COOTBETCTB

OBLIASA XAPAKTEPUCTHUKA JI

1. HAUMEHOBAHUE JJEKAPCTBEHHOI' O IIPEITIAPATA
Moxcuanca, 400 Mr, TabaeTKH, MOKPHITHIC TIJICHOUYHON 000I0YKOH.

2. KAUECTBEHHBIN U KOJJUYECTBEHHBIN COCTAB

JleiicTByromee BenecTBO: MOKCH(IOKCAIUH.

Kaxxnas tabnerka comepxut 400 mr Mokcudiokcarta (B BUAE THIPOXIOPUIA).
BcmomoratenbHbIe BElIeCcTBa, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JIEKAPCTBCHHOTO
npenapara: Hatpui (cMm. pazzaen 4.4.).

[TonHbI IepeyeHb BCIIOMOraTeIbHbIX BEIIECTB IPUBEIICH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTKu, MOKPHITHIE TNICHOYHOU 000I0YKOM.

KancynoBuaHbIe JTBOSIKOBBITYKIIbIC TaOJETKH, MOKPHITHIC IJICHOYHOW O0O0JIOUKOH pPO30BOTO
I[BETA, C PUCKOH Ha OJHOH cTopone. Ha momepeunom paspese sapo TabJIETKH OT CBETIIO KEITOTO
10 )KEJITOTO IIBETA.

Jluaus paszioma (pucka) TpenHa3sHAa4YeHa JIMIIb IS pa3jiaMblBaHUS C IEIbI0 OOJIerdeHus
NPOTJIAThIBAHMS, @ HE JIJIs pa3/ieiCHHUs Ha PAaBHBIC JIO3BI.

4. KIMHUYECKHUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

HNH}peKmoHHO-BOCTIaUTEIbHbIE 3a00JeBaHus, BbI3BaHHbIC qYBCTBUTEJIbHBIMU K
MOKCH(]IIOKCAIMHY MUKPOOPTaHU3MaMHU:

— HEOCJIO’)KHEHHbIE HH(EKIUHN KOXKH U MOAKOXKHBIX CTPYKTYD;

— BHEOOJbHMYHAs IHEBMOHMs, BK/IIOYash BHEOOJbHUYHYIO ITHEBMOHHIO, BO30YIUTEISIMU
KOTOPOH SIBJISIIOTCSI IITAMMbl MUKPOOPTaHH3MOB C MHO)XECTBEHHOM PE3UCTEHTHOCTBIO K
aHTUOHOTHKAM™;

— OCJIO)KHEHHBbIE MH(EKIUU KOXH W TOAKOXHBIX CTPYKTYp (BKIItOYasi WHOUIMPOBAHHYIO
JTNa0ETUIECKYIO CTOMY);

— OCJIO)KHEHHbIE UHTpaaOAOMUHATIbHbIE UH(EKIMH, BKII0Yas MOJIMMUKPOOHbIE HH(DEKINH, B
TOM 4HcJe [T.4.] BHyTpUOPIOIIMHHbBIE a0CIIECCHI;

— HEOCIIO)KHEHHBIE BOCIAIMTENIbHBIE 3a00JIEBaHUS OpPraHOB MAaJIOTO Tas3a (BKIIOYAs
CAJILITUHTUTHI ¥ SHAOMETPHUTHI).

Jis nedeHus CleAyoUMX HH(PEKIMOHHO-BOCTIAIUTEIbHBIX 3a00JIeBaHUM MOKCU(DIOKCAIMH
MOXET TPHUMEHSATHCS TOJBKO B KadeCTBE aIbTEPHATHBBI APYTHUM TMPOTHUBOMHUKPOOHBIM
npenapaTam:

— OCTpBIN CUHYCHT;

— 000CTpeHre XpOHUYECKOTO OPOHXHTA.

* Streptococcus pneumoniae ¢ MHOKECTBEHHON PE3UCTEHTHOCThIO K aHTHOMOTHKAM BKJIOYAIOT
IITAaMMBbl, PE3UCTEHTHBIE K MEHUIWUIMHY, M IITaMMbI, PE3UCTEHTHBbIE K JBYM WIH Ooiee
AHTHOMOTHKAM M3 TAaKUX TPYII, KaK MEHUIWUIMHBI (TIPU MUHUMAJIbHBIX HWHTHOMPYIOIINX
koHneHtpauusx (MHUK) > 2 wmxr/mi), nedanocnopunsl Il mokonenus (uedypokcum),
MaKpOJUAbI, TETPALUKINHBI M TPUMETOIIPUM/CYIb(haMeTOKCa30JI.

Heo6xoauMo mpuHUMaTh BO BHUMaHUE JIEHCTBYIOIIME O(UIIHATbHBIE PYKOBOJICTBA O MPaBUIIax
NPUMEHEHHS aHTHOAKTEPUATEHBIX CPEJICTB.

4.2. PeskuM 103MPOBAaHHUS M CIOCO0 MPUMeEHEHHUs!

Pexxum no3upoBanus

PexomenayeMmsblil pesxxuMm no3upoBanus Mokcuduokcanuna: 400 mr (1 tabnerka) 1 pas B neHb
npu MHQEKIHUAX, YKa3aHHBIX BbIIe. He cieayer nmpeBhImaTh peKOMEHIYEMYIO J03Y.
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IIpooonscumenvrocms nevenus (MOCTIEQOBATENEHOCTS 0002)

[TponomKUTENPHOCT  JICYEHHUS] ONpeleNsieTcs JIOKalu3aluued, TSKECTbl0 HMHQEeKIUu U
KITMHUIECKUM (D exTom:

ITpu obocTpennn XxpoHudeckoro Oporxura — 5-10 mTHEH.

[Tpu ocTpOM CHHYCUTE U HEOCIO)KHEHHBIX HHPEKIUAX KOKU U MOJKOKHBIX CTPYKTYp — 7 JTHEH.
[Ipy BHEOOJLHUYHOW NHEBMOHHHM — OOMIAasl MPOJOJDKUTEIBHOCTh CTYIEHYaTOW Teparuu
MoOKcH(]IOKcaunHOM (BHYTpUBEHHOE (B/B) BBEIEHHE C MOCICIYIOIIUM IMPUEMOM BHYTPH)
coctaBiisieT 7-14 quen.

[Tpu ociokHEHHBIX MH(EKIUAX KOKU U MOAKOKHBIX CTPYKTYp — OOIIas MpOIOJIKUTEIBHOCTD
CTYIEHYaTON Teparnuu MOKCU(IOKCAIMHOM (B/B BBEIEHUE C MOCIEAYIOUIUM IMPUEMOM BHYTPB)
cocraBiusieT 7-21 neHs.

[Ipy  OCHOXHEHHBIX HMHTPAAOJOMHUHAIBHBIX HMH(MEKUMSIX o0mas MOpoJOHKUTEILHOCTD
CTyNEeHUYaTOH Tepanuu (B/B BBEACHUE IpenapaTa ¢ MocaeIyoniuM IPUEMOM BHYTPb) COCTABIISET
5-14 nueii.

[Tpu HEOCIO)KHEHHBIX BOCTIATIUTEIBHBIX 3200JI€BAaHUAX OPraHOB MaJioro Ta3a — 14 nHeil.

He cnenyer mnpeBbllIaTh pPEKOMEHIYEMYK NPOAODKUTENBHOCTh JjeueHus. llo naHHBIM
KIIMHUYECKUX HCCIICIOBAaHUM MPOJOKUTEIBLHOCTD JI€UEHUS MpernapaTtoM MOKCH(IIOKCAlMHA B
TalJIETKaX MOYET JOCTUTaTh 21 IeHb.

IIponywennas 0o3a

B cnyuyae npomycka 103bl penapara ee clieyeT IPUHATh B JII000€ BpeMs, HO He IO3]Hee, YeM
3a 8§ yacoB 40 cleayrollel 3alulaHupoBaHHOM 103bl. Ecium 1o mpuema cienyromieil 103bl
ocTaeTcsd MeHee § 4acoB, MPONYLIEHHYIO JI03y HE CclelyeT NPUHUMATh, a JICUEHUE CleAyeT
IPOJIOJDKUTE B COOTBETCTBHM C PEKOMEHJIOBaHHBIM TpadukoM mpuema Tabnerok. He ciemyer
yJIBauBaTh IPUHUMAEMYIO J03Y Ul KOMIIEHCAL[MH [TPOIYIIEHHOM J103bI.

Oco0bIe I'pYIIIBI IMTAIIMCHTOB

HGL!MEHmbl nooJKIcus1020 eo3pacma
N3menenns PeKUMaA JO3UPOBAHHUA Y ITOKHUJIBIX ITAITUCHTOB HE Tpe6yeTcsL

Ilayuenmol ¢ napywenuem @yHKYuU nouex

VY nauueHTOB ¢ HapymieHHeM (YHKIMM IMOuYeK (B T.4. HPU TSDKEIOM CTENeHH IOYeqHOM
HEJI0CTATOYHOCTH ¢ KaupeHcoM kpeatunuHa (KK) < 30 mn/mun/1,73 M%), a Takxke y MarueHToB,
HaXOJALIMXCSl Ha HENPEPbIBHOM I'€éMOJIMAIN3€E U JAIUTEILHOM aMOyJIaTOPHOM NEepUTOHEATbHOM
Jaii3e, N3MEHEHUS peKruMa JTIO3UPOBAHUS HEe TPeOyeTcCsl.

THayuenmor ¢ napywenuem @yHKyuu neyenu

B cBs3M ¢ OrpaHNYEHHBIM KOJIMYECTBOM KJIMHUYECKUX JAHHBIX MPUMEHEHHE MOKCH(IIOKCAllNHA
IPOTUBOMNOKA3aHO MalMEeHTaM C TSDKEJIbIM HapylieHueM ¢yHKkiuu neueHu (xmacce C 1o
kiaccuukanun Yaina-I1s10) ¥ nanueHTam ¢ NOBbIIEHHEM TpaHCaMHMHa3 0oJjiee, 4yeM B ISTh pa3
BBIIIE BEPXHEM I'paHUIBI HOpPMBI. [laneHTam C JIETKOM M CpEeIHEW CTENEHBbIO HApYILICHUSAMU
¢ynkuuu nedenu (kmacc A uimum B mo knaccudukanuu Yaing-Ilbro) u3aMeHeHHs pexuMa
JI03UPOBAHUS HE TPeOyeTCsl.

Pasznuunvie smuuueckue cpynnbl
V nmanueHToB Pa3JIMYHBIX OTHUYCCKUX TPYIIII U3BMCHCHUA PCKUMA NO3UPOBAHUS HE Tpe6yeTc;1.

Croco0 npuMeHEHUS

BnyTps.

TabmeTku criemxyeT MpoOTJaThBaTh IETUKOM, HE pa3KeBbIBas, 3amuBas JIOCTATOYHBIM
KOJIMYECTBOM BO/IbI, BHE 3aBUCUMOCTH OT ITpUEMa MUIIH.

4.3. IIpoTUBONMOKA3AHUS

* ['unepuyyBCTBUTEIBHOCTh K MOKCH(IIOKCAIIMHY, JPYTUM XWHOJOHAM WIM K J000My H3
BCIIOMOTAaTEJIbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3nene 6.1.;

* BO3pact 10 18 ner;

* OepeMEeHHOCTh H MEePUOJ] TPYTHOTO BecKapMmiuBaHus (cM. pazzaen 4.6.);

* HWIMYUE B aHAaMHE3€ [aTOJOTUM CYXOKWJIMHM, pa3BUBIIEHCA BCIEACTBHE JICUEHHUS
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AHTUOMOTHKAMHU XHUHOJIOHOBOTO PS/Ia; (NOCNEROBATENBHOCTE 0002)

* B JIOKIMHHYECKMX M KJIMHUYECKUX MCCIEJOBAHUAX IOCIE BBEAECHUS MOKCH(]IOKcaluHa
Ha0JII01a7I0Ch U3MEHEHHUE AIEKTPO(YU3HOIOTHIECKUX MTapaMeTPOB CEP/LIA, BHIPAKABIIUXCS B
yHeHun wuHTepBama QT. B cBi3m ¢ 3TUM, MNpUMEHEHHE MOKCU(IOKCAIMHA
IIPOTUBONOKA3aHO y MAallUEHTOB CIEAYIOLUIUX KaTerOpUId:

— BPOXJIEHHBIE UM IPHOOPETEHHbIE JOKYMEHTUPOBaHHbIE yAIMHEeHUs uHTepBana QT;

— DJIEKTPOJIUTHBIE HAPYLIEHUS, 0COOEHHO HEKOPPUTUPOBAaHHAS THIIOKAIUEMMUSI;

— KIMHUYECKH 3HaYMMasi OpaJuKapaus;

— KIMHUYECKH 3HAa4MMasi Cep/IeYHas HeI0CTaTOYHOCTh CO CHIDKEHHOW (pakuueil BeiOpoca
JIEBOTO JKEIYJ0UKa;

— HaJM4YMe B AaHAMHe3e HapyIIeHUH pHUTMa, CONPOBOXKIABIIUXCS  KIMHUYECKOH
CHMIITOMATHKOM;

*  MOKCH(IIOKCAIIMH HEJb3s IPUMEHATH C JPYTUMHU MpernapaTaMu, YITHHIIOMUMEI naTepBain QT
(cm. paznen 4.5.);

* B CBSI3M C OIPAaHUYEHHBIM KOJMYECTBOM  KIMHHUYECKUX JAHHBIX IPUMEHEHUE
MOKcH(]JIIOKCallMHa IPOTUBOIOKA3aHO NallMeHTaM ¢ HapyuieHneM (yHkiuu nedenu (kimace C
no kinaccudukanyu Yaitna-I1s10) 1 manueHTam ¢ MOBBIIIEHHEM TpaHCaMHHa3 Oolee, 4eM B 5
pa3 BblIlIe BEpXHEH I'paHUIIBI HOPMBI.

4.4. Oco0ble yka3aHus M Mepbl MPeI0CTOPOKHOCTH MPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— mpu 3a0onieBaHUsAX ULeHTpaibHOW HepBHOM cuctembl (IJHC) (B T.4. momo3puTeNbHBIX B
orHomennn BomiedeHuss L[IHC), mpenpacnornararomux K BO3HUKHOBEHHIO CYJIOpPOT H
CHIDKAIOIINE TIOPOT' CYIOPOKHON aKTUBHOCTH;

— Yy MalMEHTOB C IICUX03aMH H/UJIH C ICUXHATPHUECKUMH 3a00JIEBaHUSIMH B aHAMHE3E;

— Yy HAlMEHTOB C MOTEHUHUAIBHO NMPOAPUTMUYECKUMHU COCTOSHUSAMH (OCOOEHHO Y JKEHIIUH U
NAlMEeHTOB MOXKWJIONO BO3pacTa), TAKMMHU, KaK OCTpas MIIEeMHUs MHOKapjAa M OCTaHOBKa
cepala;

— mpu myasthenia gravis;

— Y MallMeHTOB C LIUPPO30OM IEUECHH;

— Yy NAIMEeHTOB C TE€HETHYECKOW MpelpacloioKEHHOCThI0 WM (DAKTUYECKHM HaJIHMuUueM
neduiuTa riroKo30-6-pocdaraeruaporeHassr;

— Yy TAIMEeHTOB C CaxapHbIM JIHa0eTOM, TOJYYarOIIUX IEepPOpaJbHbIE THUIIOTITMKEMUYECKHE
npenaparsl (Halpumep, npenaparbl CyJlb(pOHUIMOYEBUHBI) UM UHCYJIUH (BO3pacTaeT PUCK
Pa3sBUTHSI TUITOTIIMKEMHHN);

— Yy TalIMeHTOB TOXHJIOTO BO3PacTa, y MAIMEHTOB IMOCTE TPAHCIUIAHTAIMH, a TaKXKe MpH
COITYTCTBYIOIIEM MPHUMEHEHHH TIFOKOKOPTHKOCTEPOUOB (TIOBBIIICHHBIH PUCK Pa3BUTHUS
TEHIMHHUTOB U Pa3pbiBa CyXOxmiunii) (cM. paszaen 4.4.);

— Yy NMalMeHTOB C aHEBPU3MOW a0PThI, C BPOXKJICHHBIM TIOPOKOM KJIallaHa cep/lla B CEMEHHOM
aHaMHe3e, WK y MAIllMeHTOB C TUarHOCTUPOBAHHOM aHEBPU3MOM aOpThl /UM pacCcIOEHUEM
aopThl, ¢ 3a00JIEBaHUEM KIIallaHa Cep/lla WIH MPH HATMYWUU APYruX (PakTOpoOB pHUCKa WIH
COCTOSIHUH, Mpepacroiaraloliix K pa3BUTHIO aHEBPU3MBI AOPTHI MJIM PACCIOCHUS aOPThHI,
pEeTypruTaIiy/HeJOCTATOYHOCTH KJIaraHa cepana (Hanpumep, cuaapom MapdaHna, CHHAPOM
Onepca-/lannoca, cunapom TepHepa, Oone3nbp bexuera, aprepuangbHas TUNEPTEH3US,
PEBMAaTOMIHBIA apTPUT, COCYAUCTHIE 3a00JIeBaHUS, TakWe Kak apTepuuT Takasicy,
TUTAHTOKJIETOUYHBIA apTepUUT, TMOATBEPKICHHBIM aTepockiepo3, cunapoM lllerpena,
UH(EKINOHHBIH SHI0KapauT) (cM. pasznen 4.4.);

—  TIpU OJHOBPEMEHHOM MpHUEME C MpernapaTaMu, CHUKAIOIUMH CO/IepKaHUe KaJIHsl.

Oco0ble yKa3aHud

T'unepuyscmeumenvrnocme

B HekoTOphIX cly4asx YK€ TOCJe IEepPBOro MPUMEHEHHs Tpernapara MOXXET pPa3BUThCS

THIIEPYYBCTBUTEILHOCTh M a/UIEPTHYECKHE PEeakIMH, O YeM CJIeIyeT HEeMEeIICHHO

uHpopMmupoBarth Bpada. OueHb pEIKo, Jaxe TIOCJIe IEepPBOro MPUMEHEHHs Ipernapara,
3
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aHapUIAKTUYECKOro moKa. B 3THX ciiydasx jnedeHne MOKCH(IIOKCAIMHOM CIIEyeT MPEeKpaTUTh
U HEMEIJICHHO HayaTh MPOBOAWTH HEOOXOMuMBIC JieueOHBbIe Meponpustus (B T.4.
MPOTUBOIIOKOBBIE).

Hapywenus co cmoponwl cepoya

[Ipu mpuMeHeHNH mpernapara MOKCH(IIOKCAIIMHA Y HEKOTOPBIX MAIlMEHTOB MOXKET OTMEYaThCs
yuHeHue wuHTepBana QT. Mokcugiokcanud cieayeT MNPUMEHSATh C OCTOPOXKHOCTBIO Y
YKCHIIMH U TalMEeHTOB MOXMIIOTo Bo3pacTa. [10CKOIbKY KEHIMHBI 10 CPAaBHEHUIO C MY)KUMHAMU
UMeIT Oosiee MIMHHBIA UHTEpBaT QT, OHUM MOTYT OBITH OOJIe€ YYBCTBUTEIBHBI K IIpenaparam,
yumsasonmM  uHTepBan QT. Ilokwuible NalMeHThl Takke Oojee IMOABEP)KEHBl JEHCTBUIO
npenapaToB, OKa3bpIBalONINX BiusHUE Ha nHTepBa QT. Y nmmHenune nntepana QT compsipkeHo ¢
MOBBIIIEHHBIM PHUCKOM JKEITYJOYKOBBIX apUTMHUIl, BKJIIOYAs MOJUMOP(HYIO >KETYIOYKOBYIO
taxukapauto. CreneHb ymmuHeHus wuHTepBasia QT MokeT HapactaTh C  TOBBIIICHUEM
KOHIICHTPAUH MOKCU(DIOKCAIIHA, TO3TOMY HE CJIEyeT IPEeBBIIaTh PEKOMEHIOBAHHYIO J03Y.
OjHaKo y MaIMEeHTOB C THEBMOHUEH KOPPEISIIUN MEXy KOHIICHTPAIMeH MOKCH(IIOKCAIIMHA B
asMe KpoBH M ymimHeHHWeM wuHTepBaia QT ormedeno He Obuio. Hu y omnoro mz 9000
NAIMEHTOB,  IOJIYYaBIIMX  MOKCH(IOKCAIMH, HE OTMEUAIOCh  CEpPACYHO-COCYIUCTHIX
OCJIOKHEHWH U JICTAIBHBIX CIIy4aeB, CBS3aHHBIX ¢ ymmmHeHHeM wuHTepBana QT. Ilpwm
NPUMEHCHUH MOKCU(IIOKCAIIMHA MOXKET YBEJIMYMBATHCS PHUCK PAa3BUTHS KEITYI0YKOBBIX
ApUTMHH y MAIMEHTOB C MPEAPACIIONATAIONMME K apUTMHUSAM COCTOSIHUAMHU. B cBs3HM ¢ 3TUM
MOKCH(]DIIOKCAIIMH MPOTUBOIIOKA3aH IPH:

*  HM3MEHEHMSIX EKTPOPUINOIOTUYECKUX MApaMETPOB CEP/IIIA, BRIPAKAIOIIUXCS B YITMHECHUH
untepBana QT: BpOXIEHHBIX WM MPHOOPETEHHBIX JTOKYMEHTUPOBAHHBIX YIJIMHEHUAX
untepBasia  QT;  SNEKTPONUTHBIX  HAPYIICHUSX, OCOOCHHO  HEKOPPHUTHPOBAHHOMN
TUTIOKAJIMEMUH; KIMHUYECKU 3HAUUMOU OpaJuKap/vu; KIMHUYECKH 3HAYMMOW CepAeuHOMN
HEJOCTAaTOYHOCTH CO CHHXEHHOW (pakiueil BpIOpoca JE€BOTO KENylouKka; Halu4YhH B
aHaMHE3€ HapYLWIECHUI pUTMa, COTPOBOXKIABIIMXCSA KIMHUYECKON CUMIITOMATUKOM;

*  MpPUMEHEHUH C APYTUMHU MpenapaTamu, yanuHsomumu uarepBai QT (cm. pasaen 4.5.).

MOKCI/I(bJ'IOKcaI_II/IH CJICAYCT IPUMCHATH C OCTOPOKHOCTBIO:

* y NAUMEHTOB C IMOTEHLHMAIBHO IIPOAPUTMUYECKUMH COCTOSHUSAMH, TaKUMHM Kak oOCTpas
UIIEMHs MHOKap/a U OCTaHOBKA CEPALa;

* y DNAalMEeHTOB C LUPPO30OM IMEYeHU (TaK KaKk y JaHHOM KaTeropuu MAalMeHTOB HENb3s
UCKJIIOYUTh PUCK Pa3BUTHS yauinHeHus: uatepsana QT).

Hapywenus co cmoponbl neyenu

[Ipu mnpueme wmokcudIokcanuHa CcOOOMATOCh O cCiy4dasx (yJIbMUHAHTHOTO TEIMAaTHUTA,
MOTEHIUAIBHO MPUBOISIIETO K Pa3BUTHIO MEUYEHOYHOW HEAOCTATOYHOCTH (BKIIIOYAs JIeTalbHbIC
caydau) (cm. pasmen 4.8.). Ilanumenra crnenyer wHpOpMUpoBaTH O TOM, 4YTO B Ciy4ae
BO3HUKHOBEHHUS U OBICTPOM Pa3BUTHH MPU3HAKOB W CHUMIITOMOB (YJIbMHUHAHTHOTO TEMaTHUTA,
TaKUX Kak ObICTPO pa3BHBAOIIASICS ACTEHHS, ACCOIMMPOBAHHAS C JKEJITYXOM, TOTEMHEHNE MOYH,
MOBBIIIEHHAs] KPOBOTOYMBOCTh WM TI€UYE€HOUYHAs dSHIledanmonatus, HeoOXoauMo oOpaTUTbCA K
Bpauy, MPekKAe YeM IPOJI0JDKUTH JIedeHue npenapatoM MokcuBaHc. B ciyyae BOSHUKHOBEHHS
MPU3HAKOB HApYIICHUH (YHKIUU TMEYEHH CIEeIyeT MPOBECTH (DYHKIMOHAIBHBIE NMEUYEHOUYHBIC
npoObl/ucciae1oBaHus GYHKIMH MTEYESHH.

Taorcenvie KoJCHbLE HedcenamenbHble peaKyuu
Ha ¢one neuenus MokcH(IOKCAIIMHOM HAOIIOMATUCh TSHKENbIE KOXKHBIC HEXeTaTelIbHbIe
peaklMM, BKIIOYass TOKCHYECKUW 3MHUAEpMalbHbI Hekponu3 (cuHiapom Jlaitenna), cuHApOM
CtuBeHca-/[>KOHCOHA M OCTPBIM TE€HEpaTN30BAHHBIM HSK3aHTEMATO3HBIA ITYCTYyJE€3, KOTOpPHIE
MOTYT OBITh OMACHBIMH JJISl KXU3HU WM JeTanbHbIMU (cM. pasnen 4.8.). Ilpu Ha3zHaueHuu
nmpenapara, MalueHTaM CIeAyeT COOOIUTh O MPHU3HAKaX W CHUMIITOMAaX CEPhE3HBIX KOMXKHBIX
peaKuuii U TIIATEIbHO MOHUTOPUPOBATh BO3MOKHOCTh Pa3BUTHS JTAHHBIX PEAKLMM y NMAlUEHTA.
B cnywae mnosiBIeHHs NOpPU3HAKOB W CUMIITOMOB, YKa3blBalOIIUX Ha JTH pPEaKIHH,
MOKCHU(IOKCAIMH CIeAyeT HEMEJIEHHO OTMEHUTh U PACCMOTPETh AlbTEPHATUBHOE JICUCHUE.
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IIpy pa3BuTHMM y NALMEHTa CEPbE3HOU pPEAKLUU Hanﬂagllx;le%)‘,-lga&;&&‘e-g%%ﬁh;eﬁﬁaﬁﬁom

HeKponu3a, cuHapoma CruBeHca-/[DKOHCOHAa WM TE€HEPATU30BAHHOIO HK3aHTEMAaTO3HOIO
IycTysie3a Ha (OHE MPUMEHEHHUs] MOKCHU(IIOKCALMHA, JIEYEHHE ITUM IIpPEHapaToM HE CIeIyeT
60J1b1Ie BO3OOHOBIIATE HU IIPU KAKUX 00CTOSITEIbCTBAX.

Cyoopoeu

[IpumeHneHue mpenaparoB XHWHOJIOHOBOTO PsAlla CONPSDKEHO C BO3MOXKHBIM PHCKOM Pa3BUTHUS
cyaopor. MOKCU(IIOKCAlMH CIeAyeT TNPUMEHATh C OCTOPOXKHOCTBIO Yy TMAIMEHTOB C
3aboneBanusmu [ITHC u ¢ mapymenusmu co croponsl [IHC (Hanpumep, MOHMKEHHBIH MTOPOT
CYJIOPO’)KHON aKTUBHOCTH, CYJOPOTM B aHaAMHE3€, CHIDKEHHE MO3TOBOTO KPOBOOOpaIeHUs,
MOBPEXKJACHUE TOJIOBHOTO MO3Ta WM HMHCYJIBT), MPEApaclojaraloliiMU K BO3HUKHOBEHUIO
CyIOpPOT WJIM CHHUXAIOIIMMU TOPOT CYAOPOKHOW aKTUBHOCTH. B ciydae pa3BuTHsi cyaopor
CJIeIyeT MPEeKPATUTh TEPANUI0 MOKCU(DIOKCAIIMHOM U MPUHATH COOTBETCTBYIOLINE MEPHI.

Ilceedomembpano3nblil KOIUM

[lpumenenne aHTHOAKTEPUANBHBIX IIPENAapaTOB IIHMPOKOTO CIEKTpa JAEHCTBUS, BKIIOYAs
MOKCH(IIOKCALIMH, COMPSDKEHO C PUCKOM pPAa3BUTHA TCEBIOMEMOPAaHO3HOTO KOJHUTA. ITOT
JIMarHo3 CJIEAyeT UMETh BBUAY y MAIIMEHTOB, Y KOTOPHIX Ha (OHE JeUeHUST MOKCU(IOKCATTHOM
pa3BuwiIach TsDKenas Jauapes. B 3TOM ciiyyae HEMEMIEHHO JIOJDKHA OBITh Ha3HAa4YeHa
COOTBETCTBYyIOLIass Tepamus. [lpemapaTbl, yrHETalOIIMe IEPUCTANBTUKY  KUIICYHHUKA,
POTHBOINIOKA3aHbI IPH Pa3BUTHH TSHKEJION IUapeu.

Muacmenus gravis
MokcuhIrokcanyH cieyeT UCIOIb30BaTh C OCTOPOKHOCTHIO y MAMEHTOB C MUACTEHUEH gravis
B CBSI3U C BO3MOKHBIM 000CTpEHUEM 3a00JI€BaHMSL.

Tenounum u paspvle cyxoxcunus

Ha ¢oHne Tepanuu XuHOIOHAMH, B T.4. MOKCH(IIOKCAIMHOM, BO3MOXXHO Pa3BUTHE TEHAHUHHUTA U
pa3pbiBa CyXOXUJIUSI OCOOCHHO Y TIOKUJIIBIX MAIIMEHTOB, MOJYYaIOIINX TTIOKOKOPTUKOCTEPOUIBI.
Ornucanpl ciy4daw, KOTOpble BO3HUKIM B TEUYEHHUE HECKOJIBKMX MECSIIEB IMOCJE 3aBEpIICHUS
nedenus. [lpu mepBpIX cUMIITOMaxX OOJHM I BOCIAJICHHS B MECTE TIOBPEXICHHUS, TPUMCHECHUE
npernaparta cjaeiyeT NPEeKPaTUTh U Pa3rpy3UTh MOPAKEHHYIO KOHEYHOCTb.

Peaxyusa pomouysecmseumenvnocmu

[Ipy mpUMEHEHHH XWHOJIOHOB OTMEUAIOTCs peakiuu (HOTOYyBCTBUTENbHOCTH. OAHAKO MpU
MPOBEJCHUHN JOKIMHUYECKUX W KIWHUYECKHX WCCJICJIOBAHMM, a Takke MpU TPUMEHEHUU
npemnapata MOKCHQIIOKCAllMHA B MPAKTHKE HE OTMEYaloch peakiuii (hOTOYYBCTBUTEIHHOCTH.
Tem He MeHee, MAalMEHTHI, MOJYyYaIOUIUE MOKCHU(]IOKCAIMH, AOHKHBI HM30erarb BO3AEHCTBUS
MPSIMBIX COJTHEUHBIX JIydel U ylIbTpadroIeTOBOrO CBETA.

Ungpexyuu, svizeannvie wmammamu Staphylococcus aureus, pesucmenmuvimu Kk MEMUYULIUHY
He pexomeHayeTcs HCMONb30BaTh MOKCH(JIOKCAIIMH Ui JIeUeHHUS HH(EKIUi, BBI3BAHHBIX
mrammamu  Staphylococcus aureus, pesucrentHeiMu kK Metuiuuinay (MRSA). B ciyuae
MpeIoyiaraéMbIX HIIM MOATBEPKIEHHBIX WMH(pekuii, Bei3BaHHBIX MRSA, crenyer Ha3HA4YUTh
JIEYCHHE COOTBETCTBYIOIUMH aHTHOAKTEpUAILHBIMU TIpernapaTtaMu (cM. pazaen 5.1.).

Tecm na Mycobacterium spp.

CrocoOHOCTh MOKCH(IIOKCAIMHA TOJABIIATE POCT MHUKOOAKTEPHA MOMKET CTaTh MPUYUHON
B3auMoJIeiicTBH IN Vitro Mokcudokcanuua ¢ TectoM Ha Mycobacterium spp., mpuBoAsIIEro K
JIOKHOOTPHIIATEIbHBIM Pe3y/IbTaTaM IPH aHaIu3e 00pas3IoB MAI[HEHTOB, KOTOPHIM B 3TOT
NIEPUO/T TIPOBOIMTCS JICYCHHUE MPEMapaToM MOKCU(IIOKCAIMHA.

Tonunetiponamuu

VY nanueHTOB, KOTOPHIM IPOBOAMJIOCH JIEYEHHWE XWHOJOHAMH, BKJIIOYas MOKCH(IIOKCAIVH,
ONHMCAaHbl CIly4al CEHCOPHOM WJIM CEHCOMOTOPHOW IOJMHEMPONAaTUH, NPUBOASIIIEH K
HapecTe3usiM, TUIECTE3UAM, TU3ECTe3UsIM WM ciabocTu. [lanueHToB, KOTOPBIM NPOBOAUTCS
JeYeHUue TpernaparoM MOKCU(JOKCAlMHA, CIEAyeT MpeaynpeauTb O Heo0X0IuMOoCTH
HEMEJUIEHHOTO O0pallleHusl K Bpady Hepesa MpOoJIOJHKEHUEM JIEYeHUS B ClIydyae BO3HHUKHOBEHUS
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(cm. pasznmen 4.8.).

Peaxyuu co cmoponsi ncuxuku

Peakiu co CTOpOHBI TICUXHMKH MOTYT BO3HUKHYTh @K€ TIOCJIEe TIEPBOTO TPUMEHCHUS
(TOPXMHOIOHOB, BKIIOYas MoOKcH(pIokcauuH. B oueHb peakux ciy4asx Aernpeccus HIn
NICUXOTUYECKHE PEAKIMH TPOTPECCHUPYIOT JI0 BO3HUKHOBEHUS CYWIUAAIBHBIX MBICICH U
MOBEJICHUS C TEHACHLUEH K CaMOITOBPEXKICHHUIO, BKIIIOYAs CyWIIUAATIbHBIE TIOMBITKA (CM. pa3zen
4.8.). B cmyuae pa3utus a00b1x mo0odHbIX 3hdexToB co ctoponbl [THC, Bkiroyas HapymeHus
NICUXUKNA HEOOXOJMMO OTMEHHUTH Ipernapar MOKCU(IOKCAIIMHA M HA4YaTh COOTBETCTBYIOIIYIO
Tepanuio. B 3THX ciydasx peKOMEHIYeTcsl IMepeiTH Ha Tepamuio JPyrdM aHTHOMOTHKOM,
OTJIMYHBIM OT (PTOPXMHOJIOHOB, €CIH ATO BO3MOKHO. HeoOxoammo co0mo1aTh 0CTOPOKHOCTh
Opd TPUMEHEHWH IIpernapara MOKCH(]IOKcalliHAa TalueHTaMH C TICHMXO03aMH W/WIH ¢
NCUXUATPUIECKUMU 3200JICBAaHUSIMU B aHAMHE3E.

BocnanumenvHule 3a001e6anuUs1 0p2aHO8 MAI020 MA3A

W3-3a mMMPOKOTO pactpoCTpaHEHUs M pacTymiei 3aboeBaeMOCTH WH(EKIUSIMH, BHI3BAHHBIMU
pesucTeHTHONH K ¢TopxuHoigoHam Neisseria gonorrhoeae mnpu J€YeHHUH NAUEHTOB C
BOCTIAJIUTEIIBHBIMU 3200JIEBAaHUSIMU OPTaHOB MAJIOTO Ta3a HE CJIEYeT MPOBOIUTH MOHOTEPAITHIO
MOKCH(DIIOKCAlIMHOM, 3a HCKIIOYCHHUEM CIy4aeB, KOTJa TPUCYTCTBHE PE3UCTEHTHOH K
dropxunosionam N. gonorrhoeae uckiodeno. Eciii HeT BO3MOKHOCTH UCKITFOUUTH IPUCYTCTBUE
pesucTeHTHON K GropxuHononam N. gonorrhoeae, HeoOXOAUMO PEHIUTh BOMPOC O JOTMOJIHCHUN
OMIUPUYECKON TEparmuh MOKCH(IIOKCAIIMHOM COOTBETCTBYIOIIUM AHTHOMOTHKOM, KOTOPBIH
akTuBeH B oTHomeHuu N. gonorrhoeae (mampumep, 1ieharocnopuH).

[Ipumenenne mpemapata B ¢opMme TaOIETOK Ui TpUeMa BHYTPh HE PEKOMEHIYETCS Y
NAIlMEHTOK C OCJIO)KHEHHBIMH BOCIAJIMTEIBHBIMA 3a00JICBaHUSIMH OPraHOB MAaJIOTO Ta3a
(Harpumep, CBA3aHHBIMU ¢ TyOOOBapUATBHBIMU M Ta30BBIMH a0CIIECCaMH).

Jucenuxemus

Kak u B cirydae ¢ ipyrumMu (TOPXHHOIOHAMHU, IIPU IPUMEHEHUH MOKCH(IIOKCAIMHA OTMEYaIoCh
M3MEHEHHE KOHLIEHTPALMU TJIIOKO3bl B KPOBU, BKJIIOYAs TUIO- W runepriukemuro. Ha ¢one
Teparnuu MOKCU(IIOKCAITMHOM JUCTIMKEMUS Yalle BO3HUKAIA Y MAIUEHTOB TIOXKUIIOTO BO3pacTa
U TAIMEHTOB C CaXapHbIM JUa0eTOM, MOJYYAIOIIUX COMYTCTBYIONIYIO TEPANHIO MEPOPATHHBIMU
TUTIOTJIMKEMUYEeCKUMH TIperapaTaMu  (HampuMep, MpernapaTaMu CyJIb(OHUIMOUYEBUHBI) WA
uHCynuHOM. [lpu mnpuMeHeHHH MOKCHQIOKCAllMHA Yy TaKUX MAalMEHTOB BO3pPAacTaeT pPHUCK
Pa3BHUTHS TUIIOTIIMKEMUH, BIUIOTH JI0 TUIIOTJIMKEMUYECKOH KoMbl. HeoOxoamMo nHGOpMUPOBATH
MAIMEHTOB O CHUMIITOMAX TUIOTIUKEMHUH (CIIyTaHHOCTh CO3HAHHUS, TOJIOBOKPYKEHHUE, «BOTUHII»
amnmeTHT, TOJIOBHAs 00JIb, HEPBO3HOCTH, ONIYIICHWE CEPAICOMCHUS WM Y4YalleHUE ITyJIbCa,
0JIeTHOCTh KOXHBIX TMOKPOBOB, MCIAapUHA, IPOXKb, cladocTs). Ecnu y manueHTa pa3BUBaeTCS
TUTIOTJIMKEMHSI, HEOOXOMMO HEMEJICHHO TPEKPATUTh JICUeHUE MOKCU(IIOKCAIIMHOM U HAvaTh
COOTBETCTBYIOIYIO Tepamnuio. B 3THX ciydasx pekoMeHAyeTcsl MEepedTH Ha Tepanuio IPYruM
AHTUOMOTHKOM, OTJIMYHBIM OT (DTOPXUHOJIOHOB, €CJIH 3TO BO3MOXKHO. [Ipy MpoBeieHny JeueHus
MOKCHU(IOKCAIIMHOM Yy TAallMEeHTOB MOXUJIOTO BO3pacTa, y MAI[MEHTOB C CaXapHbIM IHa0eToM
PEKOMEHIyEeTCsl TIIATeIbHBIA MOHUTOPUHT KOHIIEHTPAIIUH TIIFOKO3bI B KPOBH (CM. paznen 4.8.).

Amnespuszma u paccioenue aopmol, pecypeumayusi/ HeOoCmamouHoCmy KI1anaa cepoya
[To maHHBIM 2MTUIEMUOIOTHYECKUX HCCIEI0BAaHUI COOOIIAIOCh O TIOBBIIIIEHHOM PUCKE Pa3BUTHUS
AQHEBPU3MBI A0PTHI M PAcCIOEHUS a0pThl, OCOOEHHO Yy MAllMEHTOB MOXHJIOTO BO3pACTa, a TAKKe
perypruTaiy aopTajJbHOTO U MUTPAJIBHOTO KJIAMaHOB IOC/IE€ MPUMEHEHUS (PTOPXHUHOJIOHOB. Y
MAIMEeHTOB, MOJYYaBIIMX (TOPXMHOJOHBI, OBUTM OTMEUEHBI CIy4dau Pa3BUTHUS AaHEBPU3IMBI H
paccioeHusl a0pThl, MHOT/IA OCJIOKHEHHBIX Pa3phlBOM (B T.4. C JIETAJIBHBIM HCXO/0M), a TaKKe
perypruTaliu/HeI0CTaTOYHOCTH JIF000T0 U3 KilanaHoB cepana (cM. paszaen 4.8.).
B cBs3u ¢ 3TUM, (TOPXMHOJIOHBI ClEAyeT MPUMEHSTh TOJBKO IOCJE TIIATENbHON OIEHKU
COOTHOILIEHUS «II0JIb3a — PUCK» U PACCMOTPEHUS JPYrMX BAapHAHTOB TEpPANMHU y NMALUEHTOB C
AQHEBPU3MOM aOpThI UM BPOKICHHBIM MOPOKOM KJIallaHa cepJilla B CEeMEMHOM aHaMHe3e, WIH Y
NAallMeHTOB C JUarHOCTUPOBAHHOM aHEBPU3MOW aopThl W/WIM PACCIOCHHEM aoOpThl WIIU
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3a00JieBaHHEeM KJallaHa Cepjlla, WM MPU HATHIUH np%&::tﬂgﬂ'r: 'ﬁﬂ%@ky II:le‘ryir E'O'J:THSIII&HI‘/'I,

Ipepacroiaraloux K pa3BUTHIO:
— aQHEBPU3MBI U PACCIIOCHUSI AOPThI, U PErypPrUTAllK/ HEJOCTATOYHOCTH KJIallaHa cepjla
(Hampumep, 3a0o0JieBaHUSI COCAUHUTENILHOM TKaHM, Takue Kak CUHApoM Mapdana wiu
cuaapom DOinepca-lannoca, cunapom Tepuepa, Oone3ns bexdera, aprepuanibHas
TUIEPTEH3Us, PEBMATOUIHBIN apTPHT);

WJIN JOITIOJIHUTECIIBHO:

— IpU aHEBPHU3ME M PACCIOCHHH aOpThI (HAIpUMeEp, COCYAHMCThIC 3a00JIeBaHMs, TaKUe Kak
aprepuuT Takascy, THTaHTOKJICTOUHBIH apTEPUUT, MOATBEPKICHHBIA aTEPOCKIEPO3,
cunapowm lllerpena);

— IpH perypruTanuy/ HEIOCTATOYHOCTH KialmaHa cepana (Hampumep, HH(EKIMOHHBIHN
SHJIOKAP/IHT).

Puck pa3BuTHS aHEBPU3MBI M PACCIOCHUS a0PTHI, @ TAKXKE UX pa3pbiBa MOKET OBITH MOBHIIICH Y
MAIMECHTOB, OJTHOBPEMEHHO MOJTYYAOIINX CHCTEMHBIC MTFOKOKOPTHKOCTEPOUIBI.

B cnywyae mosiBieHHs BHe3amHOW OOJIM B JKMBOTE, TPYIM WM CIHHE NAIlMCHTaM CIIeIyeT
HEMEJUICHHO OOpaTUThCS K Bpady B OTICIICHUE HEOTIOXHOH momoinu. [lamueHram ciemyer
PEKOMEH/IOBAaTh HEMEJICHHO OOpAaTUTHCSA 32 MEIUIIMHCKOH TIOMOIIBIO B Ciy4ae TMOSBICHUS
OCTPOH OJIBIIIKH, BIIEPBbIC BO3HHKIIETO OLIYIICHUS YYaIICHHOTO CEpALICOMCHUs WM Pa3BUTHUS
OTEKa KMBOTA MJIN HIDKHUX KOHEYHOCTEH.

Hapywenue ¢pynxyuu novex

[Toxumble manMeHThl ¢ 3a00I€BaHUAMU MOYEK JTOJIKHBI COONIIOAATh OCTOPOKHOCTh MPU MpUeMe
MOKCH(]JIIOKCallMHA, €CIM OHM HE UMEIOT BO3MOXKHOCTU MOTPEOISITh HEOOXOUMOE KOJIUYECTBO
KHUJIKOCTH, TIOCKOJBbKY OO€3BOXHBAHWE MOMET TIOBBICUTh PHCK Ppa3BUTHUS OYECUHOU
HEJOCTaTOYHOCTH.

Hapywenue 3penus
[Ipy cHUXKEHMH OCTPOTHI 3PEHUS WMIU BO3HUKHOBEHHU JAPYTUX CUMITOMOB, CBSI3aHHBIX CO
3peHHEM, CIIeAyeT HEMEIJICHHO OOpaTHTHCSA 3a KOHCYJbTAlled K oQTaabMoJory (cM. pasmien

4.8.).

Heuyum 2nroxo30-6-gpocpamoezudpocenasvi

[TarueHTsl € JAWAarHOCTUPOBAHHBIM JAEPHUIIMTOM TIIOK030-6-pocdaraeruaporeHassl  HIn
HAJIMYUEM €TO B CEMCHHOM aHaMHe3¢ CKJIOHHBI K Pa3BUTHIO TEMOJTUTHUECKUX PEAKIIHA BO BPEMsI
Tepanuu XuUHOJOHaMu. Takum oOpa3oM, TakuM TMalKMEHTaM CIeAyeT MPUMEHATh
MOKCH(]IIOKCAIIUH C OCTOPOKHOCTHIO.

Cneyuguueckue ocnodxicHenHble UHGEKYUU KOHCU U NOOKONCHOU KIemuamKu
He noxazana xnuHM4eckast 3¢ (HEKTUBHOCT, MOKCHU(]IIOKCAIIMHA B JIEYCHUH TSDKEIIBIX 0KOTOBBIX
uH(peKuii, hacuuTa U CHHAPOMA TUA0ETUYECKOHN CTOMBI C OCTEOMHUETUTOM.

JnumenvHovle, nuwarowue mpyoocnocOOHOCmMuU U NOMEHYUATbHO HeoOpamumvle cepbe3Hble
HeofcelamellbHble peaKyuu

Coo0manocs 0 ciaydasx JIMTETbHBIX (MPOAOHKAIONIUXCS MECSIbl WM TOJbI), JIMIIAIOIINX
TPYJAOCIIOCOOHOCTH ¥ TOTEHIHUATbHO HEOOPATUMBIX CEPhE3HBIX MOOOYHBIX PEAKIHUSX,
3aTparuBarOuX pPas3jinvdHbBIC, HHOT'JJa U HECKOJIBKO CHCTEM OpraHHu3Ma (OHOpHO-HBHFaTeHBHBIﬁ
anmapar, HEpPBHYI CHUCTEMY, TCHXHYECKOE COCTOSHHE W OpraHbl YYBCTB), y NAI[MEHTOB,
MIPUHHUMAIOIIUX XWHOJIOHBI H CbTOpXI/IHOJ'IOHI)I BHC 3aBUCHUMOCTH OT HUX BO3paCTa H YXKC
CyIIeCTBYOIUX (HakTOopoB pucka. [IpM BO3ZHMKHOBEHWHU MEPBBIX MPHU3HAKOB WM CHMIITOMOB
JTOOBIX CePhE3HBIX HEXKEIATeIbHBIX PEaKIMid MPHeM MOKCH(IIOKCAIMHA CJICTyeT HEMEIJICHHO
MPEKPATUTh, U TTAIMEHT JI0OJDKEH 00PaTUTHCS 32 KOHCYJIbTAIMEH K JIeHalleMy Bpady.

BcenomorarenbHbIe BEECTBA
Hannsnii npenapat coxepxut 0,84 mr Harpus Ha 400 mMr. Heo6XouMO yYUTHIBaTh NallMEHTaM,
HaXOJSAIIMMCS Ha IUETe C OTPaHUYCHHEM MTOCTYIUICHUS HATPHUS.
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eTu (NOCNEOOBATENEHOCTE 0002)

Tak Kak HENb3s MOJHOCTHIO HCKIIOYUTHh PHUCK TOPAXKCHHS XPAMICBBIX 30H pOCTa KOCTEH Y
pebeHKka mnpuMeHeHHe MOKcH]IOKcanmHa Yy JeTeid W MOAPOCTKOB Miaame 18 et
MIPOTHBOIIOKa3aHo (cM. pasnen 4.3.).

4.5. B3aumoaeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHLIMHU NpenapaTamMm M Jpyrue BHJbI
B3aNMOJAEeHCTBUSA

IIpy COBMECTHOM NPUMEHEHUHM C AaTEHOJOJOM, PAHUTHUAUHOM, KaJIbLUUKWCOACPKAIUMHU
no06aBKaMH, TEOPUIUTMHOM, ITUKIOCTIOPHHOM, IEPOPATLHBIMUA KOHTPAIICITUBHBIMU CPEJICTBAMH,
MIHOSHKIAMHUJIOM, UTPAKOHA30JIOM, JUTOKCHHOM, MOP(MUHOM, MpoOeHeuaoM (TIOITBEPKIACHO
OTCYTCTBHE KIIMHUYECKH 3HAYMMOT'O B3aUMOJICUCTBUS C MOKCU(DIOKCAIIMHOM) KOPPEKIIUHU J103bI
He TpeOyercs.

Moxkcuduiokcariid  cieayeT TMPHUMEHSITh C  OCTOPOKHOCTBIO  IMAIIMEHTaM, IOJYYaroluM
npenaparbl, KOTOPbIE CHUXKAIOT COJEpP)KAaHHE Kajdusi B KPOBH (K MPUMEPY, «IETIEBBIE» U
THA3UIHBIC TUYPETUKH, CIaOUTENIbHBIE, KOPTUKOCTEPOU b, aMmpoTepulinH B), wim npemapartsi,
HpI/IeM KOTOprX MOXXET BbI3bIBATH KIIMHNYCCKHN 3Ha‘II/IMyIO 6pazu/11<ap;[mo.

[Ipenapatsl, yanuHstomuye uarepsail QT

Crnemyer y4yuTHIBaTh BO3MOXKHBIM  aiuuTHBHBIN d3ddekr ymmmuenus wuHTepBama QT

MOKcH(]JIIOKCallMHa U JAPYIMX IpenapaToB, KOTOpbIe BIMSAIOT Ha y/uiMHeHue uHTepBana QT.

BcnencTBue COBMECTHOTO NPUMEHEHHS MOKCHU(IIOKCAIIMHA W MIPEnapaToB, BIMUSIONIMX Ha

yuiMHeHue uHtepBana QT, yBelnuMBaeTcsi pUcK pa3BUTHS JKEITyA0UYKOBOM apUTMMHU, BKIIOYAs

HOJUMOP(HYIO JKEIyI0YKOBYIO Taxukapauio (torsade de pointes). IIporuBomnoka3zaHo

COBMECTHOE NPUMEHEHHE MOKCH(DIIOKCAllMHa CO CIEAYIOIIMMU IpernapaTaMy, BIMSIOIUMHU Ha

ynnuHeHue uarepaa QT:

 aHTHAPUTMHYECKHUE Npenapatsl kjiacca |A (XMHUIUH, THAPOXUHUIUH, JU30MUPAMU U Ap.);

+ aHTHApUTMHUYECKHE npenapatsl kiacca Il (ammomapoH, coranoi, moeTunua, UOYTHIHI U
ap.);

+ Helpoaentuku (GpeHoTnasuH, MMMO3HI, CEPTUHIOIN, TaJONEPUI0N, CYyIBTONPUI U AP.);

TPULMKINYECKHUE aHTUETIPECCAHTBHI;

+ AHTUMHKPOOHBIE mpenapatsl (crapgoKcalrH, SpUTPOMUIMH (BHYTPUBEHHO), IEHTAMU/IUH,
IPOTUBOMAJIIPUIHBIE TpenapaThl, 0COOEHHO rajioaHTPHH, CAKBUHABHD);

+ AHTUTMCTAaMUHHBIE Ipenapartsl (TeppeHaanH, aCTEMHU30J1, MU30JIaCTHH);

« npyrue (UM3anpua, BAHKaMUH (BHYTPUBEHHO), Oenpuani, AudeManu).

Aumayuousie cpedcmea, nOAUSUMAMUHBL U MUHEPATbL

[Tpuem MokcudoKcanmHa OJHOBPEMEHHO C aHTAIMIHBIMH CPEACTBAMHM, MOJMBHUTAMUHAMHU U
MHHCpAJIaMU MOXCET HNPHUBOAWTH K HAPYHMICHHIO BCACBIBAHUA MOKCI/I(i)J'IOKcaHI/IHa, BCJICACTBUC
00pa30oBaHMs XeNaTHBIX KOMIUIEKCOB C MHOTOBAJIGHTHBIMHU KaTHOHAMH, COJIEPIKALUMHUCS B 9TUX
npenaparax. B pe3ynbrare KOHIEHTpalus MOKCH(]IOKCAallMHA B TJIa3Me€ KPOBU MOXKET OBITh
3HAUMTENIbHO HUXKE )KellaeMo. B CBsI3u ¢ 3TUM, aHTallUAHbIE MIpenaparbl, aHTUPETPOBUPYCHbIE
npenaparsl  (Halpumep, OUAAHO3MH) W Jpyrue IpenapaThl, COAepKallhie MarHuid Wiu
ATIOMUHUM, cykpanbdar W JApyrue mpenaparbl, COJAepKallhe >Kele30 WIH IMHK, CIeTyeT
MPUMEHATH HE MEHEee YeM 3a 4 4 10 Wiu yepe3 4 4 mociie mpruemMa BHyTpb MOKCU(DIIOKCAIIUHA.

Bapgapun
[Tpu codeTaHHOM MPHMEHEHHH C BappapHHOM MPOTPOMOMHOBOE BPEMsI M JIPYIrUe MmapaMeTphbl
CBEPTHIBAHUS KPOBU HE U3MEHSFOTCSL.

H3menenue 3Hauenus MescoyHapoOH020 HOPMAu308anto2o omuoutenus (MHO)

VY mnanueHToB, MOMYYaBIIMX AHTHKOATYJISHTHl B COYETAaHMM C AaHTHOMOTHKAMH, B T.4. C
MOKCI/I(I)J'IOKcaHI/IHOM, OTMCYAIOTCA CJIydad TIIOBBIIICHHA aHTHKanYHﬂHHOHHOﬁ AKTHUBHOCTH
IPOTHBOCBEPTHIBAIONINX MpenapaToB. MakTopaMu pUCKa SBISAIOTCS HAIW4YMe UHQPEKIIMOHHOTO
3a0onieBaHusl (M COIMYTCTBYIOLIMN BOCHAJIUTENbHBIN MpoIlecc), BO3pacT U 00Iee COCTOSIHHUE
nanuenTa. HecMoTpst Ha TO, 4TO B3aMMOAEUCTBHUS MEXKIAY MOKCH(IOKCALIMHOM U BappapuHOM
HEC BBIABJICHO, Yy MAMCHTOB, IIOJYYAOIIHUX COYCTAHHOC JICHCHHME OTHMHU IIPCIiapaTaMu,
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HE00X0auMO MPOoBOAUTh MOHUTOPUHT MHO 1, mpu ﬁ@é%écMS %T%%Eaﬁa;gzﬁmy

HEIIPAMBIX aHTUKOAryJIsIHTOB.

JHueokcun

Mokcudaokcauud M JUIOKCMH ~ HE  OKa3blBAlOT  CYLIECTBEHHOIO  BJIMSHUSA  Ha
(dapMakOKMHETHYECKHE TMapaMeTpbl Apyr napyra. [lpy TpuMEHEHHH TOBTOPHBIX 103
MOKcH(]JIIOKCallMHa MaKCHMallbHAasi KOHLIEHTPALUsl IUTOKCHHA YBEJINYMBAJIACh NMPUOIU3UTEIBHO
Ha 30 %, mpu STOM 3HAYeHHWE IUIOUIATU IO KPUBOW «KoHIeHTpamus — Bpems» (AUC) u
MUHHMMAaJIbHAsl KOHLIEHTPALUs TUTOKCUHA HE U3MEHSJINCD.

Axmusuposannbwiii y2oib

[Tpu oHOBpEMEHHOM MPUMEHEHUU aKTUBHUPOBAHHOTO YIJIi U MOKCH(IIOKCAIIMHA BHYTPb B J03€
400 Mr cuctemHass OMOJOCTYIHOCTh IpemapaTa cHuxaercs Oosee yem Ha 80 % B pesynbrare
TOpPMOXKEHHUA ero abcopbiuu. B ciydae nepeno3upoBKy MpUMEHEHHE aKTUBUPOBAHHOTO YIJISl Ha
paHHEeW CTaJuM BCACHIBAHUS MPENSATCTBYET JAIbHEHUIIEMY TIOBBIIICHHIO CHUCTEMHOTO
BO3JICHCTBUSL.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepeMeHHOCTH

bezonacHoCTh mpuMeHEeHUsT MOKCH(DIIOKCAIIHA BO BpeMsi OEpPEMEHHOCTH HE YCTAHOBJICHA, H €T0
MpUMEHEHHWE TMPOTHBONOKA3aHO. B  JOKIMHUYECKHUX HCCICIOBAaHMUAX OblIa ITOKa3aHa

PenpOAYKTUBHASL TOKCUYHOCTh. [lOTEHIMANBHBIN PUCK JJIs YelOBEKa HEWU3BECTEH (CM. pas3fel
4.3.).

JlakTamus

Kak u npyrue QpTOpXMHOIOHBI, MOKCU(DIOKCAIIMH BBI3BIBAET MOBPEXKICHUS XPAILIEH KPYMHBIX
CyCTaBOB Y HEJIOHOIICHHBIX XHUBOTHBIX. B MOKIMHUYECKUX UCCIICOBAHHUSX YCTAaHOBIEHO, YTO
HEOOJIBIIIOE KOTUYECTBO MOKCH(IIOKCAIIMHA BBIJCIACTCS B TpyJHOE MOJIOKO. [laHHBIE O ero
NPUMEHCHUH Y JKCHIIUH B TMEPUOJ TPYAHOTO BCKapMJIMBAaHUS OTCYTCTBYIOT. I[loaToMy
Ha3Ha4YeHHe MOKCU(]IOKcallMHA B TMEPHOJ TPYIHOTO BCKApMIIMBAHUSA IMPOTHUBOMOKA3aHO (CM.
paznen 4.3.).

4.7. BausiHHe HA CMOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHU CPeICTBAMHU U padoTaTh ¢
MeXaHUu3MaMH

HccnenoBanus BIUSHUS MOKCHU(IIOKCAIIMHA Ha CHOCOOHOCTh K BOXKICHHIO TPAHCIOPTHBIX
CpCACTB U YHPABJICHUIO MCXaHHU3MaMHU HE MPOBOJUIIUCE. Tem He MCHCC, INPUEM MNMalUCHTaMU
AHTUOMOTHKOB (PTOPXMHOIOHOBOTO psifa, BKIOYash MOKCHU(DIOKCAIIMH, MOXET MPUBOAUTH K
CHIDKEHHIO CIIOCOOHOCTH K YIIPABJICHHUIO TPAHCHOPTHBIMHU CpEACTBAMU HIJIM MCXAHU3MAaMH B
cBs3u ¢ peaknusamu [[THC (k mpumepy, roJOBOKpPY:KEHHE), OCTPOM MPEeXOAsIiel CIenoTe WiH
KpaTKOBPEMEHHOW moTepeil co3HaHust (00MOpok, cMm. pazaen 4.8.). IlanueHTsl JOMKHBI OBITH
MOpEeIyNnpexaeHbl O BO3MOXHOCTH Pa3BUTHS TMOJOOHBIX peakuuid MpH  NPUMEHEHUU
MOKCHU(JIOKCallMHA JI0 TOT0, KaK MPUCTYNATh K YIPABIECHUIO TPAHCIIOPTHBIMHU CPEACTBAMM WUJIU
MEXaHU3MaMH.

4.8. Hexkes1aTelbHbIE peaKiuu

TabnuyHoe pe3roMe HeXKeNIaTeNIbHbIX pPeaKIni

JlanHbIE O HEONAronmpUATHBIX  PEAKIUAX, 3aPErHCTPUPOBAHHBIX TIPU  MPHUMEHEHHUH
MokcupiokcanmHa 400 Mr (BHYTpb, HpU CTYNEHYAaTOHl Tepanmuu [BHYTPUBEHHOE BBEICHUE
mpenapara ¢ HOCIEAYIOIUM €ro NMpUEMOM BHYTPb| M TOJBKO BHYTPHUBEHHO), IMOJIYYE€HBI W3
KJIMHUYECKUX MCCICAOBAaHUN W TOCTPETHCTPAIIMOHHBIX COOOLICHUHN (8bl0eneHbl KYpCUgoMm).
HebnaronpusTHble peakiuy, NepeurucIeHHbIe B IPYIIE «4acTO», BCTPEUYAIUCh C YaCTOTONW HUXKE
3 %, 3a UCKIIIOYEHUEM TOLTHOTHI U IUAPEH.

B kaxgolf 4acTOTHOM Trpymnmne HeKelaTeabHble JIEKApPCTBEHHBIE PEAKIMU IE€PEUHCIICHbl B
nopsijike yObIBaHUS 3HAUUMOCTH. YacTOTy ONpeessioT CaeIyoIuM 00pa3oMm:

gacto (>1/100, o <1/10), Hewacto (>1/1000, vHo <1/100), peako (=1/10000, vHo <1/1000), oueHn
penko (<1/10000), wacroTa Heus3BeCTHa (HA OCHOBAaHUM WMEIOIIUXCS JAHHBIX OIICHHUTH
HEBO3MOKHO).




COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 24.02. 2025 N= 5045

(MOCAEQOBA TENBROL Ty 00l2)
CucreMHo- Yacrto Heuacto Peaxeo YeHb PEAKO YacroTa
OpraHmelii | (>1/100, vo | (>1/1000, 5o | (>1/10000, HO (<1/10000) HEMIBECTHA
KJ1acc <1/10) <1/100) <1/1000)
Nudexnnu u | Cynepunde
MHBa3UH KIIMH,
BbI3BaHHbIE
PE3UCTEHTH
BIMU
OakTepHsM
u WIn
rpubamu, K
IIpUMeEpy,
KaHJUJ03
I10JIOCTH
pra W
BarvHajbH
13171
KaH/1103
Hapymenuns AHemus, N3menenue [ToBbilIeHHE
CO  CTOpPOHBI JIEHKONEHMsI, | KOHIEHTPAUuN | KOHLEHTpaluu
KpOBU " HEUTPOTICHH | TPOMOOIUTACTHH | IPOTpOoMOMHA /
muMdaTudeck A, a YMEHbILIEHNE
OU CUCTEMEI TPOMOOITUTO MHO
HeHus, arpaHyJoLHUTO
TpoMOoIUTe 3,
Mus, MAHIUTOINEHUS
yIUIMHEHUE
POTPOMOUH
OBOTO
BpeMeHH/yBe
JINYEHNE
MHO
Hapymenns Annepruyec | Anaduiiaktuuec | AHapuUIaKTHY
CO  CTOpPOHBI KM€ peakluy, | Kue/ €CKUi
UMMYHHOH 3yA,  Cblllb, | aHAQWIAKTOUIH | /aHa(UIAKTOU
CUCTEMBI KpalMBHULA, | bIE peakuuy, | AHbIM HIOK (B
S03UHO(DUIIN | AHTUOHEBPOTHY | TOM YyucIie
o €CKUM OTEK, | MOTEHIUAIBHO
BKJIFOYAasi  OTEK | yTPOKAOIIUI
rOpPTaHH KU3HU)
(moTeHMaNIbHO
YIPOXKAOUIUN
KHU3HN)
OHAOKPUHHBI Cunnpom
€ HapyIleHus HapyLICHUS
CeKperun
aHTUINYpETUY
€CKOT0
rOpMOHa
Hapymenus I'mnepmununy | ['uneprioukemus | I'unornvkeMus
MeTaboau3Ma eMus , ,
Y IIUTAHUS TUIEPYPUKEMHUS] | TUIIOTIIMKEMUY
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 24.02 2025 N= 5043
-

R N i

(OCHE _"Flghégg\w:-i-i': -1 o O0i2)
Tsxenas
TUIIOTJIUKEMHUS
, BIUIOTH 10
pa3BUTHS
TUIOTJIMKEMUY
€CKOM  KOMHI,
OCOOGHHO Y
MOKHITBIX
MalMEHTOB,
NAIUEHTOB  C
caxapHbIM
nrabeToM,
MIPUHUMAIOIIH
X
NepopasbHbIe
TUIOTIIUKEMUY
€CKHe
npenaparsl
WJTU MHCYJIUH
IIcuxuueckue TpeBoxxkHocT | OMmouunonanbHas | Jlenepconanus | HepBo3HOCTh
HapymeHus™ b, JTaOMIILHOCTb, arms,
MICUXOMOTOp | aenpeccust (B | ICUXOTUYECKH
Hast OYEHb  PEJIKHX | € peakuuu
TUIIEPAKTUBH | CIy4asx (nomenyuanvn
OCThb BO3MOXKHO 0
/axuTalus MOBEJICHUE C | npossraowuec
TEHACHUMEH K | s 6 nogedeHuu
CaMOTIOBPEXKIEH | ¢ meHOeHyuell
UI0, TaKoe Kak | K
CYHULIUJANBHBIE | CaMOnogpetco
MBICJIH WU | eHUulo, MaKkom
CyMIIMAAIbHBIE | KAK
MOTBITKN), cyuyuoanvHole
TAUTIOLUHALIIY, | MbLCIU unu
HapylIeHHE CyuyuoanbHule
MaMsATH, nONbIMKU)
JIETIMpU
Hapymiennss | I'onoBHas [Tapecre3un/ | I'mnectes3us, I'unepecresus
CO  CTOpPOHBI | 60JIb, Juzecre3un, | HapylIeHUS
HEPBHOM rOJIOBOKPY | HapylleHus | OOOHSHUs
cucTeMbl ™ KEHHE BKYCOBOM (BKITFOUAS
YYBCTBUTEJb | AHOCMHUIO),
HOCTH aTUIIUYHBIC
(BKIIOYass B | CHOBUICHUS,
OUYEHb HapylleHue
peaKux KOOPIUHAIINH
clIyvasix (BKITFOUAS
areB3uIo), HapyIICHUS
CIYTAHHOCTH | IOXOAKHU
CO3HAHMS WU | BCIEACTBHE
JI€30pUEHTAL] | TOJIOBOKPYXEHHU
usl, s WU BEPTUTO,
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 24.02. 2025 N= 5045

S e Wl | = ey

O TEAOEATENBHOE To 0002]

HapyLICHU B| 0ueHD PEIKAX |

CHa, TPEMop, | ciydasx
BEPTUTO, BeIyIINe
COHJIUBOCTH | TpaBMam
pe3yibTare
MaJCHMS,
0COOEHHO y
TTOKUITBIX
MalUEeHTOB),
CYJOpOTH C
Pa3INYHBIMH
KITMHUYECKHUMH
MPOSIBIICHUSMU
(B TOM umcIie
«grand maly

© A

IPUMAJIKH),
HapyLEHUS
BHUMAaHUS,
HapyLICHUs
peuu, amHe3us,
nepudepuyecka
s HeHponaTus U
ITOJIMHEMPOITIaTH
s
Hapymenns Hapymenue | CBeroOosi3Hb [Ipexonsmas
CO  CTOPOHBI 3peHus, noTepst 3peHHs
oprasa BKJIIOYast (ocoOeHHO Ha
3peHMS JUILIONUIO U ¢doHe peakiuii
HEYETKOCTh CO  CTOPOHBI
3PUTENBHOTO I[IHC), yBeut u
BOCHPUSITUS ocTpas
(ocobenHo JIBYCTOPOHHSS
npu TPaHCUJUTIOMHU
peakuusax co HaIus
CTOPOHBI pangy)HOMI
[HHC) 0007109k
Hapymenus Illym B ymax,
CO  CTOpPOHBI yXyALIEHUE
oprasa ciyxa ClIyXa, BKJIIOYas
U J1abupHUHTA TIIYXOTY
(06BIYHO
obpatnmoe)
Hapymenuss | Yaiunenue | Yanunenue | XKemynoukosble | Hecneunduue
CO CTOpPOHBI | HHTEpBaJla | UHTEpBaJa TaXUapUTMUH, CKHE apUTMUH,
cepama QT y | QT, 00OMOpPOKH, noJuMopQHast
MAIMEHTOB | OLIYLIECHUE MIOBBILICHHE JKEITYA0YKOBast
c cepaueOneHy | apTepuaibHOro | TaXUKApAMs
CONYTCTBY | 4, JaBJICHUSI, (Torsade  de
OIIeH TaXWKapaus, | CHUKCHUE Pointes),
TUIOKaIue | Ba3oAwJIaTal] | apTepUaIbHOrO | OCTAHOBKA
MHeu usl, IaBJICHUS cepara,
bubpmLIsIIN (mpeumyiecTs
s €HHO Y JIHII C
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 24.02 2025 N= 5043
-

npeacepmih, O Ao O = 0002
CTEHOKapaus AroIUMHU K

apUTMUSIM
COCTOSIHUSIMU,
TaKUMH  Kak
KIMHUYECKU
3HaYMMas
Opaaukapaus,
ocTpas
UIIEMUS
MHOKap/a),
BaCKYyJIUT

Hapymenus Opplmika

CO  CTOPOHBI (BKirOUas

JBIXaTEbHOM aCTMaTH4ECK

CHCTEMBI, ue

OpraHoB COCTOSIHUS)

TPYIHOMI

KJIIETKH "

CPeAOCTEeHUs

XKenynouno- | TommHoTa, CHmxennblii | Jucdarus,

KHLIEYHbIE pBOTa, OOJIM | ANIIETUT U | CTOMATHT,

HapyLIeHUs B 00IacTH | CHIJKEHHOE | IceBIoMeMOpaH
AMUTACTPHS | TOTPEOJICHUE | O3HBIN KOJIUT (B

u Oonu B | mUIIH, OYEHb  PEIKHUX

KUBOTE, 3arnop, CIIy4asx

nuapest JUCIEINCHSI, | aCCOLMUPOBAaHH
METEOPU3M, | bIi c

TacTPOdHTEP | YIPOXKAIOIIUMHU
uT  (KpoMme | )KHU3HH
9PO3UBHOTO | OCJIOKHEHUSMHU )

racTPOIHTEP

nTa),

MOBBILLICHHUE

aKTUBHOCTH

amMuIa3bl
Hapymiennss | IloBeienn | Hapymenus | JKenryxa, @yIbMUHAHTH
CO CTOpOHBI | € byHKIMN reMaTuT Bl  TENaTur,
Ne4YeHn U | aKTUBHOCTH | TI€YEHU (mpeumyIIecTBe | MOTEHLUAIBHO
KEITYEBBIBOJIS | «II€YEHOUH | (BKIIIOYAs HHO IPUBOIALINN K
HIMX IyTel BIX» MOBBIIICHUE | XOJIECTATUYECKH | KU3ZHEYIpOXKa

TpaHCAMHUH | aKTUBHOCTH | ) 101171
a3 JTaKTaTOETHUI MEeYECHOYHOU

poreHassl), HEJ0CTATOYHO

MOBBILICHHUE CTH (BKIIOYast

KOHIIEHTpAIl JETaJIbHbIE

5051 HCXOJIbI)

ounnpyOunHa,

MOBBILICHHUE

AKTUBHOCTH

ramma-

[IIyTaMHJITpa

Hcepasbl,
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 24.02 2025 N= 5043

OBBILLICHIIC Mo EOUER TENBnJl To JUl]
B KpOBHU
AKTUBHOCTH
LIEJI0YHOU
(dhocdarasbl
Hapymenus CyxocTb bynnesnsie Octpeiit
CO  CTOpOHBI KOXH KOKHBIE reHEPaN30B
KOXKHU u peakuuu, aHHBII
MOAKOXKHBIX Harpumep, AK3aHTEMATO
TKaHel CUHJIPOM 3HBIN
CruBenca- IyCTYJE3
JI>kOoHCOHA MIn
TOKCUYECKUU
SNUJAEPMaIIbH
bl  HEKPOJIU3
(mMOTEeHIMAIIbH
0 ONACHBIN JJIA
JKW3HH)
Hapymenuns Aptpanrusi, | TeHauHUT, Pa3priBbl Pa6romuonu
CO  CTOPOHBI MUAITHUS MOBBIIICHHUE CYXOXKHUITHH, 3
MBIIIEYHOH, MBIIIEYHOTO apTpurT,
CKEJIETHOM H TOHYyCa U | HApYLICHUS
COEIMHUTEIb CyZ10pOry, MTOXOJKH
HOW TKaHH™ MBIIIICYHAs BCIIEICTBUE
cnabocTh MOBPEXKICHUS
OIOPHO-
IBUTaTEILHON
CHUCTEMBHI,
YCUJICHUE
CHUMIITOMOB
MUACTEHUU
gravis,
PUTHAHOCTD
MBIIIII]
Hapymenus Herunparan | Hapymienne
CO  CTOpOHBI us GYHKIIMHM TTOYEK
IIOYEK " (BpI3BaHHas | (BKJIIOYAs
MOYEBBIBOJIS Jyapeeil WM | MOBBIIICHHE
HIUX IMyTeil YMEHBIIIEHUE | COACpKaHUS
M  OpHeMa | a30Ta MOYEBUHBI
KUJKOCTH) B  KpOBU H
KpeaTuHUHA),
nmoveyHast
HEJOCTaTOYHOCT
b (B pe3ynbrare
JleTuApaTalni,
4TO MOXKET
MIPUBECTU K
MTOBPEXKICHUIO
MOYEK,
0COOEHHO y
MOKHMITBIX
MAICHTOB c
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 24 02 2025 N2 5043
phHee (MOCTEQOBATENEROC Te 0002)
CYIIECTBOBABIIIH
MU
HAPYIICHUSIMH
byHKIUHA
IIOYEK)
OO6mmue Peakumu B | OOmiee Orex
HApYIICHHUS U | MECTe HEJIOMOTaHU
peakuuu B | HHBEKIINK/ | €,
MecTe nH}py3UHn Hecrienudua
BBEICHUS eckast 0oub,
MOTIMBOCTb,
¢bnedur
/TpomOodite
OUT B MecTe
nHdy3un

*OueHb penko cooOlaloCh O Ciay4asX MIUTENbHBIX (MECALbl WM TOJbl), JIHINAIOIIUX
TPYAOCIIOCOOHOCTH W TIOTCHIHMAIBHO HEOOPAaTHUMBIX CEPhE3HBIX HEXKENIaTeIbHBIN peaKIHid,
3aTparuBarOIIUX Pa3JIMYHbIC, HHOTIA ¥ HECKOJILKO, CACTEM OPTaHOB U OPTaHOB YYBCTB (BKJIFOUAs
TaKUC PCaKMM, KaK TCHIAWHUT, pa3pbiB CYXOXKHIINA, apTparusd, 6OJII) B KOHCYHOCTIX,
HapyIICHHE TIOXOJKH, HEWpONaThs, CBs3aHHAs C TApeCTe3Hel, JENpPEecCHs, YyCTaIOCTh,
HapyIICHUE MaMsATH, HAPYIICHUSI CHA M HApYIICHUS CIIyXa, 3peHHs, BKyca U OOOHSHUS), B CBA3U
C TPHEMOM XWHOJIOHOB W (PTOPXMHOJIOHOB, B HEKOTOPBIX CIy4asX HE3aBUCHMO OT YiKe
cymecTByomux (akropoB pucka (cMm. pasmen 4.4.). Yacrora pasBUTHS CIEIYIOIIAX
HEXKENATEeNbHBIX PEaKIuii ObljIa BhIIIE B TPYIINE, MOTYYaBIICH CTYIIEHUATYHO TEPAIUIO:

Yacro: IIoBeIllIEHME aKTUBHOCTH FaMMa'l"J'IYTaMI/IJ'ITpaHC(bepaSBI.

Hewacro: JKemymoukoBble TaxHapUTMHUM, CHIDKCHHE apTEpUAIbHOTO JaBJICHUS, OTEKH,
IICEBIOMEMOPAHO3HBIN KOJHUT (B OYEHb PEIKHUX CIy4asx aCCOUMUPOBAHHBIN C YrpOXKAIOIIUMHU
KHU3HU OCJIOKHEHUSAMH), CyJIOPOTH C PA3IUYHBIMU KIMHUYECKHUMHU MPOSBICHUSIMHU (B TOM YHCIIE
«grand mal» TpUNagKy), TAUIONUHALMM, HapylleHue (QYyHKUUUM T[0YeK, IOo4YeqHas
HE/I0CTaTOYHOCTh (B pe3yibTare AETHIpaTaliy, YTO MOXET MPHUBECTH K MOBPEXJICHHUIO MOYEK,
0COOEHHO y TTOYKUIIBIX TTAIIMEHTOB C paHee CYIIECTBOBABIINMH HAPYIICHUSIMH (DYHKITH ITOYEK).

Onucanune OTAENbHBIX HEKEIaTebHbIX PeaKuil

[Tocne Tepanuu ApyruMu GTOPXUHOIOHAMH OBUIM OTMEUYEHBI Cleayrolue noooyHble 3¢ (HeKTsl,
KOTOpbIE MOTYT TakKK€ BO3HMKAThb HpPHU JIEYEHUH MOKCH(IIOKCAIIMHOM: TIOBBIIIEHHOE
BHYTPUYEPEITHOE JIaBJICHHE (oOpokavyecTBEHHAS BHyTpUYEpEIHas TUIIEPTEH3US,
IICEBJOOMNYXO0Jb TOJOBHOIO MO3ra), THIEpHAaTPUEMHUs, THUIEpKaJbLUEMUsl, T'€MOJIUTHYECKas
aHeMusl, peakuu (pOTOUYBCTBUTEIBLHOCTH.

Co00111eHHS 0 TTOI03PEBAEMBIX HEXKEIATESIbHBIX PEAKITUIX

BaxxHo coo0mare 0 MOJ03peBaeMbIX HEXKENaTeNbHBIX pEaKIUsIX I[OCle pPerucTpanuu
JIEKapCTBEHHOTO Tpernapara ¢ 1eJbi0 00eCTieueHUs] HEMPEPHIBHOIO MOHUTOPHUHTA COOTHOIICHUS
«ONb3a — PUCK» JIEKAPCTBEHHOTO Tperapara. MeauIiuHCKUM pabOTHUKAM PEKOMEHIYETCS
co00IIaTh O JIIOOBIX MOI03PEBACMBIX HEXKENATENbHBIX PEAKIUAX JEKApCTBEHHOTO IMpernapara
Y€pe3 HAIMOHAJIBHBIC CUCTEMBI COO6I.H€HI/I5I 0 HCXKCJIATCIBHBIX pCAKIUAX I'OCYAapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.

Poccuiickas @enepanus

OenepanbHas ciryx0a 1Mo Haa30py B cepe 3paBoOXpaHeHUsI.

Anpec: 109012, r. MockBa, CriaBstHCKasl TUI0IIaab, 1. 4, ctp. 1.

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

OnekrponHas nodra: pharm@roszdravnadzor.gov.ru

Cailt B UHGOPMAITMOHHO-TEIEKOMMyHHUKAITHOHHOM ceTu «HTepueT»:
https://www.roszdravnadzor.gov.ru
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COOTEETCTEYET 2KI(

4.9. Ilepeno3npoBka

CumMnTOMBI

HmeroTcst orpaHUYeHHbBIC TaHHBIE O MEPeI0o3upPOBKe MOKcH(IokcanuHa. He oTMeueHO Kakux-
1160 MoOOYHBIX (P PEKTOB MPU MPUMEHEHUN MOKCH(IIoKcaIuHa B 103¢ 10 1200 M 0JTHOKpaTHO
u o 600 mr B Teuenue 10 nHeit u 6onee.

JleueHue

B cayuae nepeno3upoBKH CieayeT OPUEHTUPOBATHCS HA KIMHUYECKYIO KapTUHY U MPOBOJIUTH
CUMIITOMATHYECKYIO0 TojuepxkuBatomyo Tepanuio ¢ OKI-monuTopunrom. IlpumeneHue
aKTUBUPOBAHHOTO YIJIA Cpa3y IOcCjie IMEepOpaIbHOrO0 MpHeMa MpernapaTta MOXKET IOMOYb
MPEAOTBPATUTh  YPE3MEPHOE CHUCTEMHOE BO3JICUCTBHE MOKCHU(DIIOKCAllMHA B  CIydasx
nepe103uPOBKHU.

5. ®PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMHYecKHe CBOlicTBa

dapmakoTepaneBTHUECKass TIpyMna: aHTHOAKTEpUalbHbIE CpPEACTBA CHCTEMHOIO JeHCTBHUSA;
IIPOM3BOIHBIC XUHOJIOHA; PTOPXUHOIOHBI.

Koxn ATX: JOIMA14

MexaHusm 1eficTBUS

Moxkcudnokcauun — OaKTepUIUAHBIN aHTHOAKTEpUATbHBIA MpenapaT MIUPOKOro CIEKTpa
IeHCTBUS, 8-MeTOKCHPTOPXUHOJIOH. bakTepunnaHoe aeicTBre MOKCcHU(IOKcaImHa 00YCIOBICHO
uHrHOupoBaHueM OakTepuanbHbiX Tomou3omepas Il u IV, 4ro HPUBOIUT K HapyHICHUIO
MIPOIIECCOB PEIUIMKAIMH, Perapaui u Tpanckpumiuu ouocuare3a JJHK MukpoOHOI KiteTkH H,
KaK CIIEJICTBHE, K THOENH MUKPOOHBIX KJIETOK. MUHUMAaNIbHBIE OAKTEpUIIUIAHBIE KOHIICHTPALIUU
MOKCHU(IIOKCAIMHA B IIEJIOM corocTaBuMbl ¢ ero MUK.

Mexanuszmvl pesucmenmnocmu

MexaHu3MBbl, MPUBOAIINE K Pa3BUTHIO YCTOMUMBOCTH K TEHUIMIUIMHAM, Le(paloCIopuHaMm,
aMHHOIJTIMKO3M/IaM, MAaKpOJUJaM M TETpalMKINHAM, HE BIIMAIOT Ha AaHTUOAKTEPHAIBHYIO
aKTUBHOCTb MoOKcHU(okcanuHa. [lepekpecTHON yCTOMYMBOCTM MEXAY OSTUMHU TpylnnamMu
aHTHOAKTEpUANIBHBIX MPENapaToB U MOKCU(IIOKCAIIMHOM He oTMevaeTcs. [lo cux mop Takxe He
HaA0JII0/IAJI0OCh CIIY4aeB IUIa3MHUIHOM ycToWuuBOoCcTH. OOIIas yacToTa pa3BUTUS YCTONYHMBOCTH
ouenr HesHauntenbHa (107-1071°). PesmcTenTHOCT, K MOKCH(IOKCAMHY pa3BHBAETCA
MEJIEHHO MYyTeM MHO)XECTBEHHBIX MyTalMid. MHOrokpaTtHoe BO3/eHCTBHE MOKCH(IIOKCAMHA
Ha MHKpPOOpraHu3Mbl B KoOHIEHTpauusx Hwke MMK compoBoxnmaercs smmb —ee
HE3HAYUTENbHbIM yBenuueHueM. OTMedaroTcsi cilydal NEepeKpecTHOW yCTOMYMBOCTH K
XuHOJOHaM. TemM He MeHee, HEKOTOpblE YCTOWYMBBIE K JAPYTMM  XHHOJOHaM
IPaMIIOJIOKUTEIbHBIE W aHa’pOOHbIE MMKPOOPTaHM3MBl COXPAHSIOT YYBCTBUTEIBHOCTh K
MOKCH(IIOKCaIUHY.

VYcraHoBIIEHO, UTO A00aBIEHHE B CTPYKTYPY MOJIEKYJIbl MOKCHU(IIOKCAIIMHA METOKCUTPYIIIBI B
nojoxeHnun C8 yBelIWYMBAET AaKTUBHOCTb MOKCHU(IIOKCAIlMHA M CHHXKAaeT o0pa3oBaHME
PE3UCTEHTHBIX MYTAaHTHBIX IIITAMMOB TpPaMIOJOXKUTENbHbIX Oaktepuil. [Ipucoennnenue
OMLIMKII0OAMUHOBOM Tpyniibl B nojoxkeHu C7 mpeaynpexaaeT pa3BUTHE akKTUBHOTO 3(Qirrokca,
MeXaHHU3Ma Pe3UCTEHTHOCTH K (PTOPXUHOIOHAM.

Mokcudguiokcanus in Vitr0 akTHBEH B OTHOIICHWH IMUPOKOTO CIEKTpa TPaMOTPULIATEIBHBIX U
IPaMIIOJIOKUTEIBHBIX ~MHKPOOPTaHU3MOB, aHa’poOOB, KHUCIOTOYCTOMUMBBIX OakTepuil u
aTMIUYHBIX OakTepuii, Takux kak Mycoplasma spp., Chlamydia spp., Legionella spp., a Takxe
OaxTepuii, pe3UCTEHTHBIX K f-TaKTaAMHBIM U MAaKpPOJUIHBIM aHTHOUOTHKAM.

Brusinue na xuweunyro muxpognopy uenosexa

B ABYX HCCJICAOBAHHUAX, ITPOBCACHHBIX HA )106p0130m,11ax, OTMCHAJINCH CIICAYIOINNEC U3MCHCHUA
KHIIIEYHOU MHKpO(I)J'IOpBI IocJIC HCpOopaJIbHOIO IIpHEMa MOKCI/I(I)J'IOI(CE[L[I/IHH.I CHUXXCHUC
koHnentpanuii  Escherichia coli, Bacillus spp., Bacteroides vulgatus, Enterococcus spp.,
Klebsiella spp., a Taxxxe anaspo6os Bifidobacterium spp., Eubacterium spp., Peptostreptococcus

16



Spp. DT u3MeHEeHHs ObUTM OOpPATHUMBIMHU B

difficile ne oOHapyxeHo.

COOTBETC TEn'ET SKCTIEPTHOM?
4.02.2025 N= 5045

TeyeHue rllngij_l EQL(;J%F TEoieiids " eldstiidium

/ OTUETY

Tecmuposanue yyecmeumenvrHocmu in Vitro

Cnektp aHTHOAKTEpHUAIBHOU
MUKPOOPTaHU3MBbI:

AKTHBHOCTH

MOKCI/I(i)J'IOKC&HI/IHa

BK/IIOYACT (S (18%:0)1185 (S

quCTBl/ITe.]ILHI)le

YMepelmo YYBCTBUTEJIbHBIC

Pe3ucrenTHBIE

FpaMHOJIO)Kl/ITeJII)Hl)Ie

Gardnerella vaginalis

Streptococcus  pneumoniae*  (Bxirovas
IITAMMBI, YCTOHYHMBEIE K NEHULWUIMHY, H
IITAMMBI c MHOKECTBEHHOM
PE3UCTEHTHOCTBIO K aHTHOMOTHKaM), a
TaKKe INTAMMBI, YCTOMYHMBBIE K JBYM HIIH
Oosee  aHTHOMOTHKAM,  TaKkUM  Kak
neanmmiumeE - (MUK > 2 mkr/mn),
nedanocnopuns! |l nokonenus (Hampumep,
e ypokcum), MakpoJIUAbl, TETPALUKINHBI,
TpuMeTonpum/ cyibphameTokcaszon

Streptococcus pyogenes (rpymma A)*

I'pynma  Streptococcus milleri (S.
anginosus*, S. constellatus* wu S.
intermedius®)

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

Streptococcus agalactiae

Streptococcus dysgalactiae

Staphylococcus aureus (4yBcTBHTENbHBIE K
METHLIMUINHY ITaMMBI)*

Staphylococcus aureus
(pe3uCTeHTHBIE K METUIHIUTUHY/
Mo(IOKCaUHY ITaMMBI)*

Koaryna3zoneratuBHble CcTapUIOKOKKH (S.
cohnii, S. epidermidis, S. haemolyticus, S.
hominis, S. saprophyticus, S. simulans),
YYBCTBUTCJIbHBIC K MCTUIIUUIMHY IITaAMMbI

KoarynazoneraTuBHsie
crapunokokku (S. cohnii, S.
epidermidis, S. haemolyticus, S.
hominis, S. saprophyticus, S.
simulans),  pe3ucteHTHBIE K
METHUIIUTAHY [ITAMMBI

Enterococcus faecalis* (rtombko
mTaMMBbI, YYBCTBUTCJIbHBIC K
BAHKOMUIIUHY U FeHTaMI/II_[I/IHy)

Enterococcus avium*

Enterococcus faecium*

I'pamoTpunarenbHblie
Haemophilus influenzae (BKITIOUAs
LITaMMBlI, NPOAYyLUPYIOLIHE U

HEMPOyUpYIoIue S-naKramasbl)*

Haemophillus parainfluenzae*

Moraxella catarrhalis (Bkirovasi mTaMMBIL,
TOPOAYIHUPYIOIINE W HENPOAYIHUPYIOIHe f-
JaKTamasbl)*

Bordetella pertussis

Legionella pneumophila

Acinetobacter baumanii

Escherichia coli*

Klebsiella pneumoniae*

Klebsiella oxytoca

Citrobacter freundii*

Enterobacter spp. (E. aerogenes,
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Enterobacter cloacae*

Enterobacter agglomerans

Pseudomonas aeroginosa

Pseudomonas fluorescens

Burkholderia cepacia

Stenotrophomonas maltophilia

Proteus mirabilis*

Proteus vulgaris

Morganella morganii

Neisseria gonorrhoeae*

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

AHa3p0O06BI

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.*

ATHINIHYHBIE

Chlamydia pneumoniae*

Chlamydia trachomatis*

Mycoplasma pneumoniae*

Mycoplasma hominis

Mycoplasma genitalium

Legionella pneumophila*

Coxiella burnettii

* - QyBCTBUTEIHLHOCTh K MOKCH(IIOKCAIIMHY IMOATBEPIK/ICHA KIMHUYSCKUMHE JaHHBIMHU

* - mpuMeHeHue TpernapaTa MOKCU(IIOKCAIINHA He PEKOMEHIYETCS IS JieueHUs WH(EKINIA, BEI3BAHHBIX
mraMMaMu S. aureus, pesucteHTHbIMH K MetunwuindHy (MRSA). B cinyuae mnpenmnosaraeMbix WiId
MOTBEPKICHHBIX WH(peKnui, BhI3BaHHBEIX MRSA, creayeT Ha3HAYUTH JIEYEHHWE COOTBETCTBYIOIIMMU
aHTHOaKTepHaALHBIMU TIperapaTamMu.

Jlist  ompeneNieHHBIX IITaMMOB PaclpOCTpaHEHHE MPHOOPETEHHOW PE3MCTEHTHOCTH MOYXKET
pas3InyaThcsi B 3aBUCUMOCTH OT reorpa)uyeckoro permoHa M ¢ TeueHHeM BpeMeHU. B cBszu ¢
3TMM TIpM TECTHPOBAHWUM YYBCTBUTEIHHOCTH IITaMMa JKENaTebHO WMETh MECTHYIO
UHPOPMALIMI0O O PE3UCTEHTHOCTH, OCOOEHHO TpHU JIeUeHUHM TsDKenbIX HHpekumid. Ecmm y
NAlMEHTOB, MPOXOSIMX JedeHue B craiuoHape, 3HaueHne AUC/MUKg mpeBbimaer 125, a
Cmax/MUKgo Haxoautcs B mpeaenax §8-10, To 3To mpenmnonaraeT KIMHUYECKOE yiydlleHHe. Y
aMOyJIaTOPHBIX TAIMEHTOB 3HAYEHHUS OTHX CYPPOTAaTHBIX IapaMeTpOB OOBIYHO MEHbIIE:
AUC/MUKgo > 30-40.

IMapameTtp (cpennee AUC (4) mnpu mnpueme Cmax/MHKgo
3HaYeHHUe) BHYTPb
MWKgo 0,125 mr/n 279 23,6
MMHNKgp 0,25 mr/n 140 11,8
MU Kgo 0,5 mr/n 70 59
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(MOCNEOOBATENLHOC

5.2. ®apmMaKoKHNHeTHYeCKHUe CBOMCTBA

AOGcopOnus
[Ipu mepopanbHOM mMpHeMe MOKCHU(IOKCAIIMH BCACHIBACTCS OBICTPO W TMOYTH TOJHOCTHIO.

AGcomoTHas OMOJOCTYITHOCTD MIPU MPUEME BHYTPh cocTaBisieT okoiio 91 %. dapmakoknHeTHKa
MOKcHU(IOKcanuHa rnpu npueme B go3e or 50 mo 1200 mr ogHOKpaTHO, a Takke o 600 mr B
cyTku B TeueHue 10 nHel sBisercs JIMHEHHOW. PaBHOBECHOE COCTOSIHUE JOCTUTAeTCs B TEUEHUE
3 nmeit. Ilocme omHOKpaTHOTO mpueMa MokcuduiokcanmHa B mo3e 400 Mr makcumalibHas
koHIeHTpanus (Cmax) B IJ1a3Me KpoBH gocturaercs B Teuenue 0,5-4 4 u cocrabiser 3,1 mr/i.
Iocne npuema BHYTPH 400 Mr Mokcudiokcanmna 1 pas B cytkn Cs™™ u Cs™" cocrapmsior 3,2
mr/i u 0,6 Mr/n, coorBercTBeHHO. [Ipu mpreme MokcudIokcaiHa BMECTE C MUILEH OTMEYaeTCs
HE3HAYUTEJIbHOE YBEIUUYEHUE BPEMEHU JOCTUXKEHUS Cmax (Ha 2 4) U HE3HAUUTEIIBHOE CHUKEHUE
Crmax (mpubnusurensHo Ha 16 %), mpu 3TOM AIUTENBHOCTh abcopOuuu He u3Mensercs. OnHako
9THU JAaHHBIE HE UMEIOT KJIMHUYECKOTO 3HAYCHHS, U MIpenapaT MOKHO MPUMEHSTh HE3aBUCUMO OT
npreMa MUy,

Pacnpenenenue

Mokcudiokcaiud OBICTPO paclpeiesseTcss B TKAHAX W OpraHax W CBSA3BIBACTCS C OeIKaMu
KpoBU (IJIaBHBIM 00pa3oM, ¢ anbOymuHamu) mnpumepHo Ha 45 %. OO0bem pacmpeneracHus
COCTAaBJIICT  MPHOJIM3UTEIBHO 2 JI/Kr.  BBICOKME  KOHIEHTpaluu  MOKCH(IIOKCAIMHA,
MPEBBIIAIOIINE TAKOBBIE B IUIa3ME KpPOBH, CO3JAOTCS B JICTOYHOW TKaHH (B T.4. B
SNUTEINATBHON  JKUIKOCTH,  albBEOJIPHBIX  Makpodarax), B  HOCOBBIX  Ma3yxax
(BepXHEUENIOCTHAS M ITMOWJANIbHAS IMa3yXH), B HOCOBBIX IOJUIAX, OYarax BOCHAJICHHS (B
COJICPKMMOM ITY3bIpEil TMPU TOPKEHUH KOXH). B MHTEPCTUIIMATILHOW HIKOCTH U B CIIOHE
MOKCHU(IIOKCAIIMH ONPEIEIIICTCS B CBOOOTHOM, HE CBSI3aHHOM C OCIIKaMH BHJIC, B KOHIICHTPAIIUU
BBIIIIC, YeM B IUIa3Me KpoBU. Kpome TOro, BBICOKHME KOHIICHTPAIUM MOKCHU(IIOKCAIIHA
OTIPE/ICIIIOTCS B TKAHSX OPTaHOB OPIOIIHOM MOJIOCTH, TIEPUTOHEATHHON JKUIKOCTH M JKCHCKHX
MOJIOBBIX OpraHax.

buorpanchopmanus

Moxkcudnokcanuun noasepraercsi OuorpaHcopmanuu 2-oi (asbl U BBIBOJUTCS M3 OpraHu3Ma
MOYKAMH, a TaKXkKe uYepe3 KUIICYHUK, KaKk B HCHM3MCHCHHOM BHJIC, TaK U B BHJC HEAKTHBHBIX
cynepocoequnennit (M1) u rtmokyponugoB (M2). Mokcudmokcanud He ToJBepraercs
ouotpancopmalui MUKpOCOMaJIbHOU cucTteMoit mutoxpoma P450. Mertabonutet M1 u M2
MPUCYTCTBYIOT B IJIa3M€ KPOBM B KOHIIEHTPALUSX HIDKE, YeM HUCXOAHOe coeauHeHue. [lo
pe3ysbTataM JOKIHHHYECKUX WCCIICIOBAHMM OBLIO JTIOKA3aHO, YTO YKa3aHHBIC META0OJIUTHI HE
UMEIOT HETraTUBHOTO BO3ACHCTBUS Ha OpPraHU3M C TOYKH 3peHHs Oe30MacHOCTH U
MIEPEHOCUMOCTH.

DJIMMUHALNS
[Tepuon nmonyssiBenenus (T1/2) Mokcudokcannaa coctasisieT mpumepHo 12 4. Cpenuuii 001mumii

KIupeHc mocie npuema B goze 400 mr cocraBnser 179-246 mi/muH. [loueunslii kiamMpeHc
coctaBusieT 24-53 mMu/MHH. DTO CBHJETENBCTBYET O YAaCTHUYHON KaHajblieBOW peabcopOuuu
npenaparta. bamaHc Macc HCXOAHOTO COEAMHEHUS W MeTabonuToB 2-i (as3sl cocTaBiser
npubimmsutensHo  96-98 %, uYTO yKa3biBaeT Ha OTCYTCTBHE OKHCIHTEIBHOTO METa0oJH3Ma.
Oxkono 22 % oanokpaTHOM 10361 (400 MT) BHIBOAUTCS B HEM3MEHEHHOM BHJIE MOYKaMH, OKOJIO
26 % — dyepe3 KHUIICYHHK.

IloyeyHast HEIOCTATOYHOCTh

He BBISABICHO CYIIECTBEHHBIX U3MEHEHHUH (hapMaKOKHHETUKH MOKCH(DIIOKCAIIMHA Y MAIIHEHTOB C
HapylmieHneM (QyHKOMKW Touek (B T.4. y mamueHToB ¢ kinupeHcom kpearuHuHa (KK) <
30 mi/mun/1,73 M2) W y TAIMWEHTOB, HAaXOJAIIUXCS HA HENPEPBIBHOM TE€MOJHAIN3E U
JUTUTETTLHOM aMOYJIaTOPHOM MEPUTOHEATLHOM JTHATH3E.

[leyeHOYHAsI HEJOCTATOYHOCTD
He Obuto cymiecTBEHHBIX pa3NUUuMii B KOHIEHTpPAMM MOKCHU(IIOKCAlMHA Y TAalUeHTOB C
HapymeHusMu (QyHkuuu nedeHu (kiaccel A u B mo knaccudukauuu Yaina-IIsio) no
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OCNENOBATENEHOC TS Q002
CPaBHEHHIO CO 3/10pPOBBIMHU J100POBOJIBLIAMH U nauHeHTaﬂHrc Hgmaa'fisnon-d) KITHEH TICYeHH.

Bo3spacr, mos u THHYECKasi IPUHAUIEKHOCTh

[Ipu wuccrnepoBannu (PapMaKOKMHETUKHM MOKCH(IOKCAlMHA Y MYXYMH M SKCHIIMH ObUIH
BbIsiBJIeHBI paznuuus B 33 % no nokazatensm AUC u Cmax. BecacbiBanue Mokcudiiokcanuia He
3aBuceno ot nona. Pasnuuus B mokazatensix AUC u Cmax OblIH 00YCIIOBIIEHBI CKOpEe pa3HUIICH
B BECE, YEM II0JIOM, U HE CUMTAIOTCSA KIMHWYECKH 3HAYMMBIMU. He BBIABICHO KIMHHYECKH
3HAYMMBIX pPa3Muuuii B (PapMakOKMHETHKE MOKCHU(IIOKCAIIMHA Yy TMAIMEHTOB pPa3JIMYHbIX
STHUYECKUX TPYIII U pa3HOTO BO3PACTA.

eTH
dapMaKOKHMHETHKAa MOKCH(]IIOKCAIIMHA Y IeTel He U3yJallach.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeyenb BcmoMoraTeibHbIX BellECTB
Cocras sypa

Kpaxman kykypy3HbIi

[enmrono3a Mukpokpuctanueckas (tun 102)
Tanbk

Maruus creapar

Kpemuust 1MoKcu KOJITOUAHBIN
KapOokcumerninkpaxmain HaTpus

CocTaB 000JI0YKH

[M'uapoKCcUNIpONMIMETHIIIICIUTION03a

IMomustunenrnukons 400

Kpemuus 1MoKCuI KOJITOUAHBIN

[TepnaMyTpoBBIif TUTMEHT Ha OCHOBE CITIOJIbI CepPeOPSHBIN OliecK
Kpacurens s3putpo3nH

6.2. HecoBmecTuMOCTH
He npumennmo.

6.3. Cpox roaHocTH (CPOK XpaHeHus )
2 roza.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHNHU
XpaHuThb 1pu TeMrneparype He Boiie 25 °C.

6.5. XapakTep u coaep:kaHHe EPBUYHOI YNIAKOBKH

I[To 5 wmu 10 Tabnerok B KOHTYPHYIO SYEWKOBYIO YNAKOBKY (OyMcTep) W3 IUIEHKH
HOJMBUHUIXJIOPUIHON U (DOJIBI'H aTFOMUHUEBOM.

[To 1, 3 win 6 KOHTYPHBIX TYEUKOBBIX YIAKOBOK (OJIUCTEPOB) C MHCTPYKLUEH IO MEAUIIMHCKOMY
IPUMEHEHUIO B UKy U3 KapTOHa.

I[To 5, 10, 30 wmmm 60 TabmeTok B IJIACTUKOBYIO OaHKy U3 MOJUAITWICHTepedTanara,
YKYIOPEHHYI0 HAaBUHUYMBAIOLIEWCS IUIACTUKOBOM KpPBIIMIKOM W3 MOJMATUIIEHA BBICOKOU
IUIOTHOCTH W HHU3KOTO JaBJIEHUS C KOHTPOJEM MepBOro BCKpbiTHs. Ha OaHKy HakiewBaroT
ATUKETKY U3 OyMaru nHcyel, WM 3TUKETOYHOH, WM HUMIIOPTHOW, WJIM CaMOKJIESIIYIOCS
TUKETKY.

[To 1 Ganke BMecTe ¢ MHCTPYKLHUEH 110 MEUIIMHCKOMY NPUMEHEHUIO B MMAYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TNPH YHHUYTOKEHHH WCIOJb30BAHHOTO
JIEKAPCTBEHHOT0 MpenapaTa Wiu 0TX0I0B, MOJYYeHHbIX MOcjie MPUMeHeHus npenapara, u
APYrue MAaHHIYJISIIIUHU C PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. TIEPYKATEJb PETUCTPAIIMOHHOTO YJIOCTOBEPEHYGT | =/ 1EHOCTS 0002)

Poccuiickas @enepanus

000 «OnBancn Dapmar»

308010, benropojackas 00J1., MyHUIIMITAJILHBIN paiioH benaropoackuii, T.1m. mocenok CeBEpHBIN,
nrt. CeBepHblii, yi. bepe3onas, 311. 5.

Ten.: +7 (4722) 20 23 19

Anpec snekTponHo# nouThl: factory@atcl.ru

8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA

9. IATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXJIEHWS PETMCTPAIIAM,
MNEPEPETUCTPAIINN)
Jlara nepBoii peructpaiuu:

10. JATA HEPECMOTPA TEKCTA
OOmast ~ XapakTepuCTUKa  JICKapCTBEHHOro  mpenapata MOKCHBAaHCA  JIOCTyHa  Ha

uH(GOPMAIIMOHHOM TOpTaie EBpasuiickoro 5KOHOMHYECKOTO COM03a B HMH()OPMAIMOHHO-
KOMMYHHUKAIMOHHOM cetn «HTepHEeT» http://eec.eaeunion.org/.
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