OBIIASA XAPAKTEPUCTHKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAUMEHOBAHUE JIJEKAPCTBEHHOI'O ITPEITAPATA

Asenokc, 400 mr, TabIeTKH, MOKPBITHIEC MJICHOYHON 000I0YKON

2. KAYECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB

JleiicTBytoliee BEIIeCTBO: MOKCH(IOKCAIIH.

Kaxnas Tabnerka comep>KUT MOKCU(IOKCAIMHA THApoxjJopuaa 436,8 Mr, 4To SKBHBAJCHTHO

400,0 Mr MokcuIIOKCaIIHA.

BcnomorarenpHble BemiecTBa, HANWYKME KOTOPBIX HAIO YYHUTHIBaTh B COCTAaBE JIEKAPCTBEHHOTO
Ipenapara: JakTo3sl MoHoruzapar (68,0 Mr), HaTpus kpockapMmeniosa (cM. paszaen 4.3. u 4.4.).

[Tonubiii nepeyeHsb BCIIOMOTaTeIbHbIX BEILIECTB MPUBEIEH B pasaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku, MOKpPHITHIE MIIEHOYHON 000T0UKOM.
Po30BBIE MaTOBBIE TPOAOJITOBATHIE IBOSIKOBBITYKIIBIE C (PACKOM TaOJICTKH, TIOKPHITHIE ITICHOYHON

obomnoukoi, ¢ rpaBupoBkoil «BAYER» Ha onHoit ctopoHe 1 «M400» Ha npyroit CTOpoHe.

4. KVIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHus K NPUMEHEHUIO

[Ipenapar ABeNOKC TOKa3aH MJis JIeYeHUS WH(EKIIMOHHO-BOCIIATUTEIBHBIX 3a00JICBaHUH,

BBI3BAHHBIX YYyBCTBHUTCJIBbHBIMU K MOKCI/I(b.HOKcaL[I/IHy MUKPOOpTaHU3MaMU:

*  HEOCII0)KHCHHbIE HH(EKITNU KOKU U TIOJIKOXKHBIX CTPYKTYD;

* BHEOOJIbHWYHAs TTHEBMOHUS, BKIIIOYas BHEOOJHHHYHYIO IMHEBMOHHUIO, BO30YAUTEIISIMU
KOTOPOH SIBJISIFOTCSI ITAMMBbl MHKPOOPTaHU3MOB C MHOXXECTBEHHOW PE3HCTEHTHOCTHIO K
aHTHOMOTHKAM™;

*  OCIIO)KHCHHBIE MH(EKIUU KOKU U TMOIKOXKHBIX CTPYKTYp (BKIOYas MHQHUIMPOBAHHYIO
IMabeTHYECKYIO CTOIMY);

*  OCIIO)KHCHHBIC MHTpaabIOMUHATIbHBIC HH(EKIINU, BKIIOYAs TTOJIUMHUKPOOHBIE HH(EKIINH,

B TOM YHCJIC BHYTPUOPIOIIMHHBIC a0CIIECCHI;



* HEOCIOXHEHHBIE BOCHAJIHUTEILHBIE 3a00JIEBaHUS OpraHoB MaJIOTO Tasa (BKJ'IIOLIaSI

CQJIBIIUHTUTHI U DHJIOMETPUTHI).

Jlnst nedeHust CIEAYIOUIMX HH(EKIMOHHO-BOCTIAIUTEIbHBIX 3a00JIeBaHUN MOKCH(DIOKCAIIUH
MOXET TPHUMEHATHCS TOJBKO B KauyecTBE aJbTEPHATHUBBI JPYIMM HPOTHBOMUKPOOHBIM

npernapaTam:

*  OCTpBIM CUHYCHT;

* o0ocTpeHne XpOHUYECKOTro OpOHXHUTA.

* Streptococcus pneumoniae ¢ MHOXECTBEHHONW PE3MCTEHTHOCTHIO K aHTHOMOTHKAM BKJIIOYAIOT
IITaMMBI, PE3UCTCHTHhICE K TCHUIWUINHY, W IITaMMbl, PE3UCTCHTHBIE K JBYM HIH OoJjee
AHTUOMOTHKAM M3 TaKUX Trpynn Kak neHuuumHbl (mpu MUK > 2 mkr/min), nedanocrnopunsr 11

oKoJIeHUs (11edypOKCHM), MaKPOIUIbI, TETPALMKINHBI K TPUMETOIPUM/CYJIb(PaMeTOKCa30.

HeoOxonumo mpuHMMaTh BO BHUMaHKE ACUCTBYIONME O(ULIMaTbHbIE PYKOBOJICTBA O MpaBUiiaxX

MPUMCHCHUSA aHTI/I6aKTepI/IaJ'H>HBIX CpCACTB.

4.2.  Pexum 103MPOBaHMSA M CIIOCOO NPUMEHEHUS

PexxuM mo3upoBaHus

Pexomenayemsbiii pesxkxum no3upoBanus Mokcudiaokcaruaa: 400 mr (1 Tabnetka) 1 pa3 B 1¢Hb.
IIpoooaxcumenvnocms mepanuu

[TpoomKUTENHLHOCTD JICUCHHS OIPENEeNAeTCs JOKaIu3aled U TSHDKECThI0 MH(EKIUH, a TaKxkKe
KIMHAYECKUM 3 HeKToMm:

*  HEOCJIO)KHEHHbIE MH(DEKINU KOKU U MOJIKOXKHBIX CTPYKTYp: 7 JHEH;

* BHEOOJIbHWYHAs TIHEBMOHHMA: OOIIAs MPOJODKUTENBHOCTh CTYNEHYATOW Tepanuu
(BHYTpUBEHHOE BBEJICHHUE C TIOCIEIYIOUIMM ITPUEMOM BHYTPh) COCTaBIsIeT 7—14 nHei;

*  OCJOXHEHHble MHQEKIUH KOXHM U IMOJKOKHBIX CTPYKTYp: 00IIasi MpOJOJKUTEIBHOCTh
CTYNEHYaTON Tepanuy MOKCU(DIOKCAMHOM (BHYTPUBEHHOE BBEJIEHHE C MOCIEAYIOLIUM
IIPUEMOM BHYTpPB) cOCTaBisieT 7—21 neHs;

*  OCJOXHEHHBIE WHTPaabJOMUHANbHbIE MH(EKUMHU: OO0Ias UIMTEIBHOCTh CTYNEHYATON
Tepanuy (BHYTPUBEHHOE BBEJICHHE C IOCIEAYIOLUIMM IPUEMOM BHYTPb) COCTaBISET
5-14 ngueit;

*  HEOCJIO)KHEHHBIE BOCHAINTENbHBIC 3a00JI€BaHUsI OPraHOB MaJIOTo Ta3za — 14 nHel;

*  OCTpBIM CUHYCHT: 7 JHEM;



* o0ocTpeHne xpoHudeckoro oponxura: 5—10 qHei.
He cnemyer npeBbImaTh peKOMEHAYEMYIO IPOIOJDKUTEIHLHOCTD JICUCHHS.
IIo JAaHHBIM KIIMHNYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ MMPOAOJIKUTCIIBHOCTD JICUCHUSA MPLCIIapaTOM ABeJIOKC B

TabJIETKaX MOXKET JOCTUTATH 21 NEHb.

IIponywennas 0o3a

B ciydae npomycka 1036l Ipenapara ee ciegyeT IPUHATh B JII000e BpeMs, HO He MT03/IHEE YeM 3a
8 4acoB J10 cienyroulel 3amIaHupoBaHHON 103bl. Ecnu o cienyromiel 10361 ocTaeTcs MeHee 8
4acoB, MPONYILICHHYIO 03y HE CileayeT NPpHUHHMATh, a JE€UYECHUE CIEOYeT IPOIOJDKUTHL B
COOTBETCTBUM C PEKOMEHIOBaHHBIM rpadukoM IpueMa TabineTok. He ciemyer nmpuHuUMAaTh

JIBOMHBIE JT03bI JJI1 KOMIIEHCALIMU TTPOMYILIEHHOM.

Oco0ble rpynIibl IaUeHTOB

HauueHmbl nooaHCus0c0 so3pacma

V3MeHeHHs pekuMa JO3UPOBAHUS Y TIOKHMIIBIX ITALUEHTOB HE TpeOyeTcs.

Ilayuenmul ¢ Hapywenuem Qyukyuu nevenu

B cBsi3u ¢ orpaHMYEHHBIM KOJIMYECTBOM KIMHUYECKUX JAHHBIX MPUMEHEHHE MOKCU(DIOKCcAIIMHA
MPOTHUBOMNOKA3aHO TMAlMEHTaM C TsDKENbIM HapymieHueM ¢yHknuun nedeHu (kmacc C mo
knaccudukanuu Yaitna-I1p10) v manueHTaM ¢ MoBBIIIEHUEM TpaHCaMUHA3 0oJiee YeM B MATh pa3
BBIILIE BEpXHEW T'paHUlbl HOpMBI. llaneHTaM ¢ JIETKOM W CpelHEW CTEeNEeHbI0 HapyIICHUS
¢byuknun nedeHn (kmacc A wnm B mo knaccudukanuu Yanna-I1si0) m3MeHEHUs pexuma

JI03UPOBaHUS HE TPEeOyeTCsl.

Ilayuenmsi ¢ HapyweHuem GYHKYuU nouex

VY manMeHToB ¢ HapylIeHHEM (YHKUUHU TMOYEK (B TOM YUCIE MPU THKEIOW CTENEHM MOYEHYHOM
HEJIOCTATOYHOCTH ¢ KIMpeHcoM KpeartwHMHAa <30 mu/muu/1,73 M?), a Takke y MHAlUEeHTOB,
HaXOJAIIMXCS Ha HEMPEPHIBHOM T'eMOAHMAIHN3E W UTUTEIHHOM aMOYJIaTOPHOM NEPUTOHEATHHOM

AnaIn3ec, NSMCHCHUS PCIKUMaA NO3UPOBAHHUA HE TpGGYGTCH.

IIpumenenue y nayuenmoes pasiuiHulX SMHUYECKUX SPYNN
W3meHneHus pexxruMa J03UpoBaHUs He TpeOyeTcs.
eTH

IIpenapat ABesokc IpPOTUBOIOKA3aH y AETENW U OJPOCTKOB B Bo3pacte A0 18 ner.



O dekTUBHOCT, U 0€30MaCHOCTh MPUMEHEHUS MOKCH(JIOKCAIMHA Y JETeH W MOAPOCTKOB HE
yCTaHOBJICHBI (CM. pazzen 4.3.).

Cnocob npuMeHeHus

BuyTpsb.
TabneTku, HOKPHITHIE MIICHOYHON 000JI0YKOM ClIeAyeT MPOrIaThIBaTh IIEIMKOM, HE Pa3KeBbIBas,

3arnuBas JOCTATOYHBIM KOJIMYCCTBOM BO/Ibl, BHC 3aBUCUMOCTH OT NpUCMa IMUILH.

4.3. IIporuBomoKa3aHus

. ['unepuyBCTBUTENBHOCTE K MOKCHU(IIOKCAIIMHY, JPYTUM XHUHOJOHAM, (hTOPXHUHOJIOHAM

WJIH K JTIFOOOMY U3 BCIIOMOTATENbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3ene 6.1.

. Bo3spact no 18 ner.
. bepeMeHHOCTD 1 TTeprOa TPYIHOTO BCKapMITUBaHuS (CM. paszen 4.6.).
. Hamuune B aHaMHe3e NaTOJIOTMM CYXOXWJIMH, Pa3BUBILECHCSA BCIEACTBHE JIEUEHUS

aHTUOMOTHKAMH (PTOPXMHOJIIOHOBOTO Psizia.

. B noximHMYECKUX M KIMHMYECKMX HCCIIEIOBaHMSX IOCIE BBEJCHHUS MOKCH(IIOKCAlMHA
HaOJII0AATI0Ch U3MEHEHHE 3JIEKTPO(MU3NOJOTHYECKUX IapaMeTpOB CEpAlla, BBIPAXKABIIUXCS B
yanuHeHuu uatepBasia QT. B ¢Bs3M ¢ 3TUM, NpuMEeHEHnEe MOKCH(IIOKCallMHA TPOTUBONOKA3aHO
y MalMEHTOB CIEAYIOMINX KaTeropuid: BpOXKIECHHBIE UM MPHOOPETEHHbIE JOKYMEHTUPOBAaHHBIE
yanuHeHuss uHTepBasa QT, SeKTpOJIMTHBIE HapylIEHUs, OCOOCHHO HEKOPPErMpOBaHHAs
TMIIOKAIMEMUs; KIMHUYECKH 3HauuMas Opaaukapiaus; KIMHUYECKM 3HauuMas cepieyHast
HE/I0CTaTOYHOCTh CO CHM)KEHHOM (hpakmmell BHIOpoca JIEBOTO KelyJ0uKa; HaTM4ie B aHaMHeE3e
HapyILIEHUH pUTMA, CONIPOBOXKAABIINXCSA KIMHUYECKOW CUMIITOMATUKOM.

. Mokcudaokcallud Henb3sli NPUMEHATh C APYTUMH Ipenaparamy, YIJIMHSIOMIAMU
unatepBan QT (cm. paznmen 4.5.).

. B cBsi3u ¢ HaiMuMeM B COCTaBe Ipenapara JIaKTO3bl MOHOIHMpaTa, €ro MpueM
IPOTHBOIOKA3aH MPHU BPOXKJICHHON HEMEPEHOCUMOCTH JIAKTO3blI, Ae(PUIINTE JTaKTa3bl, INIFOKO30-
TaJIaKTO3HON MaTbaOCOPOIIHH.

. B cBA3M C OrpaHMYCHHBIM KOJUYECTBOM KIMHUYECKMX JAHHBIX IPUMCHECHHE
MoOKcH((]IIOKCcallMHa IPOTUBOIIOKA3aHO NAallMEHTaM ¢ HapylieHueM ¢yHkuuu nedenu (kiacc C mo
knaccudukanun Yaitna-I1p10) v manueHTaM ¢ MOBBIIEHUEM TpaHCaMUHA3 0oJiee YeM B MATh pa3

BbIIII€ BEpXHEH TPaHUIbI HOPMBI.



4.4. Oco0Oble yKka3aHUs U MepPbI NPEIOCTOPOKHOCTH NPH NMPUMEHEHUN

C OCTOPOKHOCTBIO

. npu 3aboneBanuax [IHC (B T. 4. momo3putenbHbIX B oTHOIIeHUH BosieueHus [[HC),

IIpelpacroiaraloliuX K BO3HUKHOBEHHUIO CYAOPOI M CHIJKAIOLUX IOPOr  CYJOPOKHOU

AKTUBHOCTH,
® Y NAanME€HTOB C IICUX03aMH W/MIH ¢ MCUXUATPUICCKUMU 3a00JICBaHUSIMH B aHaMHE3€,
° Y NAaUCHTOB C NOTCHUHUAJIBHO MPOAPUTMUUCCKUMU COCTOSHUAMUA (OCOGGHHO Y XCHIIIUH "

anucHTOB ITOKHUJIOTO B03paCTa), TAaKHUMHU, KaK OCTpasd UIICMUA MHUOKApJa U OCTAHOBKA CCpALa,

. IIPY MUACTEHUU gravis;

. y MalMEHTOB C IUPPO30M IICUEHU;

. IIPY OTHOBPEMEHHOM IIpHEME C IIpenapaTaMy, CHUKAIOLUMU COIEP KaHNUE KaJINsl B KPOBU;
. y TAIMEHTOB C T'€HETHYECKOW IMPEApacIoOKEHHOCThIO WIM (PaKTHUYECKUM HaMYUEM

nedunmTa riroKo30-6-gocdaTaeruaporeHassl;

. y HAIMEHTOB C CaxapHbIM JMA0ETOM, MOJIyYalOIIUX MepopalbHbIE THIIOMINKEMUYECKHUE
npemnaparsl (HampuMmep, Ipenaparbl CylIb(OHWIMOUEBUHBI) WM HMHCYIUH (BO3pAcTaeT PHCK
pa3BUTHS TMIIOIVINKEMHH);

. y MaIKEHTOB MOXKHUJIOTO BO3PACTa, y MALMEHTOB IIOCJIE TPAHCIUIAHTALUU, a TAKXKE IIPH
COITYTCTBYIOILIEM MPUMEHEHUH TIJIIOKOKOPTUKOCTEPOUIOB (IIOBBIMIEHHBIH PHUCK pa3BUTHS
TEHJICHUTOB U pa3pbiBa CYXOXKWINN (CM. MyHKT « TEHAVMHUT U Pa3pbIB CyXOXKUIUD?));

. y MalWEHTOB C AaHEBPU3MOM aopThl B CEMEMHOM aHaMHE3€, WIM Yy MalMEeHTOB C
JMAarHOCTUPOBAHHOM aHEBPU3MOI aOpThl /WM PacCIOEHUEM AOPThl WM MPHU HATUYUM JPYTUX
(akTOpOB pUCKA WIM COCTOSHHM, MperpacrnojaraloliiX K pa3BUTUIO aHEBPU3MBI AOPThl WM
paccioeHust aopThl (Hampumep, cMHApoM Mapdana, cuaapoMm Dnepca-JlaHnoca cocyaucToro
TUna, apTepuuT Takascy, TMraHTOKJIETOYHBIA apTepuut, Ooje3Hb bexuera, aprepuanbHas

TUIEePTEH3HUs, aTEPOCKIEPO3 (CM. MYHKT « AHEBpPHU3Ma U PACCIOCHHUE a0PThI»)).

Oco0ble yKa3zaHus

T'unepuyscmeumenvrocms
B HekoTopbhIX ciy4asx yKe IOoclie NEepBOro MPUMEHEHMs IMpenapara MOXKET PpPa3BUThCS
TUNIEPUYBCTBUTEIIBHOCT W QUIEPTMUECKUE PEAKIUH, O YeM CJeAyeT HEMEJICHHO

uHpopmupoBath Bpauya. OdYeHb peIKo, NaXe IMocjie IEepBOro IMPUMEHEHHUs Mpernapara,



aHapUIAKTHYECKUE  pEeaKIuu MOTYyT MPOTPEcCCHpOBaTh JO  YTrPOXKAIOUIETO  KU3HU
aHa(pUIAKTHYECKOTr o 1I0Ka. B 3THX ciiydasx JiedeHue nmpemnapaToM ABEJIOKC ClIeyeT NPEeKpaTUTh
U HEMEIJIEHHO HayaTh MPOBOJUTH HEOOXOIUMBbIC JedeOHbIe MEpONpUSTUS (B TOM 4YHUCIE
IIPOTUBOIIOKOBBIE).

Taorcenvie KodtCHble HedcenamenbHble peaKyuu

Ha ¢one neuenuss MoxcugaokcalMHOM HaOMIOJANNCh TSDKEIbIe KOXHBIE HEXellaTelbHbIe
peakiyu, BKJIIOYash TOKCHYECKHUU SMujepMalbHBId Hekposu3 (cunapom Jlaienna), CHHAPOM
CruBeHca-J[>koHCOHAa M OCTPBIM TeHEepaIN30BaHHBIA HK3aHTEMATO3HBIN MYCTYJE3, KOTOpPbIE
MOTYT OBITh ONACHBIMU MJIS KU3HU WM JeTaabHbiMH (cM. pasnen 4.8.). Ilpu HasHaueHuu
npernapara, HalleHTaM cleAyeT COOOMIMTh O MpU3HAKaX M CHUMIITOMAX CEPbE3HBIX KOMXKHBIX
peakuuii ¥ THATEIbHO MOHUTOPUPOBATH BO3MOXKHOCTh PA3BUTHSI JAHHBIX PEAKLUN Yy MalMEeHTA.
B cinywae mosiBIeHUsT TNpPU3HAKOB M CHUMITOMOB, YKAa3bIBAIOIIMX HA OTU PEAKIIHH,
MOKCHU((DJIOKCAIIMH CJeyeT HEMEUIEHHO OTMEHUTh M PAaCCMOTPETh ajJbTEPHATUBHOE JICUECHUE.
[Ipy pa3BuTuM y NAUMEHTa CEPbE3HON PEaKLUHH, HANPUMEP, TOKCHYECKOrO 3MUAECPMAIBHOIO
Hekpoiu3a, cuHapoma CTuBeHca-J[DKOHCOHA WM TEHEPATU30BAHHOIO HK3aHTEMATO3HOIO
mycryne3a Ha ¢OHE MPUMEHEHUsT MOKCH(IIOKCAI[MHA, JICYCHHUE 3TUM TPEnaparoM He CleAyeT
00J1b111€ BO30OHOBIISATH HHU MPU KAKUX OOCTOATEIbCTBAX.

Hapywenusa co cmoponul cepoya

[Ipu npumeHeHuu npenapara ABEJIOKC Y HEKOTOPBIX MAIIMEHTOB MOXKET OTMEYAThCS YIJTMHEHUE
untepBana QT. Ilpemapar ABenokC clieqyeT MPUMEHATh C OCTOPOXHOCTBIO Yy KEHIIMH U
MalMEeHTOB MOXKUJIOTO BO3pacTa. I10CKOIBbKY KEHIIUMHBI IO CPAaBHEHHUIO C MYKUYMHAMU HUMEIOT
6onee nnuHHBIA uHTepBal QT, oHM MoOryT ObITh OOJee 4YyBCTBUTENBHBI K IIperaparam,
yamuastomuM uHTepBan QT. Tloxkwible manmMeHThl Takke Oojiee TOJBEPIKEHBI JEHCTBUIO
MpenaparoB, OKa3bIBaOUX BiIusiHUE HAa nHTEpBai QT.

VYnnuuenne untepBania QT CONpSIKEHO C MOBBIMIEHHBIM PHUCKOM JKEITYJOYKOBBIX APUTMHIA,
BKJIIOYAsi MOJMMOP(HYIO KETTyT0YKOBYIO TaXUKapIUIO.

Crenenp ymmuHeHuss uHTepBasia QT MoXXeT HapacTaTh C TOBBIIIEHUEM KOHLIEHTpALUU
npenapara, Ho3TOMYy HE CIeAyeT MPEBBIIATh PEKOMEHAOBaHHYIO /103y. OIHAKO y MAIIMEHTOB C
MMHEBMOHHUEH KOppeNalud MEXIy KOHIIEHTpalued MoKcH]IIOKcaliHa B IJla3Me€ KpOBU U
ymmHeHrneMm uHTepBasia QT ormedeno He O6bu10. Hu y ogHOro 3 9000 manueHToB, MoJTyJaBIInX

ABGHOKC, HC OTMCHYAJIOCH CEPACHHO-COCYNUCTBIX OCJI0KHECHUH U TeTaIbHBIX CJIy4acB, CBA3aHHBIX



¢ yanmuaenneM uHTepBana QT. Ilpu nmpumeHeHun npenapata ABEJIOKC MOYKET yBEIUYUBATHCA
PHUCK pa3BUTHSI KEITyJAOUYKOBBIX apUTMHH y MAIlMEHTOB C MPEIpacloiaralouuMi K apuUTMUSIM
COCTOAHUAMMU.

B ces3u ¢ smum npenapam Asenokc npomusonoxkazan npu.

* HU3MEHEHHUSX DIJIEKTPOPU3UOIOTUYECKUX TapaMeTpoB CEpAlld, BBIPAXKAIOIIUXCS B
yanuHeHnn uHTepBana QT: BPOXKICHHBIX WM MPUOOPETEHHBIX JOKYMEHTHPOBAHHBIX
YAJIUHEHUSX MHTEpBaja QT, ANEKTPOJIUTHBIX HapyLICHMSIX, 0Cc0OEHHO
HEKOPPETHPOBAHHOM TMMOKATMEMUH; KIMHUYECKH 3HAUUMOW OpauKapIuy; KIMHUYECKU
3HAYUMOW CEPJCYHON HEIOCTATOYHOCTH CO CHIDKCHHOW (pakimer BbIOpOca JIEBOTO
JKETyJI0UKa; HAJIMYUU B AaHAMHE3€ HapyLICHU PUTMa, COTPOBOKIABIINXCS KIIMHUYECKOU
CHUMIOTOMATHKOM;

* TMPUMEHEHUH C IpYIMMHM Npenaparamu, yamHgaomumMu uatepsai QT (cm. paznen 4.5.).

Ilpenapam Aesenoxc Cﬂe()vem NPUMEHAIMb C OCIMOPOHCHOCMBIO.

* Yy MAaUEHTOB C MOTEHIHUAIbHO MPOAPUTMHUECKUMU COCTOSHUSIMM TaKUMH KaK ocTpas

UIIEMHsI MUOKap/ia U OCTAaHOBKA CEpP/IIa;
* Yy TAlMEHTOB C IHMPPO30OM IEYeHM (TaK KaK y JAHHOM KaTeropuu MAIMEHTOB HEJb3s

UCKJIIOYUTH PUCK pa3BuTus yuinHenus narepsana QT).

Ecnu Bo Bpems neueHuss MOKCU(IOKCAIIMHOM BO3HUKAIOT MPU3HAKY HapyILIEHUsI pUTMa CepAlla,

JIEYEHUE CIIeyeT NpeKpaTuTh U caenarb OKI'.

Amnespuszma u paccroenue aopmoi

[To maHHBIM AMUAEMUOIIOIMYECKUX HCCIIeI0BaHUI COOOIAIOCHh O MOBHIIIEHHOM PUCKE Pa3BUTHUS

aHeBPU3MBI AOPThl U PACCIOCHHUS AOPTHI IOCIEe NPUMEHEHHS (TOPXUHOJIOHOB, OCOOEHHO Yy

MAIMEHTOB MOKUWJIOTO Bo3pacTa. B CBs3u ¢ 3THM, (TOPXMHOJIOHBI CIEAYyeT MPUMEHATh TOJIBKO

II0CJIE TIIATEIbHOW OLEHKHM COOTHOILIEHHUS I0JIb3a-pPUCK U PACCMOTPEHMS APYTUX BapUAHTOB

Tepanuy y MalUeHTOB C aHEBPU3MOW aopThl B CeMEHHOM aHaMHe3e, WJIM Yy MalUueHTOB C

JMarHOCTUPOBAaHHOW aHEBPU3MOM aOPTHI U/WJIM PACCIOCHUEM A0PThI WU MPHU HATUYUU JIPYTHX

(akTOpOB pHCKa MIM COCTOSHHM, MPEApacrloiaralolliiX K pa3BUTHIO aHEBPU3MBI aOPThI WU

paccioeHust aopThl (Hampumep, cuHapoM Mapdana, cuaapom Onepca-Jlaninoca cocyanucToro

THMA, apTepuuT TakasCy, THTAaHTOKJICTOUYHBIM apTepuuT, Ooyie3Hb bexuera, apTrepuanbHas

TUIEepTEH3HUs, aTepoCcKiiepos3). B ciiyyae mosiBieHns BHE3aMHOM O0JIM B )KUBOTE, TPY/IU UIIU CIIHHE

nmanueHTaM CJICAYCT HEMCAJICHHO O6paTI/ITBC}I K Bpa4dy B OTACJICHUC HEOTJIOXKHOMU IIOMOIIH.



Hapywenus co cmoponul nevenu

[Ipu npueme mnpemapara ABEJIOKC COOOLIANIOCH O ciay4asx (yJIbMHUHAHTHOTO TeMaTuTa,
MOTEHLIMAJIBHO NMPUBOAALLIETO K Pa3BUTHIO IEYEHOYHON HEAOCTATOYHOCTH (BKJIIOUAs JIETaJIbHbIE
ciydan) (cMm. pazaen 4.8.). Ilamumenrta cinegyer uHGOpPMHUpPOBATH O TOM, YTO B Ciydae
BO3HUKHOBEHHUS M OBICTPOM pa3BUTHM MPHU3HAKOB U CHUMIITOMOB (DYJIbMHUHAHTHOTO IeNaTHTa,
TaKHX KaK OBICTPO PAa3BUBAIOIIASICS ACTEHHUS, ACCOLIMUPOBAHHAS C XKEJITYXOU, TOTEeMHEHHE MOYH,
MOBBIIIEHHAs] KPOBOTOUYMBOCTh WMJIM TIE€UCHOYHAs SHIEdanonaTusi HeoOXO0IUMO 0OpaTUThCS K
Bpauy, Ipexae 4eM IMpOAOJIKUTH JIeYeHUE npenaparoM ABelokc. B ciaydae BO3HUKHOBEHHS
IIPU3HAKOB HapylleHUH (QyHKIUM MEYEHU CIIEAYyeT NMPOBECTH (PYHKLIMOHAIbHbIE NE€YEHOUHBIE
npoObI/uccnenoBanus (yHKIMY IEUSHH.

Cyoopoeu

[IpuMeHeHMe IpenapaToB XWHOJOHOBOIO Psiia CONPSKEHO C BO3MOYKHBIM PHUCKOM pPa3BUTHUS
cynopor. Ilpemapat ABenokc cieqyeT NPUMEHATh C OCTOPOKHOCTBIO y MAI[MEHTOB C
3aboneBanusmMu LUTHC u ¢ mapymenusimu co croponsl LIHC (Hampumep, MOHMKEHHBIH MOPOT
CYIOPOXXHOH aKTUBHOCTH, CYAOPOTM B aHaMHE3€, CHM)KEHHE MO3TOBOTO KpPOBOOOpAIIeHMS,
MOBPEXJCHHE TOJIOBHOIO MO3ra WJIM HMHCYJBT), NPEApPacloaralolldMid K BO3HUKHOBEHHUIO
CYZOPOT WM CHIKAIOLUIMMU TIOPOT CyIOPOKHOW aKTUBHOCTH.

B ciydae pasBuTHs Cynopor cienyer MpeKpaTHTh TEpanmuio MOKCH(IOKCAIIMHOM M NPHHSTH
COOTBETCTBYIOILIUE MEPHI.

Hapywenus co cmoponul dceny0ouno-KuumeyHo20 mpakma

[IpumeHeHne aHTHOAKTEpUANBHBIX MPENapaToB IMIMPOKOTO CHEKTpa JeWCTBUSA, BKIIOYas
npenapar ABEJIOKC, CONPSDKEHO C PHCKOM Pa3BUTHS IICEBIOMEMOPAHO3HOTO KOJHUTA. IJTOT
JIMarHo3 CIIEAYEeT UMETh B BUY Y AIIMEHTOB, Y KOTOPBIX Ha (POHE JICUSHHsI penapaToM ABEJIOKC
pa3BUIIach TspKenas auapes. B ciyyae moo3peHus Uiy MoATBEPKACHUS I1CEBIOMEMOPaHO3HOTO
KOJIUTA, CIEAyeT MPEKPaTUTh TEPANUI0 MOKCHU(IIOKCALIMHOM, U IPOBECTH COOTBETCTBYIOIIME
TepaneBTHUecKue Meponpustus. Ilpemaparsl, yraerawoomue MNEPUCTAIBTUKY KHIIEYHUKA,
IIPOTUBOIIOKAa3aHbl IIPU Pa3BUTHUHU TSKEIION TUAPEU.

Hapywenue ¢pynxyuu novex

[Toskuible manueHTsl ¢ 3a001€BaHUAMH OYEK JOJKHBI COOII0AATh OCTOPOKHOCTD MIPU NPUEME

MOKCHU(DIIOKCAIIMHA, €CIIi OHU HE MMEIOT BO3MOXHOCTH MOTPEOISATH HEOOX0IUMOE KOTUIECTBO



KHUIKOCTH, TIOCKOJIbKY OO€3BOXXMBAHHE MOXET TIOBBICHTh PHUCK DPAa3BUTHS TOYCUHOU
HEI0CTaTOYHOCTH.

Hapywenue 3penus

[Ipu CHWXKEHUU OCTPOTHI 3PEHUS WM BO3HUKHOBEHHMH JPYTUX CHMIITOMOB, CBS3aHHBIX CO
3peHHEM, CeAyeT HEMEUICHHO OOpaTHUTHCS 3a KOHCYJbTalMed K odTaabMoyiory (CM. paszaen
4.8.).

Muacmenus gravis

[Ipenapat ABEJIOKC CIEAYET UCTIONB30BATh C OCTOPOKHOCTHIO y TTAIIMEHTOB C MHACTECHHEH gravis
B CBA3HM C BO3MOXHBIM 000CTpeHUEM 3a00JIeBaHUSI.

Tenounum u paspwié cyxoxHcunus.

Ha ¢one Tepanuu GTOpXMHOIOHAMHU, B TOM YHCIIE MOKCH(IOKCAIMHOM, BO3MOXHO Pa3BUTHE
TEHJMHUTA U Pa3pblBa CyXOXKHIUS (IPEUMYIIECTBEHHO AXHIUIOBOTO), MHOTA JIBYCTOPOHHETO,
yke B TiepBbIe 48 yacoB jeueHust. OMUCaHbI Cly4an, KOTOPbIE BOSHHUKIIN B TCUCHHE HECKOJIBKUX
MECSIIIEB TIOCIIE 3aBEPIICHHS JICUYCHHS. PHCK Pa3BUTHS TEHIMHONATHN MOXKET OBITH IOBBIIICH Y
MOKUJIBIX TAI[UEHTOB, BO BPeMsl CHIIBHON (DM3MUECKON HArpy3KH, y MAIMEHTOB, TOTYYaIONIINX
JieYeHHEe KOPTHUKOCTEPOHMJIAMH, Y TMAIMEHTOB C MOYEYHOW HEJOCTATOYHOCTBIO HIIM IOCTe
TPAaHCIUTAHTAIIMA COJIMJHBIX OpraHoB. [Ipy TepBBIX CUMIOTOMAax TEHAWHUTA (HAIpUMeEp,
0OJIE3HEHHBIN OTEK, BOCTIAJICHUE) HEOOXOIMMO Pa3rpy3UTh MOPAKEHHYIO KOHEUHOCTh, U30eraTh
000 TUIIHEH (PU3NYecKoi aKTUBHOCTH M 00OPAaTUTHCS K Bpady 3a KOHCYJIbTAlUEH U peIlIeHueM
0 MIPEeKpaIleHuU aHTHONOTHKA.

Peaxyus pomouyscmeumenvnocmu

[Tpu npuMeHeHNN GTOPXUHOIOHOB OTMEYAIOTCS PEAKIUU (OTOUYBCTBUTEIFHOCTH. OTHAKO TIPH
MPOBEJCHUU JOKIMHUYECKUX M KIMHUYECKHX HWCCICIOBAaHUM, a TakkKe MpU MPUMEHEHUU
npernapara ABEJIOKC B IMPaKTHKE HE OTMEYANoCh peakuuil (oTodyBCTBUTEIBHOCTH. TeM He
MeHee, TaIMeHTH, TOJIyYalole mpernapar ABEIOKC, JOJDKHBI U30eraTh BO3ICHCTBUS MPSIMBIX
COJTHEYHBIX JIy4ed U yIbTpa(HoIeTOBOTO CBETA.

Ocnooicnennvie gocnanumenvhvie 3a4001e6aHUs OP2AHO8 MAN020 MA3a

[Tpumenenue npenapara B popme TabIETOK A IpUeMa BHYTPh HE PEKOMEHAYETCs Y MallieHTOK
C OCIJIO)KHCHHBIMH BOCTIAJIUTCIHHBIMU 3a00JICBAaHUSIMA OPTaHOB MAaJIOTO Tasa (HampuMmep,
CBSI3aHHBIMU C TYOOOBapHUaAbHBIMU WJIH Ta30BBIMH abCIIecCCamu ).

Jleuenue unghexyuii, viz36annwvix wmammamu Staphylococcus aureus, pezucmenmuuimu K



memuyuniuny (MRSA)

He pexomenayercss MCHOib30BaTh MOKCH(IOKCALMH MJsl JiedeHHUs] WH(QEKIHH, BbI3BaHHBIX
mrammamu - Staphylococcus aureus pe3ucteHTHbIMEH K MetummuimHy (MRSA). B cayuae
IperogaraeMbIX WM MOATBEPKACHHBIX MH(pEKUni, Bbi3BaHHBIX MRSA, cienyer Ha3Ha4uTh
JIEYCHUE COOTBETCTBYIOIIMMH aHTHOAKTEPHATBHBIMU TIpenapaTamMu (cM. paszzaen S5.1.).
Jlabopamopuvie mecmoi

CrniocobHOCTh mpenapaTa ABENOKC MOJABIATH POCT MHUKOOAKTEPHUH MOXET CTaTh NMPUYUHOU
B3aUMOJICHCTBHUS in Vitro MOKCH(]IIOKCallMHA ¢ TecToM Ha Mycobacterium spp., IpUBOASIIIETO K
JIO’)KHOOTPHIIATETIbLHBIM PE3yJIbTaTaM MPH aHaJIn3€e 00Pa3loB MAIIMEHTOB, KOTOPBIM B 3TOT EPUO/L
MIPOBOAMTCS JICUEHUE IIpernapaTtoM ABEJIOKC.

Ilepughepuueckan netiponamus

VY manueHToB, KOTOPBIM NPOBOAMIIOCH JIeueHUE (PTOPXMHOIOHAMU, BKIIIOYast penapar ABENOKC,
OMHUCaHbl CJIy4Yal CEHCOPHOM WJIM CEHCOMOTOPHOW TMOJMHEUPONATHH, NPUBOASIIEH K
napecTe3usiM, TUMECTE3UsAIM, TU3eCTe3usM in ciaabocTtu. IlaneHToB, KOTOPHIM MPOBOIUTCS
JieueHHe MpenapaToM ABENIOKC, CIEAyeT MPEeayNnpeauTh O HEOOXOIUMOCTH HEMEJIEHHOTO
oOpalieHuss K Bpady Iepes] MPOAODKEHHEM JICUCHUS B CIIy4ae BO3HUKHOBEHHSI CHMIITOMOB
HEeHpomnaTHH, BKIIOYAIOIMKX 00Jb, #OKEHHE, TTOKAJIbIBaHHE, OHEMEHHE UITH clTab0CTh (CM. pa3zien
4.8.).

Icuxuueckue paccmpoticmea

Peakiium co CTOpPOHBI TICHXMKH MOTYT BO3HHMKHYTH JaXe II0CJIeé MEPBOTO MPUMEHEHHUS
(TOPXMHOJIOHOB, BKJIIOYas MOKcH(IIOKcalmH. B oueHb penkux ciayyasx Aemnpeccus WU
MICUXOTUYECKHE PEaKIUU MPOTPECCUPYIOT 10 BO3HUKHOBEHHUS CYMIHJAIBHBIX MBbICIEH U
MOBEJICHHS C TCHJICHIIMEH K CAMOIIOBPEKICHUIO, BKIIIOUAsl CYULUAAIbHBIC TIONBITKU (CM. pa3aen
4.8.). B ciydae pa3BuTHsA JTHOOBIX MOOOYHBIX 3(PPEKTOB CO CTOPOHBI LIEHTPATHHON HEPBHOU
CUCTEMBbI, BKJIIOYasi HApyIIEHUs TCUXUKH, HEOOXOIMMO HEMEAJIEHHO OTMEHUTh Ipemnapar
ABEJNIOKC M HayaTh COOTBETCTBYIOIIYIO Tepamnuio. B 3Tux ciayyasx pekoMeHayeTcsl mepeiTH Ha
TEparuio JAPYrUM aHTHOMOTHUKOM, OTIUYHBIM OT (DTOPXMHOJIOHOB, €CIM 3TO BO3MOXKHO.
Heo6xonumMo co0moiaTh OCTOPOKHOCTD IIPY MPUMEHEHUH Tpernapara ABEJIOKC MallueHTaMH C
MICUX03aMHU W/WJIH C ICUXUATPUUYECKUMHU 3a00JI€BaHUSIMHA B aHaMHE3E.

Hngpexyuu nonosoti cucmemwi

W3-3a mmpoKoro pacrpoCTpaHEeHUs U pacTyiel 3a0oeBaeMocT! WH(EKIIUSIMH, BEI3BAHHBIMU



pe3ucTeHTHOW K (TopxuHONoHaM Neisseria gonorrhoeae, TpU JI€UYEHUH NAIUEHTOB C
BOCHAJIUTEIbHBIMU 3a00JIEBAaHUSMU OPTaHOB MaJOro Ta3a He CIEAYET MPOBOAUTH MOHOTEPAIHIO
MOKCH(IIOKCAIMHOM, 3a HCKJIIOYEHHEM CJIy4yaeB, KOTJa IPUCYTCTBHE PE3UCTEHTHOH K
¢dTopxuHononam N. gonorrhoeae uckmodeHo. Eciu HeT BO3MOKHOCTH UCKIIIOYUTH PUCYTCTBHE
pe3ucTeHTHOU K ¢pTopXxuHONOHaM N. gonorrhoeae, HEOOXOAUMO PELIUTH BOMPOC O TOTOTHEHUH
SMIUPUUYECKON Tepanuu MOKCH(IIOKCAIMHOM COOTBETCTBYIOIIMM AHTHUOMOTHUKOM, KOTOPBIN
aKTUBEH B OTHOIICHUU N. gonorrhoeae (Hanpumep, 1edaaocrnopuH).

[Ipu oTCyTCTBUM YNy4YIICHUS KIMHUYECKUX CHUMITOMOB IOCNe 3 JHEW JICUCHHs], TEpaIuio
ClIeTyeT NePECMOTPETb.

Jucenuxemus

Kak u B cirydae ¢ qpyrumu GTOpXUHOIOHAMH, TIPU MPUMEHEHUN MOKCH(DIIOKCAIITHA OTMEYAIOCh
W3MEHEHHE KOHIIEHTPALMW TJIFOKO3bI B KPOBH, BKJIIOYAs TUIO- W THmepriukemuro. Ha ¢one
Tepanuu MOKCU(IIOKCAIIMHOM IUCTIIMKEMHUS Yalle BO3HUKANA Y MalMEeHTOB MMOXKHUIIOT0 BO3pacTa
U TaLMEHTOB C CaxapHbIM AMAa0eTOM, MOIYYaroNIMX COMYTCTBYIOUIYIO TEPauio NepopaIbHbIMU
TUMOTIMKEMHYECKUMHU TIpernapaTtaMu (HampuMmep, npenaparamu Cylb()OHUIMOYEBUHBI) WIH
uHcynuHOM. [lpu mpumMeHeHHM MOKCU(IOKCAIMHA Y TaKWX IMallMeHTOB BO3PAacTaeT PHUCK
Pa3BUTHS TMIIOTJIMKEMHH, BIUIOTH 0 TUIIOTJIMKeMudeckoil KoMbl. Heo0xoaumo nudopmMupoBathb
MAUMEHTOB O CUMIITOMaX TUIOTIMKEMHUH (CIyTaHHOCTh CO3HAHUS, TOJIOBOKPYKEHUE, «BOTUHID)
anreTuT, rojoBHAas O0JIb, HEPBO3HOCTh, OIIYIIEHHE CepALCOMEHHs WM Y4YalleHHe MyJbca,
OJIeTHOCTh KOXKHBIX TIOKPOBOB, HCIIApUHA, APOKb, c1a00CTh (cM. paszaen 4.8.).

Ecnu y mauuenTa pa3BuBaeTcs TUMOTIMKEMUs, JedalieMy Bpadyy HEOOXOAMMO CaMOCTOSATEIbHO
NPUHATH peUIeHHe O TMpeKpalleHuu/3amMeHe Ttepanuu. llpu mpoBeneHuu  JedeHus
MOKCHU((IOKCAIIMHOM Yy TIOKUJIBIX TAIIMEHTOB OONBHBIX CaXapHBIM TUA0ETOM, PEKOMEHIYETCS
THIATENLHBI MOHUTOPUHT KOHIICHTPAIIUH TIIOKO3bI B KPOBHU.

Jedpuyum 2nroxo30-6- hocghamoezudpozerasvi

[larueHTHl € AMArHOCTUPOBAHHBIM JACPUIIMTOM TIIOK030-6- (docdaTaeruaporeHasbl HIn
HaJIMYMEM €T0 B CEMEHHOM aHAMHE3€ CKJIOHHBI K Pa3BUTHIO TEMOJTUTHYECKUX PEaKIUi BO BpeMs
Tepamuu XWHOJIOHAMHU. TakuM o0Opa3oM, TakUM TMalKdEHTaM CJleIyeT MNPHUMEHSThH
MOKCHU(DIIOKCAIIMH C OCTOPOKHOCTBIO.

Cneyuguueckue ocnodcHenHvle UHGEKYUU KOHCU U HOOKONHCHOL KIemyamKkuy

He noxa3zana knuHnueckas 3 pekTuBHOCTh MOKCH(IIOKCALIMHA B JICUCHUH TSHKEIIBIX 03KOTOBBIX



nHpeKui, hacuunTa U CHHIPOMA THA0ETUIECKON CTOMBI C OCTEOMUEITUTOM.

Jlnumenvhole, nuwarowue mpyoocnocobHocmu U NOMEHYUATbHO HeoOpamumvle Cepbe3Hble
Hedice/lamenbHble peakyuu

Coo0manoch 0 Ciy4asx JUIMTEIbHBIX (MPOIOIDKAIOMIMXCS MECSIBI WU TOMABI), JTUIIAFOIINX
TPYJIOCIIOCOOHOCTH W TOTCHIHAIBHO HEOOPaTHMBIX CEPhE3HBIX IMOOOYHBIX PCAKIUAX,
3aTparvBarOIINX Pa3JIMYHbIC, HHOT/IA U HECKOJIBKO CHCTEM OpraHu3Ma (OMOpPHO-IBUTATEIbHBIN
annapaT, HepBHYIO CI/ICTeMy, IICUXHUYCCKOC COCTOSAHHEC U OpI‘aHBI ‘-IYBCTB), y NannrcHTOB,
HpI/IHI/IMaIOH_II/IX XHUHOJIOHBI H q)TOpXI/IHO.HOHBI BHC 3aBUCHMOCTH OT HX B03paCTa nu y)Ke
CYIIECTBYIOIUX (PaKTOPOB pucka. [Ipr BOSHHMKHOBCHHH IEPBBIX MPU3HAKOB MM CHMIITOMOB
JOOBIX CEPHE3HBIX HEXKENATCIIbHBIX PeakIuid MPUEM MOKCH(IIOKCAIMHA CIeIyeT HEMEIJICHHO

MPEKPATUTh, M MAIIMEHT J0JDKEH 00paTUTHCS 3a KOHCYJIbTALMEH K JieyalieMy Bpauy.

BcrnioMorarennbHBIC BEIIECTBA

Ilpenapam Asenoxc codepacum 1aKmo3svl MOHO2UOPAM
[TaimeHTaM ¢ peaKko BCTPEYAIONICHCA HACIEACTBEHHON HEMEPEHOCUMOCTHIO  JIAKTO3BI,
Ae(UIUTOM JIaKTa3bl WM CHHAPOMOM TJIIOKO30-TIAKTO3HOW MasibaOCOpOIMKM HE CIeayeT

IIPUHUMATh JAHHBIN JICKApCTBEHHBIN IIpernapar.

Ilpenapam Asenoxc codepocum Hampuii
JlaHHBIN JeKapCTBEHHBIN Mpenapar coaepkuT Menee 1 mmoib HaTpus (23 mr) B 1 Tabnerke, TO

€CTb 110 CYyTU HE COAECPKUT HATPUSI.

CTHU
Tak kak HeJb3s MOJHOCTHIO UCKITIOYUTH PUCK OPAXKEHUS XPSILIEBBIX 30H pOCTa KOcTel y peOeHKa
MIPUMEHEHHE MOKCU(DIIOKCAIIMHA Y JIETeH M MOAPOCTKOB Miaamie 18 JeT MpoTUBOMOKAa3aHO (CM.

paznen 4.3.).

4.5. B3aumopeiicTBHe ¢ JAPYIMMH JICKAPCTBEHHBIMH IpenapaTaMd M JApyrue BHIbI

B3aUMOJdEeHCTBUSA

IIpy COBMECTHOM IPUMEHEHMHM C AaTCHOJOJIOM, PAaHUTHAMHOM, KalbLMHCOACPKAIIUMU
no6aBKkamMH, TeO(QUIITUHOM, [IUKIIOCTIOPUHOM, TIEpOPaIbHBIMU KOHTPALIETITUBHBIMHU CPE/ICTBAMH,

ITTUOCHKIIAMHJIOM, UTPAKOHA30JI0M, JTUTOKCMHOM, MOP(QHHOM, MpoOeHenn10M (IIOATBEPKICHO



OTCYTCTBUE KIMHUYECKH 3HAUMMOTO B3aMMOJACHUCTBUS ¢ MOKCH(DIOKCAIMHOM) KOPPEKIIHH JT03BI
He TpeOyeTcsi.

MOKCI/I(b.HOKCEII_[I/IH ciIeayer mnpuHUMAaTb C  OCTOPOXHOCTBIKO IMAIlMCHTAM, IMOJIyYarOolluM
Ipernaparhl, KOTOPbIE CHIDKAIOT KOHIIGHTPALMIO Kalus B KPOBH (K HpHUMEpY, HETIEBBIE U
THA3UIHbBIC JUYPETUKH, CIIA0UTEIbHBIC, KOPTUKOCTEPOH Ik, aMmpoTepuiiH B), wim npemnaparsl,

MIPHEM KOTOPBIX MOKET BBI3bIBATh KIIMHUYECKU 3HAUUMYIO Opagukapauio (cM. pasaen 4.4.).

IIpenapatel, vuasone uarepsag QT

Crnenyer y4uTHIBaTH BO3MOXKHBIM —aigUTHUBHBIA d(QQexkT ymmmneHus wuHTepBasa QT
MOKCH(]IIOKCAllMHA W JIPYTUX TpenapaToB, KOTOPbIE BIUSAIOT Ha yminHeHWe uHTepBasma QT.
BcrnenctBie COBMECTHOTO TPUMEHEHHsST MOKCHQIIOKCAIMHA W TPENapaToB, BIHUSIOMIAX Ha
yanuHeHue uHrepBana QT, yBenuuuBaeTcs pUCK pa3BUTHS JKEIYJOUYKOBON apUTMUU, BKIHOYAs
MOJTUMOP(HYIO KETyA0UKOBYIO TaxuKapauio (torsade de pointes).
[TpoTrBOMIOKa3aHO COBMECTHOE MPUMEHEHNE MOKCH(DIIOKCAIIMHA CO CIIETYIOIIMMU ITperapaTamMH,
BIIMSIIOIIMMU Ha yyiMHeHne uatepsaia QT:
* aAHTUHApPUTMHUYECKUE Mpenaparsl kiacca [A (XUHUAMH, TUAPOXUHUANH, IU30MHUPAMUIl U
ap.);
* aHTHapuTMHuUeckue npemnapartsl kinacca Il (amuonapon, cotanon, nodeTuina, nOyTUIHI
" 7p.);
 HeiponenTuku (GeHOTHA3HH, TUMO3U, CEPTUHION, TATONEPU IO, CYIBTONPHUI U JP.);
¢ TPUHHUKIINYCCKHUC aHTHACTIPCCCAHTHI;
* AHTUMUKPOOHBIC  mpemapaThl  (cmapdioKcaluH, JPUTPOMHUIIMH  (BHYTPUBEHHO),
NEHTaMUIMH, IPOTUBOMAJISIPUIHBIE TIPETIapaThl, 0COOCHHO rao(aHTprH, CAKBHHABHUD;
* aHTUTHUCTaMMHHBIC TIpenapaTsl (TepdeHaanH, acTeMU30J, MU30JIaCTHH);

* Jpyrue (UM3anpujl, BAHKaMUH (BHYTPUBEHHO), Oeripuui, AudeMaHmn);

AHTanMaHbIe CPECTBA, ITOJHMBUTAMUHEI 1 MUHEPAJIBI

[Tpuem MoxcudIioKcaniHa OJHOBPEMEHHO C aHTAIlUIHBIMHU CPEJCTBAMH, MOJTMBUTAMUHAMH U
MUHEpaJlaMd MOXKET MPUBOJAUTH K HAPYIICHUIO BCACBIBAHHUS MOKCHQIIOKCAIIMHA, BCJICICTBUE
00pa30oBaHMs XEIaTHBIX KOMILJIEKCOB C MHOTOBAJICHTHBIMU KaTHOHAMH, COJICPKAIIIMMHUCS B 3TUX
npenaparax. B pe3ynbpTare KOHIIEHTpaIus MOKCHQIOKCAIMHA B TJIa3Me KPOBH MOXKET OBITh

3HAYUTENIBHO HUXKE kKellaeMoil. B ¢Bs3u ¢ 3TuM, aHTaIUAHbBIE MIpenapaThl, aHTUPETPOBUPYCHBIE



npemnapaTsl (HampuMmep, AUIaHO031H) U JpyTrue npenapaTsl, coAepKaliie MarHui Wik allOMUHUAN,
Cykpaib(aT U Ipyrue npenaparbl, COASpKaIIHe KeIe30 WIH [IUHK, CIIeyeT IPUMEHSITh HE MEeHee

4yeM 3a 4 yaca 10 UM yepes 4 yaca mocie nmpueMa BHyTpb MOKCH(IIOKcalluHa.

Bapdapun

[Ipu coyeranHOM TpUMEHEHUHU C BaphapruHOM MPOTPOMOMHOBOE BpEMS M APYTHE MapameTpbl
CBEpPTHIBAHUSA KPOBU HE U3MEHSIIOTCS.

Wsmenenue snauenus MHO

VY manueHTOB, MOTYyYaBIIUX aHTHUKOATYJISIHTHI B COUYETAHUHU C aHTUOMOTHKAMH, B TOM YHCIE C
MOKCH(IIOKCAITMHOM, OTMEYAIOTCS CJydYad IOBBIIICHHUS AaHTHUKOATYJSIIMOHHON aKTUBHOCTHU
MIPOTHBOCBEPTHIBAIOIIMX TpernapaTtoB. DakTopaMu pUCKa SBISIOTCS HATWYUE WHPEKIIMOHHOTO
3aboneBaHus (M COMYTCTBYIOIIMIA BOCHAIUTENBHBINA MPOIECC), BO3PACT M OOIEe COCTOSHUE
nanueHTa. HecMoTpst Ha TO, 9TO B3aUMOJICHCTBUS MKy MOKCH(IOKCAITMHOM U BappapuHOM HE
BBISIBIICHO, Y MAIIMEHTOB, MOJYYaOIIUX COYETAaHHOE JICUCHUE STUMH TpernapaTaMmu, He00X0IUMO
npoBoauTh MOHUTOpUHT MHO u mpu HEOOXOIMMOCTH KOPPEKTHPOBATH 03y HEMPSIMBIX

AHTHUKOAT'yJISIHTOB.

ﬂ HUIOKCHUH

Mokcudaokcalud ¥ JUTOKCMH  HE  OKa3blBalOT  CYNIECTBEHHOIO  BIUSHHUS  Ha
(bapMakOKMHETHYECKHE MapaMeTpel Jpyr Japyra. llpm npuMeHeHMHM NOBTOPHBIX /103
MOKcH(]IIOKCallMHAa MaKCUMaJIbHasi KOHIIEHTPAIUs JUTOKCHHA YBEINYUBAJIACh MPUOTU3UTEIEHO
Ha 30 %, mpu STOM 3HAYeHHUE IUIOUIAIU TOJA KpUBOW «koHIeHTpauus-Bpems» (AUC) u

MHUHUMaJIbHAasA KOHICHTPpAalHuA AUT'OKCHHA HC U3MCHAJINCE.

AKTHUBUPOBAHHLINA YIOJIb

[Ipu onHOBpEMEHHOM NMPUMEHEHUH aKTUBUPOBAHHOTO YISl U MOKCH(IIOKCAllMHA BHYTPb B J103€
400 mr cuctemHasi OMOJIOCTYIHOCTD Ipernapara cHikaercsa Ooiee yem Ha 80 % B pesynbrare
TOPMOXEHHUs ero abcopOuun. B ciydae nepe1o3MpoBKY NIPUMEHEHNE aKTUBUPOBAHHOT'O YIJIS HA
paHHEH cCTaguM BCAchIBAaHMsI MPEMATCTBYET JaJibHEHIIEMY IOBBIIIEHHIO CHUCTEMHOIO

BO3/IeiicTBUS (CM. paznen 4.9.).



4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTDH U JIAKTALMS

bepemeHHOCTH

bezonacHocTh mpHUMeHEHHS MOKCH(]IIOKcalmHa BO BpeMs OCpEeMEHHOCTH HE YCTAaHOBJICHA.
ABeJIOKC IPOTUBOIIOKA3aH B IepuoJl 6epeMeHHOCTH (cM. pa3zaen 4.3.).
B nccnenoBanusax Ha )KHBOTHBIX OOHApy’>KeHA PENPOAYKTHBHAS TOKCHYHOCTH. [loTeHIManbHbIN

PHUCK AJId 4E€JIOBCKAa HCU3BCCTCH.

JlakTaius

Kak u npyrue QpropXxuHOIOHBI, MOKCU(DIOKCALMH BBI3BIBACT MOBPEKICHHUS XPAIIEH KPYIMHBIX
CYCTaBOB y HEIOHOIICHHBIX )KMBOTHBIX. B TOKIMHMYECKHUX HCCIIEIOBAHUAX YCTAHOBJICHO, YTO
HeOOoJIbIIIOe KOJIMYECTBO MOKCH(IIOKCAllMHA BBIJAEIAETCS B IPyJIHOE MOJIOKO. JlaHHBIE O ero
IIPUMEHEHUH Y JKEHIIMH BO BPEMsl JIAKTallUM OTCYTCTBYIOT. [loaTOMy Ha3HaueHue ABEJOKC B

NIEPHOJ] TPYJHOTO BCKapMJIMBAHUS IPOTUBOIIOKA3aHO (cM. pa3zaen 4.3.).

4.7. BuusiHMe HAa CIIOCOOHOCTH YNPABJATH TPAHCIMOPTHBIMHU CpPeICTBAMU M padoTaTrh ¢
MeXaHU3MaMH

HccnenoBanust BAUSHHUS MOKCH(IIOKCAllMHA HA CIIOCOOHOCTh K BOXKJIEHHIO TPAHCIOPTHBIX
CPEACTB M YINpaBJICHUIO MEXaHW3MaMHU HE NMPOBOAMIUCH. TeM He MeHee, MPHEeM MalueHTaMU
aHTUOUOTHKOB (TOPXMHOJIOHOBOTO psifa, BKJIIOYAsi MOKCH(IIOKCAIIMH, MOXET MNPUBOAUTH K
CHIDKEHUIO CIOCOOHOCTH K YIPaBJICHUIO TPAHCHOPTHBIMHM CPEACTBAMHM WJIM MEXaHH3MaMH B
cBs3u ¢ peakuusmu [[HC (x mpumepy, roloBOKpYKeHHE), OCTpas MPEXOAsmias ClernoTa Win
KpaTKOBPEMEHHOM moTrepeil co3HaHust (0OMOpOK, cM. pasaen 4.8.). IlanueHTsl HOMKHBI OBITH
MpEeIynpexaeHbl O BO3MOXKHOCTH Ppa3BUTHUSI MMOAOOHBIX peakuuid NpU NPUMEHEHUU
MOKcHU((pJIIOKCallMHA A0 TOTrO, KaK MPUCTYNAaTh K YINPAaBICHUIO TPAHCIIOPTHBIMH CPEICTBAMU HIIN
MeXaHU3MaMH.

4.8. HexenareJbHble peaKIIun

TabanyHOE pe3roMe HEXENATENbHBIX PEAKIINI

JlaHHple O  HEOJNArompusATHBIX  PEAKIMAX, 3aPETUCTPUPOBAHHBIX MHPU  HNPUMEHEHHHU
MokcudokcanuHa 400 mMr (BHYTpb, NpH CTYNEHUYATOM TEpanuy [BHYTPUBEHHOE BBEJCHUE
IpenapaTta ¢ IMOCJIEIYIOIUM €ro NMPUEMOM BHYTPb| U TOJIBKO BHYTPHUBEHHO), IOJY4YEHBI U3

KIIMHAYECKUX HCCIEOBAaHUN M TIOCTPETHMCTPAIIMOHHBIX COOOIICHUN (8bl0enenbl KYypCcusom).



HeGnaronpusiTHble peakiiuy, MePEeYUCICHHbBIE B TPYIINE «YaCTO» BCTPEUATUCH C YaCTOTON HIKE
3 %, 3a UICKJIFOYEHUEM TOLIHOTHI U JUAPEU.

B xaxx[1011 4aCTOTHOM I'pyIIIE HEXKEIATEIbHBIC JICKAPCTBEHHBIE PEAKLIUU IIEPEUUCIICHBI B IIOPSAKE
yOBIBaHUS 3HAYUMOCTU. YacTOTy ONPEeNSIOT CIEAYIONUM 00pa3oM:

gacto (> 1/100, Ho < 1/10), Hewacto (> 1/1000, HO < 1/100), peaxo (= 1/10000, HO < 1/1000),

oueHb penko (< 1/10000), gactoTa Hen3BecTHA (Ha OCHOBAaHWU MMEIONIUXCS JAHHBIX OIEHUTH

HEBO3MOKHO).

Cucremuo- | Yacro Heuacto Peako Ouensb peako | Yacrora
opransbiii | (> 1/100, vo | (> 1/1000, HO < | (> 1/10000, HO | (< 1/10000) HEeN3BeCTHA
KJ1ace < 1/10) 1/100) < 1/1000)
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*OueHb peaKo CcoOOMIATIOCh O CIy4asX JIATEIbHBIX (MECSIbl WJIM TObI), JIUIIAIOITUX
TPYJAOCTIOCOOHOCTH U OTEHIIMAIBHO HEOOPATUMBIX CEPbE3HBIX HEXKENAaTeIbHbIA peaKIuii,
3aTparuBarOIIUX Pa3IUYHbIC, MHOTJA U HECKOJIBKO, CHCTEM OPTraHOB M OPTaHOB UyBCTB (BKIIIOYAsI
TaKWe peakiuu, Kak TSHAUHUT, Pa3PhIB CyXOKUITUS, apTPAITHS, 00JIb B KOHEYHOCTSIX, HAPYIICHHE
MOXO/IKH, HeHpomaTus, CBsI3aHHas C MapecTe3uei, Jenpeccus, yCTanocTh, HApyIIEHUE MaMsITH,
HapylLIeHHs] CHAa ¥ HApyIIEHUs CIyXa, 3peHHs], BKyca U OOOHSIHUS ), B CBSI3U C IPUEMOM XHUHOJIOHOB
1 GTOPXMHOJIIOHOB, B HEKOTOPBIX CITydasX HE3aBUCHMO OT YK€ CYHIECTBYIOIUX (PAKTOPOB pUCKa
(cM. pasgen 4.4.). Yacrtora pa3BUTUS CIEIYIOIIMX HEKENATENbHBIX peakiuii Obula BHIIIE B
rpymIe, MoJy4aBIleil CTyNeHYaTyI0 Teparuio:

Yacro: [ToBpIlIEHNE AKTUBHOCTH TaMMa-TITyTaMUITpaHchepasbl.

Hewuacro: JKenymoukoBble TaxXUApUTMHUM, CHUKCHHE apTepUaIbHOTO ABJICHHS, OTEKH,
MICEBIOMEMOPAHO3HBIN KOMUT (B OYEHb PEAKUX CIIy4asX aCCOIMUPOBAHHBIN C
YIPOKAIOLIUMHU JKU3HHU OCIIOKHEHUSMU ), CYI0POTH C Pa3IUYHBIMU KIMHUYECKUMU
nposiBjieHUsIMA (B ToM 4ucie «grand maly mnpumagku), TauTIOIHHAIIH,
HapylleHne (QYHKIHH T[IOYeK, T[OoYeyHas HEeAOCTaTOYHOCTh (B pe3ylbrare
JNEeTUapaTaly, 4TO MOXKET NPHUBECTH K TMOBPESKICHHUIO IMOYEK, OCOOCHHO Y
MOXKUJIBIX TIAIIMEHTOB C paHee CYIIEeCTBOBABIIMMH HapyIIEHUSIMU (YHKIUU
MOYEK).

OnucaHue OTACIBHBIX HEXKEIATSIbHBIX PCAKIIMH

[Tocne Tepanuu apyrumMu GTOPXUHOIOHAMU OBLIIM OTMEUEHBI CIIEAYIOLIIe T0O00UHbIe () ()EKTHI,
KOTOpbIE MOTYT TaKXXe BO3HUKATh TIPH JIEYCHUH MOKCH(IIOKCAIIMHOM: IIOBBIIICHHOE
BHYTpHUYEpEITHOE  JaBjieHHMEe  (JOOpOKadeCcTBEHHass  BHYTPHUCpENHAs  TUICPTEH3HS,
TMICEB/IOOIYXO0Jb TOJOBHOIO MO3ra), THIIEPHATPUEMHS, THUIEPKAIbIUEMHUs, TeMOJIUTHYECKas

aHeMUs1, peakui (POTOUYBCTBUTEILHOCTH.

COO6I.H€HI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

Baxxno coo0mare O TMOA03pEBAaEMBIX HEXKENATEIbHBIX pEaKIUsAX T0Cie pPEeTrUcTpaluu
JIEKapCTBEHHOT'O Mpemnapara ¢ eblo 00eceueHus] HeMPEePLIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«TO0NTh3a-pUCK» JICKAPCTBEHHOTO TMpemnapara. MeTuIMHCKUM pPaOOTHHKAM PEKOMEHIYETCS
co001IaTh O JIIOOBIX MOAO03PEBAEMBIX HEXEJIAaTeIbHBIX PEaKIMIX JIEKApPCTBEHHOIO Ipernapara
4yepe3 HalMOHAJIbHbIE CHCTEMBbl COOOILEHUS O HEXENaTelIbHBIX PeakUUsX TroCyJapCTB-4JICHOB

EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.



Poccutickas ®@edepayus

Anpec: 109012, r. Mocksa, CiaBsiHCKasl miiomiaip, 1. 4, ctp. 1

denepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

Pecnyonuxa benapyco
Anpec: 220037, r. Munck, ToBapuieckuii nep., 2a
PVII «lleHTp 3KCIIEpTU3 U UCIIBITAHUH B 3PaBOOXPAHEHUN»

Tenedon: +375 17 242 00 29

DnekTpoHHas moyra: repl@rceth.by
https://www.rceth.by

4.9. Ilepeno3upoBka

CHUMIITOMBI

Hmerorcs orpaHUYeHHbIE aHHBIE O Mepeao3upoBKke MoKkcudiokcanuHa. He oTmMeueHo Kakux-

160 Mo60uYHBIX A ()EKTOB MpU MpUMEHEHNH MOKCHDIToKcanHa B 103¢e 10 1200 Mr oqHOKpaTHO

u o 600 mr B Teuenue 10 nHeit u 6onee. B cnyuyae nmepeno3upoBKH CleayeT OPUEHTHPOBATHCS

Ha KIIMHUYCCKYIO KapTUHY U HNPOBOAUTH CUMIITOMATUYCCKYIO MOAACPKUBAIOLIYIO TCpaIllUuio C

OKI'-MOHUTOPUHTOM.

JleyeHune

IIpuMeHeHnEe aKTMBUPOBAHHOTO YIUIA cpa3y IMOCIE MEpOpalbHOIO MpHEMa Ipenapara MOKET

MOMOYb TPEIOTBPATUTH YPE3MEPHOE CHCTEMHOE BO3ACHCTBHE MOKCH(IIOKCAIMHA B CIIy4asx

MepeI03UPOBKH.

S. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. ®apmakoguHaAMHYeCKHe CBOHCTBA

dapMmakoTeparnieBTU4YeCKasi Ipynmna: aHTHOAKTepUaIbHBIE CpPEICTBA CHUCTEMHOIO JEHCTBUS;

MMPOU3BOJHBIC XMHOJIOHA, (bTOpXI/IHOJIOHBI.

Kong ATX: JOIMA14


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
mailto:rcpl@rceth.by
https://www.rceth.by/

MexaHu3M IeUCTBUS

Moxkcudokcarud — OaKTEepHUIIMAHBIA aHTHUOAKTEpUATBHBIN TIpernapar MIUPOKOTO CIEKTpa
NelcTBUS, 8-METOKCH(PTOPXHUHOJIOH.

bakrepunuaHoe neiictBue MokcudiokcannHa 00yCIIOBIEHO HHIHOMPOBaHUEM OaKTepHaIbHBIX
tonouzomepas Il u IV, 4To mpuBOAUT K HApYyIIEHUIO MPOLIECCOB PEIUIMKAIMU, pErapaluv 1
Tpanckpurnuu 6nocuaTe3a JIHK MUKpOOHOH KJIETKH M, KaK CIEACTBHE, K THOET MHUKPOOHBIX

KJICTOK.

dapmakonmHamMuyeckue 3O HEKThI

MuHuManbHBIE OAKTEPHUITHIHBIC KOHIIEHTPAIIMH MOKCH(IOKCAIIMHA B IIEJIOM COITOCTAaBUMEI C €T0

MHHHMAaJIbHBIMHA I/IHFI/I6I/Ipy10H_II/IMI/I KOHICHTPAIUAMH.

Mexanuzmuvl pesucmenmuocmu

MexaHu3MBbl, TPUBOASAIINE K PA3BUTHIO YCTOMYMBOCTH K NEHULWUIMHAM, le(alocropruHaMm,
aMMHOTJIMKO3MJIaM, MakpoJIMJaM U TETpalUKIMHAM, HE BIUSAIOT Ha AHTUOAKTEPHAIBHYIO
aKTUBHOCTb MOKCHU(UIOKCalMHa. [lepekpecTHON yCTOHYMBOCTH MEXAY S3TUMHU TpyHIaMu
aHTHOAKTepUAIbHBIX IPENapaToB U MOKCU(IIOKCAIIMHOM He oTMeuaeTcs. [lo cux mop Takxke He
HaOJI0AaI0Ch CIy4aeB IUIa3MUIHOM ycToitumBocTh. OOIIas 4acToTa pa3BUTUS YCTOMYHMBOCTU
ouenp HesHaumtenbHa (107-1071%). PesucreHTHOCT, K MOKCH(IOKCAIIMHY pa3BHBAETCA
MEJICHHO IIyTeM MHOKECTBEHHBIX MyTallii. MHOTOKpaTHOE BO3/ieicTBHE MOKCH(IOKCallMHA HA
MHUKPOOPIaHU3Mbl B KOHLIEHTPAIMSIX HW)KE MUHUMAJIbHOM HHTUOMPYIOUIEH KOHIEHTpAaIUu
(MUK) comnpoBoxpaaercs nuiib He3HauuTeapHbIM yBennueHueM MMUK. Otmeuarorcs ciayuyaun
MEePEKPECTHON yCTOWYMBOCTH K (DTOPXHUHOJOHAM. TeM He MeHee, HEKOTOPhIC YCTONYHMBBIC K
ApYyruM (TOPXUHOJIOHAM TI'PaMIOJIOKHUTEIbHBIE U aHA’POOHBIE MUKPOOPTaHU3MBI COXPAHSIOT
qyBCTBUTEIBHOCTh K MOKCHU(IIOKCAIHHY .

YcTaHoBIIEHO, UTO J00ABIEHUE B CTPYKTYPY MOJIEKYJIBI MOKCH(IIOKCAIIMHA METOKCUTPYIIIHI B
nojoxkeHun C8 yBenMUMBAET aKTUBHOCTh MOKCH(JIOKCAllMHA M CHI)KAaeT o0pa3oBaHME
PE3UCTEHTHBIX MYTAHTHBIX INTaMMOB TpaMIOJOXHUTENIbHbIX Oaktepuil. IlpucoennHenue
OULIMKIIOAMUHOBOM rpynmsl B rojoxkeHnu C7 mpeaynpexaaeT pa3BUTHE aKTUBHOTO 3¢ duirokca,
MEXaHU3Ma PE3UCTEHTHOCTH K (PTOPXHUHOIOHAM.

Mokcudiokcalut in vitro akTUBEH B OTHOIIEHUM IIMPOKOTO CIEKTpa IPAMOTPHULATENbHBIX U

IPaMITIOJIOKUTEIBHBIX MHUKPOOPTaHU3MOB, aHa’poOOB, KHUCIOTOYCTOMYMBBIX OakTepuil u



aTUTIMYHBIX OakTepuil, Takux Kak Mycoplasma spp., Chlamydia spp., Legionella spp., a Taxxe

OaxkTepuil, pe3UCTEHTHBIX K B-TaKTaMHBIM U MAaKpPOJIUIHBIM aHTHOUOTHKAM.

Bruanue na xuweunyro muxpogopy uenogexa

B nByx uccnenoBaHUsIX, MPOBEICHHBIX HAa JOOPOBOJBIIAX, OTMEYAIUCH CIACAYIONINEe U3MEHEHUS
KHIIEYHOW MHKPO(IOPHl TMOCie MepopalbHOTO mpHeMa MokcudiokcanuHa. OTmedanoch
CHWXXEHUE KOHIeHTpauui Escherichia coli, Bacillus spp., Bacteroides vulgatus, Enterococcus
spp., Klebsiella spp., a Ttaxxe aHadpoOoB Bifidobacterium spp., Eubacterium spp.,
Peptostreptococcus spp. DTh u3mMeHeHHs ObUTH OOPAaTUMBIMH B T€UCHHE NIBYX Helelb. TOKCHH

Clostridium difficile ne oOHapyXeH.

Tecmuposanue uyecmsumenbHocmu in Vitro
Crnektp aHTHOAaKTEpUATbHONH AaKTHBHOCTM MOKCH(IIOKCAIlMHA BKJIOYAeT  CIEAYIOIINe

MHUKPOOPTaHU3MBI:

YyBCcTBHUTEIbHBIE | YMepeHHO-4YYBCTBUTEIbHBIE | Pe3ucreHTHBIC

I'pamnonoxkuTeNbHBIC

Gardnerella vaginalis

Streptococcus pneumoniae™

(BKJIFOYAs] ITAMMBI, YCTOUYHMBEIC K
MIEHUIWUTAHY | IITaMMBI C

MHOKECTBEHHO! PE3UCTEHTHOCTHIO
K  aHTHOMOTHKaM), a  Takke
IITaMMBI, YCTOMYUBEIE K JIBYM WU
Oosiee aHTUOMOTHMKAM, TAaKUM Kak
neHuuuunH - (MUAK>2  MKr/mi),
uedanocrnopunsl [ mokoneHus
(Hanpumep, nedypoxcum),
MaKpOJIH/IBI, TETPAIUKIINHBI,
TPUMETOIPHM / CyJIb(pameToKcaszol

Streptococcus pyogenes
(rpynma A)*

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

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

Streptococcus agalactiae

Streptococcus dysgalactiae

Staphylococcus aureus Staphylococcus aureus
(4yBCTBUTEINILHBIE K (pe3ucTeHTHBIC K METUITUILTAHY /
METHUIMUTUHY HITaMMBbI)* odokcanuy mrammar)”
Koaryna3zoneratusHsie KoarynazoneraruBHbIC
CTa(hUIIOKOKKH (S. cohnii, cTaWIOKOKKU (S. cohnii,

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




S. hominis, S. saprophyticus,
S. simulans), 4yBCTBHTCIBHBIC K
METUIWUTHHY IITAMMBI

S. hominis, S. saprophyticus,
S.simulans), PE3UCTEHTHBIE
METHLHJUIHHY [ITAMMBI

K

Enterococcus faecalis*
(TOJBKO IITAMMBI, 9YBCTBUTEIILHBIC K
BaHKOMHIIWHY W TE€HTAMUITHHY)

Enterococcus avium*

Enterococcus faecium*

I'paMoTpHLaTE/ILHbIE

Haemophillus influenzae (Bkmrodas
LITAMMBI, TIPOAYLUPYIOIIHE U
HEMPOAYLIHUPYIOIHNE [-TaKTamasbl)™

Haemophillus parainfluenzae*

Moraxella catarrhalis (BxmO9ast
LITAMMBI, TIPOAYLUPYIOIIHE U
HEMPOAYIHUPYIOIINE [-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)

AHa3po0bI

Bacteroides spp. (B. fragilis*,

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

B. vulgaris*®)

Fusobacterium spp.

Peptostreptococcus spp.*

Porphyromonas spp.

Prevotella spp.

Propionibacterium spp.

Clostridium spp.*

ATHIINYHbIE

Chlamydia pneumoniae™

Chlamydia trachomatis*

Mycoplasma pneumoniae*

Mycoplasma hominis

Mycoplasma genitalium




| Coxiella burnettii |

* UyBCTBUTEILHOCTh K MOKCH(IIOKCAITUHY MTOATBEPKIeHA KITMHHYECKUMHU JaHHBIMHU.

" Ilpumenenue npenapara ABEIOKC HE PEKOMEHIYETCS s JedeHHs WH()EKIUM, BHI3BAHHbIX
mTamMMaMi S. aureus, pe3uCcTeHTHbIMH K MeTUnwIInHy (MRSA). B ciyuae mpeamonaraembix
WU TIOATBEPKICHHBIX HWH(peKknuid, BbhI3BaHHBIX MRSA, crmenyer Ha3HAuYuTH JieuyeHUE
COOTBETCTBYIOIIMMHU aHTHOAKTEPUAIBHBIMU MpenapaTaMu.

JlJiss  ompeneNeHHbIX ITaMMOB PAacIpOCTpaHEHHWE MPHOOPETEHHOW PE3UCTEHTHOCTH MOXKET
pa3nanyaThCs B 3aBUCUMOCTU OT Teorpaduyeckoro peruoHa U ¢ Te4YeHHEM BpeMeHH. B cBsi3u ¢
3TUM TpU TECTHUPOBAHUM UYBCTBUTEIBHOCTH IITaMMa JKEJIaTebHO HMEThb MECTHYIO
MH(OPMALIHIO O PE3UCTEHTHOCTH, OCOOCHHO TPH JICUCHUH THKEIBIX MH(EKITHIA.

Ecnmu y mnanueHTOB, TPOXOASIIMX JIEYCHHE B CTAallMOHApe, 3HA4YCHHWE IUIOMIAAU TIOJ
(hapMaKOKMHETHYECKON KpUBOU «KoHIEeHTparus-BpeMs» (AUC)/MUK90, npeswimaer 125, a
MaKcCUMasbHasl KOHIEeHTpamus B mazMe KpoBU (Cmax)/MUKoo HaxoauTcs B mpenenax 8§—10, To
3TO TpeanoyiaraeT KIMHUYECKOe yiydileHue. Y amOylaTOpHBIX MalleHTOB 3HAYEHMS ITHX

cypporaTHbix napameTpoB 00bryHO MeHbIe: AUC/MUKoo >30-40.

Hapamerp AUIC* (u) Cnax/MH K0
(cpenHee 3HaYCHHE)
MUKy 0,125 mr/n 279 23,6
MUKy 0,25 mr/n 140 11,8
MUKy 0,5 mr/n 70 5,9

* AUIC — muommanp mox nHrHOUpYtomei kpuBoi (cootHomenne AUC/MMKyy).

5.2. ®apmakokuHeTHYeCKHE CBOWCTBA

AOGcopOrms
[Ipu mepopanbHOM TpUeMe MOKCHU(DIOKCAIIMH BCACBIBAETCS OBICTPO M TIOYTH TOJHOCTBHIO.
AGcoiroTHas OMOIOCTYITHOCTD COCTaBIsIET 0KOJIO 91%.

dapmakoOKMHETHKA MOKCH(IIOKcaIiHa pu nmpuemMe B go3e oT 50 10 1200 Mr 0THOKpPATHO, a TAKKe
o 600 mr/cyTku B TeueHue 10 qHel sBnseTCS MMHEWHON. PaBHOBECHOE COCTOSIHUE JJOCTUTACTCS
B T€UEHUE 3 JTHEH.

[Tocne omnokpatHOro mpumeneHus: 400 mr Mokcudokcariia Cpax B KPOBH JTOCTHTAETCS B
teuenue 0,5—4 1 u cocrasmsier 3,1 mr/mn. [locne npuema BHyTps 400 Mr Mokcuduiokcaruaa 1 pa3
min

max

B cyTku Css™ u Css™" coctaBisoT 3,2 mr/i u 0,6 Mr/a, COOTBETCTBEHHO.



[Ipu npueme MoOKcH(IIOKCAIlMHA BMECTE C MHIICH OTMEYaeTCs HE3HAYUTEIhHOE YBEITUUYCHHUE
BpeMeHU AOCTIKEHUSI Cmax (Ha 2 9) U HE3HAYUTEIHHOE CHIKEHUE Cmax (IPUOIM3UTENBHO Ha
16 %), mpu 3TOM JJIMTEIBLHOCTh BCAachiBaHUsI HE U3MeHsieTcs. OAHAKO 3TU JaHHBIE HE UMEIOT
KIIMHUYECKOTO 3HAUCHUS, U MPEnapaT MOKHO MPUMEHITh HE3aBUCUMO OT MPHUEMA MTHIITH.

Pacopenenenune

Mokcudiokcanus ObICTPO pacpeeseTcs B TKaHIX U OpraHax M CBA3bIBAETCA C OeJIKaMH KPOBU
(rmaBHBIM 00pazoM, ¢ anbOyMuHamMH) MpuUMepHO Ha 45 %. OO0beM pacnpeneneHus: COCTaBseT
NpUOIU3UTENBHO 2 JI/KT.

Bbicokne KOHIEHTpanuu MOKCU(IIOKCAIlMHA, IPEBBIAIONINE TAKOBbIE B IIIa3Me€ KpOBH,
CO3JIAI0TCsl B JIETOYHOM TKaHH (B T. Y. B SMUTEIUAIBHON )KUKOCTH, aJIbBEOJISIPHBIX Makpodarax),
B HOCOBBIX Ma3yXax (BEpXHEUENIOCTHAs ¥ ITMOHMIAIbHAS TIa3yXH), B HOCOBBIX IOJMIIAX, B oYarax
BOCTIAJICHUS (B COJEPKUMOM IY3bIped MpH MOPaKEHUU KOXKH). B MHTEpCTULIMAIBHON KUAKOCTH
1 B CIIOHE MOKCH(IIOKCAIIMH OIpeAessieTcs B CBOOOTHOM, HE CBSI3aHHOM C OenmkamMu BHUJE, B
KOHIIEHTpAaLlUU Bbllle, 4YeM B IU1a3Me KpoBU. Kpome Toro, BbICOKHE KOHILIEHTpPALUU
MOKCH(]IIOKCAllMHA OTPENeNAI0TCS B TKAHSIX OPraHOB OpPIOIIHOM TMOJOCTH, MEPUTOHEATBHOM
KHUJIKOCTH U JKEHCKUX MOJOBBIX OpraHax.

Buorpanchopmariis

Moxkcudokcarua noasepraercsi Ouorpanchopmanuu 2-oi Ga3bl U BBIBOJUTCS W3 OpraHu3Ma
MOYKAMH, a TaKXKe Yepe3 KUIICYHUK, KaK B HEM3MEHEHHOM BHJE, TaK U B BUIC HEAKTHBHBIX
cynbdocoequaennit (M1) u rmokypoHunoB (M2). Mokcugiaokcalud He MOJBepraercs
Oonotpanchopmanui MUKpOCOMaJIbHOW cucTteMoi muToxpoma P450. Mertabomutet M1 u M2
MPUCYTCTBYIOT B IUIa3ME€ KPOBH B KOHIIGHTpAIMSAX HIDKE, 4YeM HcxojHoe coenuHeHue. [lo
pe3yabTaTaM JOKJIMHUYECKUX HCCIEIOBAaHUN OBLIO JTOKa3aHO, YTO yKa3aHHBIE METAOOJIUTHI HE
MMEIOT HETaTHBHOT'O BO3ACHCTBUS HA OPIaHU3M C TOUKH 3pPEHUS 0€30MaCHOCTH ¥ IEPEHOCUMOCTH.
OIMMUHALINS

[Tepuox momyBbIBeIeHUsST MOKCH(IIOKCAIIMHA COCTABIISIET MpuMepHO 12 vacoB. CpeaHuii o0mmi
KiupeHc nocne BBeneHus B no3e 400 mr cocrasnsier 179-246 mu/mun. IlodeuHblit KIMpeHC
cocTaBisieT 24-53 mu/MHUH. DTO CBHJIETENBCTBYET O YAaCTMYHOW KaHAJIbLIEBOM peabcopOiuu
npernapara.

bananc macc HCXOHOTO COeTMHEHUS U META0OIUTOB 2-1 (ha3bl cOCTaBIsACT MPUOIUZUTEIBHO 96—

98 %, 4TO yKa3bIBaeT Ha OTCYTCTBHE OKUCIUTETHHOTO MeTabomu3Ma. Okoio 22 % ogHOKpaTHOM



10361 (400 MT) BBIBOJUTCS B HEM3MEHEHHOM BH/JIE TTIOYKaMH, OKOJIO 26 % - yepe3 KUIICYHHUK.

Bo3spacT, o1 u sTHHYecKas NPUHAICKHOCTD

[Ipu wuccrnenoBaHuM (PapMaKOKMHETUKH MOKCH(IOKCAlMHA Y MYXXYMH W JKCHIIMH OBLIH
BbIsIBIIeHBI pasznuuus B 33 % no nokazatensiM AUC u Cmax. BecackiBanue Mokcugiokcanaa He
3aBuceno oT moja. Pazmuums B mokazarensax AUC u Crax ObUTH 00YCIIOBIICHBI CKOPEE Pa3HHIICH B
BECE, YEM I10JIOM U HE CUUTAIOTCS KIIMHUYECKU 3HAUUMBIMHU.

He BbIsABIEHO KIMHMYECKH 3HAYMMBIX pa3inuuil (papMaKOKMHETHKH MOKCH(]IOKcalnuHa Yy
MAIMEHTOB Pa3IMYHbIX ATHUUECKUX TPYIII U pa3HOI0 BO3pacTa.

IloyeuHas HeJOCTATOYHOCTD

He BBIABICHO CyLIECTBEHHBIX U3MEHEHUH (DApMAKOKMHETHKH MOKCH(DIOKCAIMHA Y MAIEHTOB C
HapylmeHueM (QyHKIMM To4YeK (BKJIIOYas MAIMEHTOB C  KIMPEHCOM  KpeaTHHUHA
<30 wm/mun/1,73 M?) My TalMEHTOB, HAXOJAIIMXCS HA HENpPEPHIBHOM TeMOJMANM3e U
JUIUTENIbHOM aMOyJIaTOPHOM NEPUTOHEATILHOM JIHAIN3E.

IleueHOYHAS HEJOCTATOYHOCTh

He Obuto CymiecTBEHHBIX pa3MUUMii B KOHLEHTPAIMM MOKCHU(IIOKCAI[MHA Y MAIMEHTOB C
HapyueHusIMH QyHKIMHU nnedenu (kiaccesl A u B mo knaccudukanum Yaiina-I1s10) o cpaBHEHHIO
CO 3JJ0POBBIMH JOOPOBOJIBIIAMHU U NMALUEHTAMHU C HOPMAJIbHON (DyHKIMEH MEUECHH.

eTH

dapMaKOKMHETHKA MOKCU(IIOKCAIIMHA y IeTel He N3ydasach.

6. ®APMAIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BCIOMOraTebHBIX BelIECTB
LEJITI0JI03a MUKPOKpUCTAJUTHYecKast (ABUIIEN)
HaTpHUsI KpOCKapMeIio3a

JIAKTO3bl MOHOTUPAT

MarHus creapar

IInenounas obonouxa

rurnpomesiosa 15 cP

KpacuTesb kKeje3a OKCUl KpacHblil E172
makporou 4000 (monudtunenriaukons 4000)

TATaHa quokcun E171



6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

5 ner.

6.4. Oco0Oble MepbI IPEIOCTOPOKHOCTH NIPH XPAHEHUH

[Tpu Temneparype He Boimie 25° C B OpUrHHAIBHON yHaKoBKe (OJUCTEp B MaUKe).

6.5. Xapakrep u coaepkaHMe MEPBUYHON YIIAKOBKHU

TaGnerku, MOKPBITHIE TICHOYHOI 006010uKO0#, 400 M.

ITo 5 Tabneroxk B Gnuctep u3 Goasru amomunueBoi u [TA/An/IIBX unu u3 $honbru amoMIHUEBOM

u [IBX/TIBAX. ITo 1 6aucrepy BMECTe ¢ TUCTKOM-BKIJIQJIBIIIIEM B KAPTOHHOM MMaykKe, Ha KOTOPOi

JIOTTYCKaeTCsl HAJIMYKe KOHTPOJIS IEPBOTO BCKPBITHUS.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TNPH YHHYTOKEHUM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mMpenapara WJIM OTXOA0B, MOJYYEHHBIX TMoOcCJe TNpPUMEeHEeHHus

JIEKApPCTBEHHOI'0 Mpenapara, ¥ Ipyrue MaHUIMyJISIUM C IPenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JAEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

baiiep AT, Kaitzep-Bunsrensm-Amee, 1, 51373 JleBepkysen, ['epmannus

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

7.1.  IlpeacraBurte/ib aeprkaTesisi peruCTPALMOHHOIO YI0CTOBEPEeHMSI

IIperen3uu nmorpedbuTeeil HAIPABISITH 110 aIPECY:

B Poccuiickoti @edepayuu:

AO «BAMEP»

107113 Mocksa, 3-s PeiOunckas yi., a1.18, ctp.2
ten.: +7(495) 231 12 00

www.bayer.ru


http://www.bayer.ru/

B Pecnybnuxe benapyco:
00O «baiiep BP»
220089, r. MuHck, np. A3epxxuHckoro 57, nomenienue 54

Ten.: +375 17 239 54 20
www.bayer.ru

8.  HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHMSI

JIII-Ne(003604)-(PT-RU)

9.  JATA NEPBUYHOM PETUCTPALIUU (IIOATBEPKIEHWS PETUCTPALINH,
MEPEPETHMCTPALIMN)

Hara nepBoii peructpanuu: 03.11.2023

10. JATA IEPECMOTPA TEKCTA
08.11.2024
OOm1ast XapaKTepUCTHKA JIEKAPCTBEHHOTO Ipernapara ABEIOKC JTOCTYyIHAa Ha MH(POPMAITMOHHOM

noptane EBpazuiickoro 3KOHOMHYECKOTO COI03a B HH()OPMAIIMOHHO-KOMMYHHUKAIIHOHHON CETH

«naTepHeT» https://eec.eaeunion.org.

JaHHaA Bepcua obuieit xapaKTepUCTUKU NeKapCcTBeHHOro npenapara geicreyert ¢ 08.11.2024


http://www.bayer.ru/
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