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(MOCNEQOBATENEHOCTEL 0004)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O HHPEITAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IPEITAPATA

MOKCUDJIOKCAIIH BEJI®APM, 400 mr, TabiaeTKH, MOKPHITHIC MIJICHOYHON 000JI0YKOM.

2. KAYMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTBytoIIIEE BEMIECTBO: MOKCH(IIOKCAITUH.

Kaxxnas Tabnerka, moKpeITas IIICHOYHOU 0005104K0i, conepkut 400 Mr MmokcudiokcanuHa (B BUIC
THAPOXJIOPHIA).

BemectBa, Hajlnuue KOTOPHIX HAJO0 YUYUTHIBATH B COCTABE JICKAPCTBEHHOTO Ipernapara: KpacuTellb
COJIHEYHBIH 3aKaT KENThIN (cM. pasaen 4.4).

[TonHbIii IepedeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pazjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOneTku, NOKPHITHIE MJIEHOYHOU 000I0UYKOM.

TabneTku CBETI0-OpaHKEBOTO I[BETA, JIBOSIKOBBIMYKJIbIE KancyaoBHAHON (opmbl ¢ dackoil. Ha
MIOTNIEPEYHOM Pa3pe3e Ap0 TabJIETKU CBETIIO-KEITOrO 1[BETA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NIPUMEHEHHIO

[Tpenapatr MOKCUDJIOKCAILIMH BEJI®APM mnokaszaH y B3poCibIX B Bo3pacte oT 18 yer s
JedeHnus WHQEKIMOHHO-BOCTAIUTENbHBIX  3a00J€BaHMM, BBI3BAHHBIX YYBCTBUTEIBHBIMU K
MOKCH(IJIOKCAITUHY MUKPOOPTaHU3MaMU

- HCOCJIOXKHCHHBIC I/IH(beKLII/II/I KOKH U TOAKOXHBIX CTPYKTYP,

- BHEOOJTPHUYHAS MTHEBMOHMS, BKIIOUas BHEOOJIHHUYHYIO ITHEBMOHHUIO, BO30YAMTENSIMU
KOTOPOH  SIBIISIIOTCS IITaMMbl MHKPOOPTAHU3MOB C MHOXXECTBEHHOH PE3UCTEHTHOCTHIO K
aHTHOMOTHKAM™;

— OCIIO’)KHEHHE WH(EKIMU KOXM M TMOAKOXKHBIX CTPYKTYp (BKJIIOYas WHOUIIMPOBAHHYIO
TNA0ETUYECKYIO CTOIY);

— OCJIOKHEHHBIE WHTpaabIoOMUHAIbHbIE WH(MEKINU, BKIIOYAs MOJTUMUKPOOHBIE HH(PEKIINH, B
TOM YHCJI€ BHYTPUOPIONINHHBIE a0CIIECCHI;

- HEOCJIO)KHEHHBIE  BOCTIAJUTENbHbIE 3a00J€BaHMsS OpraHoB Majoro Tasza (BKJIOYas
CQJIBIIUHTUTHI U SHIOMETPHUTHI).

I[J'ISI JICYCHHUA CIICAYIOIINUX I/IH(I)CKI_[I/IOHHO-BOCHaJII/ITCJIBHBIX 3a00JIeBaHUIA MOKCI/I(I)J'IOKCB.I_II/IH MOXET
IMPUMEHATHCA TOJIBKO B KAYECTBE aJIbTCPHATHUBBI APYTUM HpOTI/IBOMI/IKpO6HI)IM Inpernaparam:

- OCTPBIN CUHYCHT;

- 000CTpeHHE XPOHHUYECKOTO OPOHXHTA.
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* — Streptococcus pneumoniae ¢ MHOXXECTBEHHOH P¢ 3HCTeHT%'&%Egéﬁﬁgﬁhﬁ;a'B];&féq%fi}fr

(CMEPTHOMY OTUETY

IITAMMBI, PE3UCTEHTHbIE K TNEHUIWIUIMNHY, W LITaMMBI, PE3HCTEHTHbIE K JBYM HIU Oonee
AaHTUOMOTHKAM W3 TaKUX TPYyNN KaKk NCHUIWUIMHB (IPpM MHUHUMAQJIBHOH HHIHOMPYIOIIEH
konueHrpauun (MUK) >2 mkr/mi), nedanocnopunsl I nokonenus (uedypoxcum), MaKpOJIUIbI,
TETPALMKIMHBI M TPUMETONIPUM/CYTb(aMeTOKCa30JI.

Heo6xoauMo mpuHMMaTh BO BHHUMAaHHE ACWUCTBYIONIME O(UIIMATBHBIE PYKOBOJCTBA O IMpaBHIIaxX
IIPUMEHEHHsI aHTUOAKTepUAJIbHBIX CPEJICTB.

4.2. Pe:kxuM 103MPOBaHUS U CIOCO0 MPUMeEHEeHHU s

PexxuM mo3upoBanus

PexoMenyemsrii pexxum go3upoBanust Mmokcudmokcarnuaa: 400 mr (1 Tabnetka) 1 pas B AeHb mpu
MHQEKIUAX, YKa3aHHBIX BbIlIe. He ciieayeT npeBpIaTh peKOMEHIyeMYIO J103Y.

HpOOOJZOfCUWl@]ZbHOCWlb JleYeHUs

[TpoAOIKUTETLHOCTD JICYCHUSI ONPENENISICTCS JIOKAIU3AUEH W THKECThI0 MH(MEKIHHU, a TaKkKe
KIIMHUYECKUM 3P derTom:

- obocTpeHue XpoHU4eckoro oponxuta: 5—10 qHel;
- OCTpBIN CUHYCHT: 7 JHEH,
- HEOCIIO)KHEHHBIC MH()EKIIMH KOXKH H MOJKOKHBIX CTPYKTYp: 7 JHEH;

- BHEOOJIbHUYHAs IHEBMOHMS: 00INas NPOJOJDKUTEIbHOCTh  CTYNEHYAaTOW  Tepamuu
(BHYTpUBEHHOE BBEJICHHUE C MOCIEAYIOIMM IPUEMOM BHYTPh) cocTaBiseT 7—14 nHeil;

- OCIIO)KHEHHBIC HMH(MEKIMH KOXH W TOJKOXKHBIX CTPYKTyp: oOmas, IJIUTeIbHOCTD
CTYINEHYaTol Tepanuu (BHYTPUBEHHOE BBEACHHUE C MOCIEAYIOUIMM MPHEMOM BHYTPb) COCTaBISET
7-21 neun,

- OCIIO)KHEHHBIC WHTPaadJOMUHAIbHBICE WHQPEKIUU: oO0mas JIUTSIBHOCTh CTYIICHYATOU
Tepanuu (BHYTPUBEHHOE BBEACHHE MperapaTa C MOCIEAYIOIUM MPUEMOM BHYTPh) COCTABIISIET
5-14 nuein;

— HEOCJIO)KHEHHBIE BOCTIAJIUTENILHBIE 3a00JIeBaHMsI OPraHOB MAJIOTO Tasa: 14 aHeil.
He crnenyer npeBbIaTh peKOMEHIYEMYIO MTPOIOIKUTEILHOCTD JICUCHUS.

[To nmaHHBIM KIMHUYECKUX HCCIIEIOBAHUM TMPOJOJDKUTEIBHOCTh JICUEHUS MOKCHU(IIOKCAIIMHOM B
TabJIETKaX MOXKET JOoCcTUraTh 21 aHs.

IIponywennas 0osa

B cnydae mpomycka 10361 Ipenapara ee cienyeT MPUHAThH B JIF000e BpeMs, HO HE TMO3/IHEE YeM 3a
8 yacoB mo cienyromiei 3amnaHupoBaHHOM n03bl. Ecnu 1mo cienmyromieil 103bl OCTaeTcs MeHee
8 yacoB, TPONYIIEHHYIO 03y HE CIIeyeT NPUHUMATh, a JICUCHUE CIIEAYeT IPOJIOJDKUTL B
COOTBETCTBUH C PEKOMEHIOBaHHBIM TpaukoM mpuema tabnetok. He cienyer mpuHUMATh JBOMHbBIE
JTO3bI JIS1 KOMIIEHCALMK TPOITYIIEHHOM.

Oco0nIe T'PYIIIBI TAITWMCHTOB

J]uua nooaiCus10c0 so3pacma

H3menenue peiKuMa NO3UPOBAHHUA Yy TOKHUJIBIX MMAIIUCHTOB HE Tpe6yeTc5{.
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Hauuenmbz C NeYyeHOYHOoU HedOCMAamo4HOCbIO

(CMEPTHOMY OTUETY

[TarenTtam ¢ HapymeHUAMHU (PYHKIMH IEYSHH, N3MEHEHHE pPeXUMa JJO3UPOBAHUS HE TpeOyeTcs (s
HNPUMEHEHUS y TIAIIMEHTOB C LIUPPO30M IMEUeHHU cM. pazzen 4.4).

Hab;ueHMbl C NOYEeUHOU HeOOCMAamo4HOCHbIO

VY manueHToB ¢ HapylieHHeM (YHKIUH MOYeK (B TOM YHCJE MPU TSHKEIOW CTEIMEHH MOYCYHON
HEJI0CTAaTOUHOCTH ¢ KimpeHcoM kpeatunuHa (KK) <30 mn/mun/1,73 M%), a Takxke y TAIMEHTOB,
HAXOJAIIUXCS HA HENPEPHIBHOM TE€MOJMAIN3e M UIUTEIBHOM aMOyIaTOPHOM MEPUTOHEATbHOM
JMan3e, U3MEHEHHE PeKUMa JO3UPOBAHUS HE TPEOYeTCsl.

Tlayuenmol paznuunsix SMHUYECKUX epYNn
H3meHeHue pexxuMa JI03UPOBaHUsI HEe TPeOyeTcsl.
eTH

[Ipemapar MOKCU®DJIOKCALIMH BEJI®APM mnporuBonoka3zaH K HPUMEHEHHIO Y JeTed u
MOJIPOCTKOB B BO3pacTte 10 18 Jer.

D¢ dhexkTnBHOCTH U 0€30MaCHOCTH MPUMEHEHHS MOKCU(IIOKCAIIHA Y AETEH 1 MOJIPOCTKOB B BO3pACTe
ot 0 1o 18 net He yctaHoBieHbI (cM. pazzaen 4.3). JlaHHbIE OTCYTCTBYIOT.

Cooco0 nmpuMeHeH st

BnyTtps.

Tabnmerku CJICOAYCT MpOrjiaTbiBaTh LCIIMKOM, HE PAa3XCBbIBAA, 3allMBad JOCTATOYHBIM KOJIHWMYCCTBOM
BOJIbl, BHC 3aBUCUMOCTHU OT IIpUCMaA IITUIIH.

4.3. IlpoTuBONOKA3aHUS

- ['MnepuyBCTBUTENBFHOCT K MOKCH(IIOKCAIMHY, JPYTUM XHHOJIOHAM WJIH K JII0OO0OMYy U3
BCIIOMOTaTENIbHBIX BELIECTB, IEPEUNCIIEHHBIX B pasaene 6.1.

- Bospact 5o 18 ner.
— bepeMeHHOCTh M NEepHOJ TPYAHOTO BCKapMIIMBaHus (cM. paszaen 4.6).

- Hanmnune B aHaMHe3€¢ mMaTOJIOTMM CYXOKWJIMH, pa3BUBIICHCA BCJIEACTBHE JICUCHUS
AaHTHOUOTHKAMU XUHOJIOBOTO psifa.

- B nokIMHMYECKMX M KIMHUYECKUX HCCIEAOBAaHMIX IOCIE BBEICHUS MOKCH(DIOKCallMHA
Ha0JII0/1a7I0Ch M3MEHEHHE 3JIEKTPO(U3HOIOrMUECKUX MapaMeTpoB CepAlla, BBIPAKABIIUXCS B
yuMHeHuH uHTepBana QT. B cBs3u ¢ 3TuM, MpuMeHeHHe MOKCH(]IIOKcaliHa MPOTHUBOIIOKA3aHO Y
MAlMEHTOB CIEIYIOIIUX KaTeropui: BPOXKJAECHHbIE WJIM HPHOOpETEHHBbIE JOKYMEHTHPOBAaHHbBIE
yuiMHeHus: uHTepBaja QT, »IeKTpoNUTHBIE HapylIeHHs, OCOOEHHO HEKOPPUTHpOBaHHAs
TUMOKAIMEMUs; KIMHUYECKM 3HauuMas Opaaukapius; KIMHUYECKM 3HauuMas cepjaeyHas
HEI0CTaTOYHOCTh CO CHIDKEHHOU (hpakimel BbIOpoca JIEBOTO JKENyAOYKa, HaJMuue B aHaAMHE3e
HapylIEHUH PUTMA, COTIPOBOKIABIINXCS KIMHUYECKOW CHMIITOMAaTHKOM.

- MoxcudnokcalyH Henb3s TPUMEHSTh ¢ IPYTUMHU NpenapaTtaMu, YUIMHSIOIMMMU WHTEpBal
QT (cm. paznen 4.5).

— B cBs3u c orpaHMYeHHBIM KOJIMYECTBOM KJIMHHUYECKHX JIaHHBIX IPUMEHEHHE
MOKcHU(pJIOKCallMHa MPOTUBOINOKA3aHO MallMeHTaM C HapylieHueMm (yHKuuu nedeHu (kimacc C mo
knaccudukanuu Yainna-I1st0) u manrenTaM ¢ MOBBIIIEHHEM TpaHCaMUHA3 0oliee, 4eM B 5 pas BhIIIe
BEpXHEH TPaHUIIBI HOPMBI.
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4.4. OcoOble ykazaHusl U MePbl MPEI0CTOPOKHOCTH IIPH np'lldlrene

C 0CTOPOXKHOCTBIO TPUHUMATD:

- npu 3a0oieBaHusX LeHTpaidbHOi HepBHOH cuctembl (IIHC) (B T. 4. mMOZO3pHUTENBHBIX B
otHoueHuu BosieueHus L{HC), npeapacnonararommx K BOSHUKHOBEHUIO CYIOPOT U CHUKAIOIIUX
HOPOT CYI0PO’KHOM aKTUBHOCTH;

- Yy NAallUCHTOB C IICUX03aMU W/WIIH C NMCUXUATPHUICCKUMU 3a00JIeBaHUSIMU B aHaMHe3e,

- Y Nagu€HTOB C MMOTCHLHUAIBbHO IPOAaPUTMUUCCKHUMU COCTOSHHUAMU (OCO6€HHO Y XKCHIOUH U
aIMECHTOB II0XKKUJIOTO B03paCTa), TaKMMHM, KaK OCTpas UIIECMHA MHOKapAda U OCTaHOBKa cepAna,

- IpY MHACTEHUH Qravis;
- y HAIMEHTOB C [IUPPO30M IICUCHH;

- IPH OJJTHOBPEMEHHOM TpUEME C TperapaTaMu, CHIKAIONIUMH COJIEp)KaHUE Kalusl B KPOBH
(cm. pasnen 4.5);

- y TAalHUEHTOB C TEHETUYECKOH NPEeApaCIONOKEHHOCTBIO WM (PaKTHUECKUM HATUYUEM
neUInTa rIF0K030-6-PocdaTaeruaporeHassl,

- y MalUEHTOB C CaXapHbIM AMAa0ETOM, IMOJIYYAIOUIMX MEepOpalbHble TUIOITIMKEMUYECKUE
npenapaTsl (Hampumep, IpenapaThl CyIb(OHUIMOYEBUHBI) WM HHCYJIUH (BO3pacTaeT pHUCK
pa3BUTHSI TUIIOTTIMKEMUN);

- y HalMeHTOB MOXWJIOIO BO3pacTa, y MAlMEHTOB IOCJIE TPAaHCIUIAHTALMU, B TaKXe INpU
COIYTCTBYIOILIEM MPUMEHEHUHM TJIIOKOKOPTUKOCTEPOUAOB  (IMOBBILICHHBIH PHUCK  Pa3BUTHSA
TEH/ICHUTOB U Pa3pbiBa CYXOKHMIUH (CM. yHKT « TCHIUHUT U Pa3pPbIB CYXOKHIIHS));

- y TAIMEeHTOB C aHEBPU3MOH aopThl B CEMCHHOM aHaMHE3e, WM Yy TallMeHTOB C
JIMAarHOCTHPOBAHHOW aHEBPH3MOM AOPTHI W/WIIM PACCIOCHHEM AOPTHl WM TPH HAJTUYUU APYTHX
(akTOpoB pHCKa WM COCTOSIHHM, MpeIpacloiaraloiiixX K pa3BUTHIO aHEBPHU3MBI AOPTHI WIIU
paccioeHus aopThl (HarpuMep, cuaapoMm Mapdana, cuanpom Diepca-/lanioca cocyancToro Tuma,
aprepunt Takascy, THTAaHTOKJIETOYHBIN apTepuuT, OoNe3Hb bexuera, apTepuanbHas THIEPTEH3USA,
aTepoCKIIepo3 (CM. MMyHKT «AHEBpHU3Ma U PACCIOECHUE a0PTHI»)).

I'Mnep4yBCTBUTEIBHOCTh

B HEKOTOpBIX cCiy4asx yKe IIOClie TEepBOr0 TPUMEHEHHUs TIpernapara MOXKET pPa3BHTHCS
TMIIEPUYBCTBUTENIBHOCTh M QJUIEPTUYECKHE DPEAKLUH, O YeM HalMeHThl JOJDKHBI HEMEIJIEHHO
nHbopmupoBath Bpada. OdYeHb pEOKo, Jake TI0Cie TEpBOTO TNPUMEHEHHUsS Tpernaparta,
aHa(pUIAKTHYECKUE  peakUMh  MOTYT  NPOrpPecCUpoBaTh A0  YIPOXKAIOIIEro  YKU3HU
aHa(pUIAKTHYECKOTO MIOKa. B 3THX ciydasx jedeHrue MOKCHU(IIOKCAIIMHOM CIIEIyeT MPEKPATUTh U
HEMEJUIEHHO HayaThb MPOBOJUTH HEOOXOAUMBIE JieueOHble MeponpusTHs (B TOM UHUCIE
MIPOTUBOIIOKOBBIE).

Tspxenple KOXKHBIE HeXKEIaTSIbHbBIC peaKIInu

Ha ¢one neuenuns MmokcudnokcanHoM HaOIIOJAINCh TSXKENbIE KOKHbIE HEXeaTelbHbIe peaklui,
BKJIFOYass TOKCHYECKUH HSNujepMalibHbIi Hekponu3 (cunapom Jlaiienna), cuniapom CTuBeHca-
JI>KOHCOHAa W OCTPBI TE€HEPAIM30BAHHBIN 3K3aHTEMATO3HbIN IYCTyse3, KOTOpbleé MOTYT ObITh
OTIaCHBIMHU JIJISl KU3HU WIIM JIeTAIbHBIMU (cM. paszen 4.8). [Ipu Ha3HaueHnu npenapata, narueHTam
clieyeT COOOMIMTh O MpPH3HAKaX M CHUMITOMAaxX CEpPhE3HBIX KOXKHBIX PEAKIUil M TIIATEIbHO
MOHUTOPHUPOBATH BO3MOYKHOCTb PA3BUTH JaHHBIX PEAKIUM Y NAIUEHTA.

B CiIydac MosABJICHUA IIPHU3HAKOB U CUMIITOMOB, YKa3bIBaAIOIIUX HA 3THU PECAKIUHU, MOKCI/I(l)J'IOKC&HI/IH
CJICAYCT HCMCIJICHHO OTMCHUTbL U PACCMOTPETH AJIBTCPHATUBHOC JICUCHUC. HpI/I pPa3BUTHU Y
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KCMNEPTHOMY OTYETY

CruBeHca-/[>KOHCOHA WJIM TEHEPATHU30BAHHOTO SK3aHTEMATO3HOTO MyCTYJie3a Ha OHE MPUMECHEHUS
MOKCH(]IIOKCalMHA, JICUEHUE ITUM IMPEIapaToM He ClIeayeT OOJbIe BO30OOHOBIIATh HH MPH KaKUX
00CTOITENBCTBAX.

Hapyienns co cTOpoHBI cepama

[Ipu nmpumMeHEeHMH MOKCH(IIOKCAIMHA Y HEKOTOPBIX IMAlMEHTOB MOXKET OTMEYAThCS YAJIMHEHUE
unTepBasa QT. MokcuduiokcalyH ciaeyeT IPUMEHSITh C OCTOPOKHOCTBIO Y KEHIIUH U MalUEeHTOB
IIO’KUJIOT0 Bo3pacTa. I10CKoIbKY KEHIMHBI 10 CPABHEHUIO C MYXYMHAMU UMEIOT 00Jiee JIMHHBIN
unTepBasl QT, oHn MoryT ObITh OoJiee YyBCTBUTEJIBHBIMU K IpenapaTaM, YAJUHSIIOIIUM HHTEpBal
QT. Tloxwuible MauMEHTHl TakkKe OoJiee IOABEP)KEHbI JEHUCTBUIO IPENaparoB, OKa3bIBAIOIIMX
BiMsiHMe Ha uHTepBan QT.

VY nnnnenue unrepBana QT conpsyKeHO ¢ MOBBIIEHHBIM PUCKOM XEJIYA0YKOBBIX apUTMUM, BKJIHOYAs
HOJUMOP(HYIO JKEITYA0UYKOBYIO TaXUKAPIHIO.

Crenens ymmHeHus: uatepBaia QT MoxeT HapacTaTh C MOBBIIICHUEM KOHILIEHTpAIMU Tpernapara,
MIO3TOMY HE CJIeyeT MPEeBbIIIaTh PEKOMEHI0BaHHYIO 103y. OJHAKO y MALMEHTOB C MMHEBMOHUEN
KOPPEJAINH MKy KOHIIEHTpannueid MOKCU(IOKCAIMHA B TIa3Me KPOBH U YITMHCHHEM HHTEPBaJIA
QT ormeueno He 6but0. Hu y omnoro u3 9000 manueHTOB, MOTYYaBIIMX MOKCHU(IOKCALIUH, HE
OTMEYAJIOCh CEPICUHO-COCYIUCTHIX OCIOKHEHUM U JICTAIbHBIX CIIy4aeB, CBSI3aHHBIX C yIJTUHEHUEM
untepBasnia QT. [Ipu npumeneHun MoKCH(IOKCALMHA MOKET YBEIWYUBATHCS PUCK Pa3BUTHS
KEITYJTOUKOBBIX aPUTMUH y MAIIMEHTOB C MPEAPACTIOIATAIOIIMMHI K apUTMUSIM COCTOSTHUSIMHU.

B ceazu ¢ smum npenapam MOKCUDJIOKCAL[MH BEJIPAPM npomusonokasan npu:

- WU3MEHEHUAX 2JIEKTPOPU3NOTOTHYECKUX MTapaMeTPOB Ceplla, BHIPAKAIOIIUXCS B YITMHECHUH
uaTepBasia QT: BpOKICHHBIX WM MPUOOPETEHHBIX JOKYMEHTHPOBAHHBIX YAJUHEHUSIX MHTEpBAJIA
QT, »NeKTPONUTHBIX HAPYIICHHUSX, OCOOEHHO HEKOPPETMPOBAHHON THMOKATUEMUU; KIMHUYECKU
3HAUMMOW OpaguKapIuu; KIMHUYECKH 3HAYMMOW CEpJIeYHON HEJOCTATOYHOCTH CO CHUKEHHOU
¢bpakiueit BeIOpoca JIEBOTO  KENyAOYKa; HAIWYUKM B aHAMHE3€ HApYyIIEHUH pUTMa,
CONPOBOXIABIINXCSA KIMHUYECKON CUMIITOMAaTUKOM;

— MPUMEHEHUU C IPYTUMH Mpernaparamu, yiumHaomumu uatepsai QT (cm. pazaen 4.5).
Ilpenapam MOKCUDJIOKCALIUH BEJIDPAPM cnedyem npumeHsms ¢ OCMOPOHCHOCIBIO.

- Y HNagueHTOB C MOTCHHOUAJIBHO HNPOAPUTMUYCCKHUMU COCTOAHHUAMHU, TAKMMHU KaK OCTpad
HIIEeMHA MHUOKapJia 1 OCTAHOBKaA CEepAla;

- y TNalMEeHTOB C LUPPO30OM IEYEeHU (TaK KaKk Yy JaHHOM KaTeropuu MAalMeHTOB HENb3s
UCKJIIOYUTh PUCK pa3BUTUs yJuinHeHus nntepsana QT).

Ecnu Bo BpeMs JiedeHHs MOKCH(DIOKCAlMHOM BO3HMKAIOT MPU3HAKM HApyLIEHUs pUTMa Cepjla,
JICYCHHUE CIIElyeT MPEKPATUTh U MPOBECTH eKTpokaparorpaduio (OKT).

AHEBpHU3MAa M pACCIOCHHUE a0PThI

[To maHHBIM AMUAEMUOJIOITMYECKUX HCCIEI0BaHUN COOOLIATIOCH O TMOBBIIIEHHOM PUCKE Pa3BUTHUS
aHEBPU3MBI AOPThl M PACCIOEHHUS AOPTHI IOCHE MPUMEHEHHs (TOPXUHOJIOHOB, OCOOEHHO Y
MAIMEHTOB MOXKUJIOro Bo3pacTta. B cBs3u ¢ 3TUM, GTOPXUHOIOHBI CIIEYET IPUMEHSThH TOJIBKO MOCIIe
TIIATEJIbHOW OLIEHKH COOTHOILIEHUS IO0Jb3a-PUCK U PACCMOTPEHMS JPYTMX BapUaHTOB TEPANHU Y
MAlMEHTOB C aHEBPU3MON aopThl B CEMEMHOM aHAaMHE3€, WIH y MallueHTOB C JUarHOCTUPOBAHHOMN
AHEBPU3MOM aOPThI W/WJIM PACCIIOEHHWEM aOpThl WIN NMPH HANWYUM APYrHX (PaKTOPOB PUCKA WIIH
COCTOSIHMH, MpeIpacroiiaraloliuX K pa3BUTUIO AHEBPU3MBI AOPThl MM PACCIOEHUS a0pPThI
(marmpumep, cunapoM Mapdana, cunapom Dnepca-Jlaniioca cocyaucToro tTuna, aprepuut Takascy,
TUTaHTOKJIETOUHBIN apTepuuT, Oosie3Hb bexuera, apTepuanbHas T'MIEPTEH3Us, aTepockiepos3). B
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Hapyienust co cTOpOHBI IEYECHU

[Tpu npueme MOKCU(IIOKCAIIHA COOOINATIOCH O CITy4asX (yIbMUHAHTHOTO T'eMaTHTa, TOTEHIIHAIBEHO
MPUBOJALIETO K PA3BUTHUIO TEUEHOUHOH HEIOCTATOYHOCTH (BKJIOYAs JIETalbHBbIE cliydau) (CM.
paznen 4.8). [TanmenTa ciieqyetr HHPOPMUPOBATH O TOM, YTO B CIy4ae BOSHHUKHOBECHHS U OBICTPOM
Pa3BUTHUHU PU3HAKOB U CUMOTOMOB (yTbMUHAHTHOIO TE€MIaTUTA, TAKUX KaK OBICTPO pa3BUBAIOIIASCS
aCTEHUSs, aCCOIMMPOBAHHAS C KENTYXOH, MOTEMHEHHE MOYHM, MOBBIIICHHAS KPOBOTOUYMBOCTH HIIU
Me4eHoYHas SHIedanonarus Heo6X0AMMO OOPATUTHCA K Bpauy, NMPexk/ie YeM MPOAOIKUTh JICUeHHE
npenapatom  MOKCU®DJIOKCALIMH BEJI®APM. B ciydyae BO3HUKHOBEHUS IIPU3HAKOB
HapylleHui (YHKIUU T[€YeHH CJelyeT NPOBECTH (PYHKIMOHAIbHBIE I€YEHOYHbIE MPOObI/
uccleToBaHusl (PYHKIMH MIEUYEHH.

Cynoporu

[IpumeHneHue mnpenaparoB XHHOJIOHOBOTO psJia CONPSKEHO C BO3MOXKHBIM PUCKOM pa3BUTHUS
cyaopor. MokcugiaokcaluH cie1yeT IpUMEHSITh ¢ OCTOPOKHOCTBIO y NAIIMEHTOB ¢ 3a00J1€BaHUAMUI
HHC u c¢ napymenusimu co croponsl I[[HC (Hampumep, MOHM)KEHHBIM HOpPOr CYyAOPOXKHOU
aKTUBHOCTH, CyJOpPOTM B aHaMHe3€, CHHXXEHHE MO3TrOBOIO KpPOBOOOpAIEHUS, MOBPEXKACHUE
TOJIOBHOI'O MO3ra WM MHCYNbBT), NPEIpacloyiaraloliMMM K BO3HUKHOBEHHIO CYIOpPOr WU
CHIJKAIOIIMMU IOPOT CYJOPOKHON aKTUBHOCTH.

B ciywyae pasBHTHS CyHOpOT CJIEIyeT MPEKPATHTh TEPAIHI0 MOKCHU(DIOKCAIIMHOM M TPUHSTH
COOTBETCTBYIOLIME MEPHI.

HaDVIHGHI/Iﬂ CO CTOPOHBI KEITYAOYHO-KHIICYHOT'O TPAKTAa

[Ipumenenne aHTUOAKTEpUANBbHBIX MPENapaToB MIMPOKOIO CHEKTpa JIEHCTBUS, BKIIOYAs
MOKCH(JIOKCAIIMH, COMPSKEHO C PUCKOM Pa3BUTHUS MCEBIOMEMOPAHO3HOTO KOJIUTA. DTOT JUATHO3
clielyeT UMETh B BUIY Y MAIIMEHTOB, Y KOTOPBIX Ha (DOHE JeueHus MOKCHU(DIOKCAIIMHOM pa3BUIIACh
TsKenas nuapes. B ciydae mogo3peHMsl WM MOATBEP)KIEHHUS ICEBAOMEMOPAHO3HOIO KOJMTA,
clieyeT  MPEeKpaTUTh  TEpamui0  MOKCHU(IOKCAIMHOM ¥  TPOBECTH  COOTBETCTBYIOIIUE
TepaneBTUUECKHEe Mepornpusatus. llpemapaTel, yrueTaromyde IEepUCTATBTUKY  KHUIICUHHKA,
MIPOTUBOMNOKA3aHbI MIPH Pa3BUTUH TSHKEION TUapeu.

Hapvuienne dVHKIIMY TTOYEK

[Toxxunple manueHThl ¢ 3a00JIeBaHUSAMHU TMOYEK JOJDKHBI COONIIOIaTh OCTOPOXKHOCTH TPH TpUeMe
MOKCH(JIOKCAIIUHA, €CJId OHU HE MMEIOT BO3MOXKHOCTH TOTPEOJSITh HEOOXOIUMOE KOJIUYECTBO
KHUJKOCTH, TIOCKOIBKY O0O0€3BOKMBAHHME MOXET TMOBBICHTh PHUCK Pa3BUTHS  MOYCYHOU
HEJIOCTATOYHOCTH.

Hapyiienue 3peHus

[Tpu cHW>XEHUM OCTPOTHI 3pEHUS MIIM BO3SHUKHOBEHUH JIPYTUX CHMIITOMOB, CBS3aHHBIX CO 3PEHHEM,
MaIMeHTaM ClIeyeT HEMEAJICHHO 00paTUThCS 3a KOHCYJIbTallel k odransmorory (cM. pasaen 4.8.).

MuacTtenus gravis

Mokcudaokcalut ciaeayeT UCIoIb30BaTh ¢ OCTOPOKHOCTHIO y MAIIMEHTOB ¢ MUACTEHUEH (ravis B
CBSI3U C BO3MOXHBIM 000CTpEeHHEM 3a00JIeBaHNUS.

TeHaIUHUT U Pa3pPbIB CYXOKUIUSI

Ha ¢one tepanum ¢TopxmHOIOHAMH, B TOM YHUCJIE MOKCHU(IOKCAIIMHOM, BO3MOXKHO Pa3BUTHE
TEHJMHUTA U Pa3pbiBa CYXOKUIUs (IPEUMYILIECTBEHHO AXWILJIOBOT0), MHOTJA ABYCTOPOHHETO, YKE
B niepBbIe 48 "acoB jedeHus. OnucaHbl ciydan, KOTOPhIE BO3HUKIIA B T€YEHNE HECKOJIBKUX MECSIICB
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(MOCNE
MoCJe 3aBepIIeHUs JeueHusl. PUCK pa3BUTHS TEHIWHONATUU DIO)Kejll

MAIMEHTOB, BO BpeMsS CUJIbHOW (U3WYECKOW HATPy3KH, Yy MAIMEHTOB, MOJIYYAIOIIUX JICUCHUE
KOPTHKOCTEPOUaMH, y TMAllMEHTOB C MOYEYHON HEJOCTATOYHOCTBIO MJIM IOCIIEC TPAHCILIAHTALUN
COMUAHBIX oOpraHoB. [Ipw mepBBIX CUMOTOMAax TEHAWHUTA (Hampumep, OOJE3HEHHBIA OTEK,
BOCHAJICHWE) HEOOXOAMMO PpAa3rPy3UTh IMOPAKEHHYID KOHEYHOCTh, H30eratb JH000W JIUIIHEH
(U3MUECKO aKTUBHOCTU U OOPATHTHCS K Bpauyy 3a KOHCYJIbTAIMEH W PEIICHUEM O MPEKpaICHUN
AHTHOMOTHKA.

PeaKL[I/IH d)OTO‘-IVBCTBI/ITeJIBHOCTI/I

[Ipn npumeHneHuu (TOPXUHOJIOHOB OTMEUAIOTCA peakuuu (PoTouyBCTBUTENbHOCTH. OHAKO HpH
MPOBEACHUU JIOKJIMHUYECKUX M KIMHUYECKUX HCCIEOBAaHUNA, a TakkKe NpU MPUMEHEHUU
MOKcHU((pJIOKCallMHA B MPAKTHUKE HE OTMEYajoch peakuuil (OTOUyBCTBUTEILHOCTH. TeM HEe MeHee,
MAIUEHTHI, MOJIyJaoNue MOKCU(IOKCAIIMH, TOJKHBI H30eraTh BO3JCHCTBHUS MPSIMBIX CONHEYHBIX
my4elt ¥ ynbTpaduoeToOBOro CBETa.

OCII0)XKHEHHBIE BOCIIAIMTEIBHEIC 3a00JICBAHUS OpraHoB MaJIOro Ta3a

[Tpumenenue npemnapara B popme TabIETOK IS IPHEMa BHYTPh HE PEKOMEHIIyeTCs y MalUEHTOK C
OCJIO’)KHEHHBIMH BOCTIAJIUTEIBHBIMU 3200JICBAaHUSMH OPTraHOB MaJIoro Tasa (HarmpuMep, CBI3aHHBIMU
¢ Ty0OOBapHUaIbHBIMU UJIH Ta30BBIMU a0CIIECCaMM ).

Jleuenne wHObEKIMNA, BBI3BAHHBIX ImTamMaMu  Staphylococcus aureus, pe3ucTEeHTHBIMH K
meruuinay (MRSA)

He pexomenayercst HCIIONB30BaTh MOKCU(DIOKCAIIMH /IS JIedeHust MH(eKuid, Bhi3BaHHBEIX MRSA. B
cllyyae IpeAroiaraéMblX WK OATBEPKACHHBIX HH(EKIMA, BbI3BaHHBIX MRSA, cnenyer Ha3HAuUUTb
JICYCHUE COOTBETCTBYIOIIMMH aHTHOAKTEpUAILHBIME TIpernapatamu (cM. pa3zaen 5.1).

Ha6ODaTODHBIe TCCThI

CriocoOHOCTh MOKCH(IIOKCAallMHA TOAABIATH POCT MHUKOOAKTEPHH MOMKET CTaTh NPHUYUHOU
B3aUMOJIEHCTBHs IN Vitro mMokcudiokcaaa ¢ TectoM Ha Mycobacterium spp., npuBojsiero K
JIO)KHOOTPHIIATEIBHBIM PE3yJIbTATaM MPH aHAIN3¢ 00Pa3IOB MAIMEHTOB, KOTOPHIM B 3TOT TEPHOT
MPOBOIUTCS JICUCHHE MOKCU(DIIOKCAIIMHOM.

Ilepudeprueckas HeliponaTus

VY manueHToB, KOTOPHIM IMPOBOAMIOCH JieueHHe (TOPXHUHOJIOHAMH, BKIHOYas MOKCH(DIOKCAIUH,
ONMCaHBbI CIy4au CEHCOPHOM MM CEHCOMOTOPHOM MOJUHEHPOIIATHH, IPUBOIAIIEH K APECTE3USAM,
TUIECTEe3UsIM, JAMu3ecTe3usM wiu  cinaboctu. [lanmeHTOB, KOTOPBIM TMPOBOJIUTCS JIEUCHHE
MOKCHU(IIOKCAIIMHOM, CIIEIyeT NPeayNpeauTh O HEOOXOAUMOCTH HEMEAJIEHHOT0 00pallieHus K Bpauy
nepel NpOoAOKEHNEM JICUEHHSI B CIIydae BOBHHUKHOBEHHS CUMITOMOB HEMPONATHH, BKIIOYAOIINX
0071b, MOKEHHE, OKAJIBIBAHNE, OHEMEHHUE WK clTa00CTh (CM. paszen 4.8).

IIcnxuueckne paccTpoyicTBa

Peaknmym co CTOPOHBI TICHXMKM MOTYT BO3HMKHYTh JaXe IIOCJII€ TIEPBOrO IMPUMEHEHUs
(TOPXUHOJOHOB, BKJIIOYas MOKCH(IIOKCAlMH. B OYeHb peakux ciaydasx Jernpeccus HIu
IICUXOTUYECKUE PEAKLINN TPOTPECCUPYIOT 10 BOZHUKHOBEHUS CYMIUIAIBHBIX MBICIIEH U ITOBEJICHUS
C TeHJCHILMEHN K CAMOIOBPEXKACHUIO, BKIIIOYasi CyUIIUAAIbHbBIE MTONBITKU (cM. pasaen 4.8). B ciyuae
pa3BuTHA JIIOOBIX HEXKenaTeabHBIX peakuuil co ctopoHsl HHC, Bkitouas HapylleHHs] NMCUXHKH,
HeoOxoauMo HememneHHo oTMeHuTh npenapaT MOKCU®DIIOKCALIMH BEJI®APM u nHavath
COOTBETCTBYIOIIYIO Tepamuioo. B 3THX ciaydasx pPEKOMEHIyeTCsl IMEepEeHTH Ha TEPANUI0 JPYyruM
AHTUOMOTHKOM, OTJIIMYHBIM OT (PTOPXMHOJIOHOB, €CIM 3TO BO3MOXKHO. HeobOxoaumo coOmonaTh
octopoxHocTh nipu npuMmeHennn npenapata MOKCHUDJIIOKCAIINH BEJI®APM nauuentamu ¢
MICUX03aMH W/WJIM TICUXUATPUUECKUMHU 3a00JI€BaHUSIMU B aHAMHE3E.
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(CMEPTHOMY OTUETY

M3-3a MIMPOKOrO pacmpOCTPaHCHUS W pacTyiield 3a0071eBacMOCTH HHQEKIMSIMH, BBI3BAHHBIMU
pesucrenTHO# K ropxunoaonam Neisseria gonorrhoeae (N. gonorrhoeae) npu ie4eHHH MaMEHTOB
C BOCIAIUTEIbHBIME 3a00JICBAHUSIMUA OPTAaHOB MAJIOr0 Ta3a, HE CJEAYeT MPOBOJUTH MOHOTEPAIHIO
MOKCH(IIOKCAIIMHOM, 3@ HCKJIIOYEHHEM CIy4aeB, KOTJa MPHCYTCTBHE PE3UCTEHTHOH K
dropxunononam N. gonorrhoeae uckimoueHo. Eciu HET BO3MOXKHOCTH HCKJIFOYHMTH MPHCYTCTBHE
pesucteHTHON K (propxuHononam N. gonorrhoeae, HEOOXOAMMO PEIINTH BOMPOC O JTOMOJHEHUH
SMITUPUIECKOM TEPATK MOKCH(DIIOKCAIIMHOM COOTBETCTBYIOIIMM AHTHOMOTHKOM, KOTOPBIN aKTHBEH
B otnomeHun N. gonorrhoeae (nHampumep, 1edanoCcmopuH).

IIpu OTCYTCTBUM yiIydllIEeHUS] KIMHUYECKUX CUMIITOMOB IOCJE 3 THEH JICUEHUs, TEPAIUIO CIEIyeT
IIEPECMOTPETb.

EI/ICFJ'H/IKCMI/ISI

Kak u B ciiyuae ¢ npyrumu (pTOpXHHOJIIOHAMH, TIPU MIPUMEHEHUH MOKCH(]IIOKCAIIMHA OTMEYaIOCh
HU3MCHCHUC KOHICHTPALUH I'NIFOKO3bI B KPOBU, BKJIKOYAas 'MITI0- U TUIICPIIIMKEMHUIO. Ha (1)0He TCpannun
MOKCH(IIOKCAIIMHOM JIMUCTIIUKEMHUS Yallle BOZHUKAIA y TAIIMEHTOB MOYKUIIOTO BO3pAcTa U MAlUEHTOB
C CaxapHbIM JHAa0CTOM, TMOJYYAOIIUX  COMYTCTBYIOIIYIO  TEpamuio  IepopaTbHBIMU
THITOTJIMKEMHYSCKUMH  TIperaparaMu  (HarpuMep, MpernaparaMud  Cylb(OHUIMOUEBUHBI) WU
HWHCYJIMHOM. HpI/I MPUMCHCHUHN MOKCI/I(i)JIOKcaIII/IHa Y TaKuX MAalUCHTOB BO3PACTACT PHUCK Pa3BUTHA
THITOTJIMKEMHH, BILUIOTh J0 TUIIOTNIMKEMUYeCKOi KoMbl. HeoO0Xx01umMo HHPOPMHUPOBATH MALIMEHTOB O
CUMIITOMAX THUIOTJINKEMHUU (CHYTaHHOCTI) CO3HAHUA, TOJIOBOKPYIKCHHUC, «BOJYUNY aIlTICTHUT,
rojioBHasi 00JIb, HEPBO3HOCTh, OINYIICHHE CEPAICOMEHHs] WM YYalleHUE IyJIbca, OJEeTHOCTh
KOYKHBIX TIOKPOBOB, HCIIApUHA, IPOKb, CIa00CTh (cM. pasien 4.8)).

Ecnu y maumeHTa pa3BHBaeTCsl THIIOINIMKEMHs, JedallleMy Bpady HEOO0XOAUMO CaMOCTOSITEIbHO
OPUHATH  pEHIeHHEe O  INpeKpalleHWH/3aMeHe  Tepanuu. [Ipu  TpoBeNeHUM  JICYCHUS
MOKCH(IIOKCALIMHOM y HMOKWJIBIX MAllUEHTOB C CaxapHbIM AMA0ETOM PEKOMEHAYETCs TINATEeNIbHBIN
MOHHUTOPHHI KOHLIEHTPALUHU TJIFOKO3bI B KPOBHU.

Jledunut raoko30-6-bocdharaernaporeHassl

[TarueHTHl ¢ JUArHOCTHPOBAHHBIM JCPUIIMTOM TIFOK030-6-PocharaernaporeHaspl WK HATUIHEM
€ro B CEMEMHOM aHaMHE3€ CKIIOHHBI K PAa3BUTHIO I'€MOJIUTHYECKUX PEaKLMil BO BpeMsl TEpanuu
XUHOJIOHAaMU. Takum oO0pa3oM, TakKUM TAIMEHTaM CJeAyeT MPUMEHSTh MOKCHU(]IIOKCAIMH C
OCTOPOKHOCTBIO.

CHGHI/Id)I/I‘IGCKI/IC OCJIOKHECHHBIC I/IH(beKHI/II/I KOXH U HOHKO)KHOﬁ KJICTYAaTKH

He nokaszana knuHHueckass 3(QPEKTUBHOCTb MOKCHU(DIOKCAIIMHA B JICYEHHUU TSKEIBIX OXKOTOBBIX
nH(peKuuii, pacuuuTa U CUHAPOMa TUA0ETUYECKON CTOMBI C OCTEOMUETUTOM.

JInTenbpHble, JIUIIAIOIINE TDVI[OCHOCO6HOCTI/I U TOTCHHOHAJIBHO HeO6DaTI/IMI>IC CCPBE3HBIC
HCXKCJIATCIbHBIC PCAKIINHU

CooOmmanoch 0 ciay4asX IUTEIbHBIX (MPOIOIKAIOMIMXCS MECSAIBI WU TOAbl), JHUIIAOIINX
TPYIOCTIOCOOHOCTH M TIOTCHIIMAIBHO HEOOPATUMBIX CEPHhE3HBIX HEXKENATeIbHBIX PEaKIIHIX,
3aTparuBalOIIUX Pa3IMYHBIC, WHOTJA U HECKOJBKO CHCTeM OpraHu3Ma (OMOpPHO-IBUTATENbHBIH
ammapar, HEPBHYI CHCTEMY, TICHXHMYECKOE COCTOSHME€ | OpraHbl YyBCTB), Y TAIMCHTOB,
MPUHUMAIOIIUX XHWHOJOHBI U (DTOPXWMHONIOHBI BHE 3aBHCHMOCTHM OT HX BO3pacta U Yyke
CyIIecTBYIOMHUX (HakTopoB pucka. [Ipy BOSHUKHOBEHHH MTEPBBIX MMPU3HAKOB UM CHMIITOMOB JIFOOBIX
CepbE3HBIX HEXKENATEeNbHBIX PEaKIuil MpreM MOKCH(IIOKCAIIMHA CIIeyeT HEMEUICHHO MTPEKPATUTh,
Y TIAIMEHT JOJDKEH 0OpaTUTHCS 3a KOHCYJIbTAIlMEH K JieyaleMy Bpavy.
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BcnoMorarenbpHEIC BEISCTBA

[Ipenapar MOKCUDJIOKCALIMH BEJI®APM conepXUT KpacuTelnb COJHEYHBIM 3aKaT >KEeNThbIN
(E110), xoTOpBIii MOXKET BBI3BIBATH AJJIEPTUUECKHUE PEAKIIHH.

CTHU

Tak Kak HeJIb3s MOJHOCTHIO UCKIIFOUUTH PUCK IMTOPAXKEHHS XPAIIEBBIX 30H POCTa KocTell y peOeHKa,
IpUMEHEHHE MOKCH(]IIOKCaluHa y JIeTe W MOJPOCTKOB Miaimie 18 JeT mpoTHBOIOKa3aHO (CM.
paznen 4.3).

4.5. B3aumojeiictBie ¢ JPyrUMH JIeKAPCTBEHHBIMH TMpenapaTaMd W Jpyrue BHAbI
B3aNMOJAEeHCTBUSA

[Ipu COBMECTHOM MPUMEHEHUH C aTCHOJIOIOM, PAaHUTHIUHOM, KAJBIIUHCOIEPKAIIMME JOOABKAMH,
TEOPHILTHHOM, LIHKJIOCIIOPHHOM, HEePOPABHBIMA  KOHTPALCNTHBHBIMH ~ CPEICTBaMH,
TIIMOCHKIIAMHJIOM, WTPAKOHA30JI0M, JUTOKCHHOM, MOP(QHUHOM, MpoOEHEUua0M (TIOATBEPKIACHO
OTCYTCTBHE KJIMHHYECKU 3HAUUMOTO B3aUMOJCHCTBHS ¢ MOKCH()IIOKCAIIMHOM) KOPPEKIUs 035l HEe
Tpebyercs.

MokcudaokcanuH cienyerT IpUHUMATh ¢ OCTOPOXKHOCTBIO MAIlMeHTaM, MOJyYaroluM Ipenaparsl,
KOTOPBIC CHIKAIOT KOHIICHTPAIIMIO KAJIUS B KPOBU (HAIIpUMeEp, TICTIEBbIC M THA3UIHbBIC TUYPETHUKH,
cllabUTeNbHBIC, KOPTHKOCTEpOU I, ampoTepunind B), uiau npenapaThl, MPHEM KOTOPBIX MOXKET
BBI3BIBATh KIMHUYECKH 3HAYUMYIO Opaaukapauio (cMm. pasuen 4.4).

IIpenapatsl, YJIMHSIONIME HHTEPBAI OT

Crneayer y4WuThIBaTH BO3MOXKHBIA  aUIMTUBHBIA  dQdeKkr ymiuHenus uHTepBanma QT
MOKCH(JIOKCAIMHA M APYTMX IpErnaparoB, KOTOPbIE BIMAIOT Ha yiuHeHwe wuHTepBata QT.
BcenesctBie  COBMECTHOrO NPUMEHEHHMsS MOKCH(JIOKCAIlMHA M IIPENapaToB, BIMSAIONIMX Ha
yanuHenre uHTepBana QT, yBelIWYMBAeTCS PUCK Pa3sBUTHS JKEIYIOYKOBOW apUTMHUH, BKIHOYAs
oJUMOPQHYIO JKeTyI04KOBYI0 Taxukapauio (Torsade de pointes).

HpOTI/IBOHOKa3aHO COBMCCTHOC IIPUMCHCHUC MOKCI/I(I)J'IOKCB.LII/IHa CO ciIcAyromuMi Mperaparamu,
BJIMAIOINMMU Ha YAJTITMHCHUE MHTCPBAJla QT

- AHTHUApUTMHUYCCKUC TIpCIIapaThl Kjiacca 1A (XI/IHI/II[I/IH, TUAPOXUHUJAWH, AU30ITNUPpaAMUI U ,Z[p.);

- aHTHapuTMudeckue npenapatsl kiacca Il (amuomapon, cotanosn, godernnua, nOyTUIuI u

- HeﬁpOHeHTHKH ((1)CHOTI/I33I/IH, MMUMO3U I, CCPTUHOOJI, TAJIONICPUIO0JI, CYJIBTOIIPUI U ,Z[p.);
- TPUHHUKIIMICCKHUEC aHTUACTIPECCAHTHI,

- AHTUMHUKPOOHBIE MpenapaTsl (crnapdaoKcalt, SpUTPOMULIMH (BHYTPUBEHHO), IEHTAMUINH,
NPOTHBOMAIISIPUIHBIE TIpenapartsl, 0COOCHHO ranohaHTpUH, CAKBUHABUD);

- aHTUTHCTaMUHHBIE IIpenaparsl (TepdeHaanH, acCTeMHU30J1, MU30JIaCTHH);
- npyrue (1u3anpu, BUHKaMuH (BHYTPUBEHHO), Oenpuani, TudeMaHuI).

AHTaI_[I/IJIHI)Ie CpEACTBA, INIOJUBUTAMWHEI U MUHCEPAJIbL

[Ipuem MokcudIoKcaniHa OJHOBPEMEHHO C AHTAIUAHBIMU CpPEJCTBAMH, IMOJIMBUTAMHUHAMU W
MHUHEpAJIaMU MOXKET HIPHUBOIHUTbL K HAPYHMICHUIO BCAaChbIBAHUA MOKCI/I(i)J'IOKcaHI/IHa, BCJIEACTBUEC
o0pa3oBaHMs XEJaTHBIX KOMILJIEKCOB C MHOTOBAJCHTHBIMU KaTHOHAMHU, COJEPKAIIMMHUCS B ITUX
npenaparax. B pesynbrare KOHIIEHTpanus MOKCH(IOKCAIlMHA B TUIa3Me€ KPOBU MOXKET OBITh
3HAQUUTENIbHO HIKE jKellaeMol. B CBsI3W ¢ 3TUM, aHTalMIHBIE Mpenaparbl, aHTUPETPOBUPYCHBIE
npenapaTsl (Halpumep, IUJaHCO3MH) U Apyrue npenaparhl, CoaepsKaliie MarHiii Wil alTfOMUHHMN,
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CTIEPTHOMY OTUETY

4yeMm 3a 4 Jaca 70 Win yepe3 4 yaca mocie nprueMa BHyTph MOKCH(IIOKCAIIMHA.
Bapdapuu

[Ipu coueraHHOM NpHMEHEHHH C Bap(apHHOM NPOTPOMOMHOBOE BpeMs U ApPYrHe IMapaMmeTpbl
CBEPTBIBAHUSA KPOBU HE U3MEHSIOTCS.

Hsmenenue 3nauenuss MescoyHapoOH020 HOpManuzoeanno2o omuowenus (MHO)

VY nanueHToB, MONYYaBIIUX AHTHKOATYISIHTHI B COYETAaHMM C aHTUOMOTHKAMH, B TOM YHCIE C
MOKCI/I(bHOKCEH_[I/IHOM, OTMCYAIKOTCA  CJIydanl TOBBIIICHUSA aHTHKanYJISIL[HOHHOﬁ AKTUBHOCTH
IPOTHBOCBEPTHIBAIOIINX MpenaparoB. DakropaMu pHCKa SBISIOTCS HAIUYUME HHQEKIIMOHHOTO
3a0osneBaHusl (M COMYTCTBYIOUIMHM BOCHAJIMTENBbHBIN MpoOIecc), BO3PACT U OOIEe COCTOSIHHUE
nanyeHTa. HecMoTps Ha TO, 94TO B3aMMOJCHCTBUS MEXIYy MOKCH(IIOKCAIMHOM M Bap(hapuHOM HE
BBISBJICHO, Yy MAIIMCHTOB, IOJYYAaOIIUX COUYCTAHHOC JICHCHHUC OTUMH IIpCliapaTaMu, HGOGXOZ[I/IMO
npoBoauTh MoHHTOpHHT MHO u, npu HEoOXOOUMOCTH, KOPPEKTHPOBATh 103y HEMPSIMBIX
AHTHUKOAr'yJIAHTOB.

2 !I/IFOKCI/IH

MOKCI/I(l)JIOKC&HI/IH N JUT'OKCHUH HE OKa3bIBAIOT CYHICCTBCHHOT'O BJIMAHHA HA q)apMaKOKI/IHeTI/I‘IeCKI/IC
napameTpsl Apyr apyra. [Ipu mpuMeHeHHH MOBTOPHBIX 103 MOKCHU(IIOKCAI[MHA MaKCHMalbHas
KOHLEHTpaLUs AUTOKCUHA YBEIMUMBajIach Npuoan3uTeabHo Ha 30 %, npu 3TOM 3HaUYEHUE IIOMAAH
noJl  (apMakOKMHETHYeCKOW KpuUBOM  «koHUeHTpauus-spems» (AUC) u  MUHMMAanbHas
KOHIOCHTpalud JUT'OKCHMHA HEC U3MCHAIUCDH.

AKTHUBUPOBAHHBIA VTOJIb

[Ipy ogHOBpEMEHHOM NMPUMEHEHUW aKTUBHPOBAHHOTO YIJII U MOKCH(DIOKCAIIMHA BHYTPh B J03€
400 Mmr cuctemHasi OMOAOCTYNHOCTh Mpernapara cHuxkaercs Oonee yem Ha 80 % B pe3ynbTare
TOpPMOKECHHSI ero abcopOiuu. B cirydae mepeno3upoBKH MPUMEHEHHWE aKTHBUPOBAHHOTO YISl Ha
paHHe# CTaJuu BcachbIBaHUS MPEMSTCTBYET JajdbHEHIIeMy MOBBIIICHHIO CUCTEMHOTO BO3ACHCTBUS
(cm. paznen 4.9).

4.6. ®epTUIBLHOCTDb, 0€PeMEHHOCTD M JIAKTALMSA

bepemeHHOCTH

bezonacHocTh mpuMeHeHus: MOKcH(IIOKcaIiHa BO BpeMsi OepeMeHHOCTH He ycTaHoBeHa. [Ipenapar
MOKCHU®JIOKCAIIMH BEJI®APM mnpoTrBoOIOKa3aH B epuo1 OepeMeHHoCTH (cM. pa3zaen 4.3).

B nccnegoBaHusax Ha AKUBOTHBIX 06Hapy>KeHa PEeIIPOAYKTHUBHAA TOKCUIHOCTD. IloTenuManbHEIN pHUCK
JJIs1 YEJIOBEKA HEN3BCCTCH.

JlakTanus

Kak wu npyrue GTOpXMHOIOHBI, MOKCU(DIOKCAIIMH BBI3BIBACT TMOBPEKACHUS XPSAIIEH KPYITHBIX
CyCTaBOB y HEJIOHOUIEHHBIX JKUBOTHBIX. B JOKIMHUYECKUX HCCIECIOBAHUAX YCTAHOBIIEHO, YTO
HeOOJbIIOe KOJIMYECTBO MOKCH(IIOKCAIIMHA BBbIIENSETCS B TpynHOe Mojoko. [laHHBIe O ero
MPUMEHEHUH Y JKEHIIMH BO BpPEMs JIAKTaMM OTCYTCTBYIOT. [l03TOMYy Ha3zHaueHue mpernapara
MOKCUDJIOKCAIIMH BEJI®APM B nepuosa rpyTHOrO BCKapMIIMBaHUSI TPOTUBOIIOKA3aHO (CM.
paznen 4.3).
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4.7. BiusiHMe Ha CHOCOOHOCTH YNPABJSTH Tpa CHODTHIIIQII\;II/:I:'WE%J@I:Ptll::[:)l:;ig&l“gl%gq']c

MEXaHU3MaMHU

WccnenoBanus BIUsHUS MOKCH(IIOKCAIIMHA HA CIIOCOOHOCTh K BOXKJIEHUIO TPAHCIIOPTHBIX CPEACTB
Y YIPaBICHUIO MEXaHU3MaMH HE MPOBOIIIINCE. TeM He MeHee, TPUEeM MAllMeHTaMHd aHTUOHMOTUKOB
(TOPXMHOJIOHOBOTO psifa, BKIIOYas MOKCH(IIOKCAIIMH, MOXET MPUBOJUTh K CHUKEHUIO
CIIOCOOHOCTH K YIIPABIICHUIO TPAHCIIOPTHBIMY CPEICTBAMH MIJIM MEXAaHU3MAaMH B CBSI3U C PEaKIUIMU
HHC (x mpumepy, TOJOBOKPYKEHHE), OCTPOH NPEXOAAIICH CIENOTOW WM KPaTKOBPEMEHHOM
norepeit co3HaHus (0OMOpOK, cM. pazaen 4.8). IlamueHTHl JOMKHBI OBITH MPEAYIPEKICHBI O
BO3MOXXHOCTH DPa3BUTHS MOJOOHBIX PEaKIMi MpU NPUMEHEHUH MOKCHQIIOKCAllMHA J0 TOro, Kak
MPUCTYIATh K YIPABJICHUIO TPAHCTIOPTHBIMU CPEACTBAMH WU PadOTE C MEXaHU3MAMH.

4.8. HexenaTelbHbIE peaKkMU

TabnuaHoe pE3rOMe HEXKeNIaTeIbHBIX peaKIINi

JlaHHbIE 0 HEOMATOMPUSITHBIX PEAKIIUSX, 3aPETUCTPUPOBAHHBIX TPU MPUMEHEHUH MOKCU(IOKCallMHA
400 mr (BHYTpb, IpU CTYIEHYATON TE€palM [BHYTPUBEHHOE BBEJICHUE IIpenapaTa ¢ MOCIeAYOIUM
€ro MpHUEeMOM BHYTPb| U TOJILKO BHYTPHUBEHHO), TMOJIyUY€HBl M3 KIMHHUYECKUX HCCIEAOBAHUU U
MOCTPETUCTPAIIMOHHBIX COOOIICHUH (8b10€1eHbl KYPCUBOM).

HC6J’IaFOHpI/IHTHHe peaKkuuu, NCPECUYNCICHHBIC B I'PYIIIC «4aCTO» BCTPCHUAINCH C YacTOTOM HUKE 3 %,
3a UCKJIFOYCHUCM TOLIHOTBI U AUAPCU.

HexxenarenbHble peakluu, 3aperUCTPUPOBAHHBIE B XOJ€ KIMHUYECKMX HCCIIEOBAaHUM U B
[IOCTPErUCTPALIMIOHHOM OIBITE IPUMEHEHUS], IPEICTABICHBI B COOTBETCTBUU C IIEPEUYHEM CUCTEMHO-
OpPraHHBIX KJIACCOB B IOCJIEA0BATEIbHOCTH MEIUIIMHCKOIO CIIOBApsi TEPMUHOB Ul PETyJISATOPHOM
nesrenpHocT  (MedDRA). UYactota BO3HMKHOBCHHS ONpEACIsiIach B COOTBETCTBHH  CO
CIIEAYIOIIMMU KaTeTOPUSIMMU:

oueHsb vacto (>1/10);

gacto (>1/100, o <1/10);
Hedacto (>1/1 000, no <1/100);
pexko (>1/10 000, o <1/1 000);

oueHb penako (<1/10 000);
4acTOTa HEU3BECTHA (HA OCHOBAHUHU MMEIOLIUXCS IaHHBIX OLIEHUTh HEBO3MOXKHO).
CucremHo- He:kesaTebHble peakiuM M YACTOTA MX BO3HHKHOBEHHUS
OpraHubin Yacro Heuacro Peaxo Ouenb peako Hacrora
KJ1ace HEU3BEeCTHA
WNudexunu u | Cynepungpex
WHBa3UU UM,
BBI3BaHHBIC
PE3UCTEHTH
BIMHU
OGaKkTepusIMH
17001
rpubamu, K
IIpUMEDY,
KaH1103
MOJIOCTH pTa
WIH
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_HEOOBATEMH!

BarMHaJIbHbI
U KaHIUI03
Hapymenus Anemus, N3menenue [ToBbiIeHHE
CO CTOPOHBI JeiiKoneHus, KOHIIEHTPAllUU | KOHILIEHTpAlLH
KpOBHU u HEUTpOIeHus!, | TPOMOOIUIACTH | U
nuMdaTraec TPOMOOIIUTONIE | HA npoTpomMOuHa/
KOU HUS, YMEHBIIICHUE
CUCTEMBI TpOMOOLIUTEM MHO
us, yIJIMHEHUE apraHyJoLHUTO
MIPOTPOMOHMHO 3,
BOTO BpeMEHH/ MaHIUTONECHU
yBEJIMYEHUE s
MHO
Hapymenus Annepruyecku | AHadunaktuue | AHadUIAKTHY
CO CTOPOHBI e peaknuy, | ckue/anaduiaak | eckuit/anapun
UMMYHHOH 3ya, CBIIlb, | TOUJIHBIE AKTOMIHBII
CUCTEMBI KpaluBHUIA, | PEaKIIHH, mok (B TOM
H03MHO(DUIUS | aHTUOHEBPOTHUY | YHUCIIE
eCKHit OTEK, | IOTCHUHMAJIbH
BKJIIOYasi OTEK | O
ropTaHu YIpOKarOIUn
(MOTEHIMAIIBHO | YKU3HH)
YIPOKAOUIUH
JKH3HH)
OHJIOKPUHH Cunapom
ble HapyIICHUS
HapyIIeHUs CEKpeLHH
AHTUANYPETUY
€CKOTo
TOpMOHA
Hapymenns I'unepnunuae | runepriaukemus | ['unormukemu
MeTabonu3m MU , o,
a ¥ TUTaHus TUNIEPYPUKEMH | TUTIOTIIUKEMH
s Yyeckass Koma.
Tsxenas
TUIIOTJIMKEMU
g, BIUIOTH J0
pa3BUTHS
TUTIOTJINKEMHU

YeCKON KOMBI,
0COOEHHO Yy
MTOKUJIBIX
MaIieHTOB,
MalMEHTOB ¢
CaxapHBIM
IabeToM,
TIPUHUMAFOTIIH
X
TepopaibHbIC
TUIIOTIMKEMH
yecKue
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WM UHCYJIUH
[Tcuxnuecku TpeBoxxkHOCTh, | DMonMoHanbHa | [Jenepconanu | HepBo3HocTh
e MICUXOMOTOpPHA | 51 TaOWJIBHOCTD, | 3allus,
HapymeHus s nenpeccuss (B | ICUXOTHYECKH
TUIIEPAKTUBHO | OYEHb PEAKHUX | € peakuuu
CTH/@KUTALUS | CIydasx (nomenyuanvn
BO3MOXKHO 0
IIOBEJICHUE  C | nposasasaouue
TEHIEHIIMEH K | ¢ca 8
CaMONOBPEXIE | noBedeHuu ¢
HUIO, TAKOE KaK | meHoeHyuell K
CYULIUJANIBHBIE | CaMONO08pPeNCcO
MBICITU WIH | eHuto, maxkom
CYyWIIUIATbHBIE | KAK
MOTIBITKH), CyuyuUoanvbHovle
TAUTIOUUHALIMM | MbICAU — UdU
,  HapyleHHUEe | cyuyudaivHsie
aMSITH, NONbIMKUL)
JIeTIMpui
Hapymwenns | ['omoBHas [Tapecte3un/ ['unecresns, I'nnepecres3ns
CO CTOPOHHI | 60D, JTU3ECTE3UH, HapYIICHUS
HEPBHOM TOJIOBOKPYXX | HapyLICHHUS 00OHSHUS
CUCTEeMBbI™* eHue BKYCOBOU (BKITIOUAS
YYBCTBUTEJIbH | aHOCMHUIO),
ocTd (BKJIIOYAsl | aTUIIMYHBIC
B OYCHb | CHOBHJICHHUSI,
penKux HapylIeHHe
CIIydasx KOOPAWHAIAA
areB3uIo), (BKITFOUAS
CIYTaHHOCTh | HapyIICHUS
CO3HAHUS M | MOXOJKH
JI€30pUEHTAIU | BCIE/ICTBUE
s, HapylIEHUs | TOJIOBOKPYXKEH
CHa, Tpemop, | Ui WA
BEPTUTO, BEPTUTO, B
COHJIUBOCTD OUYeHb PEIKUX
ciyyasix
BeAyIINe K
TpaBMam B
pe3ynbTaTe
najieHus,
0COOEHHO y
MOKHITBIX
MAIMEHTOB),
cynoporu c
Pa3ITIHBIMU
KIIMHUYECKUMHU
MIPOSIBIICHUSIMU

(B TOM umcne
«grand  maly»
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HapyIICHUS
BHUMaHUSI,
HapYIICHUS
peuu, amHe3us,
nepudeprudeck
as He’upoIaTus
u

MOJIMHEUpOIIaT
ust
Hapymenns Hapymenne CBeT000s13Hb [Ipexonsmas
CO CTOPOHBI 3peHus, HOTeps 3pEHUs
oprana BKJTIOYAs (ocobenno Ha
3peHUs JUIUIONHI0 U (doHe peakuui
HEYETKOCTh CO  CTOPOHBI
3PUTEIIBHOTO OHC), yseur
BOCTIPUSITHS U ocTpas
(ocobeHHoO mpu JIBYCTOPOHHSIS
peakmmsx  co TPaHCUILTIOMH
CTOPOHBI HalMs
LIHC) pamyxKHOit
000JI04KH1
Hapymenns [llym B ymax,
CO CTOPOHBI yXyJIIeHue
oprana ciryxa, BKITFoJast
ciyxa U TIIyXOTY
nabupuHTa (06B19HO
o0Oparumoe)
Hapywennss | Yanunenue | YinuHeHue Kenynoukossie | Hecneunduue
CO CTOpOHBI | MHTEpBaJa untepBasa QT, | TaxuapuTMum, | cKue
cepama QT y | OIIyIICHUE 00MOpOKH, apUTMUH,
NAlMEeHTOB C | cepAleOUeHus | MOBbIILICHUE noauMopdHas
COITYTCTBYIO |, TaxXWKapAWs, | apTEPUATBHOTO | )KETyIJOYKOBa
e Ba30/MJIaTally | JIaBJICHUS, s TaXUKapAus
THITOKAIUEM | S, CHIDKEHHE (Torsade de
uei GuOpHLIALMS | apTepHaibHOrO | POINtes),
npefcepaAnid, | IaBJICHUS OCTaHOBKa
CTEHOKapIus cepaua,
(mpeumyiect
BEHHO Y JIMII C
npeapacnosar
aloIUMH K
APUTMHUSIM
COCTOSIHUSIMH,
TaKUMH  Kak
KJIMHUYECKH
3HaYNMas
Opaaukapaus,
ocTpas
UIIEMUS
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BaCKYJIUT
Hapymenuns Oppliika
CO CTOPOHBI (BKIIOUAs
JbIXaTEJIbHO aCTMaTHYECKU
H CHUCTEMBI, € COCTOSIHUSA)
OpraHoB
rpyJIHOU
KJIETKU U
CpENOCTEHUs
Hapymenus | TowmmHora, CHMKEHHBIH HMucharus,
CO CTOpOHBI | pBOTa, OOJIM | ANNETUT U | CTOMATHUT,
KEIMyJOYHO- | B  OOJIACTH | CHM)KEHHOE nceBIoMeMOpa
KHUIIEYHOIO | 3MUracTpus | NoTpeOleHue | HO3HBIH KOJIUT
TpakTa u Oonu B | OuIIM, 3amnop, | (B OYECHb
JKUBOTE, JUCIIETICHS, penKux
auapest METEOPU3M, CIIydasix
racTPOIHTEPUT | ACCOLMUPOBAHH
(xpome BII c
3PO3UBHOIO YTPOXKAIOLUMHU
racTPOIHTEPUT | KU3HU
a), OCJIO’KHEHUSIMU
ITOBBIIIICHHE )
AKTUBHOCTH
aMuJIa3bl
Hapymenuns | IloBenuenue | Hapymenwus Kenryxa, QDynbMUHAHTH
CO CTOPOHBI | aKTUBHOCTH | (PYHKLIMH rernaTut Bl  remarwur,
NIEYEHH U | «II€YCHOYHBI | MIEUYEHU (MpeuMyILecTB | NOTEHIHAIbH
KEITYEBBIBOJ | X» (BKITIOYAS €HHO 0
AIUX TyTeH | TPaHCaMHHA3 | OBBILICHHE XOJIECTATUYECK | MPUBOASILNAN
AKTUBHOCTH ui) K
JaKTaTAECTUAP KU3HEYTpOXKa
OT€HA3BI), o1en
MOBBILICHHE NIEYEHOYHOMN
KOHIEHTpaluu HEJ0CTaTOYHO
OounupyOuHa, CTH (BKJIIOYAs
MOBBILICHHE JeTalbHbIE
AKTUBHOCTH UCXO/IbI)
ramma-
TIIyTaMHuJI-
Tpancdepassl,
MOBBILLIEHUE B
KpOBU
AKTUBHOCTH
HIEJIOYHON
docdarassl
Hapymenns CyXO0CTbh KOXH bynnesnsie Octpsrit
CO CTOPOHBI KOXHBIE TEHEPAIN30B
KOXKH u peaxkuuy, AHHBIN
ITOJIKOKHBIX HanpuMep, 9K3aHTEMATO
TKaHe!u CHHIPOM
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J>xoHCOHA
Wi
TOKCUYHBII
AMUJAEPMAIIbH
BIll  HEKPOJIU3
(moTreHIMaNIbH
0 OIaCHbIN
JUTSI 5KM3HU)

nycryJies

Hapymenus Aptnaprus, Tenaunwur, Pa3priBbl Pabaomuonu
CO CTOpPOHBI MUAITHS MOBBIIICHHE CYXOXKHIIHH, 3
MBIIIEYHOH, MBIIIEYHOTO apTpurT,
KOCTHOM U TOHYyCa U | HApYIICHUS
COEJIMHUTEI CyZ10pory, MOXOJKH
BHOU TKaHU* MBIIIICYHAS BCJICZICTBUE
cnabocTh MOBPEXKICHUS
OIIOPHO-
IBUTaTEIbHON
CHUCTEMBI,
YCUJICHHE
CHUMIITOMOB
MHUACTEHUH
gravis,
PUTHIHOCTh
MBIIIII]
Hapymenns Herunparauus | Hapymenue
CO CTOPOHBI (BpI3BaHHAS (GYHKITH TTOYEK
LS u nuapeei Wi | (BKItOYas
MOYEBBIBOIS YMEHBIIIEHUEM | TIOBBIIIEHUE
X myTen npuema co/iepKaHus
JKUJIKOCTH) azora
MOYEBUHBI B
KpOBU "
KpeaTHHUHA),
rmoveyHas
HEZ0CTaTOYHOC
Th (B
pe3ynbTaTe
JIeTUApaTalnH,
4TO MOXKET
MIPUBECTU K
MOBPEXICHUIO
TTOYEK,
0COOEHHO y
TTOYKHITBIX
MalKUeHTOB  C
panee
CYILIECTBOBABIII
UMH
HapyLIECHUSIMHU
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. (AOCREOQCEA
TTOYEK)
OO0mrue Peaknuu B | OG1iee
HapylLICHUS | MECTe HEJIOMOraHue,
U peaklud B | UHBCKIUH/ Hecnernuduiec
MecTe uHpy3un Kast 00JIb,
BBEJICHHS MOTJIUBOCTb,
baedut/
TpoMOodIIeOn
T B  MECTe
uHy3Un

* Od4eHb pPEOKO COOOIATOCh O CyYasx JJIMTEIbHBIX (MECSAIbl WJIA TOMBI), JIMIIAFOIIUX
TPYAOCIIOCOOHOCTH W TOTEHIHUATHHO HEOOpPAaTHMBIX CEpPhE3HBIX HEXKEIATeIbHBIX PEaKIi,
3aTparuBarOIIUX pa3jIMYHbIC, HHOTJAa ¥ HECKOJIBKO, CHCTEM OPTaHOB M OPraHOB YYBCTB (BKJIFOYAs
TaKWe peaKIy, KaKk TeHIUHHUT, Pa3pbIB CYXOKUJIHS, apTpajrus, 00Jb B KOHEUHOCTSX, HApyIICHHE
MOXOJIKM, HEHUpONaTus, CBS3aHHAs C IMapecTe3UeH, JCNpeccusi, yCTajloCTh, HAPYIICHUE IMaMSTH,
HapyLIEHUs CHA U HapyLIEHUS ClIyXa, 3peHUs, BKyca U OOOHSHUS), B CBSA3H C IPUEMOM XHUHOJIOHOB U
(TOPXWHOJIOHOB, B HEKOTOPBIX CIIyYasx HE3aBHCHUMO OT YK€ CYIIECTBYIONIHMX (AaKTOPOB PHCKa (CM.
paznen 4.4). YUactora pa3BuTHs CICAYIOMIUX HEXKEIATENbHBIX pEaKIMil Obljla BHIINIE B TPYIIE,
MOJTyYaBIIEH CTYIEHYATYIO TEPAITUIO:

Yacro: [ToBbIIeHNE AKTUBHOCTH TaMMa-TIIyTaMIJITpaHC(epasbl.

Heuacro: XKenynoukoBele TaxMapUTMHUU, CHW)KCHUE apTEPUAIBHOTO JaBIICHHS, OTCKH,
IICEBAOMEMOPAHO3HBII KOIUT (B OYEHb PEIKUX CIydasX acCOLUUPOBAHHBIN C
YIPOKAIOIIUMHE JKU3HU OCIIOKHEHUSIMH ), CYIOPOTH C PA3JIMYHBIMU KIIMHUYECKUMHU
nposiBlicHUsIMH (B TOM uucine «grand maly Tnpumangku), TaUTFOIUHAIH,
HapylieHne QYHKIUH T[0YeK, MOuYedyHas HEeJOCTATOYHOCTh (B pe3ynbrare
Acryjparaiivid, 4YTO MOXET IHIPHUBECTU K IOBPCIKACHHUIO IIOYCK, 0COOEHHO y
MOXXUJIBIX TAIMEHTOB C paHee CYIIECTBOBABIIMMH HApYHICHUSIMHU (YHKIUU
MOYEK).

Onucanue OTACIbHBIX HSXKEIATSILHBIX PEAKIUI

[Tocne Tepanuu apyrumMu GTOPXUHOIOHAMHU OBUTH OTMEUEHBI CIIEAYIOIINE HeXKeaTeIbHbIC PeaKInH,
KOTOpblE MOTYT TakK€ BO3HHUKATh TMpPU JICUEHUH MOKCU(DIOKCAIIMHOM: TOBBIIIEHHOE
BHYTPHYEpEIIHOE JaBJieHUE (0OpOKaueCTBEHHAs BHyTpHUUEpEIHAas TUIIEPTEH3US, MCEBI0OMYXO0JIb
TOJIOBHOTO MO3ra), TUIEPHATPUEMUS, TUNEPKAIbLIUEMHUs, TEMOJUTHYECKAs AaHEMHs, pEeaKlHH
(hOTOUYBCTBUTEILHOCTH.

COO6H_ICHI/IG 0 MOA03PE€BACMBIX HEXKCIATCIIbHBIX PCAKIINAX

BaxHo coo0mars O NOJO3PEBAacMbIX HEKEJIATENIBHBIX PEAKIUAX IMOCIE€  PErucTpanuu
JIEKapCTBEHHOT'O Ipernapara ¢ Iebl0 00ecrneueHus] HEMpPepbIBHOIO MOHMTOPUHIA COOTHOIICHHUS
«II0JIb3a — PHUCK» JIEKAPCTBEHHOro Ipemnapara. MeannuHCKUM pabOTHHKaM pPEKOMEHIYeTCs
coo0mIaTh 0 JIOOBIX MM0I03PEBAEMBIX HEXKENATEIBHBIX PEaKIMAX JEKapCTBEHHOTO MpenapaTa yepes
HalTMOHAJIbHBIE CHUCTEMBI COO6HICHI/I$I 0 HCXKCIIATCIIBHBIX pPEeaKOUiAX TOCydapCTB — YJICHOB
EBpa3uiickoro 5KOHOMUYECKOT0O COI03a.

Poccniickas @enepanns
denepanbHas ciyx0a 1o Haa30py B cepe 3ApaBOOXpaHEHHUS

Anpec: 109012, r. MockBa, CnaBstHCKast 110116, 1. 4, cTp. 1
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Tenedon: +7 800 550 99 03 (MOCNEOOBATENBHOCTS 0004)

DnektponHas nmoura: pharm@roszdravnadzor.gov.ru
Caiit B HH(pOPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTepHeT:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

Nmerotcs orpaHnyeHHbIE JaHHBIE O Mepe1o3upoBKe MoKcudIokcaHa. He otMedeHo kakux-nubo
HEXKEJIATEIbHBIX PEAKIINH MTPU MPUMEHEHUH MOKCH(IIOKcaliuHa B 03¢ 10 1200 MT 0JTHOKPAaTHO U TIO
600 mr B Teuenue 10 mueii u Oolee.

Jleuenue

B ciydae mepeno3upoBKH CIEQyeT OPUEHTUPOBATHCS HA KIMHUYECKYIO KapTHHY M IIPOBOJUTH
CUMITOMAaTUYECKYIO MOJIepKUBaoIyt0 Tepanuto ¢ KT -MOHUTOpHUHTOM.

HpI/IMeHeHI/Ie AKTUBUPOBAHHOT'O YTJIA Cpa3y MOCIIC IEPOPAIIBHOT'O IIpUEMa MpeIriapaTta MOKET IIOMOYb
npeaoTBPATUTL YPE3MECPHOC CUCTEMHOC BO3JCHCTBHE MOKCI/I(l)JIOKCElIII/IHa B ClIy4dasaX MEepea0o3upPOBKH.

5. PAPMAKOJIOTHTYECKHWE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapMakoTepanieBTUYeCKass TpyIna: aHTUOAKTepuajbHble CPEACTBA CUCTEMHOTO JICHCTBUS,
MIPOU3BOIHBIC XUHOJIOHA; (PTOPXUHOJIOHBHI.
Kog ATX: JOIMA14.

MexaHusM aeicTBus

Mokcudaokcanut — GaKTepUIIUIHBIA aHTUOAKTEPHATIBLHBIHN MTpenapar IMUPOKOro CHeKTpa JeicTBHS,
8-MeTOKCHU(PTOPXHUHOIIOH.

bakrepunnanoe  gedictBue  mpemapara  OOyCIOBIEHO  MHIMOMpOBaHHMEM  OaKTepHaJbHbBIX
tonionzoMepas Il u IV, 4ro mpuBOIMT K HapylIEHUIO MPOLECCOB PEIUIMKAIMM, penapauuud u
TPAHCKPHIIIIMU OMOCHHTE3a Ae30KCUpUOOHyKIenHOBOM KucaoThl (JJHK) MuKpoOHO# KIeTKH U, KakK
CJIEJICTBUE, K THOEIN MUKPOOHBIX KJIETOK.

dapmarkonmHamuueckue 3O GEKTHI

MuHuManbHble OaKTEepULIMIHBIE KOHIIEHTPAIIMM MOKCU(IIOKCAIIMHA B LIEJIOM CONOCTaBUMBI C €0
MUK.

Mexanusmvl pezucmenmuocmu

MexaHu3Mbl, MPHUBOAIIME K Pa3BUTHUIO YCTOHYMBOCTH K MEHUIMIUIMHAM, IedaaocnoprHam,
aMUHOTJIMKO3H/1aM, MaKpOJIUJaM U TETPAMKINHAM, HE BIIUAIOT Ha aHTUOAKTEpUAIbHYIO aKTUBHOCTh
MokcupokcanuHa. [lepekpecTHOM yCTOMYMBOCTH MEXIY 3THMHU TPYyNIamMH aHTHOAKTEpUATbHBIX
IIPenapaToB U MOKCH(IOKCALIMHOM He oTMmeuaercd. J[o cux Mop Takke He HaOIIAAIoCh CIydaeB
TUIa3MHUIHON ycTOHYMBOCTH. OO1I1ast yacToTa pa3BUTHs YCTOMUMBOCTH OYeHb He3HauuTeabHa (0110
" 10 10%). PesncTeHTHOCT K MOKCH(DIOKCAIIMHY Pa3BUBAETCS MEIICHHO ITyTeM MHOKECTBEHHBIX
MyTalii. MHOroKpaTHOEe BO3eHCTBHE MOKCH(IOKCalMHAa HA MUKPOOPTraHU3Mbl B KOHIIEHTPAIUAX
Hrwxke MUK conpoBoxaaercss numbs He3HauuTenbHbIM yBenmnueHneM MUK. Otmeuarorcs cirydan
[IEPEKPECTHON YCTOMYUBOCTU K XMHOJIOHaM. TeM He MeHee, HEKOTOpBbIE YCTOMYMUBBIE K JIPYTUM
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

K MOKCH(]JIOKCALUHY.

VYCTaHOBJIEHO, YTO J00ABJIICHHE B CTPYKTYPY MOJICKYJIbI MOKCH(IOKCAI[HHA METOKCHUTPYIIIIBI B
noynoxkeHnn C8  yBenmMYMBAeT aKTUBHOCTh MOKCU(JIOKCAIIMHA ¥ CHIDKaeT o0pa3oBaHUe
PE3MCTCHTHBIX ~ MYTAHTHBIX I[ITAMMOB  IPaMIIOJIOKHUTEIbHBIX  OakTepuii. [IpucoenuHenue
OMIIMKJI0AMUHOBOM Tpymmbl B nojoxennn C7 mpeaynpexaacT pa3BUTHE aKTHBHOTO 3dduiokca,
MEXaHHM3Ma PE3UCTEHTHOCTH K (PTOPXUHOJIOHAM.

Mokxkcudiokcanua in Vitr0 akTUBEH B OTHOIICHHH MIMPOKOTO CIIEKTPa TPAMOTPULIATEIBHBIX H
I'paMIIOJIOXKUTEIIbHBIX MUKPOOPIaHU3MOB, aHa3p060B, KI/ICJIOTOYCTOP'I‘IPIBBIX 6aKTepI/II71 N aTUIINYHBIX
Oakrepuii, Takux kak Mycoplasma spp., Chlamydia spp., Legionella spp., a taxxe Oakrepwuii,
PE3UCTCHTHEIX K B-J’IaKTaMHBIM U MaKpPOJIUJIHBIM AHTHOUOTHKAM.

Bauanue na xuweunyro muxpog.iopy uenogexa

B ABYX HCCICOOBaHUAX, IMPOBCACHHLIX C Y4YaCTUEM ,Z[O6];)OBOJ'II>HCB, OTMCHAJIMCh CIICAYIOIINEC
M3MEHEHHS KHIIEYHOW MHUKPOQIIOPHI MOCIE MePOpaIbHOr0 MprueMa MOKCH(IIOKCAIMHA: CHIKEHHE
konrenrpanuii Escherichia coli, Bacillus spp., Bacteroides vulgatus, Enterococcus spp., Klebsiella
spp., a Takxke ana’spobos Bifidobacterium spp., Eubacterium spp., Peptostreptococcus spp. Otu
HU3MEHEHUsI ObLIM 00paTUMBIMHK B TeueHue ABYX Henenb. Tokcun Clostridium difficile ve o6napysxeH.

Tecmuposanue uyecmsumenbHoOCmu in vitro

Crnektp  aHTHOAaKTepUalIbHOM  aKTMBHOCTM  MOKCHU(QUIOKCAllMHA  BKJIOYAeT  CIEYIoLIHe
MHKPOOPTaHU3MBI:

YyBcTBUTEIBHbIE YmepenHo- PesucrenTubie
4YYBCTBUTE/JIbHbIE

['pamMIIon0KHUTENBHBIE

Gardnerella vaginalis

Streptococcus  pneumoniae*
(BKITIOYAst IITaMMBI,
YCTOMUYMBBIC K MIEHUIMUTUHY H
HITaMMbl C MHOXECTBEHHOMU
PE3UCTEHTHOCTHIO K
aHTHOMOTHKAM), a  TaKXke
IITAMMBI, YCTOHYHBBIC K JIBYM
i Oonee  aHTHOMOTHKAM,
TakuM Kak neHupuinde (MUK
>2 MKr/mi), nedanocnopuss! |

MOKOJICHUS (manpumep,
1epypokcum), MaKpOIUIBI,
TETPAIMKJINHEI, TPUMETOIIPUM/
cyab(haMeToKca3ol
Streptococcus pyogenes
(rpymma A)*

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

I'pymma Streptococcus viridans
(S. viridans, S. mutans,
S.  mitis, S.  sanguinis,
S. salivarius, S. thermophilus,
S. constellatus)
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Streptococcus agalactiae L EeAlE b A T e
Streptococcus dysgalactiae
Staphylococcus aureus Staphylococcus aureus
(BKIIIOYAss YYBCTBUTEIBHBIE K (pe3uCTEHTHBIC K

METHLIMJUIMHY IITaMMBbI) *

METUITWILTUHY/0(IOKCAIIUHY
ITaMMB1) "

Koaryna3zoneraruBHbie
cradpuaokokku (S. cohnii, S.
epidermidis, S. haemolyticus, S.
hominis, S.  saprophyticus,
S. simulans), 4yBcTBUTENIBHBIC
K METULWUIMHY IITAMMBbI

Koaryna3zoneraruBHbie
cradumokokku (S. cohnii, S.
epidermidis, S. haemolyticus, S.
hominis, S. saprophyticus,
S. simulans), pe3ucTeHTHBIE K
METUIMJUTUHY IITAMMBbI

Enterococcus  faecalis*
(TOJ'IBKO mTaMMBI,
I-IyBCTBI/ITG.]II)HI)IG K
BAaHKOMHUIINHY 58
TeHTAMULIUHY)

Enterococcus avium*

Enterococcus faecium*

['pamoTpunaTenbHbIC
Haemophilus influenzae
(BKITIOUAst LITaMMBI,
MPOYLUPYIOIINE u
HETPOAYIIUPYIOIINE B-
JlakTamasbl)*

Haemophillus parainfluenzae*

Moraxella catarrhalis
(BKITIOUAst ITaMMBI,
MPOIYLUPYIOIIHE u
HEMPOIYLUPYIOLIUE p-
JaKTamasbl)*

Bordetella pertussis

Legionella pneumophila

Escherichia coli**

Acinetobacter baumanii

Klebsiella pneumoniae**

Klebsiella oxytoca

Citrobacter freundii*

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

Enterobacter cloacae*

Pantoea agglomerans

Pseudomonas aeruginosa

Pseudomonas fluorescens

Burkholderia cepacia

Stenotrophomonas
maltophilia

Proteus mirabilis*

Proteus vulgaris

Morganella morganii

Neisseria gonorrhoeae*
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Providencia _ spf (P {OCHEOOBATERBROCTE 0004)

rettgeri, P. stuartii)

AHa3po0bI

Bacteroides  spp. (B.
fragilis*, B. distasoni*,
B. thetaiotaomicron®,
B. ovatus*, B. uniformis*,
B. vulgaris*)

Fusobacterium spp.

Peptostreptococcus spp.*

Porphyromonas spp.
Prevotella spp.
Propionibacterium spp.

Clostridium spp.*

ATunmndneie

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

* qYBCTBI/ITeJ'IBHOCTI) K MOKCI/Iq)JIOKCB,III/IHy MOATBCPIKACHA KIIMHUYCCKUMHA JaHHBIMHU.

+ — IlpumeHeHne MOKCU(IOKCAI[MHA HE PEKOMEHAYeTCs AJs Jie4eHUs MH(EKUMH, BBI3BAHHBIX
MRSA. B ciy4ae npearnonaraeMbIxX WU TOATBEPKACHHBIX HHpEKIH, Bei3BaHHBIX MRSA, cienyer
Ha3HAYUTh JICYEHUE COOTBETCTBYIOIIMMHU aHTUOAKTEPHATILHBIMY MIperapaTaMu.

? — Bo3MOKHO pa3BUTHE TPUOOPETEHHON PE3UCTEHTHOCTH.

Jlnis  ompeneNeHHBIX IITAMMOB PpAacHpOCTpaHEHUE NPHUOOPETEHHOH PE3UCTEHTHOCTH MOXKET
pa3nuyaThCs B 3aBUCUMOCTHU OT reorpapuueckoro pernoHa 1 ¢ TeYeHUEM BpeMeHU. B cBs3u ¢ aTum
IPU TECTHMPOBAHWU YYBCTBUTEIBHOCTH IITaAMMa KeJaTeJbHO HMMETh MECTHYI0 HH(pOpMAlHIi0 O
PE3UCTEHTHOCTH, OCOOEHHO IPH JICYEHUHU TAKENbIX HHPEKINH.

Ecnu y nanueHnToB, NpoxoAsmux jJeueHue B craiuonape, 3nauenne AUC/MUKgo, npesbimaer 125,
a MaKCUMaJIbHasi KOHIEeHTpanus B miazMe KpoBU (Cmax)/MUKgo Haxogures B npenenax 8—10, To aTo
npeanosiaraeT KIMHUYECKOe yilydlieHne. Y aMOyIaTOPHbIX MallMeHTOB 3HaUE€HUS 3TUX CyppOTaTHBIX
napametpoB 00braHO MeHbIe: AUC/MIKg >30-40.

Ilapametp (cpeaHee 3HAYEHHE) AUIC* (9) Cmax’ MU Koo
MWKy 0,125 mr/n 279 23,6

MMWMKgp 0,25 mr/n 140 11,8

MM Kgo 0,5 mr/n 70 5,9

* — AUIC — mommaap noj uarudupyroiei kpupoit (coorHorenne AUC/MUKayo).

5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrtus

[Ipu mnepopanbHOM TpueMe MOKCU(IOKCAIUH BCAChIBACTCSA OBICTPO W TIOYTH TOJHOCTHIO.
AOcoroTHas OMOIOCTYITHOCTh COCTaBsieT okoo 91 %.
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KCMNEPTHOMY OTYETY

o 600 mr/cyTku B TeueHue 10 mHel siBisieTcs JTMHEHHOW. PaBHOBECHOE COCTOSIHME JOCTUTAETCS B
TEeYeHHUE 3 qHEMN.

[Tocne omuokparnoro mpumeneHus 400 mr mokcudiokcarmuHa Cmax JOCTUTAETCS B TCUCHHE
0,5—4 gacoB u cocrapsieT 3,1 mr/mn. [Tocie npuema BHyTph 400 Mr mokcudiokcanunaa 1 pas3 B CyTKku
MaKCHMaJIbHasi KOHIICHTPAIWsI B pAaBHOBECHOM COCTOSIHUM (Cmax,ss) © MUHUMaJIbHAS! KOHIICHTPALIUS B
paBHOBeCHOM COCTOSHUH (Cmin, ss) cocTaBsiioT 3,2 Mr/i u 0,6 MI/i1, COOTBETCTBEHHO.

[Ipn npueme MoOKcCH(IOKCAIIMHA BMECTE C MHINEH OTMEUYAeTCs] HE3HAYMTEIHHOE YBEIUYCHUE
BpeMeHHU NOocTiKeHUS Cmax (Ha 2 yaca) W He3HauMTeNbHOE CHIKCHHE Cmax (MPHOIM3UTENBHO Ha
16 %), mpu 3TOM HIIUTENHLHOCTH abcopOIuu He u3MeHsercs. OIHAKO 3TH JaHHBIE HE HMEIOT
KIIMHHYECKOTO 3HAYCHUS!, U MOKCH(DIIOKCAIIMH MOXKHO MTPUMEHSTh HE3aBUCUMO OT TIpHUeMa IMHUIIIH.

Pacnopenenenne

Mokcudaokcanus ObICTPO paclpeneNsieTcsi B TKaHsAX U OpraHax M CBS3BIBACTCS C O€JIKaMU KPOBH
(rmaBHBIM 00Opa3oMm, ¢ anpOymuHamu) npumepHo Ha 45 %. OO0BeM pacnpeeeHus COCTABIISCT
MPUOIU3UTENBHO 2 JI/KT.

Bricokue KOHIICHTpAIK MOKCH(IIOKCAIIMHA, PEBBIMIAIONTNE TAKOBBIC B IJIa3Me KPOBH, CO3/IAIOTCS
B JIETOYHON TKaHU (B T. Y. B MHUTEIUAIBHOIN >KUIKOCTH, aJbBEOJIIPHBIX Makpodarax), B HOCOBBIX
nazyxax (BepXHEUENIIOCTHAs U STMOUIAJIbHAS T1a3yXH), B HOCOBBIX IOJIMIIAX, B O4arax BOCIAJICHUS
(B COmEp>KUMOM Iy3bIpei MpHU MOPAKEHUU KOXH). B MHTepCTHLIMATbHOU KUAKOCTU U B CIIOHE
MOKCH()IIOKCAIIMH OIPEIesSeTCs] B CBOOOTHOM, HE CBSI3aHHOM C OCJIKaMU BHJIC, B KOHIICHTPAIHH
BBIIIE, 4YeM B IIa3Me KpoBH. Kpome TOro, BBICOKME KOHIIEHTpAIMH MOKCU(IOKCAIIUHA
OTIPENIEISAIOTCS B TKAHSAX OPraHOB OPIOMIHOW TOJIOCTH, MEPUTOHEATHHOM KUIKOCTH M >KEHCKHUX
MIOJIOBBIX OpraHax.

Buorpancdopmarus

Moxkcudnokcanua noaBepraerca OuoTpanchopmanuu 2-oi (Ga3sl U BBIBOJUTCS U3 OpraHu3Ma
MMOYKAMH, a TaKXe uYepe3 KUIICYHWK, KaKk B HCHM3MEHCHHOM BHJIE, TaK M B BHJIC HEAKTUBHBIX
cynbpocoequnennit (M1) u rmokypoHuaoB (M2). Mokcudnokcaiiud He MOJBEpraercs
ouotpancopmanui MHKpPOCOMalIbHOM cuctemon murToxpoma P450. MeraGomutst M1 u M2
MPUCYTCTBYIOT B IJJa3M€ KPOBU B KOHIICHTpAIUSX HUXKE, 4YeM ucxoaHoe coenuHeHue. [lo
pe3yabTaTaM JOKIMHUYECKHX HCCIECIOBAaHUN OBUIO JTOKa3aHO, YTO YKa3aHHBIE METa0OJHUTHI HE
MMEIOT HETaTUBHOTO BO3ACHCTBHSI HA OPTaHU3M C TOUKH 3PEHUS O€30MaCHOCTH U TEPEHOCUMOCTH.

OnMMUHALNS

Ilepuon momyBbIBeI€HUST MOKCH(IIOKCAllMHA COCTaBlsieT mpuMepHo 12 uacoB. Cpennuit oOmmi
KJIMpEHC TIociie npueMa BBefieHus B 103¢ 400 mr coctaBisier 179-246 mu/mun. [lodeunbrit KupeHc
coctaBisieT 24-53 MiI/MUH. DTO CBUAETENBCTBYET O YAaCTHUYHOM KaHAJIbLEBOW peabcopOumu
MOKcH(IIOKCaIMHA.

bananc macc HMCXOAHOro coeiaMHEHUs M MeTabonuToB 2-M (pa3bl cocTaBiseT MPUOIUIUTEITHHO
96-98 %, uTo yKa3bpIBaeT Ha OTCYTCTBHE OKUCIUTEIbHOrO MeTabonu3ma. Oxomo 22 % oaHOKpaTHOU
1036l (400 Mr) BEIBOJIUTCS B HEU3MEHEHHOM BH/JI€ TIOYKaMH, OKOJIO 26 % — uepe3 KUIIeUHUK.

Oco0nIe T'PYIIIBI TATWUCHTOB

Bo3pacm, noJjl U SmHu4YecKka npuHadﬂeofcuocmb

[Tpu uccnenoBanunu (hapMaKOKHHETHUKH MOKCH(IOKCAIIMHA Y MY>KYHH U JKEHIIHMH OBbUTH BBISBICHBI
pasmunst B 33 % mo mokazatensiMm AUC u Cmax. BecacsiBanne MoKkcudIioKcaHa He 3aBUCEIIO OT
nona. Pazmuuus B mokasarensx AUC u Cmax ObITM 00YCIIOBIIEHBI CKOpee pa3HUIIeH B Bece, 4eM
TIOJIOM, M HE CUNTAIOTCS KITMHUYCCKHA 3HAYUMBIMH.
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He BbIsIBIEHO KIIMHUYECKU 3HAYUMBIX pa3inuuuii papm
Pa3IMYHBIX STHUYECKUX TPYII U pa3HOro BO3pacTa.

Toueunas neoocmamoynocme

COOTBETCTBYET : -'I-l’_EF'T_H MY OTUETY

oT 12.12.2025 N .JL'J..

KOKHHGTQI;H:MMBE&HE 'V'n HI/I'GHT%)B

He BBISBICHO CYIIECTBEHHBIX M3MEHEHUH (apMaKOKHMHETHKH MOKCHU(IIOKCAIIMHA y TAlMEHTOB C

HapylieHneM (YHKIUHU Mo4YeK (BKIIIOYas MalueHTOB

¢ KK <30 ma/mun/1,73 M%) u y nmarueHTos,

HaxoJdmunXxcsd Ha HCIMPCPBIBHOM I'EMOAUAIN3C U OJIUTCIIBHOM aM6y.]IaTOpHOM IMEPUTOHCATIBHOM

IHaIN3eE.

Ileuenounas nedocmamounocms

He Obuto cymecTBeHHBIX pa3iuyuii B KOHLEHTPALUH MOKCH(IIOKCAIlMHA Y MalHueHTOB C
HapymeHusiMA GyHKINU 1edenu (knaccesl A 1 B o kinaccudukannu Yaina-I1s10) o cpaBHEHHIO €O
3I0POBBIMH JOOPOBOJIBIIAMH M MTAIIMEHTAMH C HOPMAJIbHOH (DyHKIIMEH NeueHu.

CTHU

CDapMaKOKI/IHCTI/IKa MOKCI/I(I)J'IOKCZILII/IHa y ,Z[eTeﬁ HC U3y4ajiachb.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepedyenp BcioMoraTeabHbIX BEIIECTB

Henmrono3a mukpokpuctamnuueckas (tumn 101)
Kpockapmennosa Hatpus (mpumesio3a)
[MoBumon K29-32 (tutacaon K29/32)

Marnus creapar

CocraB 000104YKH

CYXaH CMECH I TJICHOYHOTO IIOKPBITUS, COACp KA.

[TonBUHUIOBBIN CIUPT
Turana guoxkcup
Makporon

Tanbk

KpacuTtenb comHeuHbIl 3aKat KeNThIH ¢ 1akoM antomMuHueBbiM (E110)

Kpacurens xene3a okcup kpacHsiii (E172)
I
[TonBUHUIIOBBIN CIIUPT

Tutana quokcuna

Maxkporou 4000 (monmustunenrnukois 4000, nomuatunenokcu 4000)

Tanbk

Kpacutenb comHeuHbIH 3aKaT )KeNThIi ¢ 1akoM anroMuHueBsiM (E110)

KpacuTtens xenesa okcup kpacHsiil (E172)
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(MOCNEQOBATENEHOCTE 0004)

6.2. HecoBMecTHUMOCTD

He nmpumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHusl)

5 ner.

6.4. OcoOble Mepbl MPeT0CTOPOKHOCTH MPU XPAHEHUH

XpaHUTh B 3alIUIIIEHHOM OT CBETa MECTE MpH Temrieparype He Boite 25 °C.

6.5. XapakTep u coaep:kaHue YIAKOBKH

5, 7, 10 TabneToK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IJICHKHU MOJIMBUHUIXJIOPUAHON U (POIBrH

AJTFIOMUHUEBOM IT€UaTHOM HaKHPOBaHHOﬁ.

5,7, 10, 14, 15, 20, 21, 25, 28, 30, 35, 40, 50 TabneTox B 0aHKY MOJMMEPHYIO U3 MOJUIPOIMUIICHA
WIH TIOJIMATHIICHA, YKYTIOPSHHYIO HATSATUBACMON MM HAaBMHYMBACMOM KPBIIIKOW MOJMMEPHOHN ISt
JIeKapCTBeHHI)IX CpeI[CTB nu3 HOJII/IHpOHI/IJICHa HJIA ITOJINDTHUIICHA C KOHTpOJ'ICM HCpBOFO BCKpI)ITI/IH NIJIn
0€3 KOHTPOJISA, C YIJIOTHSIOIIMM DJIEMEHTOM WJIH O€3 HEro.

I[OHOJIHI/ITGJII)HO AOIMYCKACTCA HCIIOJb30BATh BAaTy MCIAUMIHUHCKYHO THUIPOCKOIIHNYCCKYIO, WJIHU
aMOpTHU3aTop, UJIN OCYHIUTCIIb.

Ha 6aHKy HakJIeMBaOT 3TUKETKY CAMOKJIESIIIIYIOCS.

Kaxnayro 6anky, 1, 2, 3, 4, 5 KOHTYpHBIX SYEHKOBBIX YIAKOBOK C JIHCTKOM-BKJIA IBIIIIEM TIOMEIIAIOT B
MayKy U3 KapToHa.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPH YTHIU3ANUU MCIOJIb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara WiM OTXO/A0B, NOJYYEHHBIX IOcJe NMPUMEHEeHHUs JIEKAPCTBEHHOI0 Ipenapara,
Apyrue MAHUMYJISLHUY ¢ TPenapaTom

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOTI' O YOCTOBEPEHU S

Poccuiickas @enepanns
OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)

115184, r. Mockga, niep. O3epkoBckuit, a. 12, stax 1, momem. I, kom. 9
7.1. IIpeacTaBUTENb A€PrKATE/ISI PETHCTPAIMOHHOIO YA0CTOBEPEHUsI

IIperen3un noTpeduTENne HanPaBIATh 110 aAPECY:

Poccuiickas @enepanus

OO6miecTBO ¢ orpaHUYeHHOM 0TBETCTBEHHOCTHIO «Bendapm» (OO0 «Bemndapmy)
640008, Kypranckas o0:1., r. Kypran, npocnext Koncturynuu, n. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru
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8. HOMEP (HOMEPA) PETHCTPAIIMOHHOI'Q YAOCTOBEPE s | =/ 1EHUCTE 0004)

JITT-Ne(008352)-(PT-RU)

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELIENTY.

O6mass xapaktepuctuka JekapctBeHHoro mpenapara MOKCUDJIOKCAILIMH BEJIGAPM
JIOCTyIIHA B €IMHOM PEECTPE 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CpelacTB EBpasuiickoro
SKOHOMMYECKOTO COI03a M Ha O(HUIMAILHOM CalTe YHNOJHOMOYEHHOIO oOpraHa (SKCIEepTHON
opranm3anun) https://Ik.regmed.ru/Register/EAEU_SmPC.
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