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OBILASI XAPAKTEPUCTUKA JIEKAPCTBEHHOFG TIPEITAPATA U002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Moxkcudnokcanut, 400 Mr, TabJIeTKH, TOKPHITHIC TUICHOYHONH 000JI0UKON

2. KAYECTBEHHBINI 1 KOJIMYECTBEHHBI COCTAB

JlelicTByto11I€€ BEIIECTBO: MOKCH(IIOKCAITHH.

Kaxxnas rabnerka cogepxut 400 mr Mokcudmokcanusa (B BUIE THAPOXIOPUAA).
BcnomorarenbHble BelIECTBA, HAJMYKME KOTOPBIX HAJO0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara: JEUUTHH coeBbIi (cM. paznensl 4.3. u 4.4.).

[TonHbI IepeyeHb BCIIOMOTaTENbHbBIX BEIECTB MPUBEIICH B pa3aene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHOIH 000I0UKOM.

[IpononroBareie, ABOSKOBBITYKJIbIE TA0JIETKH, MOKPHITHIE IUIEHOYHON 000JI0YKOM pO30BOTO I[BETA, C
pucKoil Ha onHOM cropoHe. Ha momepeuHoM paspese sfApo OT Oeoro 10 CBETIIO-KEITOBATO-

3CJICHOBATOI'O IIBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. lToxka3zaHusl K NPUMEHEHHIO

NH}eknnoHHO-BOCTIATIUTENbHBIC 3200JIEBaHNS, BRI3BAHHBIC UyBCTBUTEIBHBIMU K MOKCH(DIIOKCAIIMHY
MHUKpPOOpPTaHU3MaMHU:

- HEOCJIO’)KHEHHBIC HH(PEKIMN KOXKH U TTOJIKOKHBIX CTPYKTYP;

- BHEOOJIbHUYHASI THEBMOHUS, BKJIIOYasi BHEOOJIbHIUYHYIO THEBMOHUIO, BO30YIUTENSIMU KOTOPOH
SIBIISTIOTCSI IITAMMBI MUKPOOPTaHU3MOB C MHOYKECTBEHHOM PE3UCTEHTHOCTHIO K aHTHOMOTHKaM™;

- OCIIO)KHEHHBbIE HMH(MEKIMH KOXH W MOAKOXKHBIX CTPYKTYp (BKJIIOYas WHOHUIMPOBAHHYIO
I1nabeTUYEeCKYI0 CTOMY);

- OCJIO’)KHEHHbIE HHTPaabIOMUHAIbHBIC HHPEKINH, BKIIOYas MOJTUMHUKPOOHBIE HHPEKINH, B TOM
YHUCJIe BHYTPUOPIOIIMHHBIE a0CIIECCHI;

- HEOCJIO’)KHEHHBIE BOCTIAJIMTENIFHBIC 3a001€BaHIsI OPTaHOB MAJIOT0 Ta3a (BKIIIOYAs CATbITUHTUTH U
SHIOMETPUTHI).

Jlnist medeHust CleAyoNMX HHPEKITMOHHO-BOCTIAIUTENbHBIX 3a00J1€BaHUH MOKCH(IIOKCAIIMH MOXKET
MIPUMEHATHCS TOJIBKO B KAYECTBE ANbTEPHATHBBI IPYTHUM ITPOTHBOMUKPOOHBIM IpeTapaTaM:

- OCTpPBI CHHYCHT;

- o0ocTpeHre XpOHMYECKOTO OPOHXHTA.

* Streptococcus pneumoniae ¢ MHOXECTBEHHOM PE3UCTEHTHOCTHIO K aHTHOMOTHMKAM BKIIIOYAIOT

mTaMMbl, PE3UCTCHTHBIC K ICHUUOWIUIMHY, W MINITaMMbl, PC3UCTCHTHBLIC K IABYM WU Ooinee
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MOKOJIeHUs (1eypOKCHM), MAaKpOJIU/Ibl, TETPALIMKINHBI M TPUMETONIPUM/CYIb(haMeTOKCa30Jl.
Heo6xoxumMo mpuHUMaTh BO BHUMaHUE JeHCTBYIOMNE O(UIIHaTbHBIE PyKOBOCTBA O MTPaBUIIax
IMPUMCHCHU A aHTI/I6aKT€pI/IaJ'II)HI)IX CpCacCTB.

4.2. PesxuM 103MPOBaHNs U C1IOCO0 MPUMEHEHUSs

Pexxum 103upoBaHUs

PexomeHnayemslii pexumM ao3upoBaHust Mokcudokcanuna: 400 mr (1 Tabnerka) 1 pa3 B JeHb npu
nH(pEeKIMIX, yKazaHHbIX Bbille. He cienyer nmpeBblaTh peKOMEHAYEMYIO 103y .
IIpooonscumenvrocmo nevenus

[TpoaomKUTENFHOCTD JICUCHHS OMpEAeNseTCs JIOKaNu3aluel W TSKECThbI0 HMH(MEKIMH, a TaKkkKe
KITMHUIECKUM 3 derTom:

- HEOCJIO’)KHEHHBIE MH(MEKITUU KOXKHU U TIOJIKOKHBIX CTPYKTYp: 7 AHEH;

- BHEOOJIbHUYHAsI THEBMOHUS: O0IIasi MPOJOJIKUTENBFHOCTD CTYIIEHYaTON Tepanuu (BHYTPUBEHHOE
BBEJICHUE C MOCJIEIYIOININM IPUEMOM BHYTPb) COCTaBIseT 7-14 nHeit;

- OCIIO)KHEHHbIE WH(QEKIHH KOXH U TMOAKOXKHBIX CTPYKTyp: OO0Ias MTPOAOKUTEIHHOCTh
CTYNEHYATON Tepaniy MOKCHU(IIOKCAIIMHOM (BHYTPMBEHHOE BBEICHHE C IMOCIEIYIOIIUM PUEMOM
BHYTpB) cocTaBiisieT 7-21 1eHb;

- OCJIOKHEHHBIE MHTpaaOJAOMUHANbHbIE MH(PEKINU: 00Ias AIUTENbHOCTh CTYNEHYATON Teparuu
(BHYTpUBEHHOE BBEJICHUE C MOCJIEAYIOIIUM TPHEMOM BHYTPh) COCTaBIIsIeT 5-14 nHei;

- HEOCJIO)KHEHHBIE 3a00J1eBaHus OpraHoB 14 mHEl;

- OCTPBIA CHHYCHUT: 7 THEW;

- obocTpeHne xpoHndeckoro Oponxura: 5-10 gHEH.

He cnenyer npeBbIaTh peKOMEHAYEMYIO MPOIOKUTENBHOCTD JICUCHHUS.

[To maHHBIM KIMHUYECKHUX HCCIEIOBAHUN MPOJOJDKUTEIBHOCTh JICUCHUS MOKCU(IOKCAIIMHOM B
TaOJIETKaX MOXKET TOCTUTATh 21 IEeHb.

IIponywennas 0oza

B ciyuae mpomycka m03bI mpenapara ee clieAyeT MPUHATH B JII000e BpeMs, HO HE MO3/IHEee YeM 3a
8 4acoB /10 cieAyoniel 3armiaHupoBaHHOM 103bl. Eciiu 10 cneayronieit 1036l OCTaeTCst MEHee 8
4yacoB, MPOMYLICHHYIO J03y HE CleIyeT IpUHHMAaTh, a JIEYEHUE CJENyeT MPOJOKUTh B
COOTBETCTBUM C PEKOMEHI0BaHHBIM I'padukoM mpuema tabnerok. He ciaenyer npuHuMaTh 1BOIHbIE
J103BbI JJI1 KOMIICHCAIIMH MTPOITYIIIEHHO.

Oco0ble rpyIinbl NALUEHTOB

Tlayuenmul nodxxcunoco 6o3pacma
W3meHeHus pexuMa J03UpOBaHUS Y MOKUJIBIX MMAlIUEHTOB HE TpeOyeTcs.

Iayuenmsi ¢ HapyweHuem hyHKyuu nevyeHu
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IPOTHBOIOKA3aHO MAalMEeHTaM C TsDKeNbIM HapymieHueM ¢(yHkiuu nedeHu (kimacc C mo
knaccudukanuu Yaina-I11p10) ¥ manueHTaM ¢ MOBBIIICHHEM TpaHCaMHHA3 Oojiee 4eM B ISTh pa3
BBIIIE BEPXHEW TIpaHUllbl HOpPMBL. llanueHTaM C JErkoil M CpelHEW CTENEHBIO HApYIICHHUSIMH
¢byukmun nedeHn (kimacc A wim B mo kmaccudpukanum  Yaiina-ITet0) w3MeHeHHsT pekuMa
JI03UPOBaHUs HE TpeOyeTcs.
Iayuenmoi ¢ napyuienuem @ynKyuu noex
VY manueHToB ¢ HapylIeHHeM (QYHKIWU MOYeK (B TOM YHCIE TPU TSDKEIOH CTETeHH NMOYedHOU
HE/IOCTATOYHOCTH C KIMpeHcoM KpeaTmHuHa <30 wmi/mumu/1,73 M%), a Takke y NalMEeHTOB,
HaXOJALIMXCS Ha HEMpPEpbIBHOM TeMOJHUAIN3e M JUIUTEIbHOM aMOyJIaTOPHOM NEepUTOHEATbHOM
IMaIN3e, N3MEHEHHS PeKUMa JJO3UPOBAHUS HE TPeOyeTCsl.
IIpumenenue y nayuenmos pasiuyHulX SMHUYECKUX PYNN
M3MeHeHus pexuma JO3UpOBaHUs He TpeOyeTcsl.

eTH
D¢ dexTuBHOCTE U 0€30MACHOCTH MPHUMEHEHHs] MOKCH(IIOKcAalMHa Yy JeTe M TOJPOCTKOB HE
YCTaHOBJICHBI.

Cnoco0 nmpuMeHeHus

BuyTtps. TabneTku crnemyeT mporiaThiBaTh IEIMKOM, HE pPa3KEeBBIBAs, 3aluBas JOCTATOYHBIM
KOJIMYECTBOM BOJIbI, BHE 3aBUCHMOCTH OT MpUEMa ITHIIH.

4.3. IIpoTuBONOKA3AHUSA

['unepyyBCTBUTENFHOCTE K MOKCH(DIOKCAITUHY, IPYTHM XHHOJIOHAM, (TOPXUHOIOHAM HITH JTF0O0OMY
U3 BCTIOMOTaTENIbHBIX BELIECTB Mpernapara, IepedrciieHHbIX B pasnaene 6.1.

Bo3spacr o 18 ner.

bepemeHHOCTB U EpHO IPyAHOTO BCKapMIIMBaHUs (cM. pasaen 4.6.).

Hanuuue B aHaMHe3€ MaToONOrUK CyX0KWIINHM, pa3BUBILENCS BCIEACTBUE JIE€UECHUS aHTHONOTHUKAMU
(TOPXHUHOIIOHOBOTO psifa.

B JokiMHWYECKMX W KJIMHUYECKUX HCCIENOBAaHUSAX TOCIE BBEACHHS MOKCH(IOKCAIMHA
HAOJII0AATI0Ch M3MEHEHHME AJIEKTPO(U3UOIIOTHYECKUX TapaMeTpOB CEep/la, BHIPAXKABIIUXCS B
yanuHennu uatepBaiga QT. B cBsi3u ¢ 3THM, mpuMeHeHne MOKCU(IIOKCAIIMHA TIPOTHBOIIOKA3aHO Y
MAIUEHTOB CIEIYIOMMX KaTeropuil: BPOXKACHHbIE WM MPUOOPETEHHBbIE JOKYMEHTHUPOBAaHHBIC
yanuHeHus: uHTepBana QT, 52IeKTpONUTHBIE HapyLIeHHs, OCOOCHHO HEKOPPUTHPOBAHHAS
TUMOKATMEMUS; KIMHUYECKH 3HauuMmas Opaaukapiaus; KIMHAYECKH 3HaYyUMas CepJedHas
HE/IOCTaTOYHOCTh CO CHIDKEHHOW (hpakimel BbIOpOCa JIEBOTO JKENyAOYKa; HAJMYUEe B aHAMHE3e
HapyUIEHU pUTMa, COMPOBOKIABIINXCS KIMHUYECKOW CUMITOMATUKOM.

Mokcudaokcaiut Hemlb3si IPUMEHATh C JPYTUMU NpenapaTaMu, yATUHIIOMUMEI nHTepBain QT
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(cm. paznmen 4.5.).

B cBsi31 ¢ orpaHMUYEHHBIM KOJIMUYECTBOM KIMHUYECKUX JJAaHHBIX IPUMEHEHHE MOKCH(IOKcalmHa
MIPOTHBOIOKA3aHO MALMEHTaM C HapylIeHneM QpyHKuuu rnedenu (kiacc C rno kiaccuuxanuu
Yaiina-I1p10) 1 nanueHTaM ¢ NOBBIIEHUEM TpaHCAMHUHA3 00Jiee, UYeM B IISATh pa3 BhILIE BEPXHEH
I'PaHULbI HOPMBI.

IToBpIIEHHAs YyBCTBUTENBHOCTD K COE WIIM apaxucy.

4.4. OcoOble yka3aHHusl U MepPbI NMPETOCTOPOKHOCTH NPH MPUMEHEHU U

C 0CTOPOKHOCTBIO

- npu 3aboneBanmsx I[HC (B T. 4. momo3putenbHBIX B oTHomeHHH BoieueHus I[[HC),
MpeIpacmoiaraiiX K BOSHUKHOBEHHIO CYJOPOT M CHUKAIOIIMX OPOT CYIOPOKHOM aKTUBHOCTH;
- y TMIALUEHTOB C MICUX03aMH U/WIH C IICUXUYECKUMHU 3a00JI€BaHUSIMU B aHAMHE3E;

- y TAlHMeHTOB C MOTEHIMAIBHO MPOAPUTMUYECCKHIMH COCTOSHUSMH (O0COOEHHO y JKEHIIWH W
MAIMEHTOB MOKUJIOTO BO3pacTa), TAKUMH, KaK OCTpasi UIIeMUs MUOKap/ia ¥ OCTaHOBKA Cep/lia;

- IPU MUACTEHUU gravis;

- y MIAIMEHTOB C IUPPO30M IEUCHH;

- TIpH OJTHOBPEMEHHOM TIPHEME C MpeTapaTaMu, CHIYKAIOIUMHE COJIEpyKaHUe Kalus B KPOBH;

- y HAIMeHTOB C T€HETUYECKOMW MPEeAPACION0KEHHOCThIO WK (PaKTUYECKUM HaIMYueM JAepUIHTa
TII0K030-6-pochataeruagporenassr;

- y MAIIMEHTOB C CaXapHbIM TUA0ETOM, MMOIYYAIOIINX IIePOPaIbHBIE TUTIOTIMKEMHUYECKHE TIpernapaThl
(Hampumep, mpenaparbl CyJb(QOHUIMOYEBUHBI) WU HWHCYJIUH (BO3pACTaeT pPHUCK pPa3BUTHUS
TUMOTJINKEMHH);

- Yy TAaMeHTOB IMOXXWUJIOTO0 BO3pacTa, Yy MAlMEHTOB IIOCIE TpaHCIJIAaHTAllMM, a TakXke IMpu
CONMYTCTBYIOIIEM MPUMEHEHUHM TTIOKOKOPTUKOCTEPOUAOB  (MOBBIMICHHBIA PHUCK  Pa3BUTHUS
TEH/ICHUTOB W pa3pbiBa CyXOXmwiuid) (cMm. pasgen 4.4. moxpasznen «OcoOble yKa3aHUS» IMyHKT
«TeHIUHUT U pa3pbIB CYXOKIITUS»);

- y MalMeHTOB C aHEBPU3MOI a0OpThI, C BPOXKIACHHBIM MOPOKOM KJlalaHa cepila B ceMeiHOM
aHaMHe3e, WK Y MalMeHTOB ¢ JUArHOCTHPOBAaHHOW aHEBPU3MOM a0pThI H/UIIN PACCTIOCHUEM A0PTHI,
c 3a0oyieBaHMEM KJalaHa cepila WIH NP HATUYUH JAPYruX (aKTOpPOB PUCKA WM COCTOSIHHU,
NpepacnojaralolnX K Pa3sBUTHIO AaHEBPU3MBI  aOpThl WJIM  PACCIOCHUS  AOpTHI, WU
perypruTani/HeJOCTATOYHOCTH KJalaHa cepana (Hampumep, cuHapoM Mapdana, cuHApOM
Onepca-/lannoca, cunapom TepHepa, Oone3nb bexuera, aprepuanbHasi THIIEPTEH3US, PEBMATOUTHBIN
apTPUT, COCYIUCThIE 3a00JeBaHUS, TaKHEe KaK apTepPUHT Takascy, TMTAHTOKJIETOYHBIA apTEepHHT,
MOATBEPKICHHBIN aTepocKiepo3, cuuapoM lllerpena, nHpeKIMOHHBIN SHTOKapAUT) (cM. pasaen 4.4.
noapazfen  «OcoOble  yKa3aHHMS»  IYHKT  «AHEBpU3Ma W PACCIOCHHE  AOPTHI,

perprI/ITaHI/IH/ HEOOCTAaTOYHOCTH KJIaIlaHa cepﬂua»).
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Oco0sle yKa3aHusg

T'unepuyscmeumenvrHocmo

B HekoTOphIX cilydasx YK€ TIOCJ€ IEepBOro IPUMEHEHMsI IpenapaTra MOXET pa3BUTHCA
TUIEPYYBCTBUTEIBHOCTh M aJUIEPTUUYECKUE PEAKLIUU, O YEM CIIETYET HEMEAJIEHHO MH(POPMUPOBATH
Bpaua. OueHb peaKo, AaXke MOcCie NePBOro NPUMEHEHHUs Ipenapara, aHaQUIaKTUIECKHe PeaKkiuu
MOTYT IMPOrPEeCCUpPOBATH JI0 YTPOXKAIOIIEro *XHM3HU aHa(UIAKTUYECKOro moka. B atux cioywasx
JedyeHre MOKCU(IOKCAIIMHOM CIIEIyEeT MPEKPaTUTh U HEMEUIEHHO HayaTh MPOBOAUTH HEOOXOAMMBbIe
nedeOHbIe MEPOIPUTHS (B TOM YUCII€ TPOTUBOIIOKOBBIE).

Tsoicenvie KodICHbIE HedicelamenbHble peakyuu

Ha ¢one neuennss MOKCU(IOKCAIIMHOM HAOIIOAINCH TSDKETIbIe KOJKHBIE HeXKellaTeIbHbIe peakiu,
BKJIIOYAsl TOKCHUYECKUI BNHAEepMalIbHbI Hekponau3 (cunapom Jlaiienna), cunapoMm CTuBEHca-
JIXKOHCOHAa W OCTpbI TE€HEpaJM30BAHHBIM SK3aHTEMATO3HBIM IyCTyJie3, KOTOpble MOTYT OBITh
OTACHBIMU JUIsl XKU3HH WIH JeTalnbHbIMU (cM. pasnen 4.8.). [Ipu Ha3HaueHuu npenapara, nanueHTaM
cllelyeT COOOIIUTh O MPHU3HAKAX M CHMIITOMAaxX CEpbE3HbIX KOXKHBIX pPEaKUUid M THIATEIbHO
MOHMTOPHPOBATh BO3MOXHOCTb Pa3BUTHS JAHHBIX peaklUuid y nanueHta. B ciydae mnosiBieHus
MIPU3HAKOB ¥ CHMIITOMOB, YKa3bIBAIOIIMX HA 3TH PEAKIIMU, MOKCH(IIOKCALIUH CIIEAYeT HEMEJICHHO
OTMEHHUTH U PaCCMOTPETH aIbTEPHATUBHOE JIedeHHE. [Ipy pa3BUTHN y TanueHTa CEpbEe3HON PEaKIINH,
HanpuMep, TOKCHYECKOTO 3SMHUIEPMAIBHOIO HEKponus3a, cuHapoMa CruBeHca-/[>KOHCOHA WIH
TeHEPATM30BAHHOIO0 HK3aHTEMATO3HOI'O IyCTyjle3a Ha (oHe NpUMEHEeHHs MoOKcH(]IIOKcaluHa,
JIieUueHHe STUM IPEnapaToM He ciexyeT OoJiblie BO30OHOBIATH HU MPU KaKUX 00CTOSATENbCTBAX.
Hapywenus co cmoponul cepoya

IIpy npumMeHeHUH MOKCH(]IIOKCAllMHA y HEKOTOPBHIX MAalMEHTOB MOXXET OTMEYaTbCs YUJIMHEHHE
uHTepBasa QT. MokcudIoKcalMH ciaeyeT NPUMEHITh C OCTOPOXKHOCTBIO Y JKEHIIMH U NallueHTOB
MOXKUJIOTO Bo3pacTa. [10CKONbKY JKEHIIMHBI 110 CPABHEHUIO C MYXXYMHAMH UMEIOT OoJiee JUTMHHBIN
uaTepBas QT, oHE MOTYT OBITH OOJIEe YYBCTBUTEIBHBI K IIpenaparam, yanuHsomuM narepsai QT.
IToskuiible manMEeHThI TaKkKe 00Jiee MOABEPIKEHBI AEHCTBHIO NIPENApPaTOB, OKa3bIBAIOIIUX BIUSIHUE HA
unrepan QT.

VY nnunenue narepBana QT conpsyKeHO ¢ MOBBIIIEHHBIM PUCKOM JKEITYJOUYKOBBIX apUTMUH, BKIIHOYas
MOJTMMOP(HYIO JKEITYA0UKOBYIO TAXHKAPIHIO.

Crenenp ymHeHnsa natepBana QT MOXeT HapacTaTh ¢ NMOBBINICHHMEM KOHLEHTPALUU Iperapara,
[I0O3TOMY HE CJIEIyeT IPEBBIIIATh PEKOMEHJOBAHHYIO 103y. OJHAKO y NAUEHTOB C ITHEBMOHMEH
KOpPpEeJSIUN MEX1y KOHIEHTpaIel MoKcu(IoKcauHa B 1a3Me KpOBH U yJUIMHEHHUEM HHTepBaa
QT ormedeno He ObuT0. Hu y omHoro m3 9000 mammeHTOB, MOTYYaBIIMX MOKCH(DIOKCAIWH, HE
OTMEYAJIOCh CEPIECYHO-COCYAUCTBIX OCIIOKHEHHUH U JIETAJIBHBIX CIIy4aeB, CBA3AHHBIX C YUIMHCHUEM

untepBasia QT. Ilpu npumeHeHUHM MOKCHUQIIOKCAIIMHA MOYXET YBEJIMYMBATHCS PHUCK DPa3BUTHUSA
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B cea3u ¢ smum MOKCMQbJZOKCCZL{MH nponiueonoKdad3ar npu.

* W3MEHEHUAX DJIEKTPO(YU3MOIOTUIECKIX MapaMeTpPOB CEpIlld, BBIPAKAIOIIUXCSI B YAJIUHEHUU
naTepBasia QT: BPOKACHHBIX WM MPHOOPETEHHBIX JOKYMEHTHPOBAHHBIX yTMHCHHUSIX HHTEpBAIA
QT, 27MeKTpONUTHBIX HApYUICHHUSX, OCOOEHHO HEKOPPETHPOBAHHON TUIOKAIMEMHUU; KIMHUYECKU
3HaYUMOM OpaauKapIuu; KIMHUYECKH 3HAYMMOW CEepACYHOM HEIOCTATOYHOCTH CO CHIDKEHHOM
dpakueii  BpIOpoca JIGBOTO  KENyJO0YKa; HAIWYUM B aHAMHE3€ HApPYIICHUH pHUTMA,
CONPOBOXKAABIINXCSA KIMHUYECKON CUMIITOMATUKOM;

* MPUMEHEHHH C JIPYTUMH TIpenapaTamu, ymuHstomumu uarepsai QT (cm. pazgen 4.5.).

MOKCM(Z)JZOKCCZMMH Cﬂeévem NPUMEHAMb C OCIMOPOAHCHOCNIBIO.

* y NAIUEHTOB C IOTEHUHAIBHO MPOAPUTMUYECKUMU COCTOSHUSAMU TaKUMM KaK OCTpas HIIEMUs
MHOKAapJia ¥ OCTaHOBKaA CEpJILa;

* y MalMEHTOB C LUPPO30M NEUEHH (TaK KaK y JAHHOW KAaTeropuu MALMEHTOB HEJb3s UCKIIOYUTh
pHCK pa3BuTHs yanuHeHus uarepsana QT).

Ecnu Bo BpeMs jeueHHs MOKCH(IOKCAIMHOM BO3HHMKAIOT NMPH3HAKK HApYIICHUs pUTMa cepiua,
JIeYCHUE CIIeTyeT MpeKpaTuTh u caenats IKI.

Aneepuzma u paccioenue aopmel, pe2yp2umayiusi/HedocmamoyHoCmy KIanana cepoyd

ITo maHHBIM AMMAEMHONIOTUYECKUX HMCCIEJOBAHUI COOOIANOCH O MOBBIIIEHHOM PHUCKE Pa3BUTHS
aHEBPU3MBbl aOPThl U PACCIOCHUS AOPTHI, OCOOCHHO Yy MAIMEHTOB IOXKUJIOIO BO3pPAcTa, a TaKXKe
peryprutaniy aopTajJbHOrO M MHUTPAJIBHOTO KJIAlaHOB MOCJTE NPUMEHEHUS (TOPXUHOIOHOB. Y
MAIMEeHTOB, IOJIyYaBIIUX (TOPXHUHOJOHBI, OBLIM OTMEYEHBI CIy4YaW pa3BHTHS AaHEBPH3MBI W
paccioeHus a0pThl, UHOT/1a OCJIOKHEHHBIX Pa3pbIBOM (B TOM YHCIIE C JIETAIBHBIM HCXOJIOM), & TAKXKE
peryprurtaniu/HeJ0OCTaTOYHOCTH JIF00Or0 U3 KJalnaHoB cepaua (cM. paszaen 4.8.).

B cBsa3u ¢ 3TUM, (PTOPXMHOJIOHBI CJeIyeT NPUMEHATh TOJIBKO TIOCHE TIHIATEIbHOM OLIEHKU
COOTHOLICHUS TMOJb3a-pUCK M PACCMOTPEHHs APYIMX BAPHUAHTOB TEPAlMM Yy MALUEHTOB C
aHEBPU3MOW aOpThl MJIM BPOXACHHBIM IOPOKOM KJIallaHa Cepila B CEMEMHOM aHAMHE3€, WU Y
NAlMEeHTOB C JAMAarHOCTMPOBAHHOW aHEBPU3MOM aopThl W/WIM PACCIOCHUEM aopThl, WIH
3a0oJeBaHMEM KJlalaHa Cepila, WIM NPU HAIWYUHM JIPYTUX (akTOpPOB PHCKA WM COCTOSHHIA,
MIPEAPACIIONATAIOIINX K PA3BUTHIO:

- KaK aHEBPU3MbI U PACCIIOCHUS A0PThl, TAK U PErypruTalliu/HE0CTaTOYHOCTH KJlalaHa cepiaua
(HammpuMep, 3a00J€BaHMS COCIMHHUTEIBHON TKaHM, Takue Kak CHHApPOM MapdaHa WM CHHAPOM
Onepca-/lannoca, cuaapom Teprepa, 6one3nb bexuera, aprepuaibHas TUIEPTCH3HS, PeBMATONIHBIN
apTpur);

WJIH JOTIOJTHUTEIIBHO:

- AHCBpPU3MBI U PACCIOCHUA aOPThI (HaanMep, COCYIUCTBIC 336OJICB3HI/I$[, TAaKHUC KaK apTCpUUT
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- perypruTaiyu/HeI0CTaTOYHOCTH KJlanaHa cepAua (Hanpumep, HHPEKINOHHBIN SHI0KapauT). Puck
pa3BUTHS aHEBPU3MBI M PACCIOCHHS AOPTHI, a TAKXKE WX pa3pbiBa MOXKET OBITH TOBBIIICH Y
MalUEeHTOB, OJTHOBPEMEHHO MOJIYYaIOIIUX CUCTEMHBIE TIIFOKOKOPTUKOCTEPOU/IBI.

B cniydae nosiBiieHust BHe3aHOM 00JIM B )KUBOTE, TPY/IM WITU CIIMHE MAllMEHTaM CJelyeT HeMeAJIeHHO
00paTUThCs K Bpady B OT/IEJICHHE HEOTIOKHOM MOMOIIH.

[TaruenTam ciaenyeT peKOMEHI0BaTh HEMEUICHHO 00paTUTHCS 32 MEAUIIMHCKOW TIOMOIIBIO B CITy4ae
MOSIBJICHUS OCTPOW OJIBIIIKU, BIIEPBBIE BO3ZHHUKIIETO OUIYIICHUS YYAIICHHOTO CEpIICOUCHUST WU
Pa3BUTHA OTEKA KUBOTA WM HIPKHUX KOHEYHOCTEH.

Hapywenus co cmoponvl neuenu

[Tpu mpueme Mokcu]IIOKCAIIHA COOOIIANIOCH O ClTydasx (yTbMHHAHTHOTO I'eMaTUTa, MOTCHIIMATBHO
MPUBOSAIICTO K PA3BUTHIO MMEUYEHOYHOW HEJIOCTATOYHOCTH (BKJIIOYAs JIeTajdbHBIE ciy4dau) (CM.
paznen 4.8.). [lanuenta cienyetr nHGOPMHUPOBATH O TOM, YTO B CIydae BO3ZHUKHOBEHUS U ObICTPOM
Pa3BUTUU MPU3HAKOB U CUMITOMOB (DyJIbBMUHAHTHOT'O TEMATUTA, TAKUX KaK OBICTPO pa3BUBAIOIIASCS
aCTEHUs, aCCOLIMMPOBAHHAS C YKEITYXOM, MOTEMHEHHUE MOYHM, MOBBIIICHHAs KPOBOTOYMBOCTh HIIH
MeYCHOYHAs dHIle(amomaTrus HeoOX0IMMO OOPATUTHCS K Bpady, MPEXkKIAC YeM MPOIOJIKHUTH JICUCHHE
npemnapaToM. B ciyuae BOSHUKHOBEHUS MPU3HAKOB HAPYIICHUN (PYHKIIMH MIEYEHHU CIIEAYET MPOBECTH
(GyHKIIMOHATFHBIEC TIEYCHOYHBIE MPOObI/UCcCeIoBaHUs (PYHKIIUY TIEYCHU.

Cyoopoeu

[IpuMeHeHne mnpemnaparoB XWHOJIOHOBOIO pslia COMPSKEHO C BO3MOXXKHBIM PUCKOM Pa3BUTHS
cyiopor. MokcugIoKkcaluH cieayeT NPUMEHSTh C OCTOPOXKHOCTBIO Y NMAIIMEHTOB ¢ 3a00JI€BaHUSIMU
HHC wu ¢ mapymenusmu co croponbl [[HC (Hampumep, TOHMKEHHBIH TOPOT CYyIOPOXKHOM
aKTUBHOCTH, CYJOPOTHM B aHaMHe3€, CHI)KEHHE MO3TOBOTO KpPOBOOOpAIEHUS, MOBpEKICHUE
TOJIOBHOTO MO3ra WJIM MHCYJBT), MPEAPACNONaraloliiMi K BO3HUKHOBEHHMIO CYAOPOT WU
CHUKAIOIMMU MOPOT CYIOPOKHON aKTUBHOCTH.

B cnywae pasBuTHs Cymopor cieayeT MNpeKpaTHUTh Tepanuio MOKCH(IIOKCAMHOM W MPHUHATH
COOTBETCTBYIOIIIHE MEPBHI.

Hapywenus co cmoponul srceny0ouno-kuueuno2o mpaxkma

[IpuMeHnenne aHTHOAKTEPHAIBHBIX MPEMapaToB IMIUPOKOTO CIEKTpa JACUCTBHS, BKIIOYAs
MOKCHU(JIOKCALIMH, COMPSKEHO ¢ PUCKOM Pa3BUTHUS MCEBJOMEMOPAHO3HOTIO KOJHUTA. DTOT JUATHO3
ClIieyeT UMETh B BU]y Y MAllMEHTOB, Y KOTOPBIX Ha ()OHE JICUCHHUS MPEeNapaToM pa3BUIIACH TsKeNnas
nuapes. B ciayuyae momo3peHHs] WM TOATBEPXKICHUS ICEBIOMEMOPAHO3HOTO KOJUTA, CIEIyeT
MPEKPATUTh TEPANUI0 MOKCH(IIOKCAIIMHOM, M IPOBECTH COOTBETCTBYIOIINE TEPANCBTHUCCKHE
MeponpusTus. [lpenaparbl, yrHeTaromue MNEPUCTAIBTUKY KHIIEYHHKA, MPOTHBOIOKA3aHbI MpPH

pa3sBUTHUU TsDKEJIoN Auapeu.
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Hapywenue ¢pynxyuu novex

[Toxxuiible ManUeHThl ¢ 3a00JCBaHUSAMHU MOYEK JOJDKHBI COONIIOIATh OCTOPOXKHOCTH INPH NPHEME
MOKCHU(JIOKCAIIMHA, €CIId OHM HE MMEIOT BO3MOXKHOCTU TOTPEOISATh HEOOXOAMMOE KOJIUYECTBO
KHUJKOCTH, TIOCKOJBKY OOC3BOKMBAHWE MOXKET TIOBBICUTH PHCK Pa3BUTHUS  TOYCUHOM
HEI0CTaTOYHOCTH.

Hapywenue 3penus

[Tpu CHIKEHUU OCTPOTHI 3PSHUS WITM BOZHUKHOBEHUU JAPYTUX CUMIITOMOB, CBSI3aHHBIX CO 3PCHHEM,
clenyeT HEMEUICHHO 00paTUTHCS 3a KOHCYJIbTAIMEH K opTanbMoiiory (cM. pazaen 4.8.).
Muacmenus gravis

MokcudaokcauH cieayeT HCIoIb30BaTh ¢ OCTOPOXKHOCTBIO y MAIIMEHTOB C MUACTCHUEH gravis B
CBSI3U C BO3MOYKHBIM 000CTpEHHEM 3a00JI€BaHHUS.

Tenounum u paszpwié cyxoxHcunus.

Ha ¢one tepanum ¢TOopxuHOIOHAMH, B TOM YHCJIE MOKCH(]IOKCAIIMHOM, BO3MOXKHO DPa3BHUTHE
TEH/IMHUTA U Pa3pbiBa CyXOXKHWIHUS (MIPEUMYIIECTBEHHO AXUIIJIOBOTO), HHOT/IA IBYCTOPOHHETO, YKE
B niepBbIe 48 yacoB nedueHus. Onucanbl Ciiy4an, KOTOPbIe BO3HUKIIN B TEUCHHE HECKOIBKUX MECSIICB
MOCJIe 3aBEPIICHUS JIeUeHUs. PUCK pa3BUTHS TCHIAWHOTATHH MOXKET OBITh IMOBBIIMICH Y TOXKHUJIBIX
MAIMEeHTOB, BO BpEMsSl CWJIBHOW (M3WYECKON Harpy3KH, Yy IalMeHTOB, MOJYYalOIIUX JICYCHHE
KOPTUKOCTEPOUIaMH, y TAIMCHTOB C MOYEYHON HEIOCTATOYHOCTBHIO WJIU IMOCIE TPAHCIUIAHTAIIMU
COJMIHBIX OpraHoB. [Ipw mMepBBIX CHUMITOMax TCHIWHHUTA (HAmMpUMep, OOJIC3HEHHBIH OTEK,
BOCHAJICHHWE) HEOOXOAMMO pa3Tpy3uTh MOPAKEHHYI0 KOHEYHOCTh, H30eraTh 000 IUITHEH
(U3HYECKON aKTUBHOCTH U OOpaTHTHCS K Bpady 3a KOHCYJIbTAIMCH M PEIICHUEM O MPEKpaIleHUN
aHTHOMOTHKA.

Peaxyus pomouyscmeumenvrnocmu

[Tpu nmpuMeHeHUU (HTOPXUHOIOHOB OTMEUAIOTCS peakiuu (HOTOUYBCTBUTENbHOCTH. OMHAKO TPH
MPOBEJICHUN JOKJIIMHUYCCKUX W KIWHUYCCKUX WCCIEAOBaHUN, a TakkKe MNP NPUMCHCHHH
MOKCH(]IIOKCAalIMHA B MPAKTHKE HE OTMEYAIOCh peakiuii (GOTO 4yBCTBUTEIBHOCTH. TeM He MeHee,
MAIMEHTHI, TOJyYalolIie Ipenapar, JODKHBI U30eraTh BO3JCHCTBUS TPSMBIX COJIHEYHBIX JIyuei U
yIbTpadrOIETOBOTO CBETA.

Ocnooicnennble gocnanumenvhvle 3a001e8aHUsL OP2AHO8 MAN020 MA3A

[Tpumenenwue npemnapara B popme TabIETOK ISl IPUEMa BHYTPh HE PEKOMEHIYETCsl y TAIIMEHTOK C
OCJIOXKHEHHBIMHU BOCHIAIUTEIILHBIMU 3200JICBAHUSIMH OPTaHOB MaJIOT0 Ta3a (HarmpuMep, CBSI3aHHBIMU
¢ Ty0OOBapHaIbHBIMH WJIM TA30BBIMU abcCIIeccaMu).

Jleuenue unghexyuil, 6vizeanHvix wmammamu Staphylococcus —aureus, pe3ucmeHmHvIMU K
memuyuniuny (MRSA)

He PEKOMEHAYCTCA HUCIOJb30BATH MOKCI/I(I)J'IOKCaLII/IH I JICYCHHUA PIHCI)CKI_II/II}’I, BBI3BAHHBIX
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IpearnoiaraeMblX WIM HOATBEPXKJIEHHbIX HH(eKkuuil, Bbi3BaHHBIX MRSA, crneayer Ha3HauMTh
JIeueHHe COOTBETCTBYIOIIMMH aHTHOAKTEPHATIBLHBIME IIpernapaTaMu (cM. paszaen 5.1.).

Bruanue na nabopamopmvie noxazamenu

CrocoO6HOCTh MOKCH(DIIOKCAIIMHA TOJABIATH POCT MHUKOOAKTEPUH MOXKET CTaTh NPUIMHOU
B3aUMOJICHCTBUS in Vvitro MOKcU(IIOKcalmHa ¢ TecToM Ha Mycobacterium spp., TPUBOJAIIETO K
JIOKHOOTPHILIATENILHBIM pe3yJIbTaTaM MpHU aHajIu3e 00pa3loB MAIUEHTOB, KOTOPHIM B ATOT MEPHO
IIPOBOAMTCS JIEUEHUE TPENapaToM.

Ilepughepuueckas netiponamus

VY manueHToB, KOTOPHIM IPOBOAMIOCH JieueHHe (TOPXMHOJIOHAMH, BKIIOYas MOKCHU(DIOKCAIUH,
ONMCAaHbI CIIy4yau CEHCOPHOM MM CEHCOMOTOPHOM MOJUHEHPONATUH, IPUBOMAIIECH K ITAPECTE3UAM,
THIIECTE3MsIM, JHM3eCTe3rssM Win  ciaboctu. [lanmeHTOB, KOTOPBIM TPOBOJUTCS JICUYCHHE
MOKCH(DIIOKCALIMHOM, CIIeyeT NpeIyNnpeInuTh O HEOOXOIUMOCTH HEMEUIEHHOTO 00pallleH s K Bpady
nepes MpoAOJKEHUEM JIEUEHUS B Clyyae BO3ZHUKHOBEHHUS CHMITOMOB HEHpPOMAaTUH, BKIIOYAIOIIUX
00J1b, XKKEHHE, TOKAIBIBAHUE, OHEMEHHE WU cllabocTh (cM. pazzaen 4.8.).

Ilcuxuueckue paccmpoiicmea

Peaknum co CTOpOHBI TICUXMKM MOTYT BO3HHUKHYTh JaXe IIOCJ€ IE€pPBOr0 IPUMEHEHHUs
(TOPXMHOJOHOB, BKIIOYash MOKCHU(UIOKCAllMH. B oO4eHb peakux ciayyasx Jenpeccus Win
NICUXOTUYECKHE PEAKIIUU IPOTrPECCUPYIOT 10 BOSHUKHOBEHUS CYULIUAAIBHBIX MBICICH U TIOBEACHUS
C TeH/ICHIIMEH K CAaMONIOBPEKICHNIO, BKIIIOUasi CyUIMIalbHbIe OMBITKH (cM. pasnen 4.8.). B ciyuae
pa3BUTHS JIIOOBIX MOOOYHBIX 3(P(PEKTOB CO CTOPOHBI HEHTPAILHOW HEPBHON CHCTEMBI, BKIIOYAS
HapyIIeHUs TICUXUKH, HEOOXOJUMO HEMEIJIEHHO OTMEHMTD NIpenapar U HayaTb COOTBETCTBYIOLIYIO
Tepamnuio. B 3TuX citydasx pekoMeHayeTcs NepeTu Ha Tepanuio ApYruM aHTUOMOTHKOM, OTJIMYHBIM
OT (PTOPXMHOJIOHOB, €CJIU 3TO BO3MOXHO. Heobxommumo cobmoaaTe 0OCTOPOKHOCTD MPU TPUMEHEHUN
MOKCH(]IIOKCallMHA TAIMEHTAaMH C IICUX03aMH W/WIN C TICHXHATPHYECKUMH 3a00JICBaHUSMHU B
aHaMHe3e.

Hngpexyuu nonosoii cucmembl

M3-3a mUPOKOTO pacHpOCTPaHEHUs] U pacTylield 3abosieBaeMOCTH WHQEKIUSIMH, BBI3BAHHBIMU
pe3uCTeHTHOH K (ropxuHomoHaM Neisseria gonorrhoeae, TpHU JEUYCHHH TMAIMEHTOB C
BOCMAJIMTEIbHBIMU 3a00JI€BaHUSIMM OPIaHOB MAJIOTO ra3a HE CleAyeT NMPOBOAMTH MOHOTEPAIHIO
MOKCH(JIOKCALIMHOM, 3@ HCKIIOYEHHEM CIy4yaeB, KOrja IpHCYTCTBUE PpE3UCTEHTHOW K
¢dTopxuHonoHam N. gonorrhoeae uckmodeHo. Eciu HET BO3MOXKHOCTH HCKJIIOUUTH MPHCYTCTBHE
PE3UCTEHTHON K (TOpXuHOJOHAM N. gonorrhoeae, HEOOXOAUMO PEIIUTH BOIPOC O JIOTIOJHECHUH
HMIUPHUYECKON Tepannuu MOKCU(PIOKCALMHOM COOTBETCTBYIOIIMM aHTUOMOTUKOM, KOTOPBIH AKTUBEH

B OTHOIIEHUU N. gonorrhoeae (Hanpumep, 11e(anocmopuH).
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NEPECMOTPETb.
Jucenuxemus

Kak u B cirydae ¢ ApyrumMu (TOPXHHOJIOHAMH, TIPU MPUMEHECHHH MOKCH(IIOKCAIIMHA OTMEYalioCh
M3MEHEHHME KOHLEHTPALMK TTIF0KO3bl B KPOBH, BKIIIOYAsl TMITO- U runeprivkemMuro. Ha ¢one Tepanun
MOKCH(DIIOKCALIMHOM JUCTIIMKEMUS Yallle BO3HUKaJa y NAllMeHTOB MOKUIJIOT0 BO3pacTa U NallueHTOB
C caxapHeIM  Jaua0eTOM,  TOJYYAIOIIUX  COMYTCTBYIONIYIO  TEpamui0  NepOpaIbHBIMU
THITOTJIMKEMUYECKIMH  TIperapataMu  (HampuMep, TIpernaparaMd  CyJb(OHWIMOYEBUHBI) WIH
uHCyIMHOM. Ilpn npuMeHeHnn MOKCH(IIOKCAllMHA y TaKUX MAIllMEHTOB BO3PACTaeT PUCK PAa3BUTHUS
TMITOTJIMKEMMH, BIUIOTh J0 TUIOMIIMKEMU4ecKoi koMbl. Heo6xo1umo HHGOPMHUPOBATH MALIUEHTOB O
CHUMIITOMaX THUIOITUKEMHH (CIIyTaHHOCTb CO3HAHUS, TOJIOBOKPYXXECHHE, «BOIYMI» aIllETHT,
rojioBHasi 00JIb, HEPBO3HOCTH, OIIYIICHHE CEpAICOMEHHs WM Y4YalleHHe MyJbca, OJIETHOCTD
KOXKHBIX ITOKPOBOB, UCTIAPHHA, IPOKb, C1a00CTB).

Ecnu y manueHTa pa3BHBaeTCsl TUIIOIJIMKEMHs, JedalleMy Bpady HEOO0XOAWMO CaMOCTOSITEIBHO
NOPUHATH  pELIeHHEe O  NpeKpalleHUH/3aMeHe  Tepanmuu. [Ipy  TpoBeleHUM  JICUCHUs
MOKCH(]IIOKCAIMHOM y TIOXKHJIBIX ITAlIMEHTOB OOJBHBIX CaxXapHBIM JUA0ETOM, PEKOMEHIYeTCs
TIIATEIbHBI MOHUTOPUHI KOHLIEHTPAIMH TTIFOKO3bI B KPOBH.

Heguyum 2nroxo30-6-pocghamoecudpozenasvl

[TaneHThl ¢ AMArHOCTUPOBAHHBIM JE(PULIUTOM IIIOK030-6-pocdaTaernporeHassbl WK HATUIHEM
€ro B CEMEHHOM aHaMHe3€ CKJIOHHBI K Pa3BUTHIO F€MOJMTUYECKHX PEaKkIUil BO BpeMs Teparnuu
XHHOIIOHaMHU. TakuM o00pa3oMm, TakuM TalWeHTaM CIEeQyeT TNPUMEHATh MOKCH(IOKCAMH ¢
OCTOPOXKHOCTBIO.

Cneyughuueckue ocnodcHennbvlie UHGEKYUU KOHCU U NOOKOIHCHOU KIemYamKu

He noxazana knmuHnueckas 3 pekTuBHOCTE MOKCH(DIOKCAIIMHA B JICUCHUHN TSHKEIBIX 05KOTOBBIX
MHQEKIMA, paciuuTa ¥ CHHIPOMA THA0ETUIECKOH CTOIBI C OCTEOMHUEIIUTOM.

Jumenvnvle, nuwalowue mpyoocnocoOHOCmU U NOMEHYUAIbHO Heoopamumvle Ccepbe3Hble
HedicenamenvHvle peakyuu

Coobmanoch 0 ciaydyasx UIMTENbHBIX (MPOJOIDKAIOIIUXCS MECSIBl WM TOMBI), JIMIIAIOIINX
TPYAOCHOCOOHOCTH W  TMOTEHIMAIBFHO HEOOPATUMBIX  CEPbE3HBIX IMOOOYHBIX  PEAKIIUSX,
3aTparuBaloOIUX pa3ivyHble, MHOIJA U HECKOJBKO CHUCTEM OpraHu3Ma (OMOPHO-IBUTATEIIbHBIN
afnmapar, HEpPBHYIO CHUCTEMY, IICUXMYECKOE COCTOSHHE M OpraHbl 4YYyBCTB), y TalUEHTOB,
NPUHUMAIOIINX XHHOJIOHBI M (PTOPXMHOJIOHBI BHE 3aBHCHMOCTHM OT HX BO3pacTa H yXKe
cymiecTBYIOmuUX (hakTopoB pucka. [Ipr BOSHUKHOBEHUH MEPBHIX MPU3HAKOB WIIM CHMITTOMOB JIFOOBIX
CEphE3HBIX HE)KENATENIbHBIX PEaKLU IpueM MOKCH(]IIOKcallMHa ClIeyeT HEMEAJICHHO IPEKPaTUTh,

U IIanuMCHT JOJDKCH O6p8.TI/ITBC$I 3a KOHCYJIBTaI_II/IeI\;I K JieHyalnemMy Bpaygy.
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Hemu

Tak kak Henb3s MOJHOCTBIO UCKIIIOUUTh PUCK MOPAXKEHUS XPSIIEBBIX 30H pocTa KOcTel y peOeHKa
pUMEHEHHE MOKCH(IIOKcalMHa y JIeTe W MOJAPOCTKOB Mulajie 18 jeT mpoTHBOMOKa3aHO (CM.
paznen 4.3.).

BcnomMorarenpHBIE BEIeCTBA

[IpemapaT conepKUT JCHUTUH cOeBbIN. [lalneHTamM ¢ MOBBIIEHHONW YyBCTBUTENLHOCTHIO K COE WIIH
apaxucy He clieyeT IPUHHUMATh 3TOT mpenapar (cM. paszaen 4.3.).

4.5. B3aumoneiicTBHe ¢ [PYrHMH JeKAPCTBEHHbIMHM IIpenapaTaMd W [Jpyrue BH/bI
B3aUMOJAeHCTBUA

[Tpu cOBMECTHOM MPUMEHEHUU C aTEHOJOJIOM, PAHUTHAMHOM, KalbIUHCOIEPKAIIMH JOOaBKAMH,
Teo(pUIITMHOM, LUKJIOCTIOPHHOM, NepopaNtbHBIMU KOHTPAIICTITUBHBEIMU CpelCcTBaMH,
MIMOCHKIIAMHUIOM, UTPAKOHA30JIOM, IUTOKCMHOM, MOP(GUHOM, MPOOCHEIUAOM (MOATBEPKICHO
OTCYTCTBHE KIMHUYECKH 3HAYUMOTO B3aUMOJCHCTBHUS ¢ MOKCU(IOKCALIMHOM) KOPPEKLIUHU J103bl HE
TpebyeTcs.

Mokcudaokcaud cienyer MpUMEHSITh C OCTOPOKHOCTBIO MAIlMeHTaM, MOJIyYaloUIM MIpenaparsl,
KOTOpBIE CHUKAIOT KOHLIEHTPALIMIO KaJIUs B KPOBH (K IPUMEDPY, METIEBbIE U THA3UAHbBIE TUYPETUKH,
ciabuTeNbHble, KOPTUKOCTEpOuAbl, amporepuind B), uam mpemnapaTel, IpueM KOTOPBIX MOXET
BBI3bIBaTh KIIMHUYECKU 3HAYMMYIO OpaJuKapauio.

IIpenaparel, yauHsompe naTeppail QT

Crnenyer y4uThIBaTb BO3MOXHBIM  aIAUTUBHBIA  3(dexT yanuHeHus wuHTepBama QT
MOKCH(]IIOKCalMHa ¥ JPYTHX MpenapaToB, KOTOpbIE BIMAIOT Ha ymiaumHeHue wuHTepBanma QT.
BcnenctBue COBMECTHOro IpPUMEHEHHMs MOKCH(JIOKCalMHA W IPenaparoB, BIMAIONMX Ha
yniauHenue uHTepBana QT, yBenmuuumBaeTcss pUCK pa3BUTHs KEyIOYKOBOW apUTMHHM, BKIIOYas
NOJMMOP(HYIO JKEITyA0UKOBYIO Taxukapauio (torsade de pointes).

[TpoTrBOMOKa3aHO COBMECTHOE NMPUMEHEHHE MOKCH(]IIOKCallMHA CO CIEAYIONIMMHU TpernapaTamH,
BIIMSIIOIIMMU Ha yayiMHeHUe nurepBaia QT:

- aHTHApUTMUYECKHEe Ipenapatsl kiaacca A (XUHUANH, THAPOXUHUAMH, AU30IUpaMUI U 1Ip.);

- aHTHapUTMHUYecKHe mpemnapatsl kiaacca I (amuogapon, coranon, ropernnua, nOyTHIUA U JIp.);

- HeliponrenTHKH ((PEHOTHA3WH, TUMO3HU]I, CEPTUH/IOIN, TATONEPUI0I, CYIBTONPHUI U JIP.);

- TPULUKIIMYECKUE aHTUICTIPECCAHTBI,

- AHTUMHUKpPOOHBbIE mpemnapaTsl (crapguiOKCallMH, SPUTPOMMUMH (BHYTPUBEHHO), NEHTAMUJMH,
MPOTHBOMAIIIPHIHBIC TIPENapaThl, 0COOEHHO Tano(paHTPUH);

- aHTUTUCTAMUHHBIE TIpenapatsl (TepdeHa nH, aCTEMH3051, MU30JIaCTHH);

- npyrue (1u3anpu/i, BAHKaMUH (BHYTPUBEHHO), OenpuIni, tudemManun).

AHTalMIHBIE CPEACTBA, IOJMBUTAMHUHEI M MEHEPAJIBI
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MUHEpalaMd MOXET MPHUBOJUTh K HapYIICHUIO BCACBhIBaHUS MOKCH(IIOKCAIMHA, BCIEACTBHE
00pa30oBaHMs XEJIATHBIX KOMIUIEKCOB C MHOTOBAJICHTHBIMHU KaTHOHAMH, COJIEPXKAIIUMUCS B ITHX
npernaparax. B pesynbraTe KOHIGHTpamus MOKCH(]IOKcallmHa B IIa3Me KpPOBH MOXET OBITh
3HAYUTENIbHO HUXE jKellaeMoil. B CBA3M ¢ 3THM, aHTalMIHBIE Mpenapartbl, aHTUPETPOBUPYCHBIC
npemnapaTsl (Hampumep, TUAaHO3MH) U JpyTrHe MpenapaThl, CoAepKallie MarHUi UIU alTIOMHHHIA,
Cykpanb(daTr u Apyrue mpenaparsl, COACpIKAIINE KeIe30 WIN IIHHK, CIEAyeT MPUMEHATh He MEHee
4yeM 3a 4 gaca 10 wid yepe3 4 yaca moclie mpueMa BHyTph MOKCU(DIIOKCalIUHA.

Bapdapun

[Ipy coyeTaHHOM TpPUMEHEHUU C BaphapHHOM MPOTPOMOMHOBOE BpeMS U ApyTHe MapameTpsl
CBEpPTHIBAHUS KPOBU HE U3MEHSIOTCS.

Hsmenenue 3nauenuss MHO

VY nmanuMeHToB, MOJIyYaBIIMX AHTUKOATYJSHTHI B COYETAaHWU C AHTUOMOTUKAMH, B TOM YHCIE C
MOKCHU((IOKCAIIMHOM, OTMEYAlOTCsl Cllydad TMOBBIIICHUS aHTHKOATYJISLIMOHHOW aKTUBHOCTH
MPOTHBOCBEPTHIBAIOIIUX IpernaparoB. DakropaMu pHUCKa SBIAIOTCS HAIW4YHE HWHQEKIMOHHOTO
3a0oseBaHnss (M COMYTCTBYIOIIMH BOCTIAJIHMTENBHBIA TPOIECC), BO3PACT W OOIIee COCTOSHHE
nanueHTa. HecMoTps Ha TO, 4TO B3aUMOJEHUCTBUS MEXAYy MOKCU(IOKCAIMHOM U BappapuHOM HE
BBISIBJICHO, Y MAallMEHTOB, MOJYYAIOIIUX COYETAHHOE JICYECHHE 3TUMHU MpernapaTamu, HeoOXOIuMo
npoBoauTh MoHUTOpUHT MHO u mnpu HeEoOXOIWMOCTH KOPPEKTUPOBATH 03y HEMPSIMBIX
aHTHUKOAryJISTHTOB.

JINTOKCHH

MoxcudnokcalyH U JUTOKCUH HE OKa3bIBaIOT CYIIECTBEHHOIO BIUSHUS Ha (DapMaKOKMHETHYECKHE
napaMmeTpsl apyr apyra. [lpu mpuMeHeHHH MOBTOPHBIX J03 MOKCH(IOKCAIMHA MaKCHMalbHas
KOHIIGHTPALUS TUTOKCUHA yBen4MBaIach npuoau3utensHo Ha 30 %, mpu 3TOM 3HaYCHHE TUTOIIAAN
noJ KpuBo# «koHHeHTpanus-BpeMs» (AUC) um MuUHHManbHas KOHIEHTpPAIUS IUTOKCHHA HE
W3MEHSITUCH.

AKTHBHPOBAaHHBIN YIOJIb

[Tpu 0fHOBpEeMEHHOM IPUMEHEHNHU aKTUBUPOBAHHOTO YIS M MOKCH(IIOKcalnHa BHYTph B 7103¢ 400
MI' CHCTEMHass OWOJOCTYMHOCTh TpemnapaTa cHmkaercs Oonmee ueM Ha 80 % B pesynbrare
TOPMOXKEHHs ero abcopbumu. B ciaydae mepemo3MpoBKH NMPHUMEHEHNHE aKTHBHPOBAHHOTO YIJIS Ha
paHHEeH CTa iy BCAChIBaHUS MPEMSATCTBYET JaIbHEUIIEMY TIOBBIIICHUIO CHCTEMHOTO BO3ACHCTBHSI.
4.6. PepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

be3omacHocTh mpuMeHeHHS MOKCH(IIOKCAIMHA BO BpeMs OEpeMEHHOCTH HE YCTaHOBJIEHA U €ro

IpUMEHEHHE IPOTUBOIIOKA3aHo (CcM. pa3zaen 4.3.).
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
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B poxnmHHYeCKHX HUCCIIEN0BAHUAX ObLIa MOKAa3aHA penpoz'[ugr%allgﬂ—"'?o%&}_ﬂatﬂ‘:ﬁgﬁm&)%ﬁ

PHCK JUIs YeJIOBEKa HEM3BECTEH.
JlakTanus

Kak u npyrue ¢(ropXwHOIOHBI, MOKCH(DIOKCAIIMH BBI3BIBACT IMOBPEXKICHHUS XPSIICH KpPYyITHBIX
CYCTaBOB y HEJOHOIIEHHBIX JKUBOTHBIX. B NOKIMHHYECKMX MCCIEOBAHUAX YCTAaHOBJIEHO, YTO
HEeOOoJIbIIIOE KOJIMYECTBO MOKCU(IIOKCAIIMHA BBIIENSETCS B TIpyJIHOE MOJOKO. J[aHHBIE O €ro
MIPUMEHEHUH y )KEHIIMH BO BPEMS JJaKTallMU OTCYTCTBYIOT. [l03TOMY HazHaueHNe MOKCH(IIOKCAIIHA
B [IEPHUOJ] TPYJHOTO BCKapMJIMBAaHUS IPOTUBOIOKa3aHo (cM. pa3zaen 4.3.).

4.7. BiuusiHMe Ha CHOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CpPeICTBAMH M padoTaTh ¢
MeXaHH3MaMH

HccnenoBanust BAMSHUAS MOKCU(IIOKCAIIMHA HAa CIIOCOOHOCTh K BOXICHHUIO TPAHCIIOPTHBIX CPEICTB
U yTIPaBJICHUIO MEXaHW3MaMH He TPOBOIINCH. TeM He MeHee, TpHUeM MaIlleHTaMH aHTHOHMOTHKOB
(TOPXMHOJIOHOBOTO psifia, BKJIIOYAs MOKCH(IIOKCAIMH, MOET MpPHUBOAUTH K CHH)KEHUIO
CIOCOOHOCTH K yNPaBJICHUIO TPAHCTIOPTHBIMU CPEICTBAMH WM MEXaHU3MaMHU B CBSI3U C PEAKIUAMU
IMHC (x npumMepy, TOIOBOKPYKEHHUE), OCTpasi MPEXOAIIas CIENoTa Uil KpaTKOBPEMEHHON NOTepen
co3HaHus (00MOpPOK, cM. pazzen 4.8.). [TanueHTsl JOKHBI OBITh TPEAYIPERKIAECHBI O BO3MOXHOCTH
pa3BUTHs MOJOOHBIX peakUUil MpU MPUMEHEHMH MOKCH(IOKcalMHa 1O TOro, Kak IPUCTyHaTh K
YIPaBJICHUIO TPAHCIIOPTHBIMU CPEICTBAMH WM MEXaHU3MaMH.

4.8. HexenaTeJibHbIE peaKIMu

Pesrome mpoduinsg 6e300acHOCTH

JlaHHBIE 0 HEOIATOTIPUATHBIX PEAKIHAX, 3aPETHCTPHUPOBAHHBIX IPU MPUMEHEHIH MOKCH(IIOKCAIIIHA
400 mr (BHYTpB, MpPU CTyNEHYATOW Tepamnuu (B/B BBEICHHE MOKCHQIOKCAIIMHA C MOCIEAYIOIINM
OpUEMOM BHYTPb) MW  TOJNBKO B/B), TONyYeHbl W3 KJIMHHUYECKHX HCCICAOBAaHUN |
MOCTPETUCTPALIMOHHBIX HAOMIOACHUN (8vloenenvt  Kypcugom). HebOnarompusTHbIE peakIUH,
MIEPEYHCIICHHBIC B TPYIIE «9aCTO», BCTPEUATUCH C 4YaCTOTOW HIKE 3 %, 32 NCKIFOYEHHUEM TOLTHOTHI
U THapeH.

TabmuuHoe pE3IOME HEXKEIaTeIbHBIX PeaKIIMU

YacroTa BCTpeyaeMOCTH OIpe/iesieHa CIeAYIOIMM 00pa3oM: oueHb yacTo (=>1/10), gwacto (>1/100, Ho
<1/10), megacro (>1/1000, Ho <1/100), penko (>1/10000, Ho <1/1000), ouens penko (<1/10000),
YJacTOTa HEW3BeCTHAa (Ha OCHOBAaHMM HMMEIOIIUXCS TAHHBIX OLICHHTh HEBO3MOXHO). B mpenemax
KQXIOH TPYNIbl YacTOThl BCTPEYAEMOCTH HEXKENATEIbHBIX pPEaKIMi yKa3aHbl B IOPSJIKE
YMEHBILICHHS CEPhE3HOCTH.

HexenaTtenbHble peakiMd CrPyNIUPOBaHbI B COOTBETCTBHH C MOPSJAKOM HAa OCHOBAaHUH

cucteMHO-opradHbix kiaccoB (COK).
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COK Yacrto Heuacto Pe;uc'o' ] 't""J"“'éi"iJ}EJ b'-eﬁ'lléﬁ'" "q Y"Yaéirora
HEU3BECTHA
Wndekumn nu  |Cynepunde- - - - -
WHBa3uU KLUH,
BBI3BaHHBIE
PE3UCTEHT-
HBIMH
OakTepusiMu
WJIN TpubaMu,
K IIpUMeEpY,
KaHIU103
MOJIOCTHU pTa
WIH
BarMHAJIbHBIN
KaHANWZ03
Hapymenus - Anemus M3menenue IloBbilieHue -
CO CTOPOHBI JlelixoneHus KOHIEHTpALUU KOHIIEHTpALUU
KpOBH U Heiirponenus TPOMOOIUIACTHHA B | MPOTPOMOUHA/
TUMQaTHIeCKOH] TpomOonuToneHus | TUIa3Me KPOBU ymenbiienne MHO
CHCTEMBI TpombonuTemust Aepanynoyumos
VY anuHenue Hanyumomepanus
IPOTPOMOMHOBOTO
BpeMeHH/
yBemmaenue MHO
Hapymenus co - Annepruueckue  |AHadunakTuyeckue/ | AHaQUIAKTUYECKUi/ -
CTOPOHBI peakuuu aHaWIAKTOUAHBIE | aHA(UIAKTOMIHBIN
UMMYHHOU Koxnblii 3y peakiuu moK (B TOM YHCIE
CUCTEMBI KoxHas cplnb AHTHOHEBpOTHYEC- | MOTEHIMAIBHO
Kpanupnauna KU OTEK, BKJIIOYasi | yrposkarouui
D03uHO UK OTEK TOpTaHU JKU3HN)
(moTeHIMaNbHO
YIPOKAOLIUI
JKU3HHN)
DHIOKPUHHBIC - - - Cunopom -
HapyIIeHUs HeaoeKk8amHoll
cexpeyuu
AHMUOUYPEMUUECKO20,
20pMOHa
Hapymenus - I'mnepmununemust | ['uneprioukeMus I'unornukemus -
MeTabonu3ma I'unepypuxemus I'inonukemuueckas
U IUTaHUS KOMa
Tsoxenas
THITOTJINKEMHS,
BIUIOTH JI0 PA3BUTHS
TUIOTIMKEMUYECKON
KOMBI, OCOOCHHO Y
HALMEHTOB MOXUIIOTO
BO3pacTa, MaIeHTOB
C cCaxapHbIM
radeToM,
HNPUHUMAOIIUX
nepopanbHbIe
THITOTJIMKEMUYECKUE
npenaparsl Win
WHCYJIMH
[lcuxnueckue - TpeBokHOCTB OMouHoHaIbHAS Jenepconanuzanus  [HepBo3HOCTH
HapyueHus ™ [IcuxomoTopHas  |1a0UIIBHOCTD [IcuxoTnueckue
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.09.2024 N= 20342

COK

Yacto

Heuacto

Pea O ORI T

Il'h: e B -l
v i=itICTOTa

HEU3BECTHA

THIIEPaKTHBHOCTH/
KHUTALUS

Henpeccus (8 ouens
\PeOKuUX Cayuasx
B03MOICHO NOBEOEHUE
¢ meHOoeHyuell K
CAMONOBPENCOEHUIO,
maxoe Kax
CyUYUOAIbHbLE MHICTU
Uy cyuyuoaivHole
NONbIMKLUL)
[ammrormmaanu
Hapymenue

MaMSITH

Henupuit

peaxiuu
(nomenyuanvbHoO
nposigrswuecs 8
noseoenuu ¢
menoeHyuell K
CAMONOBPENCOCHUID,
MaKom KaK
CYUYUOANIbHbBLE MBLCAU
UU CYUYUOATIbHBLE
nonvimKiL)

Hapymenus co
CTOPOHBI
HEPBHOU
CUCTEMBI™

I'onoBHas
60i1b
I'onoBokpy-
KECHHE

[Tapecte3us/
JU3ECTE3U
Hapymenus
BKYCOBOI1
YYBCTBUTEIBHOCTH
(BK/IIOUAs B OYEHB
penKuX crydasx
areB3uIo)
CryTaHHOCTh
CO3HaHUA U
Je30pUeHTaINSA
Hapymenus cua
Tpemop

Bepruro
CoHnMBOCTh

I'unectesus
Hapymenus
00OHSIHUS (BKITFOYAs
AHOCMMIO )
ATUnnIHBIE
CHOBHJICHHUS
Hapywenune
KOOPIUHALMH
(BKITIOUAs
HapylLIeHHE
MOXOAKH
BCJIC/ICTBHE
TOJIOBOKPY>KEHHS
WK BEPTHUTO, 6
OUeHb PeOKUX
cayyasx eedywue K
mpaemam @
pe3yromame
naoenus, 0cob6eHHo
Y nayuenmos
NOJICUNO20
603pacma)
Cynoporu ¢
Ppas3IM4YHBIMU
KIIMHUYECKUMHU
MIPOSIBJICHUSIMH (B
TOM 4ucHe «grand
maly» TIPUTIAIK)
Hapymenus
BHUMAaHUS
Hapyuenus peun
AmMHe3us
[epudeprueckas
HelponaTus u
MOJIMHEWpOIaTus

T'unepecresust

Hapymenus co
CTOPOHBI
oprana 3peHus ™

Hapymenus
3peHus], BKIIIOUasi
JUIUIONHIO U
HEUYETKOCTb
3pUTENBEHOTO
BOCIIPUSTHS
(ocobenno mpu

CBeT00053Hb

[Ipexondias

HoTepsl 3peHuUs
(ocobenno Ha QoHe
peakIuii co CTOPOHbI
HHC).

Yeeum u ocmpas
08YCMOPOHHSSA
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COK Yacrto Heuacto Pe;uc'o' ] 't""J"“'éi"iJ}EJ b'-eﬁ'lléﬁ'" "q Y"Yaéirora
HEH3BECTHA
PEaKIusIx co MPAHCULTIOMUHAYUSA
cropousl [IHC) PAOYIHCHOU 000I0UKU
Hapymenus - - [ym B ymax - -
CO CTOPOHBI YXxynimenne ciryxa,
oprasa ciryxa BKJTIOYas TIyXOTy
u nabupunHTa* (o6bryHO
obparumoe)
Hapymenus co |Ynnuaenue | YaiuHeHUe XKenynoukoBbie Hecnermdnueckne
CTOPOHBI HMHTEpBana untepBana QT TaXUAPUTMUU ApPUTMUH
cepaa** QTy Omyenue (torsade de Honumopghnas
TIAIAEHTOB C | CePAIICONCHIS pointes) JHceny00uK08as
comyTcTByto- | Taxukapaus maxuxapous
IIeH TUIIO- OubpunsIHs Ocmanoexra cepoya
KalueMuen | mpencepaui (npeumyujecmeenHo y
CreHokapaus JUY ¢ npeopacno-
Na2aromuUMy K
apummusam
COCMOAHUAMU,
MaKumu Kax
KIUHUYECKU SHAYUMAS
bpaduxapous, ocmpas,
ueMusi MUOKapoa)
Hapymenus co - Baszonunaranus ObMopok Backynur -
CTOPOHBI [oBsItIeHNE
cocynop** apTepHATBEHOTO
JTaBJICHUS
CHuxeHue
apTepHUaTbHOTO
JTABJICHUS
Hapymenus co - Oppimka - - -
CTOPOHBI (BriTFOUAs
JIBIXaTeTbHOM aCTMaTHYECKHe
CUCTEMBI, COCTOSIHU)
OpraHoB
TPYJIHOM KJIETKU
Y CPEOCTEHUS
Kenynouno- |TomHoTa CHIKEHHBIH Hucdarus - -
KHIIIEYHBIC PBoTa anmeTuT U Cromatut
HapyIIeHUS bonu B CHIKEHHOE [TceBmomemOpaHO3-
obnactu notpedsIeHne HBIH
SIUTACTPUS | MUIIU KOJIUT (B OUEHb
u 00T B 3anop PEIKUX CIydasx
JKABOTE Hucnencust ACCOLIMMPOBAHHBIN
Huapes Mereopusm C YIpOXKAKOIIUMU
lacrposnrepur KU3HU
(xpome OCITO>KHCHUSIMH )
3PO3UBHOTO
racTPO’HTEPHTA)
[ToBbIIEHNE
AKTUBHOCTH
aMuiIasbl B
1a3Me KPOBH
Hapymenus co |I[loBsiienue | Hapyiienust Kentyxa Dynvmunanmuulil -
CTOPOHBI aKTMBHOCTH | (yHKUMM neuenn | ['ematut eenamum,
TIeYCHU U «TEeYEeHOY- (BKITFOUAs (IPEeUMYIIECTBEHHO | HOMEHYUATLHO
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
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Pendd T Bkd, peiko | ] Hadrora

COK Yacrto HeuacTo
HEH3BECTHA
JKETUYEBBIBOJISI- |HBIX) TTOBBIIIICHUE XOJIECTATHUECKUN) | npusoosuyuti K
IIUX ITyTeH TpaHCaMHUHa3 | aKTHBHOCTH JrcU3Heyepodcaruel
B IUTa3Me JIAKTaT/IETUpOore- neyeHouHou
KpOBH Ha3bl B TUTa3Me He0OCMAamoyHOCmu
KpOBH) (6xnrouas
[oBsItIeHNE JlemainbHble UCX00bl)
KOHIICHTpaIin
OwnupyOrHa B
1a3Me KpoBU
[ToBbIIcHUE
AKTHBHOCTH
ramMMa-TIy TaMII-
TpaHc(epasbl B
I1a3Me KpOBH
IToBblIeHNE
AKTUBHOCTH
LIEJTOYHON
¢docdarasel B
J1a3Me KpOBU
Hapymenus co - CyxocTb KOXH - bynnesuvie kosxcnvie | OI'OI1
CTOPOHBI peaxyuu, Hanpumep,
KOXH U cunopom Cmugenca-
TOJTKO>KHBIX Lwconcona unu
TKaHeu MmoKcuyecKul
INUOEPMATLHDI
HeKpou3
(nomenyuanbLHoO
onacuwiil 0
JHCU3HU)
Hapymienus co - ApTpanrus Tenauaut Paspwiew Paboomuonus
CTOPOHBI Muanrus [ToBbIIEHNE Cyxodcunuil
MBIIICYHOM, MBIIIEYHOTO TOHYCa | APTpHT
CKEJIETHOU U U CyI0OpOTH Hapywenusa noxooxu
COCTUHUTEI MpleuHas ecreocmaue
HOW TKaHH™ c1abocTh HOBPENCOCHUS.
ONnopHo-
08uUeamenvHol
cucmembl
Yeunenue
CUMNIMOMO8
Muacmenuy gravis
PuruaHoCTh MBI
Hapymenus co - Jecuopamayus Hapymenue - -
CTOPOHBI OYEK (8v136anHaA (YHKIMH TIOYEK
¥ MOYEBBIBO- ouapeeti uiu (BITFOUAs
JSIIUX Ty TeH YMenbuleHuem MOBBIIIICHNE
npuema COZIepKaHMs a30Ta
JHcUOKOCmU) MOYEBUHBI B KPOBU

Y KpeaTUHHUHA)
IToueunas
HEJOCTATOYHOCTb
(B pe3ymnbTare
JETHIpaTaIlid, 9TO
MOKET MPUBECTH K
MOBPEKICHUIO
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.09.2024 N= 20342

COK Yacrto Heuacto Pe;uc'o' T T §ydiy b'-eﬁkléﬁ"' "q Y"Yaéirora
HEM3BECTHA
MOY€eK, 0COOEHHO Y
MAICHTOB
TO’KUIIOTO BO3pacTa
C paHee
CYIIICCTBOBABIIIUMHU
HapyIICHUSIMH
(hyHKIIMH TIOYEK)
OO6mue Peaknuu B Obuyee Ortek - -
HapyIICHUS U |MECTe Hedomozanue
peaxiuu B nabekimy/ | Hecneyuguueckas
MecTe nHDy3HH 60116
BBeAEHUS ™ Tlosvluernnoe
nomoomoeneHue
Dneoum/
mpombogredbum 6
Mecme Ungy3uu

* B oueHb peKuX CITydasx Py MPUMEHEHUN XUHOJIOHOB M (PTOPXHUHOJIOHOB, MHOTIa HE3aBUCHMO OT
MCXOJIHO UMEIOIIUXCs (PAaKTOPOB pHCKa, OBLTH 3apETUCTPUPOBAHBI JITUTEIHLHO COXPAHSIONMHUECS (110
HECKOJIBKHUX MECALECB HUIIN J'ICT), HWHBAJIMAUSUPYIOIIUEC U TMMOTCHIUAJIBHO H606paTI/IMBI€ CCPLC3HLIC
noOOYHBIE pEeaKIMM Ha Tpernapar, 3aTparuBarolliie HEeCKOJIbKO, & HHOTJA U MHOKECTBO, KJIACCOB
CHCTEM OPraHOB M OPTaHOB YYBCTB (BKJIIOYAsl TAKWE PEAKIMH, KaK TCHIWHUT, Pa3phiB CyXOKWIHS,
apTpairusi, 00Jb B KOHCUHOCTSX, HAPYIICHHE TIOXOAKH, HEHPOTIATHH, CBA3aHHBIC C MAPECTC3USIMH,
ACTIPECCUA, TOBBIIICHHAA YTOMIISICMOCTD, HAPYIICHUC TaMATH, HAPYIICHUA CHA, 4 TAKIKC HAPYIICHUA
cityxa, 3peHusi, BKyca u 000HsHUs) (cM. pa3aen 4.4.).

** VYV manueHToB, MOMy4YaBIIUX (PTOPXHWHOJIOHBI, OBIITM OTMEYEHBI CIyYaW Pa3BUTHS aHEBPU3MBI U
paccioeHus a0pThI, MHOT/Ia OCJIOKHEHHBIX Pa3phIBOM (B TOM YHCIIE C JICTATBHBIM HCXOIOM), & TAKXKE
peryprurtanin/HeJOCTaTOYHOCTH JIF000T0 KiarnaHa cepaua (cM. pasaen 4.4.).

Yacrota pa3BUTHS CIEIYIOLIMX HEXEIATEeNbHbIX pPEaKIUil Obla BBIIE B TpyMIe, MOIy4yaBIIEH
CTYNICHUYATYIO TePaIIHIO:

9acTO — MOBBIIICHUE aKTHBHOCTH T'aMMa-TITy TaMHITpaHC(epasbl B TUIa3Me KPOBH;

HCYACTO — IKCIYAOYKOBLIC TaXUapUTMHUHK, CHHIKCHHUC apTCPHUAJIBHOIO OABJICHUA, OTCKHU,
IICEBJOMEMOPAHO3HBII KOJIUT (B OUEHb PEAKUX CIIydasX aCCOLMMPOBAHHBIN C YTPOKAIOIIUMU KU3HU
OCJIOXKHEHHUSIMH), CYIOPOTH C pa3jHMYHBIMH KIMHUYECKHMHU TPOSBICHUSAMHU (B TOM YHCIE
«grand mal» pUIAIKN), TAJLTIOIUHALINYT, HApyIIeHUe (YHKIMH TTOYEK, TOYeUHas! HEJOCTATOYHOCTh
(B PE3YJbTATC ACTUAPATAINU, UYTO MOXKCT NPUBCCTU K MMOBPCIKACHUIO IMOYCK, OCOGGHHO Y NAanucHTOB
MTO’KUJIOTO BO3pACTa C PaHee CYIIeCTBOBABIIMMHY HAPYIICHUSIMHU (QYHKITUH ITOYCK).

[Tocne Tepanuu apyrumMu (PTOPXUHOIOHAMHU OBLTA OTMEUEHBI ClEeAyIomue moOodHble d(DQEKTHI,
KOTOpbIE MOTYT TakKKe BO3HHMKATh TPU JICYCHHH MOKCH(IOKCAIIMHOM:  MOBBIIICHHOE
BHYTpHUEpPEIIHOE AaBlicHHE (10OpOKayecTBEHHAsi BHYTpUYEpENHas TUIIEPTEH3Us, MCEBI0O0IyX0JIb

T'OJIOBHOTI'O MO3Fa), TUNICPHATPUCMU, TUIICPKAIBIUCMUSA, TEMOJIUTUYCCKAA aHCMUsS, PCaKIUH
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.09.2024 N= 20342
(NOCNEOCBATENEHOCTE 0002)

(OTOUYBCTBUTEIHLHOCTH.

COO6H.I€HI/IC O IMOA03PE€BACMBIX HCKCIIATCIBbHBIX PCAKITMAX

BaxxHo coo0miaTh 0 MoJ03peBaeMbIX HEXKENATENBHBIX PEaKIUsIX TOCe PEerucTpalu mpernapara ¢
IIeJTbI0 00ECTICUCHHUST HEMPEPHIBHOIO MOHUTOPHHTA COOTHOIICHUS «IT0JIb3a - PUCK» JIEKAPCTBEHHOTO
npenapara. MeIUIIMHCKUM paOOTHUKAM PEKOMEHIYETCS COOOIIaTh O JIFOOBIX TO0I03PEBAEMBIX
HEeXKeNaTeNbHBIX PeaKlUiX JeKapCTBEHHOTO MpernapaTa 4epe3 HallMOHAIbHBIE CUCTEMBI COOOIICHUS
0 HEeXeJIaTeIbHBIX PEAKIUIX TOCYJapCTB - WICHOB EBpa3uiickoro 3KOHOMHUYECKOT0 COr03a:
Poccniickas @enepanms

®denepanpHas caysx0a 1mo Haazopy B cdepe 3apaBooxpaneHus (Poc3apaBHanazop)

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

Ten.: +7 800 550 99 03

DnexTpoHHas mouTa: pharm@roszdravnadzor.gov.ru

Beob-caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMIITOMBI

Nmerotcst orpaHUYeHHBIC JaHHBIC O TIEPEI03UPOBKE MOKcH(pIokcarmHa. He oTMedeHo Kaknux-moo
1mo60YHbIX A (PEeKTOB pu MpUMEHEHNH MOKcH(IIoKcaliHaa B 103¢ A0 1200 Mr ogHOKpaTHO U 110 600
Mr B Teuenue 10 nHelr u Oonee. B ciyuae mepemo3WpOBKH CIEIyeT OPHUEHTHPOBATHCA Ha
KIIMHUYECKYI0 KapTUHY W TPOBOAUTH CHMITOMATHYECKYIO TMOJACPKUBAIONIYIO TEparuio ¢
OKI'-MOHUTOPHHIOM.

JleueHnue

[IpumeHeHne aKTUBUPOBAHHOIO YISl cpa3y IOCJe MepopaibHOro MpHema Ipenapara MOXKET
MOMOYb TMPEAOTBPATUTH YPE3MEPHOE CHUCTEMHOE BO3JECHCTBHE MOKCH(IIOKCALMHA B CIIydasx

HepeI03UPOBKH.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoanHaMUYecKHe CBOICTBA

dapMakoTepaneBTUYECKas TPYyIa: aHTUOAKTEpUalbHBIE CpPEICTBA CHUCTEMHOTO JIEHCTBUS;
MMPONU3BOAHBIC XMHOJIOHA, (pTOpXI/IHOJIOHLI.

Kon ATX: JOIMA14

MexaHusM aeiicTBus U hapMakoauHaMudeckue 3O HEKTHI

MoxkcudnokcanuH - 0aKTepUIIUAHBIN aHTHOAKTEPHANIBHBIN MpenapaT MMPOKOTO CIIEKTpa ACHCTBHUS,
8-METOKCU(PTOPXHUHOJIIOH.  bakrepurnuaHoe  AeiictBue  MOKcH]IOKcanmHa  00yCIIOBICHO
WHTUOMPOBaHUEM OakTepuaibHBIX TorouzomMepas Il u [V, 4To npuBOIUT K HAPYIICHUIO MTPOIIECCOB
peIUTMKaIiy, penapanuu 1 Tpaackpumimu ouocuaTesa JJHK MukpoOHOI KIETKH U, KaK CIEJCTBUE,
K THOENTN MUKPOOHBIX KJIETOK.
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MuHuManbHbIe OaKTEPHUIUIHBIC KOHIIEHTPAIUU MOKcHd)%'};&r]l%ﬂ%a&e-lﬂ%ﬂb%gg&%%m; :'c €ro

MUHUMAaJTbHBIMU UHTUOUPYIOUTIMHI KOHIICHTPAIUSIMH.

Mexanuzmbl pesucmenmuocmu

MexaHu3MBbl, MPHUBOASIINE K PAa3BUTHUIO YCTOWYMBOCTH K TEHUIMJUIMHAM, Ie(arocropuHaMm,
aMUHOTJIMKO3H/1aM, MaKpOJIUJaM U TETPAlMKINHAM, HE BIHUSIOT Ha aHTHOAKTepHAIbHYI0 aKTUBHOCTh
MokcugokcanuHa. [lepekpecTHONW yCTONYMBOCTH MEXKIY STUMH TPYIINaMd aHTHOAKTepUATbHBIX
IpernapaToB U MOKCH(IOKCAIMHOM He oTMedaeTcs. Jlo cMX mop Takke He HalJIoJalloch CIy4acB
w1a3MUIHOM ycToiunBocTh. OOIIas YacToTa pa3sBUTUs YCTOHUMBOCTU OYeHb HesHaunTebHa (107-
107'%). Pe3ucTeHTHOCTh K MOKCH(IOKCALMHY pa3BUBAETCS MEMLICHHO ITyT€M MHOYKECTBEHHBIX
MyTanuii. MHOTOKpaTHOE BO3/eHCTBHE MOKCH(IOKCAIIMHA HA MUKPOOPTaHU3MBI B KOHIICHTPAITUIX
HUKE MHMHUMaJdbHOW  uwHTHOUpyromed koHmeHtpamuu (MUWK) compoBoxmaercs — JIHIIb
He3HauuTenbHbIM yBenuueHuemM MUK. Otmeuarorcs cilydan NEpeKpecTHOW YCTOMYMBOCTH K
¢dTopxuHononam. Tem He MeHee, HEKOTOpble YCTOMYUBBIE K JAPYrUM (TOPXUHOJIOHAM
TPaMIIOJIOKUTEIbHBIE W aHA’POOHBIE MHUKPOOPTaHU3MBI COXPAHAIOT UYYyBCTBUTEIBHOCTh K
MOKCH(]IIOKCALIUHY.

YcraHoBIIeHO, 4TO 0OABICHHWE B CTPYKTYPY MOJIEKYJBI MOKCH(IIOKCAIIMHA METOKCUTPYIITHI B
nonoxkeHnn C8  yBelWYMBAaeT aKTUBHOCTh MOKCHU(JIOKCAIlMHA M CHHXKaeT oOpa3oBaHHE
PE3UCTEHTHBIX ~ MYTAHTHBIX IITAMMOB TPaMIOJOXKUTENbHBIX  OakTepui. [Ipucoenunenue
OMIIMKIIOAMUHOBOM Tpynmbl B monoxeHnn C7 mpeaynpexaaeT pa3BUTHE aKTUBHOTO 3¢drokca,
MeXaHU3Ma PE3UCTEHTHOCTH K (PTOPXMHOJIIOHAM.

Moxkcudnokcanud in vitro aKTHBEH B OTHOIIEHHH IIMPOKOTO CHEKTpa TPaMOTPUIATEIBHBIX U
IPaMITOJIOKUTEIBHBIX MUKPOOPTaHU3MOB, aHA3POOOB, KUCIOTOYCTONUMBBIX OaKTEPUl M aTUITUYHBIX
Oakrepuii, Takux kak Mycoplasma spp., Chlamydia spp., Legionella spp., a Taxxe OakTepHii,
PE3UCTEHTHBIX K B-TAaKTAMHBIM U MaKpOJIUIHBIM aHTHOUOTHKAM.

Brusnue na xuweunyio muxpognopy uenosexka

B aByx uccrienoBaHUSIX, MPOBEACHHBIX Ha J0OPOBOJIBbLIAX, OTMEYAINUCH CIEAYIOIINE HW3MEHEHUS
KHUIIEYHONH MUKPOQIIOPHI TIOCTE MepopaIbHOro nmpuemMa MokcudokcannHa. OTMeuanoch CHUKCHHE
KoHIeHTpauui Escherichia coli, Bacillus spp., Bacteroides vulgatus, Enterococcus spp., Klebsiella
spp., a Takke aHa’poOoB Bifidobacterium spp., Eubacterium spp., Peptostreptococcus spp. Ota
W3MEHEHUs ObUTH 00paTUMBIMU B TeUeHUE NBYX Henenb. Tokcun Clostridium difficile ne oOHapyxeH.
Tecmuposanue uyecmeumenbHOCmu in Vitro

Crnektp  aHTHOAKTEpHAJIbHOM  AKTUBHOCTH  MOKCH(JIOKCAallMHA  BKJIIOYACT  CIEAYIOIINE

MHKPOOPTaHU3MBI:
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U mepento) - =) IELYEATENBAUL TEUUUZ]

quCTBPlTeJIbHLle PesucrenTabre
YYBCTBUTECJ/IbHbIC

I'pamnosoxuTeNbHbIE

Gardnerella vaginalis

Streptococcus pneumoniae™ (BKIrOYas
HITAMMBI, YCTOWYHMBBIC K
NEHUITUIUTHHY, ¥ IITaMMbI C MHO-
JKECTBEHHOH PE3UCTEHTHOCTHIO K
aHTUOMOTHKAM), a TaK)Ke IITAMMEI,
YCTOWYMBBIE K IBYM HITH OoJjiee
aHTUOMOTHKAM, TAKUM KakK TIeHU-
i (MUK>2 Mkr/mo),
nedanocnopussl 11 nokonenus
(Hanpumep, nedypoKcum),
MaKpOJIUABI, TETPALUKIUHBL,
TPUMETONPUM/CYITh(haMeTOKCa30

Streptococcus pyogenes
(rpynma A)*

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

I'pymma Streptococcus viridans
(S. viridans, S. mutans, S. mitis,
S. sanguinis, S. salivarius,

S. thermophilus, S. constellatus)

Streptococcus agalactiae

Streptococcus dysgalactiae

Staphylococcus aureus Staphylococcus aureus
(4yBCTBUTEIBHBIC K METUIHIUTUHY (pe3UCTEHTHBIC K

mrammebl ) * METHIWIUTHHY/O(QIIOKCAIUHY
IITaMMBbI)

KoarynazoneratuBHbie CTaUIOKOKKA KoarymnazoneratuBHbie

(S. cohnii, S. epidermidis, cTahUITOKOKKH (S. cohnii,
S. haemolyticus, S. hominis, S. epidermidis,

S. saprophyticus, S. simulans), S. haemolyticus, S. hominis,
YyBCTBUTENBHBIE K METUIHILINHY S. saprophyticus,

MITAMMBI S. simulans), pe3uCTCHTHBIC
K METUIWJUTHHY I TaMMbI

Enterococcus faecalis*
(TONBKO IMITAMMBI, 9yB-
CTBUTEJIbHBIC K BAHKOMUIIMHY
U TeHTaMUIINHY)

Enterococcus avium *

Enterococcus faecium*

I'pamoTpuuaTe/ibHbIE

Haemophillus influenzae (Bktouas
LITAMMBI, IPOIYyLUPYIOIINE U
Hernpoaynupyromue B-rakramasbl)*

Haemophillus parainfluenzae*

Moraxella catarrhalis (Bkmiodas
HITAMMBI, POy IHPYIOIINE U
Henpoaynupyomue - Jsakramassl)*

Bordetella pertussis

Legionella pneumophila* Escherichia coli*

Acinetobacter baumanii Klebsiella pneumoniae™

Klebsiella oxytoca
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,

VMepeHH'

quCTBI/lTeJIbele PesucrenTabre

YYBCTBHTEJIbHbIE
Citrobacter freundii*
Enterobacter spp.

(E. aerogenes, E. intermedius,
E. sakazakii)

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.*

ATHNIMYHBIE

Chlamydia pneumoniae™
Chlamydia trachomatis*
Mycoplasma pneumoniae*
Mycoplasma hominis
Mycoplasma genitalium
Legionella pneumophila™
Coxiella burnettii
*YyBCTBUTEIBHOCTh K MOKCU(DIOKCAIMHY MOATBEPKACHA KITUHUYECKUMU JaHHBIMH.

+ IlpumeHeHHe MOKCH(IIOKCAlMHA HE PEKOMEHAYeTCS A Je4eHHUs HH(EKIUi, BBI3BAaHHBIX
mTaMMaMi S. aureus, pe3UCTEHTHbIMU K MeTUIIMILIMHY (MRSA). B ciydae npeanosiaraeMbix uin
MOATBEPXKACHHBIX  MHGEKIUA, BbhI3BaHHBIX  MRSA, criegyeT  Ha3HAYuTh  JICYCHHE
COOTBETCTBYIOUIMMH aHTHOAKTEpUAIbHBIMU IIPETapaTaMu.

Jlnist  ompeneNeHHBIX IITaMMOB PAacHpOCTPaHEHUE NPUOOPETECHHON PpPE3UCTEHTHOCTH MOXKET
pa3nuYaThCs B 3aBUCUMOCTH OT TeOrpapuuecKoro peruoHa M ¢ TeYeHHEM BpeMeHH. B CBs3H ¢ 3THM
IPU TECTHMPOBAHUU YYBCTBUTEIBHOCTH ILITAMMa JEJATEIbHO HMMEThb MECTHYIO HH(OpMaIuio o
PE3UCTEHTHOCTH, OCOOEHHO MPHU JICYEHUHU TSKENbIX UHPEKIHH.

Ecmn Y HOagueHTOB, MNOPOXOAAMMUX JICHCHHEC B CTAOMOHApPC, 3HAYCHHUC IIJIoMaAu IIOH
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MaKcHMalbHasi KOHIIEHTpanus B Ta3mMe KpoBU (Cmax)/MUKoo HaxoquTes B mpenenax 8-10, To 310
MpeIoiaracT KIIMHIYECKOe yIydleHne. Y aMOyIaTOPHBIX MAIMEHTOB 3HAYCHUS 3TUX CYPPOTaTHBIX

napameTpoB 00b19HO MeHbIe: AUC/MMKoo >30-40.

IMapametp AUIC*(u) Cmax/MHKoy
(cpenHee 3HaYECHHE)
MUKy 0,125 mr/n 279 23,6
MUKy 0,25 mr/n 140 11,8
MHKyo 0,5 mr/n 70 5,9

* AUIC — momaap o uaruoupytromeit kpuboi (cootnomenne AUC/MIKoo).

5.2 dapmakoknHeTHYECKHUE CBOWCTBA

AncopOrust

[Ipn mepopanbHOM TIpHEeMe MOKCHU(DIOKCAIIMH BCACHIBACTCS OBICTPO H IMOYTH TOJHOCTHIO.
AOGcoroTHas OMOIOCTYITHOCTh COCTaBIIsIeT OKOJIO0 91 %.

dapMakOKMHETHKA MOKCcH(IIOKcaluHa mpu npueme B 1o3e ot 50 g0 1200 Mr ogHOKpaTHO, a Takke
o 600 mr/cyTku B Teuenue 10 nHel siBisieTcs JTHMHEWHON. PaBHOBECHOE COCTOSTHUE TOCTUTACTCS B
TeueHue 3 THEeM.

[Tocne ognokpaTHOTo MpuMeHeHus 400 mr mokcudiokcanuHa Cmax B KPOBHU JOCTUTAETCS B TEUCHUE
0,5-4 4 u cocrapnsier 3,1 mr/n. Ilocne npuema BHyTpb 400 Mr mokcudiokcanuHa 1 pa3 B CyTKu
Css™™* g Css™" cocrapusior 3,2 Mr/1 u 0,6 MI/J1 COOTBETCTBEHHO.

IIpu npueme Mokcu@IOKCallMHA BMECTE C NHILEH OTMEYAeTCs HE3HAYUTENIbHOE YBEINYEHHE
BpeMeHH TOCTIKEHHS Cmax (Ha 2 4) M HE3HAUNTEIbHOE CHIDKEHHE Cmax (IpuOIM3uTENHHO Ha 16 %),
MIPH STOM JJTUTENBHOCTh BCAChIBAaHUS HE M3MeHseTcsl. OJTHAKO 3TH TaHHBIE HE UMEIOT KITMHUYECKOTO
3HAYEHUS, U TIpermapaT MOXKHO MPUMEHSTh HE3aBUCHMO OT MPHEMA TTHIITH.

Pacnpenenenue

MokcudnokcanuH OBICTPO paclpenesseTcsl B TKAHIX U OpraHax W CBS3BIBACTCS C OeIKaMu KPOBH
(rmaBHBIM OOpa3oMm, ¢ ambOyMuHamu) npumepHo Ha 45 %. OO0beM pacrpeneneHus COCTaBIISET
MPUOIU3UTENBHO 2 JI/KT.

Bricokue KOHIIEHTpaIy MOKCH(IIOKCAIIMHA, MPEBHIIIAIONINE TAKOBBIC B TJIA3ME KPOBH, CO3/IAI0TCS
B JICTOYHOW TKaHH (B T.4. B SMUTEIHAIBLHOW JKHIKOCTH, AIbBEOJSIPHBIX Makpodarax), B HOCOBBIX
na3yxax (BepXHEYEJIIOCTHAsI M dTMOMJIANBHAS MTa3yXH), B HOCOBBIX IOJIUIAX, B OYarax BOCIIAJICHUS
(B COIEP)KUMOM TTy3BIPEH MPH MOPAKEHUU KOXKH). B MHTEPCTHIMAIBHOW KHUIKOCTH U B CIIOHE
MOKCHU((DIIOKCAIIMH OIpeIesseTcsl B CBOOOTHOM, HE CBS3aHHOM C O€lIKaMu BHJE, B KOHIICHTPAIMH
BBIIIE, YeM B IUIa3Me KpoBH. KpoMe TOro, BBICOKHE KOHIICHTpAIlMH MOKCHU(IOKCAIIHHA
OTIPENIENIAIOTCS B TKAHSIX OPTraHOB OPIONIHOHM MOJIOCTH, NMEPUTOHEATLHOW JKUIAKOCTH W JKEHCKHX

IMOJIOBBIX OpraHax.
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Buorpancdhopmarus

Mokcudnokcanud noasepraercsi ouorpancopmanun 2-oi (a3bl M BBIBOAUTCS U3 OpraHHU3Ma
IIOYKaMM, a TaKXKE uYepe3 KUIIEUYHUK, KaK B HEM3MEHEHHOM BHJIE, TaK U B BHJE€ HEAKTHBHBIX
cynspocoequaernii (M1) wu mmokypoHumoB (M2). MokcuduiokcalliH HE TOJBEpraercs
onotpanchopmManii MHKPOCOMalIbHOM cuctemor muToxpoma P450. MeraGomutet M1 u M2
INPUCYTCTBYIOT B IUIa3M€ KPOBM B KOHIIGHTpALUAX HIDKE, 4YeM ucxonHoe coeauHeHue. Ilo
pe3yibTaTaM JOKIMHUYECKHX HCCIEIOBaHUN OBUIO JIOKa3aHO, YTO YKa3aHHbIE METaOONUTHI HE
MMEIOT HETraTUBHOT'O BO3ACHCTBHSI HA OPraHU3M C TOUKH 3pEHUS 0€30IaCHOCTH U MEPEHOCUMOCTH.
OIMMUHALHUS

[lepuon monyBbIBEACHUST MOKCH(IIOKCAllMHA COCTaBsieT nmpuMepHo 12 uacoB. CpeaHuit oOmmi
KIUpeHc mocie BBeaeHuss B jgo3ze 400 mr cocraBmser 179-246 mu/mun. Iloueunslii kinmpeHc
coctaBisieT 24-53 Mi/MHH. DTO CBHJIETEIBCTBYET O YAaCTHYHOW KaHAJBIEBOW peabcopOumu
mpenapara. bajmaHC Macc HMCXOAHOTO COCIMHEHHS W MeTabonuToB 2-ii (a3bl cocTaBiseT
npubIn3uTeNBbHO 96-98 %, 4TO yKa3bIBaeT Ha OTCYTCTBUE OKUCIUTEIbHOrO MeTabonu3ma. Okosno 22
% onnokpatHoi 10361 (400 MI) BEIBOAUTCS B HEU3MEHEHHOM BHUJE MOYKaMH, OKOJIO 26 % - uepes
KHIICYHHK.

PapMaKOKMHETHKA B OTJACILHBIX IPYIIIaX NAaCHTOB

Bospacm, non u smuuueckas npuHaoneicHocmy

ITpu uccaenoBannu (papMakOKMHETUKH MOKCH(IIOKCAIMHA Y MY>KYMH M JKEHIIHUH OBbIJIM BBISBIICHBI
pasmuunst B 33 % mno nokazarensiMm AUC u Cmax. BecackiBanue Mokcu@aokcaluHa He 3aBUCENIO0 OT
noa. Paznuuns B mokazarensix AUC u Cmax ObLTH 00YCIIOBJICHBI CKOpPEE Pa3HUIICH B BECE, UEM TTOJIOM
Y HE CUUTAIOTCS KIIMHUUYECKU 3HAUUMBIMHU.

He BBISBIICHO KITMHUYECKU 3HAUUMBIX Pa3IU4uil (hapMaKOKHHETHKH MOKCU(IIOKCAIIMHA Y TAlIUEHTOB
Pa3IMYHBIX ITHUUECKUX TPYIII U Pa3HOrO BO3pacTa.

Iloueunasn neoocmamounocmo

He BBIABIEHO  CyIIECTBEHHBIX  W3MEHEHMH  (PAPMAKOKMHETUKM  MOKCH(]IOKcauuHa Y
NAlMEeHTOB C HapylleHneM (yHKIMM HOoYyeK (BKJIOYas MAalMEHTOB C KIMPEHCOM KpeaTHHHHA
<30 m1/Mun/1,73 M?) ¥ y TIALMEHTOB, HAXOAAMIUXCSA HA HEIPEPHIBHOM T€MOIMAJIN3E U JUTUTEILHOM
amMOyJIaTOPHOM TEPUTOHEATLHOM JTHAIIH3E.

Ileuenounas nedocmamoyHocmy

He ObIIO CyIIeCTBEHHBIX pa3lIWYMii B KOHLEHTpPALMM MOKCH(]JIOKCAallMHA Yy TMAalUeHTOB C
HapyleHUsIMH QyHKIMU niedeHu (kinaccsl A u B o knaccudukanum Yaina-I1s10) o cpaBHEHHIO €O
3IOPOBBIMH JJOOPOBOJIBIIAMHU U MAUEHTAMHU C HOPMAIIbHOU (DYHKIIMEH TICYCHH.

Hemu

cDa.pMa_I(OKI/IHeTI/IKa. MOKCI/I(I)J'IOKCaI_II/IHa y JeTe He HU3y4ajaach.
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6. PAPMAIIEBTUYECKHE CBOMCTBA (MOCHELOBATENBHOCTL 0002)

6.1. Ilepeuenb BcnoMoraTe/ibHbIX BellleCTB
Kpaxman KyKypy3HbIii

Hennrono3a mukpokpucramummueckas 102
Hatpust kpaxmain rivkomsT

['ummpomennosa

Marnus creapar

Tanpk

Kpemuust nMokcu KOO AHBIN

Hatpus metunmaparunpokcubensoat (E 129)

[Inenounas 00o104yKa

Inenounas obonouxa WT-19022P pozosas:

[TonuBUHUIOBBIN CIUPT

Turana auokcun (E 171)

[Honustunenrnukons 6000

Tanpk

JlenmMTUH COEBLII

KpacuTens xenesa okcup kpachsrii (E 172)

6.2. HecoBmecTUMOCTH

He mpumenumo.

6.3. Cpok ronHocTH (CpOK XpaHEHHS)

3 roxa.

6.4. OcoOble MepbI IPEI0CTOPOKHOCTH NPHU XPaHEHUH

XpanuThb npu Temineparype He Boie 25 °C.

6.5. Xapakrep u conepxxaHue NepBUYHON YIAKOBKHU

ITo 5 Tabmerok B OimcTep M3 ATFOMUHUEBON (DONBIU M TUICHKH MONMMBHHWIXIOpUAHOW. [To 1 mmm
2 GnucTepa BMECTE ¢ MHCTPYKIMEH M0 MPUMEHEHHUIO MTOMEIIAIOT B MaYKy KapTOHHYIO.

6.6. Oco0Obie MepbI MPETOCTOPOKHOCTH MPH YHUUTOKEHUH UCIOJIb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara WIM OTXOJI0B, MOJY4YeHHBIX Iocjie MpHMeHeHHsl Mpenapara, H Apyrue
MAHUIYJISIHMHU C PenapaToM.

Oco6ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUAA

Poccniickas @enepanms

00O «HIIK «Cxkan buorex»

119571, r. MockBa, BH.Tep.I. MyHHIIMNAIbHBIA OKpyr TpomapeBo-Hukynuno, np-kr Bepnazackoro,
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I. 92, momemr. 1/4/2, xom. 1

7.1. IlpeacraBureib AepsKaTeis pericCTPAMOHHOI0 YA0CTOBEPEHUs

IIperen3un norpedbuTeseil HaOPaBIATh 10 AIPECY:

Poccniickas @enepanms

00O «HIIK «Ckan buorex»

171261, Tepckas o6:1., KonakoBckuit paiion, nrt. Peakuno, yn. 3aBoackas, a. 1/2, x. 3
Tenedon OecrutatHol ropsueii muauu: 8-800-600-51-77

e-mail: pv@scanbiotech.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JTATA TIEPBUYHOM PETMCTPAIIMM (IOJATBEPXKJIEHHS PEIMCTPAIIUMA,
IHEPEPETUCTPAIIUN)

JlaTa repBoii perucTpanmu:

10. JATA HEPECMOTPA TEKCTA
OOmast  XapakTepUCTHKa JIEKaPCTBEHHOrO TMpemapara MOKCHU(IIOKCAlMH  JIOCTYNHA Ha
MHPOPMALIMOHHOM TopTaje EBpa3uiickoro »KOHOMHYECKOTO COI03a B HH(POPMALMOHHO-

KOMMYHHKAITMOHHOH cetn «HTepHeT» http://eec.eacunion.org/
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