTO
KOJIUTa JIeYeHUE JEeBO(MIOKCAIIMHOM CJeIyeT HEMEJIEHHO TIPEKpPaTuTh M Cpa3y XKe HadaTh
crneun(puIecKyro aHTHOMOTUKOTEPANNIO (BAaHKOMUIIMH, TEHKOMIAaHUH WM METPOHUIA30J1 BHYTPB).
[Tpenapatsl, TOPMO3SIIIHE TEPUCTATBTHKY KUIIEYHUKA, TIPOTUBOTIOKA3aHBI.

TEeHIMHNUT U pa3pbIB CYXOKUIUN

TeHauHHUT, peaKo BOSHUKAIONIMK Ha (JOHE MPUMEHEHHs] XHHOJIOHOB, MOKET MHOT/IA TIPUBOJIUTH K
paspbIBy CYXOXXWJIMH, BKJIIOYas axXWJJIOBO CYXOXKWJIME, U MOXKET ObITh JABYCTOPOHHMM. OJTa
HEe)XeJaTeNbHas PEaKIHs MOXKET Pa3BUTHCS B TeueHHe 48 U Mmocie Havdana JeUYeHHs WU depe3
HECKOJIbKO MECSIIEB MOCIIE 3aBEepIICHUs Tepanuu GTOPXUHOIOHAMH.

[TaneHTHI MOXKUIIOTO BO3pacTa OoJiee MPeapacioIOkKEeHbl K Pa3BUTHIO TCHIMHNTA; y MMAlUEHTOB,
NPUHUMAIOIIUX  (TOPXMHOJIOHBI, PHUCK pa3pblBa CYXOXWIMS MOXKET MOBBIIIATECS  IPU
OJTHOBPEMEHHOM NPUMEHEHUU TIIOKOKOPTUKOCTEPOUIOB. Kpome 5TOro, y MamMeHToB IOCIe
TPAHCIUIAHTAIlMM TIOBBIIIEH PHUCK PAa3BUTHUS TEHIMHUTOB, MOATOMY PEKOMEHAYeTCs COOIoAaTh
OCTOPOXXHOCTh TIPY Ha3HA4YE€HUHM (TOPXWHOJOHOB JAHHOW KAaTErOpWHW MAIMEHTOB. Y MAI[MEHTOB C
HapylmeHUsIMA QYHKIIMU TOYEK CYyTOUHYIO JI03Y CIeAyeT CKOPPEKTHPOBATh HA OCHOBAaHUH KIIMpPEHCa
KpeaTHHUHA.

[TanmenTam cienyeT peKOMEHJIOBaTh OCTaBaThCcs B IOKOE IPH IMOSBIEHUU IEPBBIX MPU3HAKOB
TEHJMHUTOB HJIM Pa3phIBOB CYXOXXWIIMK, U 00paTUThCS K JiedameMy Bpady. [Ipu momo3pennn Ha
pa3sBUTHE TEHAUHUTA WM PA3pPhIB CYXOXKHIUSA CJIEAyeT HEMEIJICHHO IpPEKpaTUTh JeueHHe
npenapatoM [TI€BO W HadaTh COOTBETCTBYIOIIEE JICUCHUE TOPAKEHHOTO CYXOXKWJIHS, HAIpuMep,
o0ecrnedrB eMy TOCTaTOYHYI0 UMMOOUIN3aIuio (cM. pa3aenst 4.3., 4.8.).
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Peakiyu runepyyBCTBUTEALHOCTH (MOCHELOQE

JleBouiokcaniuH  MOXKET  BBI3BIBATH  CEPbE3HbIE, TMOTEHIHMAIbHO  JIETAJbHbIE  pPEaKIHU
TUIEPYYBCTBUTEIHHOCTH (QHTHOHEBPOTUYECKUN OTEK, aHa(QUIAKTUYECKUH IIOK) Jaxke Tpu
MPUMEHEHUH HayalbHbIX A03 (cM. paszen 4.8.). B ciydae ux pa3BuUTHS NalUEHTaM CIEAyeT
HEMEJUICHHO MPEKPaTHTh IPUEM IIpernapara u 00OpaTUTHCS K Bpady.

Tspkenplie KOXkKHbBIC HEKENATeNIbHbIC PEeaKluu

[Tpu npumeHeHun JieBoQIIOKCalMHA OBUIM 3apETUCTPUPOBAHBI TSKEIbIE KOXKHBIC HEXKellaTelbHbIC
peakiuu, BKIIOYas TOKCHMUECKHUW SHuiepMaibHbIi Hekponus (cupapom Jlaienna), cuHIpoM
CruBeHca-/[>KOHCOHA M JICKQPCTBEHHYIO PEAKIIHUI0 C 303UHODUIHEH U CUCTEMHONW CUMITOMATUKON
(DRESS-cuHIpoM), KOTOPBIE MOTYT OBITh KU3HEYTPOKAIOIIMMHI HIIH JIeTalbHBIME (CcM. pasien 4.8.).
[Ipyn Ha3HaUyeHWW Wpemapara MAUCHTHI JOJDKHBI OBITh MPOUH(DOPMHPOBAHBI O MPU3HAKAX U
CUMITOMAaxX TSKEJBIX KOXXHBIX HEXEJIaTeNbHbIX peakUMid M HaXOJUThCS IMOJ TIIATEIbHBIM
MEIUIMHCKUM HaOmoneHueM. [Ipy mosiBieHNH NMPU3HAKOB M CHMITOMOB, CBUAETEIBCTBYIOIIUX O
Pa3BUTHUU JTHUX HEXENaTeJIbHBIX PEaKlui, cielyeT HEeMEIJIEHHO IMPEeKpaTUTh IpUeM Iperapara
I'1eBo 1 paccMOTPETh BO3MOYKHOCTh Ha3HAUYEHUS aJIbTEPHATUBHOT O JieueHus. Eciu npu npuMeHeHnn
neBoQuIOKcallMHA Yy TMAalMeHTa pa3BUjIach TsDKeNash HeXelarejdbHas KOXHas peakius, Takas Kak
cunapoMm CtuBeHca-/[’KOHCOHA, TOKCHUYECKHI snuaepMaibHbiii Hekpoian3 uiu DRESS-cunapowm,
BO300OHOBIISITH MPUMEHEHHE Mpenapara y 3TOro naiueHTa He Cieyer.

Hapyiienust co CTOpOHBI EUEHU U KETUEBBIBOISIIUX TyTEH

CoolOmanoch 0 ciay4yasix pa3BUTUS HEKpo3a T[E€YeHHW, BKIIOYas pa3BUTHE MEYCHOUYHOMN
HEIOCTaTOYHOCTH C JIETALHBIM HCXOJIOM, ITPH IPUMEHEHUH JIeBO(IIOKCAallHA, TTIABHBIM 00pa3oM, y
MAIMEHTOB C TSHKEJIBIMH OCHOBHBIMHU 3a00JI€BaHUSIMU, HAIpUMeEp, ¢ cerncucoMm (cM. pasaen 4.8).
[TarmeHTs! AOKHBI OBITH IPENYNPEXIEHB 0 HEOOXOAUMOCTH MPEKPAILEHUS JICYEHHUS] U CPOYHOTO
oOpallieHus1 K Bpauy B ciy4ae MOSIBICHUS MPU3HAKOB M CUMITOMOB MOPAXKEHHSI TIEYEHHU, TAKUX KaK
aHOpEeKcCus, )KeNTyXa, IOTEMHEHUE MOUH, KO>KHBIM 3y ¥ 00JIU B )KUBOTE.

OcTpblii NAHKPEATUT

VY manueHTOoB, MPUHUMAIOIINX JIEBO(IIOKCAIIMH, MOXET Pa3BUTHCS OCTPHIN MaHKpeaTuT. [lanneHToB
cienyeT MHQOPMHUPOBATH O XapaKTEpPHBIX CHUMITOMAax OCTpPOro maHkpeatuta. Ilpu mosBreHun
TOIHOTBI, HEJJOMOTaHUs, TUCKOM(OpTa B )KUBOTE, OCTPON OOJIM B KUBOTE WM PBOTHI MALUEHTY
clieTyeT HEeMEJUIEHHO 00paTUThCs K Bpady AJisi MEIUIIMHCKOTO obOcienoBanus. [Ipu mogo3pennu Ha
OCTpBIN MAHKPEATUT CJENyeT MPEKpaTUTh MPUMEHEHHE JIeBO(IIOKCAllMHA U HE BO30OHOBIATH €ro
npuMeHenue. lIpenapar cienyer NpuMEHSTh C OCTOPOKHOCTBIO y MAallUEHTOB C MaHKPEAaTUTOM B
aHamHese (cM. pazaen 4.8).

[NarmeHTs! ¢ HApYHIEHUIMHU QYHKITUHU TTOYEK

Tak kak JeBOQUIOKCALMH SKCKPETUPYETCS TJIaBHBIM OOpa3oM uepe3 IOYKH, y MalHueHTOB C
HapylieHussMH (QyHKIUU ToYeK TpeOyercs o0s3aTenbHBIA KOHTPOJIb (DYHKIMK TOYEK, a TakkKe
KOPPEKIHs pexnMa JT03upoBanus (cM. pazzaen 4.2.). [Ipu nedeHnn manueHToB MOKHUIIOT0 BO3pacTa
ClIeJTyeT YYUTHIBATh, YTO Y MAIIEHTOB 3TOM IPYIIBI YACTO OTMEYAIOTCS HapyIIeHHs (QYHKIUU TOYEeK
(cM. paznen 4.2.).

[IpenoTBpailieHNe pa3BUTHS peakiinii HOTOCEHCHOUTN3AIIUN

XoTts ¢poTtoceHCHOUIM3auUs NMPU NPUMEHEHUH JeBO(IIOKCAllMHA Pa3BUBAETCS OYEHb PEIKO, AJIS
MPEAOTBPALIEHHUS €€ PAa3BUTHS MALIMEHTaM HE PEKOMEHYEeTCsl BO BpeMsl JICUEHHs U B TeueHue 48 u
[ocjie OKOHYAHUSl JICUEHHUs JIEBO(IJIOKCALMHOM TIOJBEPraThCsi CHJIBHOMY COJHEYHOMY WJIU
HCKYCCTBEHHOMY YIbTpa(uoIeTOBOMY 0OIyUeHHIO (HampuMep, MOcemaTh CONspuil).
CynepuHdexims

Kak u mpu npuMeHeHUH APYyruX aHTHOMOTUKOB, MPUMEHEHHE JIEBO(IOKCAIIMHA, OCOOEHHO B TCUECHUE
JUIATEIBHOTO BPEMEHM, MOXKET NMPUBOAMTH K YCHJIEHHOMY Pa3MHOXEHHIO PE3UCTEHTHBIX K HEMY
MUKpPOOPTaHW3MOB (OakTepuidi u TpUOOB), YTO MOXKET BBI3BIBATH HW3MEHEHUS HOPMAIbHOM
MUKpOQIIOpHI yesoBeka. B pe3ynbraTe MoxeT pa3BuThes cynepuHpekuus. [losTtomy B xo/1e neueHus
00s13aTeNTbHO MPOBOIUTH TOBTOPHYIO OIIEHKY COCTOSIHHSI MTAIIMEHTA, U, B CIIyuae Pa3BUTHS BO BpeMs
JIeueHus CynepuHpeKInH, clieyeT IPUHUMAaTh COOTBETCTBYIOIINE MEPHI.

Ynunenue unrepsana QT
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(hTOPXUHOJIOHBI, BKITIOUast JIEBO(IOKCAIHH.

[Tpu npumeHeHun GTOPXUHOIOHOB, BKIIIOUAs JIEBOIOKCAINH, CIEIyeT COOITI0IaTh OCTOPOKHOCTh
y TMalUeHTOB C H3BECTHBIMU (aKTOpaMu pucKa yuimHeHus wuHTepBania QT: y mamueHTOB C
HECKOPPEKTUPOBAHHBIMU IEKTPOJIUTHBIMHA HAPYIICHUSIMU (C TUTIOKAIMEMUEH, THTIOMAarHUEMHEH ); C
CHHIIPOMOM BpPOXIEHHOTO yinuHeHus wuHTepBaia QT; ¢ 3aboseBaHusiMu cepaua (cepaedHas
HEJOCTAaTOYHOCTh, WHGAPKT MHOKapaa, Opaaukapaus); MpH OJHOBPEMEHHOM IPUMECHEHHUU
JICKApCTBEHHBIX IPEIaparoB, CIIOCOOHBIX YIUTMHATh MHTEepBaI QT, TakMX Kak aHTHAPUTMUYCCKHE
cpeactsa knacca |A u lll, Tpunukinyeckue aHTUIEIPECCAHThI, MAKPOIUAbl, HEUPOJIEITHKU.
[TareHThI MOKUIIOTO BO3PACTa | MAIMEHTHI )KEHCKOTO T10J1a MOTYT OBITh 00Jiee YyBCTBUTEIbHBIMU
K npenaparam, yuimHsonmmM uatepai QT. TToaTroMy y HEX cielyeT ¢ 0CTOPOKHOCTBIO TPUMEHSTh
(bTOPXUHOJIOHBI, BKJIFOYas JieBoduiokcanuH (cM. pasaenst 4.2., 4.5., 4.8., 4.9.).

[ManueHTs! ¢ 1eUIMTOM [II0K030-6-hochaTaernaporeHassl

Y  [anuMeHTtoB ¢ JIATGHTHBIM  WJIM  MaHU(ECTUPOBAHHBIM  JEPHUIIMTOM  TIHOK030-6-
dochataerniporenasbl UMEETCs IPEAPACTIONOKEHHOCTD K Pa3BUTHIO FEMOJIMTHYECKUX PEaKIUil IpU
JICUCHUH XHHOJIOHAMH, YTO CJICAYET MPHHUMATh BO BHUMAHUE TPH JICYUCHUH JICBO(IOKCAIIMHOM.
JlucrinukeMus (TUIO- U THOEPIVINKEMHUA )

Kak u npu npuMeHeHu# APYruxX PTOPXHUHOIOHOB, IPH IPUMEHEHUH JICBO(IIOKCAIIHA HAOIIOIAIUCh
Cllydyall pa3BUTHS THUIEPIIUKEMHUH W Tunorimukemuu. Ha ¢one Tepanum 1eBOIOKCAIITHOM
JMCTIIMKEMUsT Yallle pa3BUBAlIach Y IMAlMEHTOB IOXHUJIOTO BO3PacTa W MAIMCHTOB C CaxapHbIM
IabeToM, TMOJYYaloIUX COMYTCTBYIOUIYIO TEPANHI0 MNEPOPATBHBIMA THUIOTIMKEMUYECKUMU
npernaparamu (HapuMmep, TITMOCHKIAMHIOM) WM WHCYJIIMHOM. [Ipu npuMeHeHun JieBo(IIOKcalnHa
y TaKuX IMAalUEHTOB BO3PACTACT PHUCK PAa3BUTHS THUIIOTIUKEMHUH, BIUIOTH JO THIIOTJIMKEMUYCCKOM
koMmbl. HeoOxonumo wuH)OpMUPOBATH IMAIMEHTOB O CHMIITOMAaX THIIOTJIMKEMHH (CIIyTaHHOCTh
CO3HaHUS, TOJIOBOKPYKCHHE, «BOJYMIL» allleTHT, TOJOBHAs OO0JIb, HEPBO3HOCTh, OIMIYIIECHHE
CepALIeOMCHNUS HITH yJallleHUE MyJIbca, OJICTHOCTh KOXKHBIX IIOKPOBOB, UCITAPHHA, IPOXKb, CIIA00CTH).
Ecnu y mammenTa pa3BUBAaeTCs THUIOTJIMKEMHS, HEOOXOIMMO HEMEMJICHHO NPEKPATUTh JICUCHHE
7eBO(IIOKCAIMHOM U Ha4uaTh COOTBETCTBYIOIIYIO TEPAIUIO. B ATHX citydasx peKkOMEeHIyeTcsl IepeiTu
Ha TEpaNuio JAPYrdM aHTUOMOTHKOM, OTJIMYHBIM OT (PTOPXMHOJIOHOB, €CIHM 3TO BO3MOXKHO. [Ipm
MPOBEJICHUH JICYEHHS JIEBO(IOKCAIIMHOM Yy TMAalMEHTOB TMOXHWJIOTO BO3pacTa W y MAlMEHTOB C
caxapHbIM JHa0ETOM PEKOMEHIYETCSI TIIATSIbHBI MOHUTOPUHT KOHIICHTPAITUH TITFOKO3BI B KPOBH.
[lepudepuyeckas HelponaTus

VY manueHToB, NPUHUMAIOIUX (PTOPXUHOIOHBI, BKIItOYas JeBO(IOKCAIINH, COOOIIAIOCh O cIydasix
Pa3BUTHSI CEHCOPHON U CEHCOPHO-MOTOPHOM nepudepuyeckoit HelponaTuu, Hauyaio KOTOpOil MOXeT
ObITh ObIcTphIM. Eciim y mamueHTa pa3BUBAIOTCS CHUMIITOMBI HEWPOIATHH, TPHUMEHEHUE
neBOQIIOKCAIIMHA JTOJDKHO OBITh MPEKpalieHo. ITO MUHUMHU3HPYET BO3MOXKHBIM PUCK pPa3BUTHS
HEOOpPaTUMBIX U3MEHECHH.

[TarueHTH JOMKHBI OBITH HHPOPMHUPOBAHBI O HEOOXOIUMOCTH COOOIIATh CBOEMY JIeUalleMy Bpady
O TIOSIBJICHUH JIFOOBIX CHMITTOMOB HeWpornaTiu. @TOPXUHOJIOHBI HE CIIEAYyeT Ha3HAYaTh MalueHTaM,
MMEIOIIUM B aHAMHE3€ YKa3aHHsl Ha iepudeprudeckyro HeMpomaTuio.

ObocTpeHue ncepaonapaJInTudecko MuacteHuu (myasthenia gravis)

DTOPXMHOJIOHBI, BKJIIOUasl JEBOQIIOKCAIIMH, XapaKTePU3YIOTCS OIOKUPYIONIEH HEPBHO-MBIIIEYHOE
MPOBE/ICHUE AKTUBHOCTHIO W MOTYT YCHJIMBATh MBIIIEYHYIO CcJIa00CTh Yy TMAIMEHTOB C
MICEBJIOMAPAIMTUYECKOW  MHAacTeHHel. B mocTperucTpaliioHHOM —Tiepuojae  HabOIogaInch
HeOJIaronpusATHBIC PEaKIMH, BKIIOYas JISTOYHYIO HEIOCTAaTOYHOCTh, MOTPEOOBABIIYIO MTPOBEACHUE
WUCKYCCTBEHHOW BEHTHJISIIIUU JIETKUX, W JIETAlbHBIM KCXOJ, KOTOpPBHIE AacCOIMUPOBAIUCH C
pUMeHeHHeM (PTOPXUHOJIOHOB y MAIMEHTOB C TICEBIONApATATHICCKON MuacTeHned. [Ipumenenne
neBOQIIOKCAIIMHA Y TAIIMEHTa C YCTAHOBIEHHBIM JUArHO30M IMICEBIOMAPATUTUYECKON MUACTEHU N HE
pekomenayercs (cm. pasaen 4.8.).

[IpuMeHeHre Iy BO3AYIIHO-KANEILHOM YT 3apaskeHusl CHOMPCKOU s3BOM

[Tpumenenne neBodUIOKCAllMHA y YeNOBeKa IO JTOMY IIOKa3aHWI0 OCHOBAHO HA JIAaHHBIX TI0
qyBCTBUTENbHOCTH K Hemy Bacillus anthracis, momyuenHbix B wmccinemoBaHusix In Vitro u B
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JAHHBIX TPUMEHEHUs JieBo(iokcanHa y dYenoBeka. Jlewamue Bpayu JODKHBI OOpamaTthesl K
HAI[MOHATILHBIM H/WJIA MEXKIYHAPOIHBIM IOKYMEHTAM, KOTOPBIE OTPAXKAIOT BEIPAOOTAHHYIO OOIINMU
YCUJIMSIMU TOYKY 3PEHHSI TI0 JICYCHHIO CHOMPCKOM SI3BBI.
IlcuxoTHUYECKHE peaKIIuU
[IcuxoTHveckue peakiuu, BKIHOYAs CYyMIIMAAIbHBIC MBICIH/TIONBITKH, OTMEYAINCh Y TAIlMEHTOB,
MPUHUMAIOIINUX (PTOPXHUHOJIOHBI, BKITFOYAs JI€BO(IOKCAIINH, MHOT/A MTOCIIe TIpreMa pa3oBoil 1036l B
Ciydae Pa3BUTHsI JIFOOBIX HEXENATEeIbHBIX PEAKIUi CO CTOPOHBI IICHTPATLHON HEPBHON CHUCTEMBI,
BKJIIOYAsl HAPYIICHUS TICHXUKH, JICUCHHUE JEBO(IOKCAIIMHOM CIIEyeT HEMEJICHHO MPEKPATUTh U
Ha3HA4YMTh COOTBETCTBYIOIIYIO Tepamuio. B 3THUX ciiydasx peKOMEHIyeTCs MEPEUTH Ha Teparuio
APYTUM aAHTHUOMOTUKOM, OTJIMYHBIM OT (PTOPXMHOJIOHOB, €CIM 3TO BO3MOXHO. Criemyer c
OCTOPO’KHOCTHIO Ha3HayaTh Ipenapar MarueHTaM C IICUXO03aM{ WM TaIllMeHTaM, WMCKIOIINM B
aHaMHE3€ MCUXUYCCKHUE 3a00ICBaHUS.
AHEBpH3MAa U pacCIOEHUE a0PThI, PELYPrUTANM/HEAOCTATOYHOCTh KJIANAHOB CEpAlla
[To maHHBIM PMUAEMUOJIOTHUECKUX HCCIEIOBAaHUN COOOIIANIOCH O TOBBIIICHHOM PUCKE Pa3BUTHUS
AQHEBPU3MBI aOPTHl U PACCIOCHHS AOPThI, OCOOCHHO Yy IAIIMEHTOB TOXKWJIOTO BO3pAacTa, a TaKkKe
pETypruTay aopTaIbHOIO W MHTPAIBHOTO KJIAIAHOB TIOCJEC MPUMEHEHHSI (DTOPXUHOJOHOB. Y
MAUEHTOB, MOJYYaBIIUX (PTOPXUHOJIOHBI, OBUTM OTMEUYEHBI CIIy4au pa3BUTHS aHEBPU3MBI U
paccIIOCHHSI A0PThI, HHOT/Ia OCJIOKHEHHBIX Pa3pbIBOM (B TOM YHUCIIE C JICTAIbHBIM UCXOJI0M), & TAKXKE
perypruTaiiu/HeI0CTaTOYHOCTH JTIF000Tr0 U3 KianaHoB cepama (cM. paszaen 4.8.).
B cBs3u ¢ 3TEM, (TOPXWHOJOHBEI CJEAYyeT MPUMEHSATh TOJBKO TOCIE THIATSIILHON OICHKH
COOTHOIIEHUS TMOJIb3a-PUCK M PACCMOTPEHHUs JAPYTrUX BapHAHTOB TEpanmuu y MAlUEHTOB C
AQHEBPHU3MOW a0OpPThl WJIM BPOXJICHHBIM TIOPOKOM KJIallaHa cepiAlla B CEMEHHOM aHaMHE3e, WM Y
MMallMeHTOB C JIMAarHOCTUPOBAHHOW AaHEBPU3MOH aoOpThl W/MIM PACCIOCHHEM aopThl, WIIH
3a00JieBaHMEM KIIallaHa Cep/Ia, WIA MPU HATMYUU APYruX (AKTOPOB PHCKA WM COCTOSTHHIA,
MPEAPACIIONaramInX K pa3BUTHIO:
® KaK aHEBPU3MBI M PACCIOCHHUS aOpPThl, TaAK M PETypPrHTALMN/HEJOCTATOYHOCTH KJIallaHa
cepana (HarmpuMep, 3a00JIeBaHMS COCTMHUTEIIEHON TKaH!, TAKHE KaK CHHIPOM MapdaHa nin
cunapoMm Onepca-Jlanioca, cunapom TepHepa, Oone3nbp bexuera, aprepuanbHas
TUTICPTEH3US, PEBMATOUIHBIN apTPHT);
WJIN JTOIOJHUTEIBHO:
® aHEBPU3MEI U PACCIIOCHUS a0PTHI (HAPUMEDP, COCYTUCTHIC 3a00ICBaHMS, TAKUE KaK apTEPUUT
Takasicy, TUTaHTOKJIETOYHBIM apTEPUHUT, TOATBEPKACHHBI aTepPOCKIEPO3, CHHAPOM
Hlerpena);
® perypruTaiuu/HeI0CTaTOYHOCTH KJlanaHa cepAia (Harpumep, MHGEKIIMOHHBIN YHTOKapIUT).
Puck pa3BuTHS aHEBPHU3MBI M PACCIOCHUS a0PThI, @ TAKXKE UX pa3pblBa MOXKET OBITH MOBBIIICH Y
MAIUEHTOB, OJTHOBPEMEHHO MOJTYJAIOIINX CUCTEMHBIE TITFOKOKOPTUKOCTEPOUIHI.
B cniydae nosiBneHust BHe3anmHoW 00JIM B )KUBOTE, TPYIH WM CHUHE MAIUEHTaM ClIeIyeT HEMEIJICHHO
o0paTuThcs K Bpady B OTICIICHWE HEOTJIONKHOW momornu. [lamueHTam clieayeT peKOMEHJIOBATh
HEMEJIEHHO OOpaTHThCS 32 MEAMIIMHCKOW TOMOINBIO B CIIy4ae TMOSIBICHUS OCTPOW OJIBIIIKH,
BIIEPBBIC BO3ZHUKIIETO OIIYIICHHS YYalICHHOTO CEPIICOMCHUS WM Pa3BUTHUS OTEKa >KMBOTA WU
HIDKHUX KOHEYHOCTEH.
Hapyienuns 3peHus
[Tpu pa3BuTHH JTIOOBIX HAPYIICHHUH 3pEHHS HE00X0Ma HeMeITICHHAs! KOHCYIIbTAIUs O TalIbMOJIOTra
(cMm. pasnen 4.8.).
MuoknoHyc
VY manueHToB, TIPUHUMABIINX JIEBO(IIOKCAIIMH, HAOIIOAAIMCh CIIyYar Pa3BUTH MUOKIIOHYyca. Prck
pa3BUTHS MUOKJIOHYCA BO3pPACTAET Y MAIIMEHTOB MOXKUJIOTO BO3pacTa U y MalMeHTOB C HAPYIIICHHEM
(YHKITUH TOYEK, €CITU J103a JIeBO(IIOKCAIIHA HEe KOPPEKTUPYETCS B COOTBETCTBUH
C KITUPEHCOM KpeaTHuHHHA. JIeBoduioKcalnH ciaenyeT HeMeIJIeHHO OTMEHHUTD MPH IIEPBOM TMOSIBICHUN
MHOKJIOHYCA U HayaTh COOTBETCTBYIOIIEE JICUCHNE.
HapyiieHust co cTOpOHBI KPOBH
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BKJIIOYas  JICWKOTNEHHWIO,  HCWTPONEHHWIO,  MAHIUTONCHHIO, TE€MOJHMTHYCCKYI0  aHEMHIO,
TPOMOOLUTONCHUIO, AIUTACTHYCCKYIO aHEMUIO WITM arpanyIonuTo3. [Ipu mogo3peHnn Ha Kakue-JInoo
U3 3TUX 3a00JICBaHUI KPOBHU CJIeIyeT KOHTPOJIMPOBATh MOKa3aTesid KpoBU. B ciryuae

MOJIYYCHHUST OTKJIOHSIOIINXCSI OT HOPMBI PE3YJIbTATOB CIIEAYET PACCMOTPETh MPEKPAICHUE JICUCHHS
JIEBO(IIOKCAIIUHOM.

Biusinue Ha Ha6ODaTODHbIe TCECThI

VY manueHToB, MPUHUMAIOIIHUX JIEBO(IOKCAIIMH, OTPEIC/ICHHE OMTMATOB B MOUYE MOKET ITPUBOIUTH K
JIOXKHOTIOJIOKHUTEIBHBIM pe3yJibTaTaM, KOTOpPbIC CIICAYET MOATBEPXKAaTh Oosiee crenuGuIecKuMu
METOIaMH.

JleBodiokcaiud MokeT wuHrHOuUpoBath poct Mycobacterium tuberculosis u npuBoauTh B
NajdbHEHIIEM K JIOKHOOTPHUIATEILHBIM  pe3ylibTaraM OaKTEPUOJOTMYECKOW  JIUArHOCTHKH
TyOepKyIesa.

4.5. BzaumojeiicTBUe ¢ JAPYIrMMH JIeKAPCTBEHHbIMH IHpenapaTamMM W Jpyrue BH/bI
B3aMMO/1eliCTBUA

BzaumopneiictBus, TpeOyromue coOm0/IeHNUs OCTOPOKHOCTH

C npenapamamu, cooepicawumu MacHull, AIOMUHUL, HCene30 U YUHK, OUOAHOZUHOM

[Ipenapatsl, comeprkaliue JByXBaJCHTHBIC WM TPEXBAJICHTHBIC KaTHOHBI, TAKUE KaK COJM IIMHKA
WA Kene3a  (JeKapCTBEHHBIE Mpemaparsl IS JICYCHUS aHEMHUH), MarHuii- u/wim
AIOMHUHUI-co/iep Kalliie npenaparsl (Takkue Kak aHTaluzbl), JUJAHO3HH (TOJBKO JIEKapCTBEHHBIC
dbopmbl, conepkamie B KauecTBe Oydepa aTfOMUHAN WA MarHui ), pEKOMEHAYETCS IPUHIMATh He
MEHee YeM 3a 2 4 JI0 WK 4epe3 2 4 moclie npremMa npenapata [1eBo.

Conu KanbIHst OKa3bIBAIOT MUHUMAJIBHBIN AP PEeKT Ha aOcopOLHIO JIEBO(IIOKCAIIMHA ITPH €T0 TpUeMe
BHYTPb.

C cykpanvgpamom

JeiictBue mpenapara [7IeBO 3HAYMTENBHO OcCHalNseTCSs TNPH OJHOBPEMEHHOM HNPUMEHEHHH
cykpanb(aTa (CpeAcTBa IJIs 3alIUTHI CITM3UCTON 00OJIOYKH JKEITY/AKA).

[TanmenTtam, momy4aronyM JIeBO(IOKCAMH U CyKpalb(art, peKOMEHIYETCs IPUHUMATh CYKpaib(ar
yepe3 2 4 mociie mpruema JieBogIoKcaIuHa.

C meogunrunom, ¢penbygenom unu Opyeumu J1eKAPCMBEHHLIMU CPEOCMBAMU U3 2PYNNbl
HeCmepouoHblX NPOMUBOBOCNATUMENbHLIX NPENapamos, CHUNCAIOWUMU NOPO2  CYOOPOICHOU
20MOBHOCMU 207I08HO20 MO324

®apMaKOKHHETHYECKOTO B3aMMOICHCTBHS JIeBO(IIOKCalHA ¢ TEO(UILTTHOM HE BBISIBIICHO.
OnHako mNpU  OAHOBPEMEHHOM IPUMEHEHHWH XHHOJIOHOB U TEO(QWIIMHA, HECTEPOMIHBIX
MIPOTHBOBOCIIAJIMTEIBHBIX TPETapaToB W JPYIHX MPENaparoB, CHIKAIOIINX MOPOT CYIOPOKHON
TOTOBHOCTH TOJIOBHOT'O MO3Ta, BO3MOXHO BBIPAKEHHOE CHM)KEHUE 1TOPOTra Cy10pO’KHOU TOTOBHOCTH
TOJIOBHOTO MO3Ta.

KonnenTpanus neBodiokcanyHa npu 0JHOBPEMEHHOM IpueMe (penOydeHa noBbIIIaeTcst TOJIbKO Ha
13 %.

C nenpameimu anmukoazyiaHmamu (anmazonucmol eumamuna K)

VY nanueHToB, TMONY4YaBIIMX JIEYEHHE JIEBO(JIOKCAIIMHOM B KOMOMHAUUU C HENpSIMbIMU
aHTUKOATyJIsSHTaMU (Hampumep, Bap(papuHOM), HAOJIOJAIOCHh IOBBIIIEHHE MPOTPOMOUHOBOTO
BPEMEHHU/MEKIYHAPOTHOTO HOPMAIM30BAHHOTO OTHOIICHHSI W/MITH Pa3BUTHE KPOBOTECYCHHUS, B TOM
qucie, U Tsokenoro. [loatomy mpu OJHOBPEMEHHOM NMPUMEHEHHH HENPSIMbIX aHTHUKOATYJISIHTOB U
neBodIoKcarmHa He0OX0IUM PEryISIPHBIN KOHTPOJIb MTOKa3aTele CBEPTHIBAHUS KPOBH.

C npoberneyuoom u yumemuouHom

[Ipy oOXHOBpEMEHHOM TIPUMEHEHWH JIEKAPCTBEHHBIX TIPENapaToB, HAPYMIAOIIUX ITOYCYHYIO
KaHaJIbLIEBYIO CEKPEIHMI0, TaKUX KaK NMPOOCHEeUWA M IUMETUAMH, M JIeBO(IOKcalluHa, CIeayeT
COOITI0IaTh OCTOPOKHOCTH, OCOOCHHO Y IMAIMEHTOB C MTOYEYHON HEAOCTATOYHOCTHIO.
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% u npoOenenuaa Ha 34 %. ManoBeposSTHO, YTO 3TO MOXKET UMETh KIMHUYECKOE 3HAUYCHHE MPU
HOpMaJIbHOW ()YHKIIMU TIOYEK.

C yuknocnopunom

JleBoduiokcanmu yBenmmuuBan Ti, nukinocnopuHa Ha 33 %. Tak Kak 3TO yBEIWYCHHE SIBISICTCS
KJIIMHUYECKH HE3HAUYMMBbIM, KOPPEKIIMH JT03bl HIUKIIOCTIOPUHA MIPH €r0 OJAHOBPEMEHHOM IIPUMEHEHUHU
¢ n1eBo(IOKCaIMHOM He TpeOyeTcs.

C anrokoxopmuxkocmepouoamu

OnHOBpPEMEHHBIN IPUEM TIIFOKOKOPTHKOCTEPOHIOB TIOBBIIIAET PHCK Pa3phiBa CYXOXKHIUH.

C nexapcmeenuvimu npenapamamu, yorursrowumu unmepsan QT

JleBouiokcanuH, kKak W JApyrue (QTOPXHUHOJIOHBI, JOJDKEH NPUMEHSATHCS C OCTOPOKHOCTBIO Y
MAIMEHTOB, MOJIyYaoLUX Mpenapatsl, yanuHstonme narepsain QT (HanpumMep, aHTHAPUTMHUYECKHE
cpenctsa knacca [A u IIl, Tpunukinyeckue aHTUEIPECCAHThl, MAKPOJIUAbl, HEUPOJIENTHKN).
[Ipoune

[IpoBeneHHBICE  KIMHUKO-()APMAKOJIOTUYSCKUE  HWCCIICOBAHUS IS M3Y4YCHHS  BO3MOXKHBIX
(hapMaKOKMHETUYCCKUX B3aMMOJICHCTBHM JIEBO(IIOKCAIMHA C OUCOKCUHOM, 2NUOEHKIAMUOOM,
PAHuUmMuOuHomM U eapgapuxom TOKa3adu, 4YTO (papMakOKMHETHKA JieBO(IOKcauHA TMPH
OJTHOBPEMEHHOM IPUMEHEHUH C STUMH MperapaTaMy He U3MEHSETCS B JOCTATOYHOM CTENEeHH, YTOOBI
3TO UMEJIO KJIMHUYECKOE 3HAUCHHE.

4.6. ®epTHIBLHOCTH, 0ePEMEHHOCTD U JIAKTALHS

bepemeHHOCTD
[Ipemapat ['neBo mpoTUBOMOKa3aH AJsl MPUMEHEHUs y OepeMEeHHBIX KeHIUH (cM. pasnen 4.3.).

JlakTarms
[Ipemapat ['1eBo mpoTHUBOIIOKA3aH AJISl IPUMEHEHHSI Y KOPMSIIUX IPYAbIO *KEHIIUH (cM. pasaen 4.3).

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJATh TPAHCHOPTHBIMM CpeACTBaAMHM H paGOTaTL C
MeEXaHUu3MaMHu

Takue HexxenaTenbHbIE peaklMy Ipernapara 1 1eBo, Kak roJIOBOKPYKEHHE WM BEPTUTO, COHJIIMBOCTD
U paccTpoicTBa 3peHus (cM. pa3zen 4.8.), MOI'yT CHU)KaTh IICUXOMOTOPHBIE PEaKIMH U CITIOCOOHOCTh
K KOHIIEHTpallMd BHUMAaHUS. DTO MOXKET MpPEJCTaBISITh COOON OMpPENEIEHHbIN PUCK B CUTYyalUsX,
KOT'JIa 3TH COCOOHOCTH UMEIOT 0c000e 3HaueHue (HarpuMep, pH yIpaBIeHUH aBTOMOOUIEM, TIpU
00CITy’KMBaHUH MAILIMH U MEXaHU3MOB, U BBIMOJIHEHUN Pa0OT B HEYCTOMYMBOM IMOJIOXKEHUN ).

4.8. HexkesaTeibHbIE peaKkuu

TabnuuHOE pe3roMe HeXKeIaTSIbHBIX PeaKIni

VYKkazaHHBIE HUXKE HEKENATCNbHBIC PEAaKIMH TPEJICTABICHbI B COOTBETCTBUU CO CIIEAYIOIIUMHU
rpaJallisiMHU YaCTOThI KX BOBHUKHOBEHHUS: 04eHb yacTo (> 1/10); wacto (> 1/100, Ho < 1/10); HewyacTo
(> 1/1000, vo < 1/100); peaxo (> 1/10 000, Ho < 1/1000); ouensb penko (< 1/10 000); uactoTa
HEM3BECTHA (Ha OCHOBAHWN UMEIONIUXCS JTAHHBIX OIICHUTh HEBO3MOIKHO).

JlaHHBIC, TOJYYCHHBIC B KIIMHHUYECKUX MCCIICOBAHUSAX M TPU MOCTPETUCTPAIIMOHHOM TIPUMEHEHUT
mpernapara.
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Crcremmno- (HHoC] II:..J.L-EF.TEJ’:IJ:-H':':TZI oog2)
OpraHHbII Yacro Heuacro Penxo JACToTd
KIIACe HEeH3BeCTHA
HUnghexyuu u IpUOKOBEIC
uHeaszuu uH(peKIn,
pa3BuTHE
PE3UCTEHTHOCTH
MATOTEHHBIX
MHUKPOOPTaHU3MO
B

Hapywenus JIEUKOTIEHUS, HEUTPOIICHUS, nocmpe2ucmpayuo

CO CMOpOHbL 303uHO(pUIUS TPOMOOLIUTONICHU | HHble OaHHbIe:

Kpoeu u A HEJIOCTaTOYHOCTh

aumehamuuec KOCTHOT'O MO3Ta

Kot (BrITIOUAS

cucmemul aruIacTUYECKYIo

aHEMMUIO,
MaHIIUTOIICHUIO,
arpaHyJoLNTO3,
TFeMOJUTHYECKYIO
AHEMMIO)

Hapywenus AQHTMOHEBPOTUYEC | HOCMPELUCPAYUo

CO CMOpOHbL KW OTEeK HHble OaHHble:

UMMYHHOU aHa(UIaKTHYECKU

cucmemul H 0K,

aHa(pUITAKTOU THBIN
IIOK.
AHadunakTudecku
eu
aHaUITaKTOUTHBIC
peaKIu MOTYT
WHOTJa
pa3BUBATHCS JTaXKe
rocJe npuemMa
MEPBOM 103l
npemapara

OHOoKpUHHbL CUHAPOM

e HapyueHus HEeaJeKBaTHOU
CeKpelnuu
AHTUANYPETUYECK
Oro ropMoHa

Hapywenus aHOpeKCHs THIOTJIUKEMHSI, nocmpez2ucmpayuo

Memaboauzm O0COOEHHO y HHble OaHHble:

a u NUMaHusl MAalUEeHTOB C TUIEPTIINKEMHUSI,
caxapHbBIM TsDKETas
nuabeTom TUTOTJIMKEMHSI,
(BO3MOXKHBIE BILIOTE JIO
MpU3HAKU pa3BUTHUA
TUTIOTJTHKEMHUH TUTIOTIIMKEMHUYECKO
«BOJTYHIN» 1 KOMBI (0COOCHHO
anmeTHT,
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UCIIapUHa,
JIPOXKD )

MAIEeHTOB,
y HNAIUEHTOB C
caxapHbIM
nuaberom,
MPUHUMAIOIINX
nepopanbHbIe
THITOTIIMKEMHYECK
ue CpescTBa WU
HOJIyYaroIUX
JeUeHHe
HWHCYJIMHOM) (CM.
paszzen 4.4.)

Tcuxuueckue
Hapyuenus*

OeccoHHuIa

4yBCTBO
0eCroKONCTBa,
TpEBOra,
CITyTaHHOCTb
CO3HAHUS

IICUXUYECKHE
HapyLICHUs
(Hanpumep,
raJUTIOLUHALNY,
napaHoiis),
Jerpeccus,
QKUTALHS
(Bo30yx1eHUE),
HapyLICHUS CHA,
HOYHbIC
KOILIIMapBbI

nocmpe2ucmpayuo
HHble OaHHbIE.
HapylIeHUs
MICUXHUKH C
HapyLIICHUSIMU
MOBEJICHUS C
MpUYUHEHUEM cede
Bpeza, BKIoYas
CYHLIUTATbHBIC
MBICIIH U
CYHLIUTATbHBIC
MOMBITKH,
HEPBO3HOCTb,
HapylIleHHe
namMsiT, Opes
(BKITIOYAs
HapyIlIeHUs
BHUMAaHUS,
JI€30PUEHTAIHIO),
MaHHs

Hapywenus
CO CMOpPOHbL
HepBHOl
cucmemot *

TOJIOBHAS
00JIb,
TOJIOBOKPYKEH
ue

COHJIMBOCTb,
TPEMOp,
JMCTEeB3US

napecTesus,
cynoporu (cMm.
paznen 4.4.)

nocmpe2ucmpayuo
HHble OaHHble.
nepudepuyeckas
CEHCOpHas
Helponarus,
nepudepuyeckas
CEHCOPHO-
MOTOpHast
Helponartus (CM.
paznen 4.4.),
JIMCKUHE3NS,
IKCTpANTUPAMUTHbI
€ paccTpoiCTBa,
are3us (moreps
BKYCOBBIX
OLIYIICHUH),
TIapoOCMUst
(paccTpoicTBO
OILIYIIICHU 3araxa,

11
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CyOBEKTHBHOE
OLIYIICHHUE 3araxa,
00BEKTUBHO
OTCYTCTBYIOIIIETO),
BKJIFOYAsI TOTEPIO
00OHSHUS;
00MOpOK,
TTOBBIIIICHUE
BHYTPHUYEPEITHOTO
JIaBJICHUS
(mobpokavyecTBeHH
ast
BHyTpHUEpPEITHAS
THIIEPTCH3HS,
TICEBI00MYXO0JTb
MO3Tra), MUOKJIOHYC

Hapywenus
CO CMOpOHbL
opeana
3penus™*

HapYIICHUS
3pCHHUS, TAKHE
KaK
pacIIbIBYaTOCTh
BUIUMOTO
HU300paKCHUS

nocmpe2ucmpayuo
HHble OaHHble.
MIPEXOASIIIast
MOTEPs 3peHHUS,
YBEHUT

Hapywenus
CO CMOpOHbL
opeama cnyxa
u
nabupunma’™®

BEPTUTO (4yBCTBO
OTKJIOHEHUS WU
KPY>XCHHS WIH
COOCTBEHHOTO
TeNa WK
OKpY’KaroIIuX
IIPEIMETOB)

3BOH B yIIax

nocmpez2ucmpayuo
HHble OaHHble.
CHID)KCHHE CITyXa,
norepst ciayxa

Hapywenus
CO CMOpPOHbL
cepoya**

CHUHYCOBast
TaXI/IKapI[I/ISI,
OIIyILIEHUE
cepaneOueHus

nocmpe2ucmpayuo
HHble OaHHblE.
yITUHEHHE
untepsana QT,
KEITYT0YKOBBIC
HapyYIICHHUS PUTMa,
KEITyT0IKOBAs
TaXHKap s,
KEIyT0IKOBAs
TaXWKapIUs THIIA
«ITUPYITY,
KOTOPBIC MOTYT
MIPUBOJIUTH K
OCTaHOBKE cep/Ia
(cm. pazgensi 4.4.,
4.9))

Hapywenus
CO CMOpPOHbL
cocy0og**

CHIDKCHUE
apTepHAILHOTO
JIaBIICHUS

Hapywenus
CO CMOpPOHbL
ObIXameibHo

OJIBITITKA

nocmpe2ucmpayuo
HHble OQHHbIE:

12
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1l cucmemol, (MOCAELD EFpE%Q&dﬁh‘MT 5 a2
opeanos AIIEPTUIeCKUit
2pYOHOU ITHEBMOHUT
KAemKu u
cpedocmenust
JKenyoouno- | nuapes, 00J1b B )KUBOTE, nocmpe2ucmpayuo
KuueyHole TOIITHOTA, JIMCTICTICHS, HHble OaHHble:!
HapyuwieHus pBOTa METEOPU3M, reMopparmdeckast
3arop nuapes, KotTopas B
OUYEHb PEIKUX
CIIy4asiX MOKET
OBITh IPU3HAKOM
JHTEPOKOJINTA,
BKJIIOYast
MICEBJIOMEMOPAHO3
HBIN KOJHT (CM.
paznen 4.4.),
MMaHKPEaTHuT (CM.
paznen 4.4.)
Hapywenus | nmoBbllieHue MOBBILIICHHE nocmpez2ucmpayuo
€O CMOpPOHbL | AKTUBHOCTH KOHIICHTPALIUU HHble OaHHble:!
neyeHu u «TEYEHOYHBIX» | OumupyounHa B TsDKeNas
JHcenuesvleod | GEpMEHTOB B KpOBHU MeYeHOYHas
Awux nymetl | KpOBH HEJ0CTaTOYHOCTb,
(Harpumep, BKJIFOYAs CIIy4au
QTaHUHAMUHOT Pa3BUTUS OCTPOI
paHcdepass MIEYCHOTHON
(AJIT), HEJIOCTAaTOYHOCTH,
acmapraTaMuH WHOTJIA C
oTpaHcdepassl JeTalbHbIM
(ACT)), HCXOJIOM,
MOBBIIIICHHE 0COOEHHO Y
AKTUBHOCTH MAIUEHTOB C
HIETTOYHOM TSKEIIBIM
docdarazbl OCHOBHBIM
(D) 3a00JIeBaHUEM
raMmma- (manpumep, y
TIIyTaMUITPaH MAIMEHTOB C
cdepassl CerncucoM) (CM.
(ITT) pasnen 4.4.);
TeTaTHT, )KEITyXa
Hapywenus CBIIIb, JIeKapCTBEHHAS nocmpez2ucmpayuo
€O CMOpPOHbL 3ya, CBITIB C HHble OaHHble:
KOJICU U KparnuBHUIIA, 703MHODUINEH U | TOKCUYECKHIA
NOOKOMCHBIX TANEPTUIPO3 CHUCTEMHOU SMUIEPMATBHBIN
mKaueu CUMITOMATUKON | HEKPOIU3,
(DRESS- CUHJIPOM
CUHAPOM) (CM. CtuBeHca-
paznen 4.4.), JIxoHCOHa,
(GUKCUPOBAaHHOE | DKCCyJaTHBHAs

13
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BBHICHITIAHUE IpUTEMA,

peakuuu
(OTOUYBCTBUTEIBH
oCTH
(oBBIIIEHHOM
YYBCTBUTEIHLHOCTHU
K COJTHEUHOMY U
yIAbTPaprOIETOBO
MY U3JTy4EHHUIO)
(cm. pasznen 4.4.),
JIEMKOLUTOKIIACTUY
€CKHUI BACKYJIHT,
CTOMATHT.
Peakuu co
CTOPOHBI KOXKH U
CIIU3UCTBIX
000JI04€K MOT'YT
WHOT/Ia
pa3BUBATHCS MOCIIE
IpyueMa IepBoi
JI03BI TIpernapara,

THIIePIIUTMEHTAIUS
KOXH
Hapywenus apTpajirus, MOpaKEHHE nocmpe2ucmpayuo
€O CMOpPOHbL MUAIITHS CYXOXHITUH, HHble OaHHbIE:
MbLUEYHOT, BKJTIOYAs pabaoMuomu3,
CKelemHoll u TEHJAUHUT pa3pbIB CYXOXKHITUS
coeouHumerns (Hanpumep, (Hanpumep,
Hou mkaunu* axXHJIOBa axXMIIoBa
CYXOXKHITHS), CYXOXKUIHs. DTa
MBIIICTHAS He)XeJaTenbHas
cJ1ab0CTh, peaxius MOKeT
KOTOpast MOKET Ha0II01aThCA B
OBbITh OCOOEHHO TeueHue 48 u
oracHa y MocIie Havana
MAIMEeHTOB C JICYCHHS U MOXKET
TMICEBONAPATUTUY | HOCUTD
€CKOH JBYXCTOPOHHUI
MHUACTCHHEH xapakrtep (CM.
(myasthenia TaKKe paszien
gravis) (cM. 4.4.)),
pasznen 4.4.) pa3phIB CBS30K,
pa3pbIB MBIIIIII,
apTPUT
Hapywenus TTOBBIIIICHUE ocCTpast moYeuHast
€O CMOpoHbL KOHIICHTPALIUU HEJO0CTAaTOYHOCTh
novex u KpeaTnHUHA B (HampuMmep,
MOUesbl800s CBIBOPOTKE KPOBH | BCIIEJICTBHE
wux nymeu pa3BUTHUSA
UHTEPCTUITHAIIbH

oro Heputa)

14
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Obuwue acTeHus nupexchs = | = -F0onE (B0 Tas - ye)
HapyueHus u (noBbIlLIEHUE 00JIb B CIIMHE,
peakyuu 6 TEMIIepaTyphI TPy |

mecme Tena) KOHEYHOCTSIX )
88edeHusn*

* B oueHb peKuX caydasxX Mpy MPUMEHEHUH XHHOJIOHOB U (PTOPXHUHOJIOHOB, HHOT/1a HE3aBUCUMO OT
MCXO/IHO UMEIIUXCsl (PaKTOpOB pHCKa, OBLIM 3apErHCTPUPOBAHBI JTUTEIBHO COXpaHsIomumecs (10
HECKOJIbKUX MECSIEB HIIU JIET), UHBATUAU3UPYIONINE U MOTEHIMAIBHO HEOOpaTUMbIE Cepbe3HbIE
HEeXKENlaTeIbHBIE PEaKIMM Ha IMperapaT, 3aTparuBalollie HECKOJBKO, a WHOT/a M MHOXECTBO,
KJIACCOB CHCTEM OPraHOB W OPraHOB YYBCTB (BKJIIOYAsl TaKUE PEAKIMH, KaK TEHIUHUT, pa3pbiB
CYXOXWJIHSI, apTpanrus, 00JIb B KOHEYHOCTSAX, HAPYIICHUE TMOXOJ]KH, HEUPOIATHUH, CBSA3AHHBIC C
MapecTe3usiMU, JETPECcCHsi, TOBBIIICHHAs YTOMIIIEMOCTb, HApyIICHUE MaMsTH, HAPYIIECHUS CHa, a
TAKXKe HAPYIICHUS CyXa, 3peHHs, BKyca U 000oHsHus) (cM. pasaen 4.4.).

** YV manuueHToB, MOJMYYaBIIUX (HTOPXUHOJIOHBI, ObUTM OTMEUYEHBI CIy4Yau Pa3BUTHS aHEBPU3MBI U
pacciiOeHHsI A0OPThI, HHOT/1a OCJIOKHEHHBIX Pa3pbIBOM (B TOM YHKCIIE C JIETATBHBIM UCX0JIOM), & TAKXKE
perypruTaiii/HeI0CTaTOYHOCTH JTF000T0 KiianaHa cepama (cM. pasuaen 4.4.).

pyaue 8o3modicHble HedxcenamenvHvle ddexmpl, OMHOCAUWUECH KO 8CeM (PMOPXUHOLOHAM

OdeHp peako: MpUCTYIbl nopbupun (OUeHb penkol O0oje3Hu oOMeHa BEIIECTB) Yy MAIMEHTOB C
nopgupuei.

Coo0111eH1E O TTOA03PEBAEMbIX HEKEIATESIbHBIX PEAKIIMIX

Baxxno coo0mare O MOJ03peBaeMbIX HEXKENaTeIbHBIX pPEaKIusx IOcle PerucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ 1eibio o0ecredeHus] HepepbIBHOIO MOHUTOPUHTA COOTHOIICHHUS
«oNb3a — PHUCK» JIEKAPCTBEHHOI0 IMpemnapara. MeauIHUHCKUM paOOTHHKAM pPEKOMEHYeTCs
co001IaTh 0 JIOOBIX MMOI03PEBAEMBIX HEeXKEIATEILHBIX PEAKIUAX JICKAPCTBEHHOTO IIperapara Jepes
HAI[MOHAIIbHBIE CHUCTEMBI COOOIIEHUS O HEeXeNaTelbHbIX pEeaKIUsiX TrOoCyJapcTB — YJICHOB
EBpa3uiickoro 5JKOHOMMYECKOTO COH03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBHaazop)

Agnpec: 109012, r. MockBa, CnaBsiHcKast ruioniaip, 1. 4, ctp. 1

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

DnextponHas mouta: pharm@roszdravnadzor.gov.ru uiam npr@roszdravnadzor.gov.ru

CaiitT B ”HGOpMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CumMnromsl

Vcxons W3 MaHHBIX, TONYYEHHBIX B TOKCHKOJIOTHYECKHX WCCIEIOBAHHUAX, IPOBEICHHBIX Y
KMBOTHBIX, BKHEHIINMHU O0XXHMJAEMbIMM CUMITOMAaMU OCTPOIl Mepeno3upoBKH Ipenapara [ 1eBo
SIBIISTIOTCS] CAMITTOMBI CO CTOPOHBI IIEHTPATbHON HEPBHOW CHCTEMBI (HAPYIICHHS CO3HAHUS, BKITFOUast
CIIyTaHHOCTb CO3HAHUs1, TOJIOBOKPYKEHUE U CYJIOPOTH).

[Ipu mocTperucTpaliiOHHOM MPUMEHEHUH Ipernapara MpH Mepeo3upoBke Hadmo1aIuch 3¢ (HeKTs
CO CTOPOHBI IIEHTPAaJbHOW HEPBHOW CHCTEMBI, BKJIOYas CIIYTAaHHOCTb CO3HaHHUSA, CYAOpOTH,
MHUOKIIOHYC, TaJUTFOIIMHAIIH U TPEMOP.

B03MOXHO pa3BUTHE TOIIHOTHI M BO3HHUKHOBEHHE 3PO3MH CIM3UCTONW OOOJOYKH >KETyI0YHO-
KHIIIEYHOTO TPAKTa.

B kiIMHHKO-(papMaKoJOTHUECKUX HCCIEIOBaHUAX, MPOBEACHHBIX C JI03aMH JIEBO(IIOKCAIIMHA,
MPEBHIMIAIOIIMMHI TepPaAeBTUYECKHEe, HAOIOIAIOCH yITHHEeHHe nHTepBaia QT.

Jleuenune
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MOHHUTOPUPOBAHUE  BJEKTpokapAuorpammsel. Jleuenue cumnTomatuueckoe. B ciywae octpoi
Mepe03UPOBKHU TpernapaToM [JIeBO MoKa3aHO MPOMBIBAHHE KEIIYAKAa U BBEJICHUE aHTAIUAOB IS
3alUThl CIU3UCTON 000J0UKM skenynka. JleBoduiokcalluH HEe BBIBOAUTCS MOCPEICTBOM AHATU3A
(remonuanu3a, MEPUTOHEAIBHOIO JUalM3a U TMOCTOSIHHOIO aMOyJIaTOPHOTO IE€PUTOHEAIBHOIO
nuanuza). Crienupuyeckoro aHTUA0Ta HE CYILIECTBYET.

5. DPAPMAKOJOT'MYECKUE CBOUCTBA
5.1. @apmakoauHaMHYecKHe CBOiiCTBA

dapMakoTepaneBTUYECKas TIpylnna: aHTUOAKTepUalIbHBIE CPEICTBA CHCTEMHOTO JCHCTBHS;
MIPOU3BOJIHBIC XUHOJIOHA; (PTOPXUHOJIOHBI.

Kon ATX: JOIMA12

MexaHu3M J1elCcTBUS

[Tpenapat ' 1eBO — CHHTETHYECKUI aHTHOAKTEPHATIBHBIN MpenapaT IIMPOKOT0 CIIEKTpa ISHCTBUS U3
rpymibl TOPXUHOJIOHOB, COJEPXKAIIUN B Ka4ecTBE JCHUCTBYIOIIETO BEHIECTBA JICBOQIIOKCAIIMH —
JICBOBpAIIAIOIIAN U30Mep O(IIOKCAIIMHA.

JleBodokcarun 6mokupyet JJHK-rupasy u ronouszomepasy IV, Hapymiaer cynepcnupain3ainuio u
cimBky paspeiBoB JIHK, umnrubupyer cunres JIHK, BbeBbIBaeT rinybokme mopdonornyeckne
W3MEHEHHMS B IIUTOILIA3ME, KIIETOYHON CTEHKE M MEMOpaHax MHUKPOOHBIX KJIETOK.
dapmakoarHamugeckne G HeKThl

JleBo(hi10KCaIIMH aKTHBEH B OTHOIICHUHU OOJIBITMHCTBA IITAMMOB MUKPOOPTaHU3MOB, KaK B YCIIOBHSIX
in vitro, Tak u in vivo.

Yyscmeumenvhvle MuKpoopeanuzmol (Munumanvhas nooasusiiowas konyeumpayus (MIIK) <2 me/n;
30Ha uHeubuposanus >17 mum):

— a’poOHBIE TpaMIIOJIOKUTENIBbHBIE MHKpoopranusmbel: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (¢ m.u. Enterococcus faecalis),
Listeria monocytogenes, Staphylococcus coagulase-negative methi-S(1)
[Koazynazonecamugnvie, MeMUYULTUH-YYECMBUMENbHBLE/-YMEPEHHO — UYECMEUmenbHbule)],
Staphylococcus aureus methi-S  (memuyuniun-uyscmeumenvuoie),  Staphylococcus
epidermidis methi-S (memuyuniun-uyecmeumensnuore), Staphylococcus spp.  CNS
(koacynazonecamuenvie), Streptococci epynnwt C u G, Streptococcus agalactiae,
Streptococcus pneumoniae peni  I/SIR  (nenuyuniun-ymepenno  uyscmeumenvhule/-
yyecmeumeinvHole/-pesucmenmuule), Streptococcus pyogenes, Viridans streptococci peni-S/R
(MEHUYUTUH-YYBCMBUMEIbHbIE/-De3UCEHMHbLe),

— a’poOHbIe rpaMOTpHIIaTeIbHBIE MUKpOOpranu3Mel: Acinetobacter spp. (6 m.u. Acinetobacter
baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella
corrodens, Enterobacter aerogenes, Enterobacter spp. (¢ m.u. Enterobacter cloacae),
Escherichia coli, Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae
ampi-S/R (amnuyuniun-4wyecmeumenbHvle/-pe3ucnmeHmHoie), Haemophilus
parainfluenzae, Helicobacter pylori, Klebsiella oxytoca, Klebsiella spp. (¢ m.u. Klebsiella
pneumoniae, Klebsiella oxytoca), Moraxella catarrhalis p+/p-(npooyyupyrowue u
Henpooyyupyrowue bema-ntakmamasot), Morganella morganii, Neisseria gonorrhoeae non
PPNG/PPNG  (nenpodyyupytowue u npooyyupyiowue nenuyuiiunasy), Neisseria
meningitidis, Pasteurella spp. ( 6 m.u. Pasteurella multocida, Pasteurella dagmatis,
Pasteurella canis, Pasteurella canis), Proteus mirabilis, Proteus vulgaris, Providencia spp.
(6 m.u. Providencia rettgeri, Providencia stuartii), Pseudomonas spp. (6 m.u. Pseudomonas
aeruginosa [eocnumanvHvle uH@exyuu, evizganuvie Pseudomonas aeruginosa, moeym
nompebosamv KOMOUHUpPoB8anHoe2o nevenus]), Salmonella spp., Serratia spp. (6 m.u. Serratia
marcescens);
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perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella
Spp.;

— npyrue mukpoopranmsmel: 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 uyscmeumenvrovle mukpoopeanusmol (MIIK = 4 me/n; 3ona uneubuposanus 16—14 um):

— a’poOHBIE TIPaMIIOJIOXKHUTEIbHBIE MHKpoopranusmel:  Corynebacterium  urealyticum,
Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(memuyunnun-pesucmenmusie),  Staphylococcus haemolyticus methi-R  (memuyunnun-
pe3ucmenmuvie);

— a’polOHbIe rpamoTpuIaTeNibHble MUKpoopranmsmer: Campylobacter jejuni, Campylobacter
coli;

— ana’pobuble MUKpoopranusmsl: Prevotella spp., Porphyromonas spp.

Pezucmenmuvie x nesogrokcayuny muxpoopeanusmel (MIIK >8 me/n; 30na uneubuposanus
<13 mm):

— a’poOHBIE TPAMIIOJIOKUTENIbHBIE MHKpoopranm3mel:  Staphylococcus aureus methi-R
(MemuyunIuH-pe3ucmeHmmuoble), Staphylococcus coagulase-negative methi-R
(koazynazonezamugHvle memuyuiiun-pezucmenmusie), Corynebacterium jeikeium;

— a’poOHbIe rpaMOoTpHLaTeIbHbIe MEUKpoopranu3mel: Alcaligenes xylosoxidans;

— aHa’poOHbIe MUKpOOpranu3msel: Bacteroides thetaiotaomicron;

— JIpyrue MEKpoopraHu3mbl: Mycobacterium avium.

Pezucmenmnocmo

PesucreHTHOCTH K JIEBO(DIIOKCAIIMHY PAa3BUBACTCS B Pe3yJIbTaTe IMOATAIMHOTO MPOIECCa MYyTalui
reHoB, Koaupyromux obe Ttonmousomepasnl tumna II: JJHK-rupazy u Tomousomepasy IV. Jpyrue
MEXaHU3Mbl PE3MCTEHTHOCTH, TAaKWE KaK MEXaHW3M BJIMSHUS Ha TICHETPAlMOHHBIC Oapbephbl
MHUKpOOHOM KJIETKH (MEXaHW3M, XapakTepHblid s Pseudomonas aeruginosa) u MexaHH3M
a¢darokca (aKTUBHOTO BBIBEJICHUSI IPOTUBOMUKPOOHOIO CPEICTBAa U3 MUKPOOHOM KJIETKH), MOTYT
TaK)Ke YMEHBIIATh YyBCTBUTEIHLHOCTh MUKPOOPTAHU3MOB K JIEBO(IIOKCAIINHY.

B cBs3u ¢ 0COOEHHOCTSMU MeXaHW3Ma JEUCTBUA JiIeBO(JIOKCAllMHA OOBIYHO HE HAOI0/IaeTCs
MEPEKPECTHON PE3UCTEHTHOCTH MEXAY JE€BOQIIOKCAIIMHOM M APYTMMH HPOTUBOMHUKPOOHBIMU
CpeICTBaMH.

Knununyeckas 3ppexTHBHOCTL U 6€30M1aCHOCTh

Knunuuecxas s¢pgpexmusnocms (3¢pghexmusnocms 6 KiuHUYECKUX UCCIE008AHUAX NPU JleHeHUU
uHpexyuil, 8b13b16aeMbIX NEPEUUCTIEHHBIMU HUNCE MUKPOOP2AHUIMAMU)

— a’pobHbIe TPaMIIOIOKHUTENIbHBIE MUKpoopranu3mel: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes.

— a’poOHbBIe TpaMoTpuIlaTebHbie MHKpoopranusmbl: 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. GapMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrtus
JleBoiokcan OBICTPO U MPAKTUYECKU MOTHOCTHIO BCACBIBAETCS IMOCIE MPUEMa BHYTPh, IPUEM

MU Majlo BIMSET Ha ero abcopOmuio. AOGComOTHas OWOJOCTYNMHOCTh HpPHU HpPHEME BHYTPh
coctaBisier 99-100 %. Ilocrne ogHOKpaTHOrO npuema mpenapara B go03e 500 Mr mMakcumaibHas
KOHIIEHTpaLus JieBo(okcannHa B m1a3Me KpoBU (Cmax) 10CTUTraeTCsl B TeueHue 1—2 4 U cocTaBisieT
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10 1000 mr. PaBHOBecHast KOHIIEHTpaUs JeBO(MIOKCAIIMHA B IJIa3Me KPOBH MpH mipreme B 03¢ S00
Mr 1 wiu 2 pa3a B CyTKM JOCTUTAeTCs B TeUeHUE 48 4.

Ha 10-ii nenp npuema BHyTpb JieBoduiokcaruHa B 703¢ 500 mr 1 pa3 B cyTku Cmax cocTaBisIa 5,7 £
1,4 MKr/MJ1, a MUHUMAJTbHASI KOHLIEHTPAIHsl (KOHIICHTPALKS [Iepel pueMoM ouepeHoit 103b1) (Crmin)
B I1a3Me KpoBu cocrasisuia 0,5 £+ 0,2 Mxr/mit.

Ha 10-ii nenp npuema BHYTpS JieBoduiokcaaa B 1o3e 500 mr 2 pasza B cyTku Cmax cocTaBisa 7,8
+ 1,1 mxr/mi, a Cmin — 3,0 £ 0,9 Mxr/mi.

Pacnpenenenue

Ces3piBanne ¢ OenkamMu CbhIBOpOTKH KpoBH coctaBisieT 30-40 %. Ilocne opHOkpaTHOro u
noBTopHOro nprema 500 mr sieBogokcanuaa 00beM pactpeeieHus JIeBo(IOKCAIITHA COCTABIISIET,
B cpeaHem, 100 1, 94TO yka3pIBaeT Ha XOpollee MPOHUKHOBEHUE (IIEHETPalKIo) JIeBO(hIOKCallMHA B
OpraHbl U TKaHU OpraHU3Ma 4YeJIOBeKa.

IIponuxknosenue 6 causucmyro 000J0YKY OpPOHX08, HCUOKOCMb INUMETUATLHOL  BbICIUIKU,
anveeoapHble Makpogpazu

[Tocne ogHOKpaTHOTO MpreMa BHYTph npenapara B 103¢ 500 Mr Cmax JTIeBOgIIOKCAIIMHA B CIM3UCTOM
000J109Ke OPOHXOB U JKUIKOCTH SMHUTEIUATBHON BBICTHJIKU JIOCTHTANACh B TeueHUe | 4 wiu 4 94 u
coctaBsaiaa 8,3 MKI/T 1 10,8 MKI/mit.

KoaddunmenTsl meHeTpanuu B CIM3HCTYIO O0OJOYKY OpPOHXOB M IKHJIKOCTh AIHUTEIHATBHON
BBICTWIKH, IO CPAaBHEHMIO C KOHIIEHTpaluend B IWia3mMe KpoBu, coctasisitor 1,1-1,8 u 0,8—
3,0 cOOTBETCTBEHHO.

[Tocne 5 gHeit nmpuema BHyTpb npenapara B 103e 500 Mr cpeiHie KOHLIEHTPAUU JIeBOIOKCAIIHA
yepe3 4 4 ociie moceHero mpruema rnpemnapara B )KUIKOCTH SUTEINATbHON BBICTUIIKA COCTABIISUIN
9,94 MKT/MJI ¥ B aJIbBEOJIAPHBIX Makpodarax — 97,9 Mkr/miL.

IIponuxnosenue 6 n1e20uny10 MKAHb

Cmax TeBodUIOKCallMHA B JIETOYHOM TKAaHM TOCJIe MpHeMa BHYTph mnpemapara B go3e 500 mr
AocTHranach uepe3 4—6 4 u cocraBisuia npubmmsurensHo 11,3 MKr/r ¢ koadduuueHTamu
nenetparuu 2,0-5,0 1o cpaBHEHUIO ¢ KOHIIEHTpalMel B T1a3Me KPOBU.

IIponuxnosenue 6 anvb8eosApHYIO HCUOKOCHb

ITocne 3-x nHei npuema npenapara B 7o3e 500 mr 1 wim 2 pa3a B cyTKH Cmax JIeBo(pJIOKCallMHA B
ATBBEOJISIPHOM JKUJIKOCTH TOCTUTANIACh Yepe3 2—4 1 u cocTtanisiia 4,0 u 6,7 MKI/MJI, COOTBETCTBEHHO,
¢ ko3 unuentom nenerpanuu 1,0 Mo CpaBHEHHUIO C KOHIIEHTPALMSIMHU B IJIa3Me KPOBH.
IIponuxnosenue 6 KOCMHYI0 MKAHb

JleBouiokcanuH XOpOIIO TMPOHHMKAET B KOPTUKAIBHYIO W Ty0YaTyr0 KOCTHYIO TKaHb, KakK B
MMPOKCUMAJIBHBIX, TaK M B JIUCTAJIBHBIX OT/ENaX OEAPEHHON KOCTH, ¢ KOO(PPUIIMEHTOM TEHETPAIINH
(xocTHas TkaHb/mnazma kposu) 0,1-3,0.

Crnax JIeBouIOKCaIHA B TYOUaTON KOCTHOM TKAHU MPOKCUMAJIBHOTO OT/IeIa O APEHHON KOCTH MOCIe
npuema npemnapata B go3e 500 Mr cocTasisiia mpubnusuTensHo 15,1 MKr/T (depes 2 9 mociie npueMa
npenapara).

IIponuxHoseHue 8 CHUHHOMO3208)10 HCUOKOCTD

JleBonokcaluH miI0xXo MPOHUKAET B CTUHHOMO3TOBYIO JKUJIKOCTb.

IIponuxnosenue 6 mxkanv npedcmamenbHo Jicelessl

[Tocne mpuema BHYTph mpenapara B no3e 500 mr 1 pa3 B CyTku B TedeHUe 3-X THEU, CpemHsis
KOHIIEHTpalus JIeBOIOKCallMHA B TKaHU TPECTaTeIbHOM KeNe3bl CocTaplsia 8,7 MKI/T, CpeliHee
COOTHOIIICHWE KOHIIGHTPAIlUM TpeacTaTeNbHas JKele3a/Tura3mMa KpoBH  cocTaBisuio 1,84,
Konyenmpayuu ¢ moue

Cpennue KoHIEHTpauuu B Moue 4epe3 8—12 4 mociie mpuema BHYTpb 10361 150, 300 m 600 mr
neBoduiokcanmHa coctaBmsin 44  Mkr/ma, 91 Mkr/mMa w162 MKI/MII, COOTBETCTBEHHO.
buorpanchopmarus

JleBo(hokcaruH MeTaboIM3UpPYyeTCsl B HE3HAYMTENbHOH cTeneHu (5 % mnpunsaTod no3sl). Ero
MeTa0OJIUTaMH  SBISIFOTCS  AeMeTruieBoiokcaniid 1 N-OKCHa  JeBO(IOKCAIIUH, KOTOPHIE
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XUPaJbHBIM MPEBPALICHUSIM.

DIUMUHALNS

[Tocne mpueMa BHYTpPb JI€BO(IIOKCALMH OTHOCUTENIBHO MEIJICHHO BBIBOJIUTCS U3 IJIa3Mbl KPOBU
(nepuox nosyBeiBeaeHus [T12] — 68 u), npeumyiecTBeHHO, Yepe3 mouku (6osee 85 % mpuHATOU
n03b1). OOt KIMpeHc JieBoduiokcaHa mociie ogHokparaoro npuema S00 mr cocrasmsin 175 +
29,2 MJ1/MHH.

OTCyTCTBHE CYIIECTBEHHBIX pa3nyvii B (apMaKOKHMHETHKE JeBO(IOKcalMHAa TPU  €ro
BHYTPMBEHHOM BBEJICHHUU M MPHEME BHYTPh TMOJATBEPKIAeT TOT (aKT, YTO MPHEM BHYTPb U
BHYTPUBEHHBII yTh BBEJCHHUS SIBISIFOTCS] B3AUMO3aMEHIEMBIMHU.

Oco0ble rpyNIlbl MaKMeHTOB

Iloueunas nedocmamounocms

[Ipn moyeuHo¥l HemoctaTouHOCTH (hapMakokuHETHKa jeBodokcanuHa u3meHsercs. [lo mepe
yXyaueHus: (GyHKIUU MOYeK BbIBeZeHHE uepe3 nouku u noueynsiid kiupenc (I1IK) ymenbmarorces, a
T12 yBenmuuBaercs.

dapMaKOKMHETHKA IIPU MOYEYHON HEIOCTATOYHOCTH IOCJIe OJHOKPATHOTO npuema BHyTpb 500 mr
neBo(IOKCaIIHA

KK (m1/mMun) <20 2049 50-80
ITK (m1/MuH) 13 26 57
T12(a) 35 27 9

Jluya noowcunozo éozpacma

dapMaKkOKMHETUKA Yy TAIlMeHTOB IMOXXUJIOTO0 BO3pacTa HE OTJIMYAETCS OT TAKOBOM y MOJOIBIX
MAIUEHTOB, 33 HCKIIFOUCHUEM pa3ndnuil (apMaKOKHHETHUKH, CB3aHHBIX C M3MCHCHUSIMH KIHUpPEHCa
kpearnanHa (KK).

Llon

dapMaKkOKMHETHKA JIeBO(IIOKCAIIMHA Y MY>KUYHH U KEHIIUH HE pa3IuvaeTcs.

6. PAPMAIIEBTUYECKUE CBOMCTBA

6.1. IlepeuyeHb BcioMoOraTebHbIX BelIeCTB

Anpo

[ennrono3a mukpokpucranueckas (Asunen pH 101)
[Mosumon (Kommumon K-30)

Kpocnosunon (Kommuaon CL)

Maruus creapat

IIneHouyHas 06004Ka

l'unpomernnosa (rUAPOKCUIPONHIMETHIILIEIUIII03a)
Maxporon (ITormstunenriaukons 6000)
Jubyrundranar

Tanbk (ounIIEHHBIN)

Turana auokcun (E171)

Kpacurens xene3a okcup kpacusiit (E172)
Kpacutens xenesa okcup xxentoiit (E172)

6.2. HecoBMecTUMOCTH

He nmpumennmo.
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6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MeCTe Ipu TemnepaTrype He Bboiiie 30 °C.
6.5. XapakTep U cojep:KaHHe YIAKOBKH

5 TableTOK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY M3 IUICHKH MOJUBUHUIXJIOPHI-ATIOMUHHEBON
¢donbru.

1, 2 win 5 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK MO 5 Ta0JETOK MOMEIIAIOT B KAPTOHHYIO IMAYKy BMECTE
C JINCTKOM-BKJIA IBIILIEM.

7 TablIeTOK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY M3 IUICHKH MOJUBUHUIXJIOPHI-ATIOMUHUEBON
¢donbru.

1 unu 2 KOHTYpHBIE STYEHKOBBIE YIIAKOBKH MO 7 TaOJETOK MOMEIIAIOT B KAPTOHHYIO MMaYKy BMECTE C
JIUCTKOM-BKJIQ/IBIIIEM.

6.6. Oco0ble Mepbl NMPEeIOCTOPOKHOCTU NMPHU YTHIU3ANUU MCIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara MM OTXO0J0B, MOJYYEHHBIX TOC/Je NMPUMEHEHHsl JIEKAPCTBEHHOr0 Mpenapara, u
Apyrue MAHUIYJSIHUU € NPenapaTom

Oco0ple TpeOOBaHUsI OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPALHIUOHHOI'O YAOCTOBEPEHUSA

Nunusa

I'meamapk @apmacwroTuxans JIT.

B/2 Maxanakmmu Yembep3, 22 bxymnadxaii Jlecait Poax, Maxanakuvu, Mym6aii-400026.
Tenedon: +91 22 4018 9999.

®axc: +91 22 4018 9986.

OnextpoHHas nouta: complianceofficer@glenmarkpharma.com

7.1. IlpeacraBuTeb AepKaTe/Isl pETHCTPALMOHHOIO Y10CTOBEPEHHUs

[Iperens3un notpeduTeNeil HAMPaBIATh MO AAPECY:

B Poccuiickoit @enepanun:

Pocculickas @enepanns

000 «I'nenmapk Ummake»

115114, r. Mockga, yi. JIeTHUKOBCKasi, A0M 2, CTpOEHHE 3.
Tenedon: + 7 (499) 951-00-00.

Dnextponnas mouta: Safety. Russia@glenmarkpharma.com

8. HOMEP PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
9. KATETOPUSA OTIIYCKA JIEKAPCTBEHHOI' O ITPEITAPATA

JlexapcTBeHHbIN Npenapar [ 71eBO OTHOCUTCS K KaTETOPUH OTITYCKA IO PELENTY.
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OOmiast xapakTEepUCTHKA JICKAPCTBEHHOTO TIpernap

COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 25.03.2026 N= 6073

it Tadbb A& ! i’ ek

3apEerHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB EBpa3WiicKOro 3KOHOMHYECKOTO COr3a B
UHQOPMAIIMOHHO-KOMMYHUKaIIMOHHOW  cetn  «MHTepHer»  htfps://eec.eaeunion.org/ u Ha
ouHMaTbHOM caite YIIOJTHOMOYEHHOT'O oprana (9KCnepTHOI OpraHH3aIUH)

https://Ik.regmed.ru/Register/EAEU_SmPC.
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