COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 26.11.2025 N2 29437
(NCCNEOOBATENEHOCTE 0008)

OBIIASA XAPAKTEPUCTHUKA JI

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Asenoxkc, 400 mr, TaGIeTKH, MOKPHITHIC INIEHOYHON 000I0YKOH

2. KAYECTBEHHBIN 1 KOJJMYECTBEHHbBI COCTAB

JleficTBytoIIIEE BEIIECTBO: MOKCH(DIOKCAITHH.

Kaxnas Tabnerka comepXuT MOKCHU(IOKCAIMHA THApoxjopuaa 436,8 Mr, 4To SKBHBAJEHTHO

400,0 Mmr MmokcudIOKCaIHa.

BcnomorarensHbie BeliecTBa, HAIMYME KOTOPHIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJakto3bl MoHoruapar (68,0 mr), HaTpus Kpockapmesniosa (cm. paznen 4.3. u 4.4.).

[TonHbIN IepevYeHpb BCIIOMOTATEILHBIX BEIIECTB MPUBENICH B pasaene 6. 1.

3. JIEKAPCTBEHHAS ®OPMA

TaOneTku, MOKPHITHIE IUIEHOYHON 000I0UKOH.
Po30BbIe MaTOBBIE IPOI0JITOBATHIE IBOSIKOBBIYKJIIbIE C (haCKOM TaOJIETKH, OKPHITHIE IJIEHOUHOM

000104K0i, ¢ rpaBupoBkoil «BAYER» Ha onHoit cTopone u «M400» Ha npyroii cTopoHe.

4. KNIMHUYECKHUE JAHHBIE

4.1. Iloka3zaHusi K NPUMeEHEHHIO

HpenapaT ABeIIOKC IOKa3aH I JICYCHUA I/IH(bCKI_[I/IOHHO-BOCHaJII/ITeHLHHX 3a6OHeBaHHﬁ,

BBI3BBAHHBIX HYBCTBHUTCJIbHBIMHA K MOKCI/I(l)JIOKcaIII/IHy MHUKPOOpPTaHU3MaMM:

*  HEOCJIO)KHCHHBIC HH(PEKITUN KOKU U TOJKOKHBIX CTPYKTYD;

* BHEOOJIbHWYHAs TTHEBMOHUS, BKIIFOYas BHEOOJHHHYHYIO ITHEBMOHHIO, BO30YIUTEISIMU
KOTOPOU SIBJISIFOTCSI IITAMMBI MHUKPOOPTaHU3MOB C MHOKECTBEHHON PE3UCTEHTHOCTHIO K
aHTHOMOTHKAM™*;

*  OCJIO)KHCHHBIC MH(EKIUU KOXKU M IOAKOXKHBIX CTPYKTYp (BKJIHOYasi WH(DHUIIMPOBAHHYIO
TUA0CTUIECKYIO CTOITY);

*  OCJIO)XKHEHHBIE MHTpaaOAOMUHATbHBIE HH(EKINH, BKII0Yas MOJIUMUKPOOHBIE HH(DEKITIH,

B TOM YHCJI€ BHYTPUOPIOIIMHHBIE a0CIIECCHI;
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* HEOCJI0XKHEHHBIE BOCIIAJIUTEIILHBIE 3a00TTeBanTT OpTanoB MaToTO Tasa (Dl\.}ll’\}‘ia}l

CAJIbIIMHI'UTHI U BHHOMeTpI/ITBI) .

Jnst nedeHust clenyomux HH(PEKIMOHHO-BOCTIAIMTENIBHBIX 3a00JeBaHuil MOKCU(IIOKCAIIMH
MOXET TPUMEHATHCS TOJIBKO B KA4yeCTBE aJbTEPHATUBBI JPYTUM TMPOTUBOMHUKPOOHBIM

npernaparam:

*  OCTpBIM CHHYCHT;

¢ 000CTpeHHE XPOHHUUECKOI0 OPOHXUTA.

* Streptococcus pneumoniae ¢ MHOXXECTBEHHOH PE3UCTEHTHOCTHIO K @aHTHOMOTUKAM BKIIIOYAIOT
IITAMMBbl, PE3UCTEHTHbIE K NEHULWUIMHY, M IITaMMbl, PE3UCTEHTHBIE K JBYM MU OoJjee
AHTUOMOTHKAM U3 TaKHX IPyNI Kak neHuumael (mpu MUK > 2 mxr/mn), uedanocnopunsi |l

NOKoJIeHUs (1eypOKCHM), MAKpOJIHU/Ibl, TETPALIMKIMHBI M TPUMETONIPHM/CYJIb(haMeTOKCA30II.

Heo6xonumMo npuHUMAaTh BO BHUMaHUE JIEHCTBYIOIINE O(UIIHATbHBIE PYKOBOJCTBA O MpaBHIIaX

IMPUMCHCHUA aHTI/I6aKT€pI/IaJ'II)HI)IX CpEacCTB.

4.2. PexuM J03UPOBAHUSA U CIIOCOO NPUMEHEHMS

PexxuM 1031poBaHuUs

PexoMenyemsrit pexxum no3upoBanus Mokcudokcanuna: 400 mr (1 Tabnerka) 1 pa3 B 1eHb.
IIpooonscumenvrocms mepanuu

[IpooMmKUTENBEHOCTD JIEUEHUS! ONpEeNesieTcs JoKalu3alued U TSKECTbI0 MH(EKINHN, a TaKkxke
KIIMHHYECKUM 3P (HEKTOM:

*  HEOCJIO)KHEHHBbIE MH(EKIIMU KOKHU U MOJIKOXKHBIX CTPYKTYp: 7 JHEH;

* BHEOOJIbHWYHAs THEBMOHHMSA: O00INas MPOJODKUTENFHOCTh CTYNEHYATOW Tepamnuu
(BHYTpHBEHHOE BBEJIEHHUE C MOCJIETYIOIIUM TPUEMOM BHYTPh) cOCTaBisieT 7—14 nHeil;

*  OCJIOXHEHHbIE MH(EKIUU KOXXH U TMOJKOXKHBIX CTPYKTYp: oOmIas MpOJOJKUTEIBHOCTh
CTYNEHUYATON Tepanmuy MOKCU(DIOKCAIIMHOM (BHYTPUBEHHOE BBEJCHHE C IMOCIEAYIOIINUM
PUEMOM BHYTpb) cocTaBiisieT /—21 nens;

*  OCJIO)KHEHHbIE WHTpaabJOMUHaNbHbIE WH(GEKIHU: 00Ias IIUTEIbHOCTh CTYNEHYaTOM
Tepanuu (BHYTPUBEHHOE BBEICHHE C IMOCIEAYIOIIMM MPHUEMOM BHYTPbH) COCTaBISET
5-14 nueii;

*  HEOCJIO)KHEHHBIE BOCMIAIMTENIbHBIC 3a00JIEBaHUS OPraHOB MAJIOTO Tasza — 14 nHel;

*  OCTpBI CUHYCHUT: 7 JHEW;
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*  000CTpeHHe XPOHHUECKOTro OpoHXuTa: S—t0-mreit
He cnenyert npeBbIaTh peKOMEHAYEMYIO IPOI0JKUTEIBHOCTD JICUCHHS.
[To maHHBIM KIMHUYECKUX MCCIIETOBAHUH TPOIOJKUTEIBHOCTD JICUSHHS TIPETapaTtoM ABEIIOKC B

TabJIETKaX MOXET JOCTUTATH 21 IEHb.

IIponywennas 0oza

B cnyuae nmpomycka /103bI IIpemnapara ee clueayeT MPUHATh B JTF000e BpeMsi, HO HE IMO3JHEE UYeM 32
8 JacoB 110 cleAyONICH 3aluTaHMPOBAHHOM 103bl. Eciin 10 cienyromield 10361 0OCTaeTcsi MeHee 8
4acoB, IMPOIYIICHHYIO JI03y HE CJEIyeT NPUHUMATh, a JICUCHHE CJICIYET IPOJOKUTh B
COOTBETCTBHUHM C PEKOMEHJOBAHHBIM TrpadukoM mpuema Tadierok. He crnenyer mpuHHMATh

JIBOMHBIE JT03bI JJI1 KOMIIEHCALIMU TPOMYILIEHHOM.

Oco0ble TpYIIIEI MAIIMEHTOB

HauueHmbz nooaicus1oco so3pacma

HUsmenenus pPEXHUMa 103NUPOBAHHUSA Y ITOKHUJIBIX MMAIMCHTOB HE Tpe6yeTc;1.

Iayuenmvi ¢ Hapywenuem hyHKyuu nevyenu

B cBsi31 ¢ OrpaHU4eHHBIM KOJIMYECTBOM KIMHMYECKUX JAaHHBIX MPUMEHEHHE MOKCU(DIOKCAIIHA
MIPOTUBOMNOKA3aHO TMallMeHTaM C TsDKeNIbIM HapymeHueM ¢yHkuun nedeHd (kmacc C mo
knaccuukanuu Yaitna-I1e0) u nanueHTam ¢ MOBBILIEHHEM TpaHCaMHMHa3 0oJiee YeM B IATh Pa3
BBIIIIE BEPXHEH TIpaHullbl HOpMBL. [lanMeHTaM c JIErKOMl M CpeiHEH CTENEHbI0 HapylIEeHUs
¢ynkuun neyenu (kiacc A wium B mo knaccudpukanum Yainna-lI1bio) u3aMeHeHHs pexuMa

J03UPOBAHUS HE TpedyeTcs.

Iayuenmul ¢ Hapywenuem gynkyuu novex

VY manmeHToB ¢ HapymieHneM (yHKIUH MOoYeK (B TOM YHCIE TMPU TsHKEJION CTENeHH MOYeYHOM
HEe/IOCTATOYHOCTH ¢ KIMpeHcoM KpeatwHmHa <30 mu/mun/1,73 M?), a Takxe y MalHEHTOB,
HAXOJAIIMXCS HAa HEMPEPBHIBHOM T€MOJHANIN3E U UTUTETFHOM aMOylaTOPHOM MEPUTOHEATHHOM

JMalii3e, U3MEHEHUS PeKUMa JIO3UPOBAHMS HE TpeOyeTcs.

Ilpumenenue y nayueHmos pasiuuHulX SMHUYECKUX 2PYNN
W3meHeHus pexxuMa J03UpoBaHUs He TpeOyeTcs.
eTu

[Ipenapat ABesnokc MpOTUBONOKAa3aH y AETeH U MOJPOCTKOB B Bo3pacte A0 18 ner.
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D¢ dexTuBHOCT, U 0€30MACHOCTH MPUMEHEHHS 3

yCTaHOBJEHBI (cM. pazaen 4.3.).

Cooco0 nmpuMeHeHus

BuyTps.
TaGneTku, HOKPHITHIE TUICHOYHOW 000JIOUKOH ClIeAyeT MPOTIaThIBAaTh LIETMKOM, HE Pa3)KEBbIBAs,

3aruBas JO0CTATOYHBIM KOJIMYCCTBOM BO/JIbl, BHC 3aBUCUMOCTH OT ITpHEMA IMUIIH.

4.3. IIporuBomokaszaHus

. ['unepuyBCTBUTENBHOCTE K MOKCU(IIOKCALMHY, IPYTMM XHHOJOHaM, (PTOPXMHOJIOHAM

HJIN K J'IIO6OMy M3 BCIIOMOI'aTCJIbHBIX BCUICCTB, IICPCUYNCIICHHBIX B pa3aiciic 6.1.

. Bospact o 18 ner.
. bepeMeHHOCTD ¥ ITEpUOI IPYIHOTO BCKapMiIHBaHus (cM. paszen 4.6.).
. Hanmnune B anHaMHe3e NaTOJIOTUM CYXOXKWIWH, Pa3BUBIICHCA BCIEICTBHE JICYEHUS

aHTHOMOTHKAMU (PTOPXUHOJIOHOBOIO Psija.

. B noxnnHMYECKUX M KIMHHUYECKHUX UCCIICOBAHMSIX IMOCIE BBEICHUS MOKCU(IOKCAIUHA
HAO0III0/1a7I0Ch M3MEHEHUE AJICKTPOPUNOIIOTHUECKUX TapaMEeTPOB CEpJlla, BHIPAKABIIUXCS B
ymaeHnn natepBaia QT. B cBs3u ¢ 3TuM, npuMeHeHne MOKCU(IOKCallMHA TPOTUBOIIOKA3aHO
y MAIMEeHTOB CJIEAYIOIIUX KAaTETOPHii: BPOKIECHHBIE WM MPHOOPETEHHBIE TOKYMEHTUPOBAHHBIE
yanuHeHus: uHTepBana QT, 5SIeKTpONUTHBIE HapyLIEHHS, OCOOCHHO HEKOPPETHpOBAHHAS
TUMOKATMEMUS; KIMHUYECKH 3HauMMas Opaaukapaus; KIMHAYECKH 3HaduMasl cepicuHas
HEJ0CTATOYHOCTh CO CHM)KCHHOU (Ppakiueil BEIOpOca JICBOTO KEIyA0UYKa; HAIMYNE B aHAMHE3e
HapyUIEHU pUTMa, COMPOBOKIABIINXCS KIMHUYECKOW CUMIITOMATHKOM.

. MoxkcudnokcaluH Hellb3sl NPUMEHSATh € JAPYTMMHU TpenapartaM, YUIHMHSIOIIUMU
untepBai QT (cm. pazzuen 4.5.).

. B cBsa3u ¢ HanmmuumeMm B coOCTaBe Ipemapara JAaKTO3bl MOHOTHApaTa €ro mpuem
MIPOTHBOIIOKA3aH TPU BPOXKIECHHON HEMEePEHOCUMOCTH JIAKTO3bI, ACPUIIUTE JTAKTa3bl, TIIOKO30-
raJIaKTO3HOHN MaTbabCOpOITHH.

. B cBs3M C oOrpaHMYEeHHBIM KOJUYECTBOM KIWHMYECKUX JAHHBIX I[PUMEHEHHE
MOKCH(IOKCAIIMHA MPOTUBOIIOKA3aHO MAIlMeHTaM ¢ HapylieHneM pyHknuu nedenu (kmace C mo
kinaccudukanun Yanna-I11p10) 1 manueHTam ¢ MOBBIIIICHHEM TpaHCAaMUHA3 0oJiee YeM B TSITh pa3s

BBIILIC BEpXHEH I'PaHULIBI HOPMBI.

COOTBETCTBYET QRCHEFTHOMY QTYETY
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4.4. OcoOble ykazaHusl U Mepbl IPeI0CTOPO

C 0CTOPOKHOCTBIO

. npu 3aboneBanusax [[HC (B T. 4. momo3purenbHbIX B oTHOmeHNH BoBieueHus [[HC),

npeapacrnojgaratommux K BO3HHKHOBCHHIO CyJOpOor’ W CHHXKAKOIIHUX IIOpPOr Cy,HOpO)I(HOﬁ

AKTUBHOCTH;
. y MalUEeHTOB C NICUX03aMH W/WIIH C IICUXUATPUIECKIMHU 3a00JICBaHNSIMHU B aHAMHE3¢E;
. y MalMUEHTOB C MOTEHLUUAIBHO IPOAPUTMUYECKUMU COCTOSIHUSAMHU (OCOOEHHO Y JKEHIIUH U

MMaIMCHTOB ITOXKUJIOTO B03paCTa), TaKMMH, KaK OCTpas UIIEMHUA MHUOKapJa U OCTAaHOBKa CcE€pala,

. NpY MUACTEHHUH gravis;

. y HALMEHTOB C HUPPO30M II€YEHU;

. IIPY OAHOBPEMEHHOM IIPHEME C MPENapaTaMiy, CHIKAOIIMMU COAECP/KaHNUE Kajus B KPOBH;
. y HAIlMEeHTOB C T'€HETHUYECKOW MpelpacloyiOKEHHOCThI0 WM (PAKTHUYECKUM HalU4HueM

neduuuTa rioko30-6-pochaTaeruiporeHassl,

. y HAIMEeHTOB C CaxapHbIM IUabeTOM, MOJYYaIOMIUX NEepOpAIbHBIE THIOTIUKEMUYECKUE
npenapaTsl (Hampumep, Npenaparbl CyJb()OHWIMOYEBHHbBI) WIM HHCYJIUH (BO3pacTaeT pHUCK
pa3BUTHS TMIIOTIIMKEMUN);

. y HNAIUEHTOB IOXKWJIOIO BO3pAcTa, y MAlMEHTOB IOCIE TPAHCIUIAHTALMM, a TaKXKe INpU
COIYTCTBYIOILIEM TNPUMEHEHUN IJIIOKOKOPTUKOCTEPOUIOB (MOBBIIIEHHBIH pPUCK pa3BUTHUS
TEH/ICHUTOB U pa3pbiBa CYXOKWIHHA (CM. MyHKT « TEHIUHUT U Pa3pbIB CYXOKHUITUA»));

. y TMalWeHTOB C AaHEBPU3MON aopThl B CEMEMHOM aHaMHe3e, WIH Y MalUeHTOB C
JMarHOCTUPOBAHHOM aHEBPU3MOM aOpTHl M/MJIM PACCIOEHUEM AaOpThl WM MPH HATUYMM JPYTUX
(akTOpPOB pUCKA WM COCTOSHHM, MPeIpacroyiaraloliuX K pPa3BUTHIO aHEBPU3MBI aOPThI WU
paccioeHust aoptel (Hampumep, cuHapoM Mapdana, cunapoM Diepca-JlaHioca cOCyIUCTOrO
TUMa, apTepuuT Takascy, TMTaHTOKJIETOYHBIH apTepuuT, Oone3Hb bexuera, apTepuanbHas

THIIEPTEH3Us, aTEPOCKIICPO3 (CM. MMyHKT « AHEBPU3Ma U PACCIOCHUE a0PThI»)).

Oco0ble YKa3aHusg

FunepqyecmeumeﬂbHocrnb
B HCKOTOPBIX ClIydadX YiKC IIOCJIC IICPBOro IMPUMCHCHUA IIPCIlapaTa MOKCT PpPa3BUTHCA
THICPYYBCTBUTCIBHOCTE W aJUICPrHYCCKUC peaknuu, O 4YeM CJICeAYCeT HEMCIJIICHHO

uHpopmupoBath Bpaya. OueHb penKo, Jaxke Iocjie MEepBOro MPUMEHEHHs IMpernapara,
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aHa()MWIAKTHUECKHE  pEaKIMU MOTYT  IIpOofpecenpoBaTs A0 YT POKATOICTO —/KIISHI

aHa(UIAKTHYECKOTO II0Ka. B 3THX cityyasx jeyeHue npenapaTromM ABEJIOKC CleayeT IPEeKpaTuTh
¥ HEME/UIEHHO HadaTh INPOBOAHWTH HEOOXOIMMBIE JiedeOHBbIE MEpOonpHsTHA (B TOM YHCIE
IIPOTUBOIIOKOBBIE).

Taxoke coo0Ianock 0 Cirydasx OCTpOi UILIEMUU MUOKap/a ¢ HH(GapKTOM MHOKap/Aa MU 6e3 Hero
B paMKax peakuuu runepuyyBcTBUTENbHOCTH (cuHIpoM Koynuca) (cM. «HexenarenbHble
peakuuu»). B ciayuae Bo3HuKHOBeHHMs cuHapoMa KoyHuca Ha (¢QoHEe JedeHus
MOKCH(]IJIOKCALIMHOM CJIelyeT HEMEAJICHHO MPEKPATUTh pHeM ABeJoKca.

Tsoicenvie KoJICHbIE HediceamenbHble peakyuu

Ha ¢one neyeHns MOKCH(IIOKCAIIMHOM HaOIOJAUCh TSDKENbIE KOXHBIC HEXKeJIaTelbHbIC
peakuuu, BKJIKOYas TOKCUYECKUH SMuiepMaibHbli Hekpoau3 (cuniapom Jlailemna), cuHapom
CruBeHca-J[>KOHCOHAa M OCTpPbId T€HEPATIM3OBAHHBIM 3K3aHTEMATO3HBINA IYCTYyJE3, KOTOpbIE
MOTYT OBITh ONACHBIMU JJIsl JKU3HU WM JieTadbHbIMH (cM. pazznen 4.8.). Ilpum Ha3HaueHun
npernapara, HaldeHTaM CJeIyeT COOOIIUTh O MPU3HAKAX M CHUMIITOMaX CEPbE3HBIX KOXKHBIX
peakuuii U THIATeIbHO MOHUTOPUPOBATH BOZMOKHOCTh Pa3BUTHUS JaHHBIX PEaKIMH y MalueHTa.
B cnyuyae mosBiIEeHMS DPU3HAKOB M CHMIITOMOB, YKa3blBAalOIIMX HAa OTH PEaKLHH,
MOKCH(]JIOKCALIUH ClIeAyeT HEMEICHHO OTMEHUTb U PACCMOTPETh abTEpPHATHBHOE JICUEHUE.
IIpu pa3BuTHM y MalMEHTa CEpbEe3HOW peakluu, HalpuMep, TOKCHUYECKOTO 3MHIEPMalIbHOTO
Hekponuza, cuHapoma CruBeHca-/[DKOHCOHa WM T'€HEPaIM30BaHHOIO 3K3aHTEMATO3HOIO
mycryne3a Ha (OoHE NMPUMEHEHHUs MOKCH(]IIOKCAIlMHA, JIeUEHUE 3TUM IpenapaTroM He cleayeT
Oosible BO30OHOBIISATh HU IPU KAKUX 00CTOSITENbCTBAX.

Hapywenus co cmoponwl cepoya

IIpu npumeHeHnn npenapara ABEIOKC Y HEKOTOPBIX MAIIUEHTOB MOYKET OTMEYaThCsl YAJINHEHUE
natepBana QT. Ilpemapar ABenokc ciieyeT NPUMEHATH C OCTOPOXKHOCTBIO Yy JKEHIIMH W
MAIUEHTOB MOXWIOro Bo3pacTa. II0CKoIbKy KEHIIMHBI IO CPAaBHEHHIO C MY>KUMHAMH UMEIOT
6onee mmuHHBIN uHTepBan QT, oHM MoryT OBITH Oojiee UYYBCTBUTENBHBI K IpenapaTam,
yamuastomuM  uHTepBan QT. [lokuieie MmanueHThl Takke O0oJee MOABEPIKEHBI JIEHCTBUIO
IpenapaToB, OKa3bIBAIOIIMX BIMsHUE HA MHTEpBa QT.

Yainnenne uHtepBana QT compskeHO ¢ MOBBILICHHBIM PHUCKOM JKEIYIAOYKOBBIX apUTMHU,

BKJIrO4as HOJ'II/IMOp(l)Hy'IO JKCJIIYJOYKOBYIO TaXHUKAPAULO.
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Crenenp ymmmHeHuss uHTepBaia QT MoXeT—HapacTaTs —C TTOBBIIICHICM —KOHICHT AT
npenapara, mo3TOMYy He CIEAYEeT IMPEBBIIATh PEKOMEHAOBaHHYIO /103y. OJIHAKO y MallUEHTOB C
MTHEBMOHHUEH KOPPEISIUA MEXIy KOHIEHTpamueld MOoKcH(]IIOKcalHa B IUIa3Me KPOBH U
ymHeHneM uHTepBasia QT ormedeno He Ob110. Hu y ogHOro n3 9000 manueHToB, moJTyvYaBIInX
ABeJOKC, HE 0TMEYAJIOCh CEPJCYHO-COCYIUCTBIX OCIIOKHEHUH U JIETAJIbHBIX CIIy4aeB, CBSI3aHHbBIX
¢ ymmnenrem unrepBaia QT. Ilpu npumenHenun npenapara ABEJIOKC MOXKET YBEJIMYUBATHCS
PHUCK Pa3BUTHS KETYIOYKOBBIX apUTMHUHN y MAIlMEHTOB C IPEAPACIIONATralOMUMHA K apUTMUSM
COCTOSTHUSIMU.

B ces3u c omum npenapam Asenokc npomueonoKasdH npu.

* U3MCHEHHUSAX DJIIEKTPOPHU3UOIOTUICCKUX TApaMETPOB CEpAIlA, BBIPAKAIIUXCS B
ymmHeHnn uHTepBaia QT: BpOKIEHHBIX WM MPUOOPETEHHBIX TOKYMEHTHPOBAHHBIX
YUTMHCHUSX WHTEpBaja QT, AIEKTPOJUTHBIX HapYIICHUSX, 0COOCHHO
HEKOPPETMPOBAHHON TMIOKAIMEMUH; KIMHUYECKH 3HAYMMON OpaJuKapIuu; KIHHUYECKH
3HAYUMOW CEpJIeYHON HEIOCTATOYHOCTH CO CHIKCHHOW (pakiueil BbIOpoca JIEBOTO
KETyJI0UKa; HAJTMYNK B aHAMHE3€ HapYIIEHUH PUTMA, COTIPOBOKIABIINXCS KIMHUICCKOM
CUMIITOMAaTHKOM;

* TMPUMCHEHUHU C APYTUMH Ipenaparamu, yinastonmyu natepsai QT (cm. pazuen 4.5.).

Ilpenapam Asenoxc Cﬂe()yem NPUMEHANb C OCIMOPOAHCHOCNIBIO.

® Y HNAanUMCHTOB C MOTCHHOHUAJIBLHO IMPOAPUTMUUYCCKUMU COCTOAHUAMU TAKUMH KaK OCTpad
MIIEMUS MHOKApJia U OCTAaHOBKA CEPJILa;
* y MalMEeHTOB C LMPPO30M MeYeHHW (TaKk Kak y JaHHOM KaTeropuu MalMEeHTOB HENb3s
UCKITIOYUTh PUCK Pa3BUTHS yuinHeHUs nHTepBana QT).
Ecnu Bo Bpemst ieueHuss MOKCU(IOKCAIIMHOM BO3HUKAIOT MPU3HAKH HAPYIIEHUSI PUTMA CEP/IIIa,
JICYEHHE CIIeyeT NMpeKpaTuTh U caenatbh JKI'.
AHespuszma u paccioenue aopmol
[To maHHBIM AIUIEMUOIOTHYECKUX UCCIIEI0BAHUHN COOOIIANIOCH O TIOBBIIIIEHHOM PUCKE Pa3BUTHS
aQHEBPHU3MBI AOPTHI U PACCIOCHHUS AOPTHI TMOCIE MPUMEHEHUs (TOPXHHOJIOHOB, OCOOEHHO Y
MAIUMEHTOB MOXKUIIOTO Bo3pacTa. B cBs3u ¢ 3TUM, (TOPXUHOJIOHBI CleAyeT IPUMEHSATh TOJIBKO
MOCJI€ TIIATEHOM OLEHKH COOTHOIICHMS IOJIb3a-PUCK M PACCMOTPEHUsSl JIPYTUX BAPHUAHTOB
Tepaluu y MAlMEHTOB C AHEBPU3MOM AOPTHI B CEMEMHOM aHaMHE3€, WIH y IMAalUEHTOB C

IMarHOCTHPOBAHHOW aHEBPU3MOW aOPTHI H/MIIM PACCIOCHUEM aOPThI HIIM NPU HATHYUH JAPYTHX
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(bakTOpOB pHCKa WM COCTOSIHUH, MpPeApaclodrarommx K PasBUTIHIO aHCBP3MBTa0OpPT5I TN
paccioeHusi aopThl (Hampumep, cuHapoM Mapdana, cunapom Onepca-JlaHiaoca coCyIuCTOro
TUNa, apTepuuT Takascy, TUTaHTOKJIETOYHBIM apTepuuTt, Oose3Hb bexuera, aprepuaibHas
TMIIEPTEH3Hs, aTepoCcKiepo3). B ciyyae nosBieHns BHe3anHoi 00n B )KUBOTE, IPYAU UM CIIMHE

nanueHTaMm CJICAYCT HEMCIAJICHHO O6paTI/ITLC$I K Bpa4dy B OTACJICHUC HEOTJI0KHOM TOMOIIIH.

Hapywenus co cmoponul neuenu

[Ipu npueme mnpenapata ABEIOKC cOOOMIANIOCh O Ciy4asX (YyJIbMHUHAHTHOTO TenaTHUTa,
MOTEHIMAJIBHO MPUBOASAIIETO K PA3BUTHIO IEYEHOUYHONW HEAOCTATOUHOCTH (BKIIIOUAs JIETAIbHBIE
ciyuan) (cm. pasmen 4.8.). Ilamumenra crieayer uHGOPMHpPOBATH O TOM, YTO B Cllydae
BO3HUKHOBEHHUS U OBICTPOM pPa3BUTHM NMPU3HAKOB U CUMITOMOB (yJIbMHUHAHTHOTO Ie€NaTHUTA,
TaKHMX Kak OBICTPO pa3BUBAIOIIASICS ACTEHUS, aCCOLIMUPOBAHHAS C )KENTYXO0M, TOTEMHEHUE MOYH,
MOBBIIIEHHAs] KPOBOTOUMBOCTh WJIM IE€YEHOYHas dHIedamonaTuss HEOOXOAUMO OOpaTUThCS K
Bpauy, IpeXxae YeM IPOAODKUTH JICUEHHE IpernapaToM ABeENOKC. B ciayyae BO3HUKHOBEHHS
MIPU3HAKOB HApyLIEHUH (PYHKLIMU MEYEHH cleAyeT NPOBECTH (YHKIHMOHAJIbHBIC MEYEHOUYHbIE
npoObI/uccae1oBaHus GyHKIIUH ITEUEHU.

Cyoopozu

[IpumeHeHne npenapaTtoB XMHOJIOHOBOTO psAJa COMPSIKEHO C BO3MOXKHBIM PUCKOM DPa3BUTHS
cynopor. Ilpemapar ABenOKC cieqyeT IPUMEHSTh C OCTOPOXKHOCTBIO y TAlMEHTOB C
3aboneBanusaMu LIHC u ¢ Hapymenusimu co ctoponsl HIHC (Hanpumep, mOHMKEHHBIA MOpOT
CYJIOpPO’KHOM aKTHBHOCTH, CYJIOpPOTM B aHaMHE3€, CHIDKEHHE MO3IOBOTO KPOBOOOpallleHUs,
MOBPEXJCHUE TOJIOBHOI'O MO3ra WIM HMHCYJBT), MPEIpacroiaralolldiMd K BO3HUKHOBEHHUIO
CYJIOpOT WJIM CHUKAIOIIUMHU MTOPOT CYIOPOKHON aKTUBHOCTH.

B cnyuae pa3BuTHS Cyqopor cienyeT NMpEeKpaTHTh Tepanuio MOKCHU(IIOKCAlMHOM W TPUHATh
COOTBETCTBYIOIIINE MEPHI.

Hapywenus co cmopoHul ceny0ouHo-KuueuHo2o mpakxma

[Ipumenenne aHTHOAKTEPUANBHBIX NpPENapaTOB IIUPOKOTO CIEKTpa JeHCTBUS, BKIIOYas
npernapar ABEJOKC, CONPSDKEHO C PUCKOM Pa3BUTHS INCEBIOMEMOPAHO3HOTO KOJHUTA. DTOT
JIMarHo3 cleayeT UMETh B BUY Y MAIIMEHTOB, y KOTOPBIX Ha (POHE JIeUeHUS MpernapaToM ABEIOKC
pa3BUIIach TsDKelas auapes. B ciyyae moo3peHus Wik NOATBEPKACHUS I1CEBIOMEMOPaHO3HOTO

KOJINTA, CJICAYyeT MPEKPaTUTh TEPANUI0 MOKCH(IIOKCAIMHOM, W IPOBECTH COOTBETCTBYIOIIUE
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TepaneBTHUECKUe Meponpuatusd. lIpenaparsl,—yrreTarontre—TrcpICTaTsTIKY —KIIICTHITRS;
IIPOTUBOIIOKA3aHbI IIPU PA3BUTUU TSKEIION JUAPEH.

Hapywenue ¢ynxkyuu novex

ITo>xuiible manueHTsl ¢ 3a001€BAHUAMY IIOYEK JOJKHBI COOII01aTh OCTOPOKHOCTD IIPU NIPHEME
MOKCH(]JIOKCAllMHA, €CJIM OHU HE UMEIOT BO3MOXHOCTH MOTPEOIATh HEOOXOIUMOE KOJIMUECTBO
KHUJIKOCTH, TIOCKOJIbKY OO€3BOKMBAaHME MOXET IIOBBICUTH PHUCK DPAa3BUTHS IOYEHHOMN
HEJOCTaTOYHOCTH.

Hapywenue 3penus

IIpn CHM)KEHHMHM OCTPOTBI 3PEHMS WU BO3HUKHOBEHMM JAPYIMX CHUMITOMOB, CBSI3aHHBIX CO
3peHueM, cIeqyeT HEMEIJICHHO OOpaTUThCS 3a KOHCYJbTaLMEeH K o(TaibMoJory (CM. pasael
4.8.).

Muacmenus gravis

[Ipenapat ABeJIOKC ClIeAyeT UCTIOIB30BaTh C OCTOPOKHOCTBIO Y MALIMEHTOB ¢ MUACTEHUEH gravis
B CBSI3HU C BO3MOXHBIM 000CTpeHHEM 3a00JI€BaHUs.

Tenounum u pazpvie cyxodHCUnusl

Ha ¢one Tepanuu pTOpXHMHOIOHAMH, B TOM YHUCIIE MOKCH(DIOKCALMHOM, BO3MOXHO Pa3BUTHE
TEH/IMHUTA U Pa3pblBa CYyXOXKHWIUS (IPEUMYILECTBEHHO AXMJUIOBOIO), MHOTAA JIBYCTOPOHHETO,
yke B niepBble 48 yacoB jeueHuss. Onucanbl CIy4au, KOTOPbIE BO3HUKIM B TEUEHUE HECKOJIBKHUX
MECSIIEB MOCTIE 3aBEPIICHHS JIeUeHUsI. PUCK pa3BUTHS TEHAMHOIIATUH MOKET OBITh MOBBIIICH Y
MOKUJIBIX TAIIMEHTOB, BO BpeMs CHJIbHOM (M3MYECKON HArpy3KH, Y MalUeHTOB, MOJIYYarOlIuX
JICYEHHE KOPTUKOCTEPOMJAMH, y MALUEHTOB C IIOYEYHOW HEIOCTATOYHOCTBIO MIIM IIOCIIE
TPAaHCIUIAHTAIlUM COJIMAHBIX OpraHoB. [Ipy mepBbIX cUMOTOMax TEHAMHUTA (HAIpHUMeEp,
00JIe3HEHHBIN OTEK, BOCTIAJICHNE) HEOOXOIMMO Pa3rpy3uTh MOPAKEHHYIO0 KOHEYHOCTh, U30erath
0001 uiHeN pU3nUYecKol akTUBHOCTH M 0OpaTUTHCS K Bpady 3a KOHCYJIbTAllMeH U pelIeHHEeM
O IpeKpalleHN aHTUOUOTHKA.

Peaxyus pomouysecmeumenvrocmu

[Tpu npuMeHeHNN GTOPXUHOIOHOB OTMEYAIOTCS PEAKIUU (POTOUYBCTBUTENBHOCTH. OTHAKO TIPH
MIPOBEACHUN JOKIMHUYECKHX W KIMHUYECKMX MCCIIEIOBAaHNN, a TaKkKe NpH IPUMEHEHUU
npemnapara ABEJOKC B MPAaKTHKE HE OTMEYaloch peakuuil (OTO4yBCTBUTEIBHOCTH. TeM He
MeHee, MalMeHThl, MOIyYaolie npemnapar ABeJIoKC, JOJDKHBI U30eraTh BO3JEHCTBUS MPSIMBIX

COJIHEYHBIX JIy4eH U yIbTpaduoIeTOBOTO CBETA.
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Ocnooicnennvie socnanumenvbHole 3a001e6AHUS OPearTU8 NUTOZO TSt

[Tpumenenue npenapara B opMe TabISTOK ISl IpUeMa BHYTPh HE PEKOMEHIYeTCs Y MallueHTOK
C OCIIO)KHEHHBIMH BOCTIAJIUTEIHHBIMU 3a00JICBAaHUSMU OPTraHOB MAJIOTO Tasa (Hampumep,
CBSI3aHHBIMU C Ty0OOBapUaIbHBIMU WM Ta30BBIMH a0CIIECCAMH).

Jleuenue unghexyuii, gvizeannvix wmammamu Staphylococcus aureus, pe3ucmeHmusvimu K
memuyunnuny (MRSA)

He pexomenayeTrcss MCHosib30BaTh MOKCHU(DIOKCAMH ISl JICUEHUS WH(EKINA, BBI3BAaHHBIX
mrrammamu  Staphylococcus aureus pesucrentHsiMu k Metuimuimay (MRSA). B ciyuae
MpeIoiaraeMblX WJIM MOATBEPKACHHBIX MHGEKIui, Bbi3BaHHBIX MRSA, cienyer HaszHauuTh
JICYCHUE COOTBETCTBYIOIIMMH aHTUOAKTEpUAIbHBIMU TIperniapatamu (cM. paszzaen 5.1.).
Jlabopamopnuvie mecmoi

CrnocoGHocTh Tpernapara ABEJIOKC IMOJABISATh POCT MUKOOAKTEpUNH MOXKET CTaTh NMPUYMHOMN
B3auMoJIeicTBHS IN Vitro MokcudIiokcanuHa ¢ TectoM Ha Mycobacterium spp., mpuBozsiero K
JIOKHOOTPHIATEIBHBIM Pe3yJIbTaTaM PU aHAJIN3€e 00Pa310B MAIUEHTOB, KOTOPHIM B 3TOT IEPHO/T
MIPOBOJIUTCS JICUSHHE TIperapaToM ABEIIOKC.

Ilepughepuueckasn neiiponamus

VY manueHToB, KOTOPHIM MPOBOIUIOCH JiedeHHe (PTOPXUHOIOHAMH, BKITIOYas npenapat ABEIOKC,
ONMCaHbl CIIy4yal CEHCOPHOM WM CEHCOMOTOPHOW IIOJMHEUpPONATUH, IPUBOIALIEH K
MapecTe3usiM, THUIECTE3UsIM, JAU3ECTe3usIM Win ciaaboctu. IlanneHToB, KOTOPBHIM TPOBOJUTCS
JiedeHNe TpenapaToM ABEIIOKC, CIIEQyeT MPEenyNnpeanTh O HEOOXOJMMOCTH HEMEIICHHOTO
oOparieHus K Bpauy Mepel MpOAODKEHUEM JIeYeHHs] B CIIy4ae BO3HUKHOBEHHUS CHMIITOMOB
HEHpOMaTHH, BKIIOYAIONIUX 00IIb, %O KEHUE, MOKAIBIBAHUE, OHEMEHHE WK c1ab0CTh (CM. pa3aen
4.8.).

Ilcuxuueckue paccmpoiicmea

Peakuu co CTOpPOHBI TMCUXUKA MOTYT BO3HHMKHYTH Ja)Xe IIOCJ€ TMEPBOr0 MPUMEHEHUS
(TOPXMHOJIOHOB, BKJIIOYas MOKCHQIIOKcAalMH. B OdYeHb peakux ciaydasx ACmpeccus WU
MICUXOTUYECKHE PEAKIUU TPOTPECCUPYIOT 10 BO3HUKHOBEHHMS CYHMIUAAIBHBIX MBICIEH W
MOBEJICHHS C TCHJICHIINEH K CAMOTIOBPEKICHHIO, BKITIOUAsl CYHIIMAATBHBIE TIONBITKH (CM. pa3/en
4.8.). B ciyuae pa3BuTHs JHOOBIX MOOOYHBIX 3(P(PEKTOB CO CTOPOHBI IEHTPAIBHON HEPBHOM
CUCTEMBI, BKIIOUash HAPYIIECHUS TCUXHKH, HEOOXOTUMO HEMENJCHHO OTMEHHUTh Mpernapar

ABEJIOKC M HadaTh COOTBETCTBYIOLIYIO TEPANMIO. B 3TUX CilydasX peKOMEHIyeTCsl EPEUTH Ha
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TEpanuio JAPYTHMM aHTHOMOTHKOM, OTIMYHBIM —OT—(TOPXMHOTOHOB; —CCI—3TO —BOSMOKHO

Heo6xoaumMo co0mo1aTh OCTOPOXKHOCTD TPU MPUMEHEHUH Tpenapara ABEOKC MalMeHTaMH ¢

TICUX03aMH W/WJIH C TICUXUATPUICCKUMH 3a00JICBaHUSIMH B aHAMHE3E.

Hngpexyuu nonosoti cucmemwi

W3-3a mMpoKoro pacrpoCTpaHeHUS U pacTyllel 3a001eBaeMOCTH UH(DEKIUSIME, BHI3BAHHBIMU
pesucteHTHOM K (ropxuHojgonam Neisseria gonorrhoeae, mnpu JeYCHMHM MAIMEHTOB C
BOCHIJINTEIPHBIMU 3200JICBAHUSMHU OPTaHOB MaJIOr0 Ta3a HE CJICIYET MPOBOIUTH MOHOTEPAITHIO
MOKCU(JIOKCAIIUHOM, 3a HWCKIIOYEHHEM CJIy4yaeB, KOI/Ia MPUCYTCTBHE PE3UCTEHTHOM K
dropxunosionam N. gonorrhoeae uckimtoueHo. Eciiu HeT BO3MOKHOCTH UCKITFOYHUTh IIPUCYTCTBHE
pesuctenTHOM K propxunosonam N. gonorrhoeae, HeoOX0AUMO PEIIUTH BOIIPOC O JOMOJHCHUU
AMIUPHUYCSCKON Tepanmuy MOKCH(IOKCAITMHOM COOTBETCTBYIOIIMM AHTHOMOTHKOM, KOTOPBIH
akTHBEH B oTHomeHHH N. gonorrhoeae (Hampumep, 1edaaoCmopuH).

[Ipy oTcyTCTBHM YIyYIICHHUS KIMHUYECKUX CHUMITOMOB Toclie 3 JHEW JeYeHHS, TEparuio
CIIEyeT MePEeCMOTPETb.

Jucenuxemus

Kak u B citydae ¢ npyrumu GTOpXHMHOJIOHAMU, IPU PUMEHEHUN MOKCH(DIIOKCAIITHA 0TMEYaIoCh
M3MEHEHHE KOHIIEHTpPAllMU TIIOKO3bl B KPOBHU, BKIIOYas TUMO- W runepriukemuto. Ha Qone
Tepanuu MOKCH(IIOKCAITMHOM JTUCTIIMKEMHUS Yalle BOSHUKAIA Y MAIMEHTOB IMOXKIIIOTO BO3pacTa
Y MAIMEHTOB C CaXapHBIM JHA0ETOM, IMOTYYAIOIINX COMYTCTBYIONIYIO TEPAITUIO TEPOPATHHBIMU
THIOTJIMKEMHYECKAMHA TIpernapaTaMu (HalpuMmep, IpernapaTaMu CyIb()OHHIMOYECBHUHBI) WU
uHCynuHOM. [Ipu mpuMeHeHHH MOKCHQIIOKCAllMHA y TaKWX MAaIMeHTOB BO3PACTaeT PHCK
Pa3BUTHUS THIIOTTTUKEMUH, BIUIOTh JI0 TUTIOTIIMKEMUYecKol KoMbl. HeoOxoammo nHbopMUpoBaTh
MAIUEHTOB O CUMIITOMaX TUTIOTJIMKEMUH (CITyTaHHOCTh CO3HAHUS, TOJIOBOKPYKEHUE, «BOTIHIN)
amnmeTHT, TOJOBHAs 00JIb, HEPBO3HOCTh, ONIYNICHUE CEpIICOMCHUS WIM ydYallleHHe ITyJIbca,
0716 THOCTh KOJKHBIX TIOKPOBOB, HCIIApUHA, IPOXKb, c1abocTh (cM. paszaen 4.8.).

Ecnu y manuenTa pa3BuBaeTCs TUMIOTIIMKEMUS, JIeUalleMy Bpadyy HEOOXOAUMO CaMOCTOSITEIEHO
NPUHITH pEIICHWEe O TMpeKpalleHuu/3aMeHe Tepanuu. [Ipu  MpOBENEHUU  JICUCHUS
MOKCH(DIOKCAIIMHOM Y TTOKHJIBIX TTAIIMCHTOB OOJIBHBIX CaxXapHBIM JHA0CTOM, PEKOMEHIYeTCs
THIATENBbHBI MOHUTOPUHT KOHIICHTPAIIUHU TIIFOKO3bI B KPOBU.

Heguyum 2nroxo30-6- pocpamoezuopocenasvi
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1

[TarueHTHl € AMATHOCTUPOBAHHBIM JACPUIMTON —TTIOKO3O=6=—(octhaTacTIApOTCHASEI T
HAJIMYMEM €ro B CEMEHHOM aHAMHE3€ CKJIIOHHBI K Pa3BUTHIO TEMOJIMTHUECKUX PEAKLUi BO BpeMs
TEeparuy  XWHOJNOHAaMH. TakuM o00pa3oM, TakuM TAIMEHTaM CIEAyeT TPUMEHATH
MOKCHU(DIIOKCALIMH C OCTOPOKHOCTBIO.

Cneyuguueckue ocnodicHenHvle UHGEKYUU KOHCU U NOOKONHCHOU KIemyamKuy

He nokazana ximHn4eckast 3pheKTHBHOCTh MOKCH(DIIOKCAIIHA B JICYCHUU TSKEITBIX 05KOTOBBIX
uH(pekuuii, pacuuuTa U CUHAPOMA TUA0ETUYECKOM CTOMBI C OCTEOMUETUTOM.

Jnumenvuole, auwarowue mpyoocnocoOHOCMU U NOMEHYUATbHO Heobpamumvle cepbeHbie
Hedice/lamenbHble peakyuu

Coobmanoch 0 cinyyasx ATUTEIBHBIX (IPOJOJDKAIOIIUXCS MECSIBI WU TOJBI), JUIIAIOIINX
TPYAOCHIOCOOHOCTH M TOTEHIMAJIbHO HEOOPATUMBIX CEPHhE3HBIX MOOOYHBIX PEAKIIHSAX,
3aTparvBaloIIUX pa3nyHble, HHOT/Ia U HECKOJIBKO CUCTEM OpraHu3Ma (OMOpHO-IABUTATEIbHBIN
ammapar, HEpBHYIO CHCTEMY, ICHUXHYECKOE COCTOSHHE M OpraHbl 4YyBCTB), Yy HAallMEHTOB,
NPUHUMAIOIINX XWHOJOHBI M (TOPXMHOJOHBI BHE 3aBHCHUMOCTH OT HMX BO3pacTa U YxKe
CyliecTByrImuX (hakTopoB pucka. [Ipy BO3HMKHOBEHWM IEPBBIX MPHU3HAKOB WIIM CHMIITOMOB
JOOBIX CEPbE3HBIX HEXKENATEeNIbHBIX peakluuil MprueM MOKCU(IIOKCAlMHA CIeayeT HEMEAJIECHHO

IMPEKpPATUTh, U MAOUCHT JOJIZKCH O6paTI/ITLC${ 3a KOHCYHLTaHHeﬁ K JicHaleMy Bpaydy.

BcnomMorarennHble BEIECTBA

Ilpenapam Asenoxc cooepacum 1axmo3svl MOHO2UOPAM
[TaimeHTaM ¢ peaKko BCTPEYAIONMICHCA HACIEACTBEHHOM HENMEPEHOCHUMOCTBIO  JIaKTO3bI,
IeGUIMTOM JIaKTa3bl WM CHHAPOMOM TJIFOKO30-TIAKTO3HOW MallbabCcopOIMKu HE CIeIyeT

MNpUHHUMATDH JIAaHHBIN J]eKapCTBCHHHﬁ mnpemnapar.

Ilpenapam Asenoxc cooepocum Hampuil
JlaHHBIN JeKapCTBEHHBII IpenapaT coaep>KuT MeHee 1 Mmmonb HaTpus (23 mr) B 1 Tabnerke, TO

CCTb 11O CYTHU HC COACPIKUT HATPHA.

eTH
Tak Kak HeJb3sI MOJHOCTHIO HCKITIOYHUTH PUCK MIOPAXKESHUS XPALIEBBIX 30H POCTa KOCTEH y peOeHKa
MIpUMEHEHNE MOKCHU(]IIOKCAIIMHA y IeTel U MOAPOCTKOB Miiajauie 18 JeT mpoTUBOMOKa3aHo (CM.

paznen 4.3.).
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COOTBETCTBYET QRCHEFTHOMY QTYETY

45. B3aummoaeiicTBMe ¢ JPYrHMH JIeKAPCTBCHHBIMHI TpemapaTaMm N ApYyTrHe—BUABI

B3aUMOIEelCTBUA

IIpy COBMECTHOM IIPUMEHEHHHM C aTEHOJIOJIOM, PAHUTUAMHOM, KaJbLUKHCOAECPKAIUMU
n06aBKaMH, TeOQUUIMHOM, IUKIOCTIOPUHOM, NIEPOPaIbHBIMUA KOHTPALIEITUBHBIMU CPEICTBAMH,
ITIMOCHKIIAMHMIOM, UTPAKOHA30JI0M, JTUTOKCMHOM, MOP(QHUHOM, MpoOeHEeUn0M (IOATBEPKICHO
OTCYTCTBHE KJIMHHYECKH 3HAYMMOTO B3aUMOJICHCTBHUS ¢ MOKCH(IOKCAITUHOM) KOPPEKITHH 03I
He Tpedyercs.

Moxkcudnokcanil  cieqyeT NPUHAMATh C OCTOPOXKHOCTBIO —MAIMEHTaM, IOJyYaroIluM
Ipernaparbl, KOTOPbIE CHIDKAIOT KOHIEHTPALMIO Kalusi B KPOBU (K MpHUMEpYy, HETIEBbIE U
THA3UIHbIE JUYPETHKH, CIa0UTEIbHbIC, KOPTUKOCTEPOH 1B, aMmpoTepuria B), wim npemnaparsl,

MIPUEM KOTOPBIX MOXKET BBI3bIBATh KIIMHUYECKH 3HAYUMYI0 Opanukapauto (cM. pasaen 4.4.).

IIpenapatel, yanuasonye ugrepsag QT

Crnemyer y4uTHIBaTH BO3MOXHBIH aJAWTHBHBIA d3(Q¢exT yanuHeHus wuHTepBana QT
MOKCU(JIIOKCAIIMHA M JPYTUX IpenapaTtoB, KOTOPbIC BIUSIOT Ha ymiuHeHHe uHTepBaia QT.
BcenenctBue COBMECTHOTO MPUMEHEHHS MOKCH(IIOKCAI[MHA M TPENapaToB, BIHUSIOMIMX Ha
yrHeHne uatepBana QT, yBennduBaeTcs pUCK pa3BUTHS JKEITyIOYKOBOI apUTMHH, BKIIOYAs
NOJMMOP(HYIO JKeTyA0UKOBYIO Taxukapauio (torsade de pointes).
[TpoTHBOIIOKa3aHO COBMECTHOE PUMEHEHHE MOKCH(IIOKCAIIMHA CO CIICAYIOIUMH MperapaTamu,
BJIMSIONIMME Ha yIuHeHHe uHTepBana QT:
* aHTHapUTMHYECKHE Tpenapathl kiacca [A (XMHUAWH, TUAPOXUHUANH, AU30MHPAMUI U
Ap.);
* aHTHapuTMHYeckue npemnapathbl kiacca Il (ammonapoH, coranon, moderunua, noyTHIH
H 7p.);
* HeiiponenTuku (GeHOTHAZUH, TUMO3H/, CEPTHHION, TATONEPUIOIN, CYJILTONPHUI U 1Ip.);
* TPHULUKINYECKUE aHTH/CTIPECCAHTBI;
* aHTHUMHUKpOOHBIE  Tpemaparsl  (cmapdioKcalyH, OSPUTPOMUIMH  (BHYTPHBEHHO),
NICHTAaMH/IMH, IPOTHBOMAJISIPUIHBIC TIPETapaThl, 0COOCHHO raioGpaHTpUH, CAKBHHABHP;
* AHTUTMCTAaMUHHBIE IpenapaTsl (TepdeHaanH, aCTeMHU30JI, MU30JIaCTHH);

* npyrue (U3anpu, BAHKaMHUH (BHYTPUBEHHO), Oenpuani, TudeMaHmI);

AHTanuaHeIe CpEACTBA, ITOJJUBUTAMUHBI 1 MUHCPAJIbL
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[Tpuem MokcudIOKCalliHa OJHOBPEMEHHO C aHTATIVIAHBIMIT CPCACTBAMIT; TTOMMBA TaAMITHANIT 7T

MHUHCpAJIaMU MOKCT NPUBOIHUTL K HAPYIICHHIO BCACBbIBAHHA MOKCI/I(bHOKCElI_[I/IHa, BCJIICACTBUC

06pa3013aH1/m XCJIAaTHBIX KOMIIUICKCOB ¢ MHOT'OBAJICHTHBIMH KATHOHAMMU, COACPIKAIMUMHUCA B 3TUX
npernapatax. B pesynbTare KOHLEHTpauus MOKCH(]IOKCAlMHa B IIa3Me€ KPOBH MOXKET ObITh
3HAYMTEIIBHO HUXKE KENacMor. B CBs3M ¢ 3TUM, aHTalUIHbIEC IPENApaThl, AHTUPETPOBUPYCHBIE
IpenapaTsl (HalpuMep, JU1aHO31H) U ApyTHe penaparhl, COAepKallue MarHui Wik allOMUHUMN,
cykpaib(aT U Jpyrue npenaparsl, COAEpKaIIHe KeJIe30 WIH LIMHK, CJIEYET IPUMEHSITh HE MEHee

4yeM 3a 4 yaca 710 WK yepe3 4 yaca nociie npueMa BHyTpb MOKCH(IIOKCALIMHA.

Bapdapun

[Ipu coueTaHHOM MPUMEHEHHH C BapPapuHOM IPOTPOMOMHOBOE BpPEMS U JIPYTHE MapaMeTphl
CBEPTHIBaHUS KPOBU HE U3MEHSIOTCS.

Hzmenenue suauenus MHO

VY manueHTOB, MOJYYaBIIUX aHTHUKOATYISHTH B COUETAHUHU C aHTHOMOTHKAMHU, B TOM YHCIE C
MOKCH(DIOKCAIIMHOM, OTMEUYAIOTCS CIIy4daW IOBBIIICHUS AHTUKOATYJISIIMOHHON aKTHBHOCTH
MIPOTHBOCBEPTHIBAIOIINX TpenapaTtoB. dakTopamu puCKa SBISIOTCS HATWYHE MHPEKIIMOHHOTO
3a001eBaHus (M COIYTCTBYIOIIMK BOCHAIUTEIBHBIA IPOIIECC), BO3PACT M OOIEE COCTOSHUE
nanueHTa. HecMoTpst Ha TO, 9TO B3aMMOJICHCTBHUS MEX Iy MOKCHU(DIOKCAITTHOM U BappapruHOM HE
BBISIBJICHO, Y MAIIMEHTOB, MMOTYYaIOIIUX COUYETAHHOE JICUCHHUE STUMHU TpernapaTtaMu, Heo0X0IUMO
npoBoauTh MoHUTOpUHT MHO u mpu HE0OXOTUMOCTH KOPPEKTHPOBATH 03y HEMPSMBIX

AHTHUKOAryJIIHTOB.

2 lI/IFOKCI/IH

MokcudnokcalluH ¥ JWTOKCHH  HE  OKa3bIBalOT  CYIIECTBEHHOTO  BIUSHUS  Ha
(hapMaKOKWHETHUECKHE TMapamMeTpbl JApyr napyra. l[Ipu TpUMEHEHHH TOBTOPHBIX J103
MOKCH(IIOKCAIIMHA MaKCUMaJIbHAsI KOHIIEHTPAIUs TUTOKCHHA YBEJIMUMBAJIACh TPUOIU3UTEIIHHO
Ha 30 %, mpu 3TOM 3HayeHHWe IUIOWAAM MOJA KpUBOM «KoHUeHTpauus-Bpems» (AUC) u

MHUHUMAJIbHAA KOHIUCHTpAaIud AUT'OKCHHA HEC U3MCHAJINCE.

AKTI/IBI/IDOBaHHLIﬁ YI'OJIb

[Ipu ogHOBpEMEHHOM NMPUMEHEHUH AKTUBUPOBAHHOTO YIJI U MOKCU(IIOKCAIIMHA BHYTPb B J103€

400 Mr cucrteMHasi OMOJIOCTYIHOCTD IIpenapara cHikaetrcsa Oonee yeM Ha 80 % B pesynbTare
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APOBRY TIPUMCHCHIIC aRTU BN POBaHoTro yrior ua

paHHef/'I CTaguu BCACBIBAHUA TPCHIATCTBYCT ,uanLHeﬁmeMy IIOBBIIICHHUIO CHCTEMHOI'O

BO3/IeHCTBHS (CM. pa3zaen 4.9.).

4.6. @epTUIBLHOCTH, 0€PEMEHHOCTH M JIAKTAIUSA

bepemeHHOCTD

bezomnacHoCTh TIpUMEHEHHS MOKCH(DIOKCAIIMHA BO BpeMsi OEpPEeMEHHOCTH HE YCTaHOBJICHA.
ABeJIOKC IPOTHUBOIIOKA3aH B Iepro] OepeMeHHOCTH (cM. pasen 4.3.).
B mccnenoBaHusx Ha )KUBOTHBIX OOHApy)KE€Ha PENPOAYKTUBHAS TOKCUYHOCTb. [l0TeHIIMaIBbHBIN

PHUCK I YCJIOBCKA HCU3BCCTCH.

JlakTanms

Kak u apyrue QpTopXHHOJIOHBI, MOKCU(DIIOKCAIIUH BBI3BIBAET MOBPEKIEHUS XpsIleld KPYMHBIX
CYCTaBOB y HEIOHOILICHHBIX KMBOTHBIX. B NOKIMHMYECKUX MCCIENOBAHUAX YCTAaHOBJICHO, 4YTO
HEeOOoJIbIIIOE KOJIMYECTBO MOKCHU(IIOKCallMHa BBIJENAETCS B IpyIHOE MOJIOKO. [laHHbBIE O ero
IIPUMEHEHNUHN Y JKEHIIMH BO BPEMs JIAKTallMM OTCYTCTBYIOT. [loaTOMy HazHaueHue ABENOKC B

[EPUOJT TPYIHOTO BCKapMJIMBAHUS IPOTUBOIIOKA3aHO (CM. pa3aen 4.3.).

47. BuausiHue HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMH U pPadoTaTh ¢
MeXaHU3MaMH

HccnenoBanust BIHUSHUS MOKCHU(DIIOKCAIIMHA Ha CHOCOOHOCTh K BOXKJICHHUIO TPAaHCIOPTHBIX
CpCACTB U YIPABJICHUIO MCXAaHU3MaMH HC NPOBOJUIUCH. Tem He MCHEC, MPHUEM TMALITUCHTAMU
AHTUONOTHUKOB (bTOpXI/IHOJ'IOHOBOFO pAaaa, BKIIKOYas MOKCI/I(l)J'IOKcaHI/IH, MOXKET HIPUBOAWUTH K
CHIDKEHHIO CIIOCOOHOCTH K YIPABIICHUIO TPAHCHOPTHBIMU CPEACTBAMHM WJIM MEXaHU3MaMU B
cBs3u ¢ peaknusmu [[HC (x mpumepy, TOTOBOKPYKEHHUE), OCTpasi MPEXOAsIas CIernoTa Uiu
KpaTKOBPEMEHHOH moTepel co3HaHusi (00MOpok, cM. pazzaen 4.8.). IlanueHTsl T0KHBI OBITh
npeaynpexKIC€Hbl O BO3MOXHOCTH  Pa3BUTHUA HOJIO6HBIX peaKum?I npu MNpUMCHCHHU
MOKCH(IIOKCalMHA 10 TOTO, KaK MPUCTYIATh K YIPABICHUIO TPAHCIIOPTHBIMU CPEICTBAMU WU

MEXaHU3MaMU.

4.8. HexenarelbHble peaknu

Tabnuynoe pE3IOME HEXKEIATSIbHBIX PeaKIIMU
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MokcudokcannHa 400 mr (BHYTpb, NpH CTYNEHYATOM TEpanmuH [BHYTPUBEHHOE BBEJCHHE

npenapaTta ¢ MOCJIEIYIOIIUM €ro MPUEMOM BHYTPh| U TOJBKO BHYTPUBEHHO), MOIYYEHBI W3

KJIMHUYECKUX HCCIICJOBAHUI U TMOCTPETUCTPAIIMOHHBIX COOOIICHUN (8blOeeHbl KYpPCUgoM).

He6J’IaFOHpI/I${THHe peaKkuuu, NCPCYUCICHHLIC B I'PYIIIC «9aCTO» BCTPCYAJIUCH C YaCTOTOM HHXKE

3 %, 3a UCKIIIOYEHUEM TOILHOTHI U TUAPEU.

B xax1011 4aCTOTHOM I'pyIIIe HEKEJIATEIbHbIE JIEKAPCTBEHHBIE PEAKIIMY IIEPEUNCIICHBI B IIOPSIKE

yObIBaHUS 3HAYUMOCTU. HYacTOTy ONpeesitoT CleAYOIUM 00pa3oM:

gacto (> 1/100, o < 1/10), Heuacto (> 1/1000, Ho < 1/100), peaxo (> 1/10000, o < 1/1000),

oueHb penko (< 1/10000), yacrora Hen3BecTHA (HA OCHOBAaHUM MMEIOIIMXCS JAHHBIX OIEHUTH

HEBO3MOXHO).
Cucremnuo- | Yacrto Heuacto Peako Ouenb peaxko | Yacrora
oprannbiii | (> 1/100, HO | (> 1/1000, HO < | (> 1/10000, HO | (< 1/10000) HEM3BeCTHA
KJIace < 1/10) 1/100) < 1/1000)
Nuadexumn | Cynepunde
Y UHBa3WW | KIIHH,

BbI3BaHHBIC

PE3UCTEHTH

BIMH

OakTepusIMH

WA

rpubamu, K

IIpUMEpYy,

KaHJIU03

MOJIOCTU pTa

WIn

BarvHaJIbHbI

W KaHOUO03
Hapymenn AHemus, N3menenue IToBbI1IEHNE
b co JIeHKOTIeHHUS], KOHIIGHTpaIld | KOHIICHTPALUU
CTOPOHBI HEUTpONeHHUs, u pOTPOMONHA
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KpOBU )5 TpOM6OI_[I/ITOl'IC POMOOTIITAacT a YMCHBIOTCHIIT
auMpartuae HUA, uHa MHO

CKOM TpOM6OIII/ITeMI/I ApPra”HyJIOIHuTO
CHCTEMBI A, YAJIINHCHUEC 3,
HpOTpOM6I/IHOB MMaHOUTOIICHUA
oro
BpEMEHH/YBEIU
YCHUC
MEXIYHApOJIHO
ro
HOpPMaJIN30BaHH

Oro OTHOIICHUA

(MHO)

Hapymenn Annepruueckue | AHadunaktiyu | AHaQUIAKTHY
S co peakuuu, 3yI, | eckue/ €CKUI
CTOPOHBI CHIIIb, aHadunakron | /aHadurakTon
UMMYHHOH KpanuBHUIIA, JTHBIC THBIA TIOK (B
CHUCTEMBI DO3MHOPHITUS peaxIyu, TOM YHCIIe

AHTHOHEBPOTH | MOTEHIIUAIHEHO

YECKUM OTEK, | yrpOXkKarolun

BKJIIOYAst OTEK | KU3HU)

ropTaHu

(moTeHIaTbH

0

yIpOXKaromun

JKU3HU)
OHJIOKpUH Cungpom
HBIE HapyIICHUS
HapYIICHUS CeKpeLuu

AHTUIUYPETUY
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CURULU

rOpMOHa

Hapymiean
i
MeTad0JI13
Ma 158

INUTaHUA

[Munepaununem

us

[Muneprivkem
us,
TUIIEPYPUKEM

us

I'mmornukemu
ﬂ)
TUITOJTUKEMUY
eckas KoMa
Tsoxenas
TUIIOTJINKEMUS
, BIUIOTH IO
pa3BHUTHUSA
TUITOTTMKEMUY
€CKOM  KOMBI,
OCOOEHHO Y
MTOKUJIBIX
MMaIMEeHTOB,
MaleHTOB ¢
caxapHbIM
nrabeToM,
TTPUHUMAFOTIIN
X
nepopaabHbIe
TUITOTTMKEMHUY
€CKHe
npenaparsbl

HJIN UHCYJINH

Ilcuxuueck
ue

HapyHICHUA

*

TpeBOKHOCTS,
MICUXOMOTOpHAsA
TUIIEPAKTUBHOC

Tb /aXKATALUS

OMOIMOHAIIEH
ast
J1aOMIILHOCTb,
nenpeccus (B
OYCHb PEIKUX

CiIyJasix

Henepconanus
anus,

MICHXOTHYECKH
e peaKIuu
(nomenyuanvn

o

Hepsosnoct

b
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BO3MOKHO
IIOBEACHUE C
TEHIEHIIUEN K
CaMOITOBPEX]T

CHHUIO, TaKO€

IL[JU)l(j l)'tHJM/;MC
csl 8
nogeoenuu ¢
menoenyuel K

camonospesico

KaK eHUl0, MaKom
CYMUIMJANbHBI | KAK
€ MBICIH WIH | CyuyuodaivHvle
CYMUIMIAIBHBI | MbICU unu
€ TMONBITKHU), | CYUyuoaIbHble
TJUTIOIMHALI | HONbIMKLL)
U, HapyIlIEeHUe
IaMsTH,
JIeTMpui
Hapymenn | I'onoBnHas [Tapecre3un/Au | ['unecresus, ['unepecresus
A co | 60ib, 3€CTE3HH, HapyLICHUS
CTOPOHBI TOJIOBOKPY’K | HApyILIEHUS 0O0OHSAHUS
HEPBHOHN eHue BKYCOBOM (BKITIOYAst
CUCTEMBI™ YYBCTBUTENIBHO | AaHOCMHUIO),
CTH (BKJItOYAsl B | aTUIIUYHBIE
OYEHb PEIKHUX | CHOBUACHHS,
cirydasix HapylLIeHHe
areB3uIo), KOOPIMHAIINH
CIIyTaHHOCTH (BKIIOUAst
CO3HAHUA U | HapyLICHUs
JIe30pUEHTALUS, | IOXOJKU
HapyLICeHUS BCJIE/ICTBHE
CHa,  TPEMOD, | FOJOBOKpYXKE
BEPTHTIO, HUs WIH
COHJIUBOCTD BEPTHIO, B

OYCHb PEAKHUX




COOTBETC

L

(MO0

ABYET SRCHEPTHOMY QTHETY
ot 26.11.2025 N2 29437
NEdOBATENBHOCTE

o
0008}

ley ddAA
BeAylMe K
TpaBMaM B
pesynbTare
EN T
0COOCHHO Y
TIOYKHUITBIX
MalCeHTOB),
CYyIOpOTH  C
Pa3IUYHBIMH
KIIMHIYECKUM
"
NPOSIBICHUSM
U (B TOM 4HcCIIe
«grand  mal»
MIPUTIAIKH),
HapyUICHUS
BHUMAaHWUSI,
HapyIICHHS
peun,
aMHe3Hs,
nepugepuyec
Kast

Helpornatus u

MOJIMHEMpoIa

TUS
Hapymean Hapymenue Ceetobos3ap | [Ipexomsmas
o co 3peHusl, MOTEPSI 3pEHUS
CTOPOHBI BKJIIOUast (ocobenHo Ha
oprasa JTUIUIONUIO ¢done peaxiuii
3peHus HEYETKOCTh co
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i

3PUTCIIBHOT'O CTOPOHBI
BOCIIPUATUSA IMHC), yBeut n
(ocobenno mpu ocTpas
peakuusix  Co JIBYCTOPOHHSIS
ctopons! LITHC) TPaHCUJLIIOMH
Haus
pangyKHOU
000J10YKH
Hapymenn Illym B ymax,
s co YXyZALLIEHUE
CTOPOHBI ciyxa,
oprasa BKJIIOUas
ciyxa u TIIyXOTY
nabupUHTA (0OBIYHO
obparumoe)
Hapymienu | Ynanunenue | YiunuHeHue KenynoukoB | Hecneruduue | Cunapom
1 CO | MHTEpBAJIA unrepBana QT, | bie ckue aputmuy, | Koynuca*
CTOPOHBI QT y | omymieHue TaxHUapuTMUH, | MoJIUMOpdHast
cepama MAIUCHTOB C | cepaneOueHus, | 0OMOpPOKH, KEITYTOUKOBAs
COIyTCTBYIO | TaXUKapaus, MTOBBILICHHE TaxuKapaus
e Baszoquiaramys, | aprepuansHor | (Torsade  de
runokaiaueM | GuOpwuAMs | 0 JaBieHwus, | Pointes),
nen IpeAcepaIni, CHIKEHUE OCTaHOBKa
CTEHOKapAUs apTepHalIbHOT | cepAla,
0 JIaBJICHUS (mpeumymecTt

BEHHO Y JIUII C
mpeapacriosar
aloNINMHU K
apUTMUSAM

COCTOSTHUSIMH,

TaKHUMHU KakKk
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RKITMTHITICCRIN
3HaUYUMast
Opaaukapus,
octpas
ULIeMuUs
MHUOKap/a),
BACKYJIUT
Hapymienn Onprmka
s co (BKITIOYAs
CTOPOHBI aCTMATUYECKUE
COCYJIOB COCTOSIHUS)
Hapymenn
S co
CTOPOHBI
JbIXaTeNbH
oM
CHUCTEMBHI,
OpraHOB
TPyIHOMN
KIETKH U
CPEIOCTEH
ust
Kenynoun | TomHoTa, CHMKEHHBIN Hucdarus,
o- pBOTa, 0OONU | AaNMETHUT U | CTOMATHT,
KHUIIIEYHbIE | B 00JIACTH | CH)KEHHOE MICeBIOMEMOD
HapYILICHUS | STIUTACTPHsl | MOTpebIeHne AQHO3HBIN
u OoNM B | UMM, 3arop, | KOJUT (B
KUBOTE, JIACTIETICHS, OYEHb PEIKUX
nuapest METEOPU3M, ciyvasx
TracCTPOIHTEPUT | aCCOLIMUPOBAH
(kpome HBII c
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(NOCNEOOBATENBHOCTE QOUE)
9pPO3UBHOI'O YTPORATOTTITM
racTpPO’HTEPUTA | U AKUZHU
), TIOBBIIICHHUE | OCIOKHEHHUSIM
AKTUBHOCTH n)
amua3bl
Hapymenn | IloBeiienne | Hapymenus Kenryxa, @yJIbMUHAHTH
S CO | aKTUBHOCTH | ()YHKIIMH renaTuT BIil  TEmaTwur,
CTOPOHBI «TEYECHOYHBI | IEYEHU (mpeumyIIecT | MOTEHIUAIBHO
NEYEHU U | X» (BKITIOYAs BEHHO MIPUBOASIINIM K
JKETYEBBIBO | TpPaHCAMHUHA | MOBBILICHUE XOJIECTaTUYEC | KU3HEYTPOKa
ISAIIIX 3 aKTUBHOCTH K1) fonei
nyTen JIAKTaTIAETUAPOT IEYCHOYHOMI
€Ha3bl), HEJ0OCTATOYHO
MOBBILLICHHE CTU (BKJIIOYas
KOHIICHTPALIUU JeTaIbHBIC
OowmpyOuHa, HCXO/IbI)
MOBBIILICHUE
aKTUBHOCTHU
raMmma-
[Ty TaMUJI-
TpaHcgepassbl,
MOBBIIICHHE B
KpOBU
aKTUBHOCTH
LICJII0YHOU
docdarass
Hapymean CyX0oCTh KOXH Bynnesnsie Octpeiit
o co KOKHBIE TE€HEepaIn30
CTOPOHBI peakiuuu, BaHHBIN
KOXH u Harpumep, HK3aHTEMAaT

CUHIPOM




COOTE

L

(noc

L

ABYET SRCHEPTHOMY QTHETY

ot 26.11.2025 N2 29437

NEOOBATENBEHOCTE 00038

n
o

IIOAKOKHBI CTrBenca O3HbBITT

X TKaHEN JlxoHCOHa IyCTyJIe3
W
TOKCHUYECKHUI
ANUAEpMaIbH
bl  HEKPOJIn3
(moTeHIMAIIbH
0 OITACHBIN JUIA
JKU3HH)

Hapymenn Aptnaprus, Tenauuur, PaspsiBbl Pabnomuon

o co MUAITHUS MTOBBIIICHHUE CYXOXKHIIHH, u3

CTOPOHBI MBIIIEYHOT'O apTpur,

MBIIIEYHON TOHYcCa U | HApYIICHUS

, CKEJICTHOM CyZ0pory, ITOXOJKH

u MBIIIICYHAS BCJIC/ICTBUE

COE/IMHUTE c1abocTh MTOBPEXKICHUS

JIbHOU OIIOPHO-

TKaHU** JIBUTATEIHHOMN
CUCTEMBI,
yCUJIEHUE
CUMIITOMOB
MUACTEHUU
gravis,

PUTHAHOCTD
MBIIIII]

Hapymenu Herunparanus | Hapymenue

A co (BBI3BaHHAS byHKIII

CTOPOHBI Juapeed  WIM | TOYeK

RS u yMEHbIIIEHHEeM | (BKJIOYast

MOYEBBIBO/]T npuema MOBBIIICHHUE

KHUTKOCTH) Co/IepIKaHUs




COOTBETC

L

(noc

ABYET QRCHEFPTHOMY QT4E

ot 26.11.2025 N2 29437
NEOCBATENEHOCTE 000

d)

Y

AAUX d30Ta
nyTein MOYEBHUHBl B
KpPOBHU "
KpEeaTUHHUHA),
noyeyHas
HEI0CTaTOYHO
CTh (B
pe3yiabTare
JeruapaTalnuu
, YTO MOXeET
NPUBECTH K
HOBPEXICHUIO
MOYeK,
O0COOCHHO Y
TIOYKHUITBIX
HAlMEHTOB C
panee
CYIIIECTBOBaB
MU
HapylEeHUSIMU
byHKIIUU
MIOYEK)
OO0mue Peakmuun B | OO1ee Ortek
HapyLeHUs | MecTe HE/IOMOT'aHue,
U peaklMy | MHbEeKIMN/U | Hecnenuduyeck
B MecTe | Hpy3uH ast 601b,
BBEIICHUS MOTJIMBOCTb,
baedut
/TpomMbodeduT
B MecTe

uHDy3UHn
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*OcTpas uemMus MUOKapaa ¢ H(HAPKTOM MUOKap/1a Wik 0€3 HEro Kak COCTaBHAs 4aCTh PEaKIIUU
TUINEepYyBCTBUTENBHOCTH (cM. pazzen "OcoOble yKka3aHHs U Mepbl NMPEAOCTOPOKHOCTH IPU
NPUMECHEHHUN).

**OQueHb pENKO COOOMANOCH O CIydasx JUIMTETbHBIX (MECSIBl WM TOJNBI), JWIIAFOIINX

TPYJAOCTIOCOOHOCTH M TOTEHUUAIbHO HEOOpaTHMbIX CEPbE3HBIX HEKEJIaTeNbHBIM peaKluid,

3aTparvBaoIIUX pa3iNyHble, THOT/Ia U HECKOJIbKO, CUCTEM OPraHOB U OPTraHOB YYBCTB (BKIIIOYAs

TaKHe peakllu, KaK TeHIUHUT, Pa3pbIB CyXOKUJIHS, apTParHs, 00JIb B KOHEUHOCTSIX, HAPYIICHHE

IIOXO/IKH, HEHpOIIaTHusl, CBsI3aHHAs C MapecTe3ueil, Jenpeccus, yCTaloCcTh, HapyLIEHUE MaMATH,

HapyIICHUs CHA U HApYyIICHUS CITyXa, 3pEHUs, BKyca U OOOHSHHS ), B CBSI3U C IPUEMOM XHHOJIOHOB

1 GTOPXUHOJIIOHOB, B HEKOTOPBIX CIydasx HE3aBUCHUMO OT YK€ CYLIECTBYIOIIUX (PAKTOPOB pUCKa

(cM. pasgen 4.4.). Yactora pa3BUTHS CICHYIOIINX HEXKEIATEIBHBIX pPEaKIMii ObUIa BBIINIC B

IpyIIie, oJIy4yaBIlIel CTYIIEHYaTyIO TEPAIINIO:

Yacro: [ToBpIlIEHNE AKTUBHOCTU FaMMa-IIIyTaMHJITpaHc(epasbl.

Heuacro: XKenynoukoBble TaxuapuUTMUU, CHIDKEHHE apTepUANbHOIO JaBJICHUS, OTEKH,
MICEBJOMEMOPAHO3HBII KOMUT (B OYEHb PEAKHX CIy4asX acCOLMHUPOBAHHBIN C
YTPOKAIOIIUMU JKU3HH OCIIOKHEHUSMU ), CYyIOPOTH C PA3TUIHBIMU KIIMHUYECKUMU
nposiBieHusIMH (B ToM uucie «grand maly mpumanku), TrayuTIONHHALNH,
HapymieHne (QYHKIAA TOYeK, IOYeHHass HEeJOCTaTOYHOCTh (B pe3ysbTare
JEeTUpaTalny, 4YTO MOXKET MPUBECTH K MOBPEKICHHUIO IOYEK, OCOOCHHO Y
MOKUJIBIX TIAIIMEHTOB C paHee CYIIECTBOBABIIMMU HAPYIICHUSIMH (YHKIHH
MOYeK).

Onucanue OTACIBHBIX HEXCIATCIbHBIX DeaKHI/Iﬁ

[Tocne Tepanuu 1pyrumu GTOPXUHOIOHAMHU OBLIIM OTMEUEHBI CIeayIole T000uHbIe 3D PEKTHI,
KOTOpbIE MOTYT TaKXe BO3HHMKAThb NPU JICYEHUH MOKCHU(IIOKCAIIMHOM: IOBBIIIEHHOE
BHYTpUYEPEIIHOE  JIaBJIECHHE (moOpokadecTBeHHast ~ BHYTpHUEpeNHash  THIIEPTEH3H,
MICEBJIOOMYXO0JIb TOJIOBHOTO MO3ra), TUIEPHATPUEMHUs], THUIEPKaIbIIUEMHUs, T€MOJIUTUYECKas

AHCMMUs, pCaKIINH (bOTO‘IYBCTBI/ITeJ'IBHOCTI/I.

COO6I_HCHI/IC 0 TOA03PEBACMBIX HCKCIATCIBbHBIX PCAKIIUAX
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BaxxHo coo0mare 0 TMOJ03PEBAEMBIX HEKCTATCTBHBIX—PCAKIIITX—TTOCTC—PCTICTPATIIIT
JIEKapCTBEHHOTO Mpemnapara ¢ eblo 00ecrneyeHus] HeMPepbIBHOIO MOHUTOPHHTA COOTHOIIICHUS
«TOJB3a-PUCK» JIEKAPCTBEHHOT'O TMpernapata. MeAauIMHCKUM paOOTHHUKAM PEKOMEHIyEeTCs
coo0maTh 0 JIOBIX IMOJAO03PEBAEMBIX HEXKEJIATEIbHBIX PEaKIUAX JICKAPCTBEHHOTO IpernapaTa
4yepe3 HalMOHANBHBIE CUCTEMBbI COOOINEHHUS O HEXENATeIbHBIX PEaKIHUsAX TOCyJapCTB-YJICHOB

EBpa3uiickoro 5KOHOMHUYECKOTO COHO3a.

Poccuiickas @edepayus

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomaip, 1. 4, ctp. 1

®enepanbHas ciry:x0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)
Tenedon: +7 800 550 99 03

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

Pecnybnuxa benapyco

Anpec: 220037, r. Munck, ToBapuiieckuii nep., 2a

PVII «lleHTp 3KCIIEpTU3 U UCIIBITAHUH B 3paBOOXPAHEHUN
Tenedon: +375 17 242 00 29

OnekrponHas nouTta: rcpl@rceth.by, rceth@rceth.by

https://www.rceth.by

4.9. Tlepeno3upoBka

CUMOTOMBI

NmeroTcst orpaHUYeHHBIE JaHHBIE O MEepeao3upoBKe MOKcHpIokcanuaa. He oTMeYeHO KaKuX-
160 Mo60YHBIX 2P (HEKTOB NMPU MPUMEHEHUU MOKCHUpIIOKcannHa B 03¢e 10 1200 MTr 0qHOKpaTHO
u o 600 mr B Teuenue 10 el u 6onee. B coyuyae nmepeno3upoBKH ClIelyeT OPUEHTHPOBATHCS
Ha KJIMHUYECKYIO KapTHUHY U MPOBOJUTH CUMIITOMATHYECKYIO MOAJIEPKUBAIOIIYI0 TEPAIUIO C
OKI'-MOHUTOPUHTOM.

Jleuenune

[IpuMeHeHne aKTUBHUPOBAHHOTO YIJIS Cpa3y IMOCIE MEepPOpalbHOro MpHeMa IMpenapara MOKET
MOMOYb TPEIOTBPATUTH UPE3MEPHOE CHUCTEMHOE BO3ACHCTBHE MOKCH(IIOKCAIMHA B CIIydasx

Hepe03UPOBKH.


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
mailto:rcpl@rceth.by
https://www.rceth.by/
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5. ®APMAKOJIOTHYECKHUE CBOMCTBA
5.1. ®dapmakoamHaMU4YecKHe CBOIiCTBa
dapmakoTepaneBTHUECKasi TPYIA: aHTUOAKTEPUAILHBIC CpPEIACTBA CUCTEMHOTO JCHCTBUS;

IMPONU3BOAHBIC XMHOJIOHA, (1)TOpXI/IHOJIOHbI.

Kox ATX: JOIMA14

MexaHu3M JIeUCTBUS

Mokcudnokcanud — OakTepULUAHBIM aHTHOAKTEPUANbHBIM Mpernapar IIUPOKOro CHEKTpa
JeUcTBUS, 8-METOKCH(PTOPXUHOJIOH.

bakrepunmanoe aeiictBue MokcudokcaHa 00yCI0BIE€HO HHIMOUPOBAaHUEM OaKTEepHATbHBIX
tononsomepas Il u IV, 4ro mpuBOAUT K HAPYLIEHHIO MPOLECCOB PEIUIMKALMM, pernapanud U
Tpanckpunuuu OuocunTe3a JJHK MUKpoOHO# KIIETKH U, KaK CIeICTBUE, K THOETH MUKPOOHBIX

KJICTOK.

dapmakoanHamMmnueckue YOO EKThI

MuHuMaIbHEIS 6aKT€pI/IHI/II[HBIC KOHICHTpAIuu MOKCI/I(I)J'IOKCELI_II/IHa B IICJIOM COIIOCTaBUMBI C €I'0

MHWHHUMAJIbHBIMHU I/IHFH6I/Ipy10H_II/IMI/I KOHICHTpalUAMH.

Mexanuzmwl peucmenmnocmu

MexaHu3Mbl, MPUBOJALINE K PAa3BUTHIO YCTOMYMBOCTH K MEHMLIMJUIMHAM, liedanocrnopuHaM,
aMUHOTJIMKO3HMJIaM, MAakKpojuJaM U TeTpalMKIMHAM, He BIHUAIOT Ha AaHTHOAKTEpHAIbHYIO
aKTUBHOCTb MOKCH{QuIOKcanMHa. [lepekpecTHOll yCTOHUMBOCTH MEXAy S3TUMH TpyHIaMu
aHTHOAaKTepUAIbHBIX MPEenapaToB U MOKCU(IOKCAIIMHOM He oTMedaeTcs. [{o cux mop Taxke He
HaOJI0AaI0Ch CIyYaeB IUIa3MUIHON ycToiunBocTH. OOIIas 4yacToTa pa3BUTUSI YCTOHYHMBOCTH
oueHp HesHaumtenpHa (107-1070). PesnmcTeHTHOCTP K MOKCH(IIOKCAIIMHY pa3BUBACTCS
MEJICHHO IIyTEM MHOKECTBEHHBIX MyTallli. MHOTOKpaTHOE BO3/IeiCTBHE MOKCH(IIOKCallMHA Ha
MHUKPOOPIaHU3Mbl B KOHLEHTPAIMSIX HI)KE MUHHMAJIbHOM HMHTHOMPYIOUIEH KOHIEHTpaluu
(MUK) compoBoxpaaercss nuilb He3HauuTeldbHbIM yBenauueHueM MMUK. Ormeuarorcs ciayuyau
MePEKPECTHON yCTOWYMBOCTH K (TOPXHMHOJOHAM. TeM He MeHee, HEKOTOPhIE YCTOWYHMBBIE K
ApYyruM (TOPXUHOJIOHAM T'PAMIIOJIOXKHUTEIbHbIE U aHA’POOHBIE MUKPOOPTaHU3MBI COXPAHSIOT

YYBCTBUTCIIBHOCTD K MOKCI/I(I)JIOKcaI_[I/IHy.
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VY CTaHOBJIEHO, YTO J00ABJICHHE B CTPYKTYPY MOTCKYIIBTMOKCH(PITOKCAIIIHA MCTOKCHTPYTITISI B
nojokeHnn C8 yBeIMUYMBAET AaKTUBHOCTH MOKCH(IIOKCAIIMHA W CHH)KAeT 00pa3oBaHHE
PE3MCTEHTHBIX MYTAHTHBIX IITAMMOB TI'PaMITOJIOKHTEIBHBIX Oakrepuil. IlpucoennHenne
OWIMKII0AMUHOBO# IpyIIbI B mostoskeHnd C7 MpeaynpekaacT pa3BUTHE akTHBHOTO 3 (IItoKca,
MEXaHHM3Ma PE3UCTEHTHOCTH K (DTOPXHUHOIOHAM.

Moxkcudiokcarus in Vitr0 akTHBEH B OTHOIIEHHH IIHPOKOTO CIIEKTPA TPaMOTPHIATEIBHBIX H
IPaMITOJIOKHUTENLHBIX MHKPOOPIaHH3MOB, aHa’po00B, KHCIOTOYCTOMYMBBIX OakTepwii H
aTMIUYHBIX OakTepwmii, Takux kak Mycoplasma spp., Chlamydia spp., Legionella spp., a Taxxke

6aKTepPII>i, PC3UCTCHTHBIX K B-J’IaKTaMHHM " MaKpOJIMJHBIM AHTHOMOTHKAM.

Brusnue na xuweynyio muxpognopy uenoseka

B nByx nccnenoBaHusIX, TPOBEACHHBIX HA L[O6p0BOJ'H)HaX, OTMEYAJINCH CIICYIONINE U3MEHEHUS
KHUIIIEYHOH MHUKPOQIIOPHI IOCIE IEepOopajbHOTO NpHemMa MoKcudokcanuHa. OTmedaioch
cHmkeHne kounenrpanui Escherichia coli, Bacillus spp., Bacteroides vulgatus, Enterococcus
spp., Klebsiella spp., a Taxke anaspobos Bifidobacterium spp., Eubacterium spp.,
Peptostreptococcus spp. Otu u3MeHeHus: ObLITM 0OOpaTUMBIMHU B TCUCHHE IBYX HEZENb. T OKCHH

Clostridium difficile ne oonapysxeH.

Tecmuposanue uygcmeumenbHOCmu in vitro
Crnektp aHTHOAKTEpUATbHOM AaKTHBHOCTH MOKCH(IIOKCAllMHA BKJIIOYAET  CIEAYIOIIne

MHUKpPOOPTaHU3MBbI:

YyBcTBHUTE/IbHbIE | YMepeHHO-4YBCTBUTEIbHbIE | Pe3ucrenTHble

I'pamnosiokuTEIbHBIE

Gardnerella vaginalis

Streptococcus pneumoniage*

(BKJIFOYask ITaMMBI, YCTOWYHBBIE K
NEHUIWUTMHY U LITaMMBI C

MHOKECTBEHHON DPE3UCTEHTHOCTHIO
K  aHTHOMOTHKaM), a  Takke
LITAMMBbI, YCTOWYMBBIC K JIBYM HIIH
0onee aHTHOMOTHKAM, TaKUM Kak
neannwuiH - (MUK>2  Mxr/min),
nedanocnopunsl [l mokoneHus
(manpumep, nedypoxcum),
MaKpOJIHUIBI, TeTPALMKINHBI,
TPUMETONIPHUM / CYTIb(PAMETOKCA30JI

Streptococcus pyogenes
(rpymma A)*

I'pymma Streptococcus milleri
(S. anginosus®, S. constellatus* u
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S. intermedius*)

I'pynima Streptococcus viridans
(S. viridans, S. mutans, S. mitis,
S. sanguinis, S. salivarius, S.
thermophilus, S. constellatus)

Streptococcus agalactiae

Streptococcus dysgalactiae

Staphylococcus aureus Staphylococcus aureus
(4yBCTBHUTEIBHBIE K (pe3ucTeHTHBIE K METUIWIUTHHY /
METUITMJUTMHY MTaMMBI)* oJIoKcanMHy mTaMmel)*
KoarynazoneratuBHsie KoarynazoneraruBnble
cradmiokokku (S. cohnii, cradpmokokku (S. cohnii,

S. epidermidis, S. haemolyticus, S. epidermidis, S. haemolyticus,

S. hominis, S. saprophyticus, S. hominis, S. saprophyticus,

S. simulans), uyBcTBUTENBHBIE K S.simulans),  pesucTeHTHBIE K
METHIIUIMHY ITaMMBbI METHIWIUIMHY ITTaMMBbI

Enterococcus faecalis*
(TOJ'ILKO mTaMMBI, ‘IYBCTBI/ITGHBHLIG K
BaHKOMUIIMHY ¥ T€HTaMUIIMHY)

Enterococcus avium*

Enterococcus faecium*

I'pamoTpuuaTeabHbIE

Haemophillus influenzae (Bxmrouas
IITAMMBI, TIPOTYLUPYIOIIHE H
HENPOIyIHPYIOMIHE S-TakTaMas3bl)*

Haemophillus parainfluenzae*

Moraxella catarrhalis (Bxarouas
LITAMMBI, TIPOAYIUPYIOIIHE U
HEMPOYIUPYIOIIHE [f-TaKTamasbl)™

Bordetella pertussis

Legionella pneumophila* Escherichia coli*

Acinetobacter baumanii Klebsiella pneumoniae*

Klebsiella oxytoca

Citrobacter freundii*

Enterobacter spp. (E. aerogenes,
E. intermedius, E. sakazaki)

Enterobacter cloacae*

Pantoea agglomerans

Pseudomonas aeruginosa

Pseudomonas fluorescens

Burkholderia cepacia

Stenotrophomonas maltophilia

Proteus mirabilis*

Proteus vulgaris

Morganella morganii

Neisseria gonorrhoeae*

Providencia spp.
(P. rettgeri, P. stuartii)

AHa3poobI

Bacteroides spp. (B. fragilis*,

B. distasonis*, B. thetaiotaomicron*,
B. ovatus*, B. uniformis*,

B. vulgaris*)

Fusobacterium spp.
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Peptostreptococcus spp==

Porphyromonas spp.
Prevotella spp.
Propionibacterium spp.

Clostridium spp.*

ATHNINYHBbIE

Chlamydia pneumoniae*
Chlamydia trachomatis*
Mycoplasma pneumoniae*
Mycoplasma hominis
Mycoplasma genitalium
Coxiella burnettii

* UyBCTBUTEILHOCTh K MOKCH(IIOKCAITMHY MTOATBEPKIeHA KIMHHYSCKUMHU JaHHBIMHU.

* IlpuMeHenue npemnapaTa ABEIOKC HE PEKOMEHIYETCs VIS JIeueHHs: UH(EKIMH, BHI3BAHHBIX
mTamMMaMH S. aureus, pe3ucTeHTHhIMU K MeTunwuinHy (MRSA). B ciywyae mpeamosiaraemsix
WIK TOATBEPXKICHHBIX MH(EKuui, Bb3BaHHBIX MRSA, crnegyer Ha3HauyuTh JeueHUE
COOTBETCTBYIOIIMMHU aHTHOAKTEPUAIBHBIME MpenapaTaMu.

st ompeneneHHBIX MITaMMOB PAaclpOCTpaHEHHWE NMPUOOPETEHHONW PE3UCTEHTHOCTH MOXKET
pa3ianyaThCs B 3aBUCUMOCTU OT Teorpauiyeckoro peruoHa U ¢ Te4eHHeM BpeMeHH. B cBsizu ¢
5TUM T1IpU TECTUPOBAHUU YYBCTBUTEIBHOCTH IITAMMA JKEJIATEIbHO HWMETh MECTHYIO
WH(OPMAIIHIO O PE3UCTEHTHOCTH, OCOOCHHO MPH JICUSHUH THKEITBIX WHDEKITHIA.

Ecoim y manueHToB, TPOXOASIIMX JICUCHHE B CTAIMOHApe, 3HA4YEHWE TUTOMIAAN TIOJ
bapmakokuHeTHUECKON KpuBoi «koHIeHTparusa-Bpems» (AUC)/MUK90, npessimaer 125, a
MaKkcuMajbHas KOHIEeHTpamus B miazMe KpoBu (Cmax)/MIUKoo Haxoautcs B mpenenax 8—10, To
3TO TpeanojaraeT KIMHUYECKOE yiydlleHue. Y aMOylaTOPHBIX MAllMEHTOB 3HAUEHUS JTUX

cypporatHbix napamerpon o0brgHO MeHbIe: AUC/MIKgo >30-40.

TMapawerp AUIC* (1) Crnax/MAKso
(cpenHee 3HaUCHHE)
MUKgo 0,125 mr/n 279 23,6
MMUKgg 0,25 mr/n 140 11,8
MUKy 0,5 mr/n 70 59

*AUIC — mroniape mox uHrHGHpyromiei kpuBoii (cootnomerne AUC/MUKy).

5.2. dapmakoKMHeTHYeCKHe CBOiicTBa

AOGcopOrus
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[Ipu mepopanbHOM TmpHUeMe MOKCH(DIOKCAIMH “BeackBacTCT —OBICTPO T TIOS T~ TTOTHOCTHIO:
AGcomoTHas OMOIOCTYITHOCTD COCTaBIIAET OKOJIo 91%.

dapmakokrHETHKA MOKcH(IIoKcanmHa mpu pueme B 103e oT 50 10 1200 Mr oIHOKpATHO, a TaKKe
o 600 mr/cytku B Teuenue 10 gHE# sABIsETCS JIMHEHHOM. PaBHOBECHOE COCTOSTHUE JTOCTHTAETCS
B T€UEHUE 3 JTHEH.

[Tocne onmnokpatHoro mpumenenus 400 mr mokcudokcanaa Cmax B KPOBU JIOCTUTAETCS B
teuenue 0,5-4 1 u cocrasmsiet 3,1 mr/n. Ilocne npuema BHyTps 400 Mr Mokcuduiokcarmaa 1 pa3
B cytku Css™ i Css™" cocrasnstor 3,2 mr/n u 0,6 MI/1I, COOTBETCTBEHHO.

[Ipu mpueme MokcudIOKCcallMHA BMECTe C MHINEH OTMEYaeTCs HEe3HAUYUTEIbHOE YBEITUYCHHE
BpeMeHH JoCTIKEeHUsI Cmax (Ha 2 4) W He3HAYUTENbHOE CHUXKEHUE Cmax (MpUOIUZUTENHHO HA
16 %), mpu 3TOM JUTUTEIIEHOCTh BCAChIBaHUS HE WM3MeHsercs. OJHAKO 3TH JaHHBIC HE UMEIOT

KIIMHUYCCKOI'O 3HAUCHU:A, U IIPErapaT MOXKXHO IIPUMCHATh HE3aBUCUMO OT anéMa IIUIIH.

Pacrpenenenue

MoxkcudnokcanuH OBICTPO pacpeeNIIeTCs B TKAaHIX U OpraHaxX U CBSA3bIBACTCs ¢ OeTKaMu KPOBH
(rmaBHBIM 0Opa3oM, ¢ anpbOymMuHaMmu) mpuMepHo Ha 45 %. OObeM pacmhpeneseHus COCTABISIET
MPUOJIU3UTENHHO 2 JI/KT.

Bricokne KOHIEHTpallud MOKCH(IIOKCAIMHA, MPEBBIIIAIONINE TAaKOBbIE B TIJIa3Me€ KPOBH,
CO3/IAf0TCS B JISTOYHOM TKAHU (B T. Y. B AMHUTEIUAIBHON KUIKOCTH, ATbBEOISIPHBIX Makpodarax),
B HOCOBBIX MMa3yXax (BEpXHEUETIOCTHAS ¥ STMOHIaTbHAS 1Ta3yXH), B HOCOBBIX IMOJIUIIAX, B 04arax
BOCHAJICHUS (B COACPKUMOM ITy3bIpel NMPH MOPAKCHUH KOXKHW). B HHTEpCTUIINATBHON KUIKOCTH
U B CIIFOHE MOKCH(DIIOKCAIMH OMpeaessieTcss B CBOOOJHOM, HE CBS3aHHOM C OCIIKaMu BHIE, B
KOHIIEHTpAllMU BhIIe, YeM B IU1a3Me KpoBU. KpoMe TOro, BBICOKHE KOHIIEHTPAIUU
MOKCH(IIOKCAIIMHA OMPENEISIIOTCS B TKAHSAX OPraHOB OPIONIHON IOJIOCTH, TEPUTOHEATHHOU
KHUJKOCTH M J)KEHCKHX TIOJIOBBIX OpraHax.

EI/IOTDaHCd)ODMaI_II/IH

Moxkcudnokcanun nojasepraercsi ouorpanchopmanuu 2-0i (a3l ¥ BEIBOAUTCS U3 OpraHU3Ma
MOYKaMHU, a TaKXKe 4Yepe3 KHIIEYHUK, KaK B HEM3MEHEHHOM BHJI€, TaK U B BHJI€ HEAKTHUBHBIX
cynbocoequnenuii (M1) u rmokyponuaoB (M2). Mokcudiokcanud He TOJIBEpraeTcs
onoTpanchopmMaIii MUKPOCOMAJIBHOW cucTeMoi mutoxpoma P450. Mertabomutet M1 u M2

NPUCYTCTBYIOT B IINIa3ME€ KPOBU B KOHICHTpAIUAX HHIKE, 4Y€M HCXOAHOC COCIAMHCHMUC. IIo
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pe3ynbTaTaM JOKIMHUYECKUX HCCIIECIOBAHUN ObITO-MOKaSaHO; STO YKaASAHHBIC MCTA0OMNTETHC
MMEIOT HETaTUBHOTO BO3CHCTBHSI HA OPTraHU3M C TOYKH 3peHHUs 0€30MaCHOCTH U TIEPEHOCHUMOCTH.
DIUMUHALNS

[Tepuona momyBbIBeIeHUST MOKCH(IIOKCAIIMHA COCTABISIET MpuMepHO 12 vacoB. CpeaHuii oOmmit
knupenc nocie BBeAeHus B go3e 400 mr cocraBnser 179-246 mu/muH. [loueunslit KmupeHc
coctaBisieT 24-53 Mi/MUH. DTO CBHIETENBCTBYET O YAaCTHYHOW KaHAIBLIEBOH peabcopOruu
npenapara.

baytanc Macc UCXOHOTO cOeTMHEHHUST U METa0OIMTOB 2-11 (pa3bl cocTaBiseT NpUOIU3UTEILHO 96—
98 %, uTo yKa3pIBaeT Ha OTCYTCTBUE OKUCIUTEIbHOTO MeTabommu3ma. Oxono 22 % oaHOKpaTHON
10361 (400 Mr) BEIBOAUTCS B HEU3MEHEHHOM BH/I€ TIOYKaMH, OK0JI0 26 % - uepe3 KHIICUHUK.

BOSDaCT, 110JI M1 3THHUYCCKaA NPHUHAJICKHOCTD

IIpu wuccnenoBanum (QapMaKOKMHETUKH MOKCH(IOKCAlMHA Yy MYKYMH W OKCHUIMH OBLIM
BbIsIBIIEHBI pazinnuus B 33 % no nokazatensiM AUC u Cmax. BecacbiBanne Mokcugiokcaaa He
3aBuceno ot noina. Pasnuuns B mokazatensix AUC 1 Cmax ObLTH 00yCIIOBIIEHBI CKOpEE pa3HULICH B
BECE, UEM I10JIOM U HE CUUTAIOTCS KIMHUYECKH 3HAUUMBIMH.

He BbIABIEHO KIMHMYECKM 3HAYMMBIX pa3iuyuil (apMakKOKMHETUKH MOKCHU(JIOKCAIMHA Y
NAIMEeHTOB PAa3JIMYHbIX ITHUYECKUX IPYII U Pa3HOT0 BO3pacTa.

TloyeyHas HEAOCTATOUYHOCTD

He BBISIBIICHO CYIIECTBEHHBIX H3MEHEHHH (PapMaKOKHHETHKH MOKCU(IIOKCAIIMHA Y TIAI[HCHTOB C
HapylieHneM  (QYHKIMH  TMOYeK  (BKIIOYas IMAallMEHTOB C  KJIMPEHCOM  KpEaTHHHHA
<30 wmn/mun/1,73 MZ) W Yy TAIMEHTOB, HAXONAIIWXCS Ha HEMPEPHIBHOM TEeMOJUaIn3e |
JUTUTETHHOM aMOYJIaTOPHOM MEPUTOHEATEHOM TUAIH3E.

IleuenouHas HEAOCTATOYHOCTD

He Oblmo cCymiecTBEHHBIX pa3muuuii B KOHIEHTPAIIMM MOKCHQJIIOKCAIMHA Yy TAIMEHTOB C
HapymeHusIMHu GyHKIMK niedeHu (kiacchl A u B mo knaccudukanuun Yaiina-I1s10) mo cpaBHEeHHIO
CO 3JI0POBBIMH TOOPOBOJIBIIAMH U MAITUEHTAMH ¢ HOPMaTbHON (YHKITUEH MeUeHU.

eTu

dapmMaKOKMHETHKA MOKCH(]IIOKCAIIMHA Y ACTeH HE U3ydasach.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeueHb BCIOMOraTe/ibHbIX BelIECTB



LEJUTI0JIO3a MUKPOKPUCTAJIIINICCKAA (ABI/II_ICJ'I)

HATpUS KPOCKapMeEI1o3a
JIAKTO3bI MOHOTHIPAT

MarHusi creapar

IInenounas obonouxa

runpomeiiosa 15 cP

KpaCHTEIb XKeye3a OKCU KpacHulii E172
Makporod 4000 (o TrneHrmkoIb 4000)

TaTaHa quokcun E171

6.2. HecoBMeCTUMOCTDH

He mpumenunmo.

6.3. Cpok rogHocTu (CpoK XpaHeHHUs1)

5 ner.
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6.4. Oco0ble Mepbl IPeJOCTOPOKHOCTH IPH XPAHEHUHU

[Tpu Temneparype He Bbime 25° C B OpUrnHaIbHON yrakoBKe (O1HcTep B Mavyke).

6.5. XapakTtep u coep:kaHHe YNIAKOBKH

TabieTku, MOKPHITHIC INIEHOYHOU 000109K0i, 400 MT.

ITo 5 Tabierok B 6mucTep u3 Gonbru amromMuareBoi U [TA/An/TIBX wim u3 Gosbru aTroMHHHEBON

u [IBX/TIBAX. ITo 1 6auctepy BMecTe ¢ JMCTKOM-BKJIAJIBIIIEM B KAPTOHHON Mayke, Ha KOTOPO

JIONTyCKAeTCsl HAJIMYKME KOHTPOJIS IEPBOTO BCKPBITHUSL.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH

npu

Yruwjim3anuu HCIOJIB30BAHHOI'0

JIEKAPCTBEHHOTI'0 MpenapaTra Win 0TX010B, MOJYy4YeHHBIX MOcJe NPUMeHeHUs npenapara, u

ApYrue MAHMMYJISIMHU € TPenapaTom

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAIIMOHHOT' O YAOCTOBEPEHUSA

Baiiep ATl', Kaitzep-Bunbrensm-Amnee, 1, 51373 JleBepkysen, ['epmanus

Bayer AG, Kaiser-Wilhelm-Allee, 1, 51373 Leverkusen, Germany




COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 26.11.2025 N2 29437
(NMOCNEOOBATENBHOCTE 0008)

7.1. TIlpeacraBuTe.Ib AepiKaTe/isi perucTpan

IIperen3un norpedUTEIEl HANPABITH 110 AIPECY:

Poccuiickas ®@edepayus:

AO «BAUEP»

107113, r. MockBa, 3-s Peibunckas yi., a.18, ctp. 2
Tenedon: +7 (495) 231 12 00

ru.communications@bavyer.ru

Pecnybnuxa benapyco:

00O «baiiep BP»

220089, r. MuHck, np. JI3epxxuHckoro 57, nomenieHue 54
Tenedon: +375 17 239 54 20

ptc.belarus@bayer.by

8.  HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YIOCTOBEPEHMS
JITI-Ne(003604)-(PT-RU)

JITI-Ne003604-TTI-BY

9.  KATET'OPUSI OTIIYCKA JJEKAPCTBEHHOT'O IIPEITAPATA

.HeKapCTBeHHHﬁ npenapat OTHOCUTCA K KaTCTrOpUH OTITYCKa 110 PCLCIITY.

OOriasi XxapakTepHCTHKA JIEKAPCTBEHHOTO Tperapara ABEJNOKC IOCTYIHAa B €IHHOM peecTpe
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3suiCKOro 3KOHOMHYECKOTO COM03a M Ha
o(uIaIbHOM caiite YIOJTHOMOYEHHOTO opraHa (9KCTIepTHOM OpraHHU3aI1H)
https://lk.regmed.ru/Register/EAEU_SmPC.
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