COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035

0 B & Hil Y
OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHHOIOTIPETTAPAT A 2H 0TS 0003)

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Moxkcudnokcanus, 400 Mr, Ta0JIETKH, MTOKPHITHIC TUICHOYHONH 000JIOYKOH.

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTBy1oIIIee BEMIECTBO: MOKCH(IIOKCAITUH.
Kaxnas Tabnerka cogepxut 400 Mr MokcHQIIOKcaluHa (B BUIC THAPOXIOPH/IA)

BemectBa, Hanuuue KOTOPBIX HAJO YYHMTHIBATH B COCTaBE JIGKAPCTBEHHOrO Iperiapara: JIaKTo3a,
Hatpuii (cM. paznen 4.3. u 4.4.).

ITonubrIit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIE MJICHOYHON 000T0UYKOM.

TabneTku OBAJIbHBIC, ABOAKOBBIITYKIIBIC, IMOKPLITHIC IJIEHOYHOH 000JI04YKOH PO30BOI'0 LBECTA. Ha
CpE3€ OT CBCTJIO-KCJITOIO A0 KEJITOro BETa, JOIMYyCKACTCA 3€JICHOBATHIM OTTCHOK.

4. KIMHUYECKHUE JAHHBIE
4.1. Tloka3aHMs K IPMMEHEHHIO

[Ipenapat Mokcuduokcauy Moka3aH K HNPUMEHEHUIO y B3POCHbIX IS JIEYEHHUs] MHPEKIUOHHO-
BOCNAJMTEIbHBIX  3a00JIeBaHUIl, BBI3BAHHBIX  YYBCTBUTEIBHBIMM K  MOKCH(DIOKCALUHY
MUKPOOPTraHU3MaMU:

M HCOCJIIO)KHCHHBIC I/IH(I)CKI_II/II/I KOKHU U TIOAKOXKXHBIX CTPYKTYP,

*  OCJOXHEHHbIE HMH(EKIUH KOXH U IOAKOXKHBIX CTPYKTYyp (BKJIHOYash HHQUUIHMPOBAHHYIO
Ma0eTHUYECKYIO CTOIY);

® BHEOOJEHUYHAS ITHEBMOHM, BKJIOYas BHG6OJ’II>HI/I‘-IHYIO IIHEBMOHMHIO, BO36YJII/IT€J'I$IMI/I KOTOpOI\/'I
ABJIAOTCA IITaMMbl MUKPOOPTaHU3MOB C MHO>KECTBEHHOM PE3UCTCHTHOCTBIO K aHTI/I6I/IOTI/IKaM*;

*  OCJIOXKHEHHBIC HHTPaa0JOMUHAIbHBIC MHPEKIIUU, BKITFOYAs TTOJIMMUKPOOHBIE HH(PEKIINH, B TOM
quciie BHYTPUOPIOMIMHHBIE a0CIIecChl;

® HEOCJIOKHEHHBIE BOCTIAJINTENLHBIE 3200 I€BaHH OpraHoB MaJIOTO Ta3a (BKJ’IIO'—IaSI CAJIBITMHI'UThI
u 3HI[OMCTpI/ITLI).

Hns jedeHWss  cleayromuxX — WH(PEKIIMOHHO-BOCTAIMTEIBHBIX  3a00JICBaHWN  mpernapar
MokcugaokcaliiH ~ MOXET TPUMEHATHCS TOJNBKO B KA4yeCcTBE  albTEPHATUBBI  JPYTHM
MIPOTUBOMHUKPOOHBIM TTpemapaTam:

*  OCTpBII CUHYCHT,
* 00ocTpeHHE XPOHUYECKOTO OpPOHXHTA.

* Streptococcus pneumoniae ¢ MHOXECTBEHHOW PE3MCTEHTHOCThIO K aHTHOMOTHUKAM BKJIFOYAOT
HITAMMBI, PE3UCTEHTHbIE K MNEHUIWUIMHY, M IITaMMbl, YCTOMYMBBIE K JABYM WM Oojee
AHTHUOMOTUKAM W3 TaKUX TpymH, Kak neHuuwuuHbl (mpu MUK >2 mxr/mi), nedanocnopuns |l
MOKoJIeHUS (TIeypOKCHM ), MAKPOIHIbI, TETPAIMKINHBI K TPUMETOTIPUM/CYyTb(pamMeToKcasol.



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16095
Heo6x0auMo IpUHHMATh BO BHUMaHue JedcTByromue (Ofuiuiansibe’ pyosojictaand) npasunax

MMPUMCHCHUA aHTI/I6aKTCpI/IaHBHBIX CpCACTB.

4.2. PexuM 103MPOBAHUSA U CIIOCOO NPUMEHEHH

PexxuM mo3upoBanus

Pexomenayemslii pexum qo3upoBanus Mokcuiaokcanuia 400 mr (1 tabnerka) 1 pa3 B 1eHb.
IIpooonarcumenvHocms mepanuu

[TpoaOMmKUTENFHOCTD JICYCHHS OIPEACTSETCS JIOKATU3alueld W THKECThI0 WH(MEKIHH, a TaKke
KIMHAYECKUM 3P (HEKTOM:

® HEOCJIO)XHEHHBIE MH(PEKIINU KOKU U MOJKOXKHBIX CTPYKTYp: 7 THEH;

e BHEOOJILHUYHAS THEBMOHHs: oOOIIas NPOAODKUTENBHOCTh  CTYNEHYATOM  Tepanuu
(BHYTpUBEHHOE BBEJICHUE C MOCIEAYIOIIMM IPUEMOM BHYTPh) cocTaBiseT 7—14 nuei;

® OCIOXHEHHbIE MH(EKIUN KOXU M MOJKOXKHBIX CTPYKTYp: O0IIas MPOIOHKUTEIbHOCTh
CTYNEHYATON Teparud MOKCHU(DIOKCAIIMHOM (BHYTPMBEHHOE BBEJICHHE C IOCIEAYIOIINM
IIPHEMOM BHYTPB) cOCTaBisieT 7—21 neHb;

® OCJOXHEHHbIE HMHTpaadJAOMHUHAJIbHBbIE HH(EKUUU: oOuias IJIUTEIbHOCTh CTYIEHYaTOH
Tepanuu (BHYTPUBEHHOE BBEJCHHUE C IOCIEAYIOUIMM IPUEMOM BHYTpPb) cocraBiser 5-14
JTHEH;

® HEOCJI0)KHEHHbIE BOCHIAIIUTEIbHBIE 3a00JI€BaHUSI OPraHOB MaJoro Tasa — 14 qHeii;

® OCTpBIM CHHYCHUT: 7 THEW;

e o0ocTpeHue xpoHnueckoro Oponxura: 5—10 gHei.

He cienyer npeBbiliaTh peKOMEHIYEMYIO IIPOIOKUTENBHOCTD JIeueHUs. [Ipo1omKuTEIbHOCTD
Jie4eHUs MOKCU(DIOKCAIIMHOM B Ta0JeTKaX MOKET JOCTUTaTh 21 JeHb.

IIponywennas 0oza

B cnyuae npomycka 10361 ipenaparta ee clieayeT MPUHITH B TI000€ BpeMsi, HO He MO3IHEee ueM 3a 8
4acoB JI0 CJIEYIONIEH 3arlaHMpOBaHHOM 103bl. Eciu 10 ciiemytoneit 70351 OCTaeTcsl MeHee 8
4acoB, MPONYIIEHHYIO /103y HE CIIeIyeT MPUHUMATh, a ICYEHHUE CIETYET MPOAOIKHUTH B
COOTBETCTBUH C PEKOMEHI0BaHHBIM I'padukoM mpuema tabnetok. He cienyer npuHUMaTh
JIBOMHBIE J103bl JJIsI KOMIIEHCAIIUU TTPOITYIEHHOM.

Oco0BbIe TPYIIIHI ITAIMEHTOB

Ilayuenmul nodxcunozo 6o3pacma
W3meHeHus pexxrMa J03UpoBaHUs He TpeOyeTcs.
Iayuenmsi ¢ Hapywenuem yHKyuu nodex

VY manueHToB ¢ HapymieHHeM (yHKIUHA MOYEK (B T.4. MPHU TSKEIOW TMOUYCYHON HETOCTATOUHOCTH C
KnmupeHcoM kpeaTmHmHa <30 Mi/mme/1,73 M%), a TakKe Yy MAIMEHTOB, HAXONANIMXCA Ha
HENpPEepPhIBHOM T'€MOJINATIN3E U UIUTEIHHOM aMOyJIaTOPHOM MEPUTOHEAIbHOM JTHaIN3€, N3MEHEHUs
pexuMa 103UpOBaHUs HE TpeOyeTcs.

Ilayuenmol ¢ HapyweHnuem Qyukyuu nevenu

B cBsi3M ¢ OrpaHMYEHHBIM KOJUYECTBOM KIMHUYECKHX JAaHHBIX NMPHUMEHEHHE MOKCH(]IOKCAlWHA
IIPOTHBOIOKA3aHO MAalMEeHTaM C TsOKENbIM HapyuleHueM ¢QyHKiuM nedeHun (kimace C mo
knaccuukanuu Yaina-I11p10) ¥ manueHTaM ¢ MOBBIIMIEHWEM TpaHCaMHMHA3 Oojiee 4eM B ISATH pa3s
BBIIIIE BEPXHEH TpaHuIlbl HOpMBI, [anieHTam ¢ JIeTKoi U CpelHel CTEeTCHbIO0 HApYIICHUH (yHKIIUN
nedeHu (kaacce A wim B mo knaccudukammu Yaitna-I1p10) u3MeHeHus: pexxuma J03MpPOBAHUS HE
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035
TpebyeTcs. (NOCNEOCBATENEHOCTE 0003)

Ilpumenenue y nayuenmos pasiuuHulx SMHUYECKUX 2PYNN
W3menenus pexxuMa J03UpOBaHUs He TpeOyeTcs.
eTu

[Mpenapatr MokcHUQIIOKCAllMH TPOTUBONOKA3aH y JeTeil W MOAPOCTKOB B Bo3pacte n0 18 ser.
OddexTuBHOCT U 0€30MaCHOCTh TPUMEHEHUS MOKCU(IOKCAIIMHA y [eTeid W MOAPOCTKOB HE
ycTaHoBJieHbI (cM. pasaen 4.3.)

Cooco0 nmpuMeHeHust

BuyTpsb.

TaGneTku, MOKPHITHIE MJICHOYHOW 00OJIOYKOM CIeyeT MpOryaThiBaTh LEIUKOM, HE pa3KeBHIBas,
3anuBas JOCTATOYHBIM KOJIMYECTBOM BOJbI, BHE 3aBUCUMOCTHU OT IPUEMA MUILH.

4.3. TIpoTruBOmOKa3aHUA

e ['WrepuyBCTBUTEIBHOCTh K MOKCH(IIOKCALMHY, IPYTUM (TOPXMHOJOHAM WA K JTHOOOMY H3
BCIIOMOTaTEJIbHBIX BEIIECTB, MEPEUUCICHHBIX B pasjene 6.1.;

e BO3pacT a0 18 ner;
e OEpeMEHHOCTh U MEePHOJ] TPYTHOTO BCKAPMIIUBAHUS;

® HaAJIW4Yu€ B aAHAMHC3C IIaTOJOTHMH CYXO)KHHHﬁ, pa3BPIBIJ.IeI>ic5I BCJIICACTBUEC  JICUCHHUA
AHTHOMOTHKAMU XUHOJIOHOBOT'O paaa;

® B JIOKIMHMYECKUX M KIMHUYECKUX HCCIEIOBAaHUAX IIOCIE BBEIACHHUS MOKCHU(]IOKCaMHa
Ha0JII0/1a7I0Ch M3MEHEHHE 3JIEKTPO(U3HOIOTMUECKUX MapaMeTpoB Cepilla, BBIPaKaBIIUXCS B
yanuHeHuu untepBana QT. B cBs3u ¢ 3TUM, IpuMeHeHHe MOKCU(IOKCAllMHA TPOTUBOMNOKA3aHO Y
NAIMEeHTOB CIIEAYIOUIMX KaTeropui: BPOXKIACHHBIE WM MPUOOpPETEHHBbIE JOKYMEHTHPOBAHHBIE
yanuHeHuss uHTepBasia QT, SlEeKTpONMTHBIE HApyILIEHHUsS, OCOOEHHO HEKOppErupoBaHHAS
TUMOKANIMEMUs; KJIMHUYECKH 3HauuMas OpaJuKapaus; KIMHMYECKH 3HauuMasl cepledHas
HEI0CTaTOYHOCTh CO CHMKEHHOW (hpakiuel BbIOpoca JIEBOIO JKENIyA0dYKa;, HAJIM4ue B aHAMHE3e
HapyUIEHUH pUTMa, CONPOBOKAABIINXCS KIMHUYECKON CUMIITOMAaTHKOM;

® MOKCH(]IIOKCALIMH HEJIb3sl MPUMEHATh ¢ JPYTUMH IpenapaTami, yuiuHsommmu uarepsain QT
(cm. pazgen 4.5.);

® B CBSI3U C OTPAHUYECHHBIM KOJMUYECTBOM KIMHUYECKUX JTAaHHBIX MPUMEHEHUE MOKCH(IIOKCAIIMHA
MIPOTUBOIOKA3aHO MalMeHTaM C HapyuieHueM ¢GyHKiuuu nedeHu (kinacc C mo kiaccupuKanuu
Yaiinn-I1pt0) 1 nmanueHTaM C MOBBIIIEHHEM TpaHCaMuHa3 Oojiee, YeM B ISATh pa3 BhILIE BEpXHEH
TPAHMIIBI HOPMBI;

® B CBiIA3M C HAJIUYHUECM B COCTaBC npenapaTa JJAaKTO3BbI, €TI0 HpI/IeM HpOTI/IBOHOKa3aH HpI/I
BPOKICHHOW  HEMEePEHOCHUMOCTH  JIAKTO3bl, JAeQHIMTE  J1aKTa3bl, TIIOKO30-TalaKTO3HOM
MaJbadCcopOITnu.

4.4. Oco0Oble ykazaHusi M MePbI NPEI0CTOPOKHOCTH NMPHU NMPUMEHEHH

C 0CTOPOKHOCTBIO

. npu 3a0oneBaHusIX LeHTpanbHOM HepBHOW cuctembl (IIHC) (B T. 4. mOJO3pUTENBHBIX B
otHomeHnu BosiieueHus 1IHC), npeapacnonararomiux K BO3HUKHOBEHUIO CYJOPOT M CHIKAIOLIUX
IOPOT CYJOPOKHOU AKTUBHOCTH;
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 30.06.2025 Nz 160395
. y HALHEHTOB C ICHX03aMH W/WIIN ¢ TICUXUATpHYeckiMir 3466 eBan it B altalmése; 2

L4 Y NaoueHTOB C MOTCHIHUAIBbHO INPOAPUTMHUYCCKNMU COCTOSHUAMU (OCO6GHHO Y KCHIIMH U
aIMECHTOB II0XKKUJIOTO B03paCTa), TaKUMH, KaK OCTpasa NIeMHA MUOKapJa U OCTAHOBKaA CCpALa,

o IpY MHACTEHHH Qravis;

. y HAaIMEHTORB C IIUPPO30M IIECUCHHU;

. IPH OJTHOBPEMEHHOM TIPHEME C TPETapaTaMy, CHIKAOIMMH COJIEP)KaHNE KATUS B KPOBH;

o y MAaIMEHTOB C TEHETHYECKOW MPEApPaCIIONOKEHHOCTRIO HIH (PAKTHYECKUM HATHIHEM

neuInTa rIroKo30-6-GocdaTaeruaporeHassl;

. y TAIMEHTOB, MOJIYYAIOIIUX MEpOpajbHbIE TUIOTIMKEMUYECKHe Mpernaparsl (Hampumep,
IpernapaTsl CyIb(POHUIMOYEBUHBI) MM HHCYJIUH (BO3PACTACT PUCK PA3BUTHS THITOTIIMKEMHN );

J y MalMEHTOB MOXKWJIOIO BO3pacTa, Yy MAlMEHTOB IIOC]E TPAaHCIUIAHTALMU, a TaKXke IpU
COIyTCTBYIOIIEM IPUMEHEHUHU TJIIOKOKOPTUKOCTEPOUIOB  (IOBBILIEHHBIH PHUCK  PAa3BUTHS
TEHJICHUTOB U pa3pbIBa CYXOXKWINN (CM. MyHKT « TEHAMHUT U pa3pbIB CYXOKUIHS));

. y TAIMeHTOB C aHEBPU3MOW aopThl B CEMCHHOM aHaMHe3e, WM y TMaIlHeHTOB C
JIMAarHOCTHPOBAHHOW aHEBPH3MOW AOPTHI W/WIM PACCIOCHHEM aopThl WIHM TPH HATUYUU APYTHUX
(GakTOPOB pHCKA WM COCTOSHUM, MPEIpacIojaralolliX K Pa3BUTHIO aHEBPU3MbI AOPTHI HIU
paccioeHus aopThl (Hanpumep, cuaapom Mapdana, cuaapom Diepca-/lannoca cocyaucToro Tuma,
aprepunt Takascy, THTaHTOKJICTOYHBIH apTepUHT, 00Je3Hb bexdera, apTepualibHasi TUIIEPTEH3US,
aTepocKiIepo3 (CM. MYHKT «AHEBPU3Ma U PACCIIOCHUE A0PTHI»)).

Oco0ble yKa3zaHusg

FunepuyecmeumeﬂbHocmb

B HekoTOpeIX cilydasx yXe IIOClIe IEPBOrO0 NPUMEHEHHs Ipernapara MOXKET pPa3BUTHCS
TUIEePYYBCTBUTEIBHOCTD M aJNIEPTUYECKUE PEAKLIUU, O YeM CIIeyeT HEMEIJIEHHO HHPOPMUPOBAThH
Bpaua. O4eHb peAKOo JaXke IMocje MEpBOro NMPUMEHEHUs Ipenapara aHaUIaKTHYECKUE pPeakiuu
MOTYT HPOrPECCUpPOBaTH 10 YTPOXKAIOIIETO KU3HU aHa(MIAKTHUECKOro Ioka. B atux ciydasx
JieyeHre MOKCU(IIOKCAIIMHOM CIIeyeT IPEKPAaTUTh U HEMEJIEHHO HayaTh IPOBOAUTH HEOOXOAUMBIE
ne4eOHbIe MEPONIPUATHS (B T.4. IPOTUBOILIOKOBBIE).

Tsoicenvie kodicHble Hedxcellamenbhble peaxkyuu

Ha ¢one neuenunss MokcugnokcaliHOM HaOII0OJAINCh TSXKENbIE KOKHbIE HEKeaTelbHbIE peaklnu,
BKJIFOYass TOKCHMYECKUH HSMujepMalibHbI Hekponu3 (cunapom Jlaiienna), cuniapom CruBeHca-
JI>KOHCOHAa W OCTpBIM TE€HEpaM30BAHHBIM SK3aHTEMATO3HBIN IyCTyJe3, KOTOpbleé MOTYT OBITh
OTIACHBIMM JUISl )KU3HU WM JIETAIbHBIMU (cM. pa3aen 4.8.). [Ipu Ha3HaueHun npenapara, NaueHTaM
cleqyeT COOOMIMTh O MpH3HAKaX M CHUMITOMAaxX CEpPhE3HBIX KOXKHBIX pEaKIUil M TIIATeIbHO
MOHUTOPHUPOBATbH BO3MOXHOCTb Pa3BUTHUs JAaHHBIX PEAKLUUU y ManuveHTa. B ciydae mosBieHus
MIPU3HAKOB U CUMIITOMOB, YKa3bIBAIOIIUX HA 3TH PEAKIIMH, MOKCU(IIOKCAIIUH CIIeTyeT HEMEJICHHO
OTMEHUTB U PACCMOTPETH AJIbTEPHATUBHOE JIedeHUE. [Ipu pa3BUTHH y NTallMEHTa CEPbE3HOM peaKlvy,
HalpuMep, TOKCHYECKOTO SNUIAECPMAIBHOTO HEKposn3a, cuHapoma CruBeHca-/[)KOHCOHAa WU
TeHEPAJIM30BAHHOTO HK3aHTEMATO3HOIO IYyCTyjle3a Ha (OHE NPUMEHEHHsS MOKCU(IOKCAIMHA,
JIeYEHHE ITUM IpenapaToM He CleayeT OOJbIe BO3OOHOBISATh HU MPU KaKUX 0OCTOATEILCTBAX.

Hapywenus co cmoponul cepoya

IIpy npumMeHEeHMH MOKCH(IIOKCALMHA y HEKOTOPBIX MAlMEHTOB MOKET OTMEYaThCs YAJIMHEHHE
unTepBana QT. IlockonbKy >KEHIIMHBI 10 CPaBHEHUIO C MYXXUYMHAMHU UMEIOT Oojiee UIMHHBIN
naTepBan QT, oHM MOTYT OBITH OOJIEe UyBCTBUTEIILHBI K MperapaTaM, yaauHsommm uatepsat QT.
[To>xuible mMalMEeHTHI TaKkKe 0oJiee MoIBEPIKEHBI ICSHCTBHIO MPEMapaToB, OKA3bIBAIOIINX BIUSIHUE HA
untepBan QT. YVanunenue untrepBana QT conpsskeHO C MOBBIIEHHBIM PUCKOM JKEITYJOYKOBBIX
apUTMHH, BKIIIOYas MOJUMOP(HYIO KETyJOUKOBYIO Taxukapauto. CTeneHb yIJIMHEHNUs UHTepBala
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035

QT MosKeT HapacTaTh C MOBBILIEHHEM KOHIEHTpALMHK Npéitapard -nbotomyHetdneiyét npesbimars

PEKOMEHI0BaHHYO 103y. OHAKO Y NAIlMEHTOB C THEBMOHUEN KOPPEISILIMU MEKAY KOHLIEHTpAen
MOKCH(IIOKCALIMHA B IJIa3Me KPOBH U yuinHeHneM uHtepsaina QT ormedeno He 6but0. Hu y ogHOTO
n3 9000 mamMeHTOB, MOJIyYaBIIMX MOKCH(IIOKCAIMH, HE OTMEYaloCh CEpACYHO-COCYIUCTHIX
OCJIO’)KHEHUH M JIETaJbHBIX CIy4aeB, CBA3aHHBIX ¢ y/uimHeHueMm uHrepBana QT. [Ipu npumenennn
MOKCH(]IIOKCAIIMHA MOXET YBEIUYUBATHCS PUCK PA3BUTHUS KETYJOUYKOBBIX APUTMUN y TALIUEHTOB C
IpeApacloaraloiiMi K apUTMUSIM COCTOSIHUSAMH. B CBsI3M C 3TUM  MOKCH(IIOKCAIMH
IIPOTHUBOIIOKA3aH ITPHU CIACAYIOIHUX COCTOAHUAX!

- WU3MEHEHHUS JJICKTPOPHU3MOIOTHYECKUX TapaMETPOB CEPJIlla, BHIPAKAIOIIMXCI B YIJIMHCHUH
untepBana QT; BpokJIeHHbIE U MPUOOPETEHHBIC JOKYMEHTHPOBAaHHbIE y/TMHEHUs: nuTepBaia QT,
AJICKTPOJIMTHBIE HAPYIICHUS, OCOOCHHO HEKOPPEKTUPOBAHHAS THIOKATMEMHS; KIMHUYECKH
3HauMMasi Opaaukapaus; KIMHUYECKH 3HAYUMasi CEpJe4Has HEJOCTAaTOYHOCTh CO CHHUKEHHOU
bpakiueil BbIOpOCca JIEBOTO IKENyJOodKa; MNP HATUYMM B AaHAMHE3€ HapyUICHWH pUTMa,
CONPOBOXKIABIINXCS KIMHUYECKON CUMIITOMATUKOW;

- IPUMEHEHHE C IPYTHUMU Mpenapatamu, yaunstomumu uarepsan QT (cMm. pasaen 4.5.).
MokcudaokcanuH cienyeT IpUMEHSITh ¢ OCTOPOKHOCTBIO:

- IHaoUMCHTaM C IIOTCHHHUAJIBbHO ITPOAPUTMHUYCCKHUMH COCTOAHUAMH, TAKHMMH, KAdK OCTpad HIICMMHA
MHOKapJa U OCTaHOBKa CCpAana,

- MAIMEHTaM C LUPPO30M MNeuyeHH (T.K. Y JaHHOH KaTeropuH MalMeHTOB HENb3sl UCKIIOYUTh PHCK
pa3Butus yanuHeHus uarepsana QT).

Ecnu Bo Bpemst nedeHHss MOKCHU(DIOKCAIIMHOM BO3HUKAIOT MPHU3HAKU HAPYIICHHUS pUTMa Cepjla,
JIeYeHUE CIIeTyeT MpeKkpatuTh u caenats IKI'.

Anespuzma u paccioenue aopmel, pe2ypeumayusi/HedoCmamoyHocmy K1anana cepoya

[To maHHBIM AMUAEMUONOIMYECKUX HMCCIEI0BaHUN COOOIIANIOCH O MOBBIIIEHHOM PUCKE Pa3BUTHUS
aHEBPU3MBl AOPThl M PAacCIOEHHUs AOPTHI IOC]Ee MPUMEHEHHs (TOPXUHOJIOHOB, OCOOEHHO Yy
MAMEHTOB MOXKUIIOro Bo3pacTta. B cBs3u ¢ 3TUM, GTOPXUHOJIOHBI CIIETyeT IPUMEHSATh TOJIBKO MOCIIe
THIATEJIbHOM OLIEHKH COOTHOIIEHHUS MOJb3a-PUCK U PACCMOTPEHMS IPYIMX BapHaHTOB TEpANHH Y
MAIMEHTOB C aHEBPU3MOM aopThl B CEMEMHOM aHAMHE3€, WIM y MallueHTOB C AMarHOCTUPOBAHHOMN
aHEBPU3MOW aOPThI W/WIIM PACCIIOCHHEM aOpThl WIN MPHU HANWYMM APYTHX (PaKTOPOB PUCKA WIIH
COCTOSIHMM, NpeIpacroyiaraloliuX K pa3BUTHIO AHEBPU3Mbl AOPThl WIJIM PACCIOEHUS A0PThI
(Hammpumep, cunapoM Mapdana, cunapom Dinepca-Jlaniioca cocyaucToro Tuna, aprepuur Takascy,
TUTaHTOKJIETOUHBIN apTepuuT, Oone3Hb bexuera, aprepuanbHas rUnepTeH3us, aTepPOCKIEPO3).

B ciydae nmosiBneHust BHE3aHOM O0JIM B )KUBOTE, TPY/IM HITH CIIMHE MAIUEHTaM CJIelyeT HEeMeJIEeHHO
00paTUTHCA K Bpady B OT/IEJICHNE HEOTIOKHOM ITOMOIIIH.

Hapywenus co cmoponvl neuenu

[Tpu mpueme MOKCH(IIOKCAIITHA COOOIIANIOCH O CITydasiX (pyJIbMUHAHTHOTO TEMaTHTa, TOTCHITUATEHO
MPUBOSIIETO K PAa3BUTHIO TMEUYCHOYHON HEJOCTAaTOUYHOCTU (BKJIIOUYas QarajbHblE ciyda) (CM.
paznen 4.8.). [TanuenTa cieayer HHGOPMUPOBATH O TOM, YTO B ClIydae BO3HHKHOBEHHUS U OBICTPOM
Pa3BUTHH IPU3HAKOB U CUMIITOMOB (DY IbMUHAHTHOTO I'eTIaTUTa, TAKMX KaK ObICTPO pa3BUBAOLIASICS
aCTEHUsI, aCCOIMMPOBAHHAS C KENTYXOH, MOTEMHEHHE MOYH, TOBBIIICHHAS KPOBOTOUYMBOCThH WU
nedyeHoyHast sHedaonaTus Heo0X0AUMMO 0OpaTUTHCS K Bpady, MPeKIe YeM MPOJIOJIKHUTh JeUCHHE
MOKcuQIIOKcanuHa. B ciydae BOSHMKHOBEHHS NMPHU3HAKOB HAPYIICHUH (YHKIMU MEUCHU CIEIyeT
pOBECTH (YHKIIMOHATBHBIE IEYCHOUHBIE IPOObI/HccIe10BaHus (PYHKINUHU TEYCHH.

Cyoopoeu

IIpumeHeHne mnpenapaTroB XHHOJIOHOBOTO psAJia CONPSIKEHO C BO3MOXKHBIM PUCKOM pa3BUTHUS
cynopor. MokcudiokcaluH ciefyeT IpUMEHSITh ¢ OCTOPOKHOCTBIO y MAIIMEHTOB ¢ 3a00JIeBaHUSIMU
IHHC u c¢ napymwenusmu co croponsl IIHC (Hanmpumep, MOHMKEHHBIM IOPOT CYyAOPOXKHOMU
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aKTMBHOCTH, CyJIOpOTM B aHaMHe3e, CHWKeHMe Mo3rdBoro |[kposbéopaliehiis, oBpéikienne

TOJIOBHOTO MO3ra WJIM WMHCYJBT), NPEeApacroiaralollliMi K BO3HHMKHOBEHUIO CYJIOPOr MU
CHIDKAIOIIMMU TOPOT CYAOPOXKHOM aKTUBHOCTH. B citydae pa3BUTHSI CyIOpOT CIEIYeT IPEeKpaTUTh
TEPANUI0 MOKCHU(IOKCAITMHOM U TIPUHSATH COOTBETCTBYIOIINE MEPHI.

Hapywenus co cmoponul sicenyodouno-kuuieuno2o mpaxkma

[IpumeHeHne aHTHOAKTEPUATBHBIX IPEMapaToB IMIUPOKOTO CHEKTpa JEHCTBHS, BKIOYas
MOKCHU(DIIOKCAIIMH, CONPSKEHO C PUCKOM Pa3BUTHUS MCEBIOMEMOPAHO3HOTO KOJIUTA. DTOT JUArHO3
CIIEAyeT UMETh B BHJly Y MAllMUCHTOB, Y KOTOPBIX Ha (OHE JIeYCHUS MOKCU(IOKCAIITHOM Pa3BHIIACH
TsKenas nauapes. B cioyuyae mono3peHHss WM MOATBEPHKIEHHUS ICEBIOMEMOPAHO3HOIO KOJHTA,
CIIEAyeT TPEKPaTUTh TEPanmuil0  MOKCHU(IIOKCAIMHOM, M  TPOBECTH  COOTBETCTBYIOIINE
TepaneBThueckue MeponpusaTus. [lpemapaTel, yrHerarolmye NEPUCTAIBTUKY KHILIEYHUKA, IPO-
TUBOIIOKA3aHbl IIPY Pa3BUTHUH TSKEIION TUAPEH.

Hapywenue ¢pynxyuu nouex

Iloxuibie IMalMCHTBI C 3a00JIeBaHUSIMH ITOYEK JOJIXKHBI CO6JHOIIaTI) OCTOPOKHOCTb IIpHU HPHUEMEC
MOKCI/I(bHOKCEIL[I/IHa, €CJin OHU HEC HMCIOT BO3MOXHOCTH HOTpe6J'IHTI> HCO6XOI[I/IMOG KOJINYCCTBO
KHUOKOCTH, IMOCKOJIbKY 00€3BOKMBaHKE MOXET IHOBLICUTL PUCK  PA3BUTHA MMOYCIHOM
HEJOCTAaTOYHOCTH.

Hapywenue spenus

IIpu cHM>KEHUM OCTPOTHI 3PEHUS WJIM BO3SHUKHOBEHUU JIPYTMX CUMIITOMOB, CBSI3aHHBIX CO 3pEHHEM,
Clie/lyeT HEMEIUIEHHO 00paTUThCs 3a KOHCYJIbTaluei kK opransmoiory (cM. paszaen 4.8.).

Muacmenus gravis

MoxkcudIIoKCaIiH CleTyeT UCTIOJIb30BaTh C OCTOPOKHOCTBIO Y MAIMEHTOB ¢ MHUACTCHUEH Qravis B
CBSI3H C BO3MOXKHBIM 000CTpeHHEM 3a00IeBaHMUS.

Tenounum u paspvlé cyxoxcuius

Ha ¢one tepanuum ¢TopXuHONIOHAMH, B TOM 4YHCIE MOKCHU(IOKCAIIMHOM, BO3MOXXHO pa3BHUTHE
TEHJIMHUTA U Pa3pbiBa CYXOXKWINS (MPEUMYIIIECTBEHHO AXHUIIOBOTO), HUHOT/Ia IBYCTOPOHHETO, YK€
B niepBbIe 48 yacoB jeueHus. OnucaHsbl cayydan, KOTOPbIE BO3HUKIIA B TEYEHNUE HECKOJIBKUX MECSLIEB
MOCJI€ 3aBEPIICHHS JIeUeHUs. PUCK pa3BUTHSI TEHAMHONATUU MOXKET OBITh MOBBIIIEH Y MOXKHIIBIX
MAIMEeHTOB, BO BpeMs CUIbHOW (M3MUYECKON Harpy3kd, y NalMEeHTOB, MOTYYalOUINX JIeYCHHE
KOPTUKOCTEPOUJIaMH, y TIAIIMEHTOB C MOYEYHON HEJIOCTATOYHOCTHIO WJIM TIOCNI€ TPAHCIUIAHTAINH
COMUAHBIX OpraHoB. [Ipu mepBBIX CUMOTOMAxX TEHAMHUTA (HAmpumep, OOJE3HEHHBIH OTEK,
BOCIAJICHWE) HEOOXOAMMO pasrpy3uTh MMOPAKEHHYIO KOHEYHOCTh, HM30erath J000W IHITHEeH
(bu3MUeCKOil aKTUBHOCTU U OOpATUTHCA K Bpauy 3a KOHCYJIbTAIMEW W PEIICHUEM O MPEeKpaleHun
aHTUOMOTHKA.

Peaxyus pomouyscmeumenvrnocmu

[Ipn npuMeHeHUU (TOPXUMHOJIOHOB OTMEUAIOTCS peakuuu (HOTOUYBCTBUTENbHOCTU. OJHAKO MHpHU
MPOBECHUU JOKIMHUYECKMX U KIMHUYECKMX WCCIICOBAaHUM, a Takke INpu NPUMEHEHUU
MOKcHU((pJIOKCallMHA B MIPAKTHUKE HE OTMEYajoch peakluil oTOuyBCTBUTEIBHOCTH. TeM He MeHee,
NAIMEHTHI, MOMyYyarolue MOKCH(IOKCAUH, TOJDKHBI U30eraTh BO3JEHCTBUS MPSIMBIX COJIHEYHBIX
ay4elt ¥ ynbTpadruoeToBOro CBETa.

OcnoorcHennble ocnanumenvbHvie 3a001e6aHUs OpcaHo8 Majloco masa

[Tpumenenue npemnapara B popme TabIETOK IS MPHEMa BHYTPh HE PEKOMEHIIyeTCs y TIAIMEHTOK C
OCJIOKHCEHHBIMHU BOCHAJIIUTCIIbHBIMHA 32160J'I€B21HI/I$IMI/I OpraHoB MajJioro rtasa (HaHpI/IMep, CBsA3aHHbBIMU
¢ Ty0OOOBapHaAIbHBIMU WJTH Ta30BBIMU abcCIieccamu ).

Jleuenue unghexyuu, evizeannvix wmammamu Staphylococcus aureus, pe3ucmenmHvIMU K
memuyunnuny (MRSA)



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16095
He pekoMeHmyeTcs MCIoab30BaTth Mokcubuokcanun |- Heabnhss [ mitperinul b BisBAnHbBIX

mrammamu ~ Staphylococcus aureus pesuctentHeiMu kK Mmetuiuninay (MRSA). B ciydae
MpEeANoiaraéMbIX HWJIM TOATBEPKICHHBIX HWHGEKIN, BbI3BaHHBIX MRSA, crnemyer Ha3HauMThH
JICYCHUE COOTBETCTBYIOIIMMH aHTHOAKTEpUAIbHBIMU TIpernapatamu (cM. paszzen 5.1.).

Iepughepuueckasn neiiponamus

Y MmanueHToB, KOTOPHIM IMPOBOIMIOCH JIUeHUE (TOPXHHOIOHAMH, BKIIIOYAs MOKCH(IOKCAIIWH;
OIMCaHbI CIIy4au CEHCOPHOW MJIM CEHCOMOTOPHOH MOJMHEUPONATHH, IPUBOISIICH K MapeCcTe3nsIM,
TUTECTE3MSIM, JIM3EeCTe3UssM WU cliaboctu. [lamueHToB, KOTOPBIM MPOBOAMUTCS JICYCHUE
MOKCH(]IIOKCAIIMHOM, CIIEyeT MPEIyNPEeIuTh O HEOOXOMMOCTH HEMEUIEHHOTO OOpaIleH!s K Bpady
nepe MpoA0KEHUEM JICUCHHSI B CTy4ae BOSHHUKHOBEHHSI CUMIITOMOB HEHPOTIATHH, BKITFOUYAIOIIHX
00J1b, JKKCHHE, TIOKaJIbIBAaHKE, OHEMEHHE MK cl1abocTh (cM. pasaen 4.8.).

Icuxuueckue paccmpoticmea

Peaknuu co CTOpPOHBI TICUXMKM MOTYT BO3HUKHYTh J@Xe€ IIOCIE€ MEPBOTO IPUMEHEHHUS
(bTOpXI/IHOJIOHOB, BKJIOYast MOKCI/I(l)JIOKCElIII/IH. B ouens PEAKHUX ClIy4dasax ACHpEeCCUusa HJIn
MICUXOTHYECKHE PEaKIMU IPOTPECCUPYIOT 0 BOSHUKHOBEHHS CYUIMIAIBHBIX MBICTICH U TIOBEICHUS
C TeHJICHITNEH K CaMOTIOBPEKICHHUIO, BKITIOUYAs CYUITUAAbHBIC TTOBITKY (cM. pazaen 4.8.), B cirydae
pa3BUTHUS JIIOOBIX MOOOYHBIX 3(P(PEKTOB CO CTOPOHBI IEHTPAIBHOW HEPBHON CHCTEMBI, BKIIOYAs
HapyumcHus IICUXUKH, HGO6XOI[I/IMO HEMCAJICHHO OTMCHUTH MOKCI/I(l)JIOKC&HI/IH Hn HaydaTb
COOTBETCTBYIOUIYIO Tepanuio. B 3TUX cilydasx peKOMEHAyeTcsl MEepedTH Ha Tepanuio JAPYruMm
AHTUOMOTHKOM, OTJIMYHBIM OT (PTOPXUHOJOHOB, €CIM 3TO BO3MOXXHO. HeoOxomumo cobmonath
OCTOPO’KHOCTh TP TPUMEHEHWH MOKCU(IIOKCAIIMHA TMAIMEHTaMH C IICUX03aMH HW/WIH C
MICUXUATPUIECKUMU 3200JIEBaHUSIMUA B aHAMHE3E.

Hngpexyuu nonosou cucmemvi

N3-3a mmpokoro pacmpocTpaHEeHUss U pacTymiel 3abojieBaeMOCTH WH(OEKIUSIMH, BBI3BaHHBIMU
pesucteHTHOH K (QropxuHonmonam Neisseria gonorrhoeae, mnpu JeYeHHH TMAIMEHTOB C
BOCTIAJIUTEIPHBIMU 3200JICBAHUSIMU OPTaHOB MaJIOr0 Ta3a HE CJIEYeT MPOBOIAUTH MOHOTEPAITHIO
MOKCU(JIOKCAIIMHOM, 32 HCKJIIOYEHHEM CIIy4yaeB, KOIrJla TMPHUCYTCTBUE PE3UCTEHTHOM K
dropxunononam N. gonorrhoeae uckimodeHo. Eciu HET BO3MOKHOCTH HCKJIIOYUTEH MPUCYTCTBUE
pesucteHTHON K (ropxuHononam N. gonorrhoeae, HEOOXOAUMO PEIINTH BOMPOC O JTOMOJHEHUH
AMIUPHUYECKOHN TEpaITy MOKCH(DIOKCAIITMHOM COOTBETCTBYIOIINM aHTHOMOTHKOM, KOTOPBIH aKTUBEH
B otHorreHun N. gonorrhoeae (Hanpumep, e arocmnoprH).

[Ipu oTCYTCTBUM yiydllleHUs] KIMHUYECKUX CHMIITOMOB Iociie 3 JHeH JIeYeHHUs, TEPaNuio CIeIyeT
IIEPECMOTPETb.

JHucenuxemus

Kak u B cmydae ¢ apyrumu (TOPXHHOJIOHAMH, TIPU MPUMEHEHHUH MOKCH(IIOKCAIIMHA OTMEUYAIOCh
HU3MCHCHUEC KOHICHTPAWH I'NTFOKO3bI B KPOBH, BKIIFOYAsA T'MIIO- U TUIIEPTIIMKEMHUIO. Ha (1)0He TEpannn
MOKCH(IOKCAIIMHOM TUCTIMKEMUS Yallle BO3HUKaA y NAIlleHTOB MMOXKHIIIOT0 BO3pacTa 1 MaIlUeHTOB,
IMOoJIydaromuX COMYTCTBYIOIIYIO TEpanruio NICPOPAJIbHBIMHA THIIOTIIMKEMHUYCCKUMHA IIpCliapaTaMu
(Hampumep, TmTpenaparaMd  CyJIb(OHMIMOYEBUHBI) WIM HMHCYIHHOM. [lpu mnpuMeHeHun
MOKCI/ICbJ'IOKcaIII/IHa Y TaKuX MMalMCHTOB BO3pAaCTACT PUCK Pa3BUTUA THIIOTJIMKEMHWUH, BILIOTH OO
TUMOTIMKeMHYECKOi KoMbl. HeoOxoanmo nHGOpMUpOBATh MAIMEHTOB O CAMITOMAX TMITOTTHKEMUN
(CIyTaHHOCTH CO3HAHWS, TOJIOBOKPYXKCHHE, «BOJYWI» amllEeTHT, TOJOBHAs 00JIb, HEPBO3HOCTH,
OLIYLICHUE CepIIcOMCHHS HITH yJallleHHe ITyJibca, OJIeTHOCTh KOXKHBIX TTOKPOBOB, HCIIAPHHA, IPOXKb,
cm1aboCTh).

Ecnu y manmeHTa pa3BHBaeTCsl TUIIOTIIMKEMHS, JeyalleMy Bpady HEOOXOAWMO CaMOCTOSITEIbHO
IPUHATH  pELIeHHe O  IpeKpalleHuH/3amMeHe Tepanuu. Ilpm  mpoBeaeHuM  JeyeHUs
MOKCH(IIOKCAIMHOM y TOXMJIBIX IalMEeHTOB OOJIbHBIX CaXapHbIM JUa0eTOM, pPEKOMEHIyeTCs
THIATEJIbHBI MOHUTOPUHI KOHIICHTPAUH IJIFOKO3bI B KPOBHU.
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[TareHTsl ¢ AMArHOCTHUPOBAHHBIM AS(PULIIMTOM TIIOK030-6-pochaTaernaporeHassl Wik HATHYHEM
ero B CEMEHHOM aHaMHe3€¢ CKJIOHHBI K Pa3BUTHIO T€MOJMTHYECKUX PEaKIHMi BO BpEMs Teparuu
XMHOJIOHaMU. TakuM o00pa3oM, TakuM MalUEHTaM CIeAyeT IPUMEHATh MOKCU(IOKCAIMH C
OCTOPO’KHOCTBIO.

Cneuuqbuuecmte OCJIOJCHEHHblE qubem;uu KOJHCU U NOOKONCHOU KAem4amKu

He noxazana kiamHudeckast 3()()EeKTHBHOCTE MOKCHU(IIOKCAIIMHA B JICUCHUU TSDKEIIBIX OXKOTOBBIX
uHEKIMA, paciuunuTa 1 CHHIpOMa THA0ETHYECKOM CTOIBI C OCTEOMHEITUTOM.

ﬂﬂumeﬂbele, Jauwarouwue mpy()ocnoco6H0cmu u nOmeHyuailbHo Heo6pamusze CePbE3HbLE
HeofcellameilbHble peaKyuu

CooOmanoch 0 ciay4asX UIMTEIbHBIX (MPOIOIDKAIOIIMXCA MECSIbl WU TObl), JHUIIAIOIINX
TPYIOCIIOCOOHOCTH W TMOTCHIMAIBLHO HEOOPAaTHMBIX  CEPBE3HBIX IMOOOYHBIX  PEAKITUSX,
3aTparuBalOIIUX pPa3IMyYHbIe, WHOTJA W HECKOJbKO CHCTEM OpraHu3Ma (OMOpPHO-IBUTaTENIbHBIM
amnmapar, HEPBHYIO CHCTEMY, IICHXHMYECKOE COCTOSHHE U OpraHbl 4YyBCTB), Y IIallMCHTOB,
MPUHUMAIOIIUX XHWHOJIOHBI U (DTOPXUMHOJOHBI BHE 3aBHCHMOCTH OT HUX BO3pacTa M YxkKe
CyIIECTBYIOIMUX (hakTOpoB prcka. [Ipr BOSHUKHOBEHUH MEPBIX MPU3HAKOB WIH CUMIITOMOB JTFOOBIX
CepbE3HBIX HEXKETATEeNbHBIX PEaKIUi MpHUeM MOKCH(IIOKCAIIMHA CIelyeT HEMEJICHHO MPEKPaTUTh,
Y TIALMEHT JOJDKEH 00paTUTHCA 3a KOHCYJIbTAllUEH K JieyalleMy Bpayy.

BiusHue Ha pe3yabTaThl J'Ia6ODaTODHBIX U JPYTUX JUArHOCTUUYECKMX MCCIICIOBAHUMN

CrnocoOHOCTh MOKCU(IIOKCAllMHA IOAABIATH POCT MHUKOOAKTEpUN MOMKET CTaTh IMPUYUHON
B3auMoeiCcTBHs N Vitro mokcudaokcamuna ¢ tectom Ha Mycobacterium spp., IpuBOAAIIErO K
JIO)KHOOTPHIIATENILHBIM Pe3yJIbTaTaM TPH aHaK3e 00pa3lloB MAI[MEHTOB, KOTOPHIM B 3TOT MEPHOJ
MIPOBOMTCS JICYCHNE MOKCH(DIOKCAIIMHOM.

BcnomorarenpHble BEmEeCcTBa

IIpenapat Moxkcu}aoKcaluH CONEPKHUT JIaKTO3bl MOHOTHIpaT. [larmentam ¢ peako BCTpeyaromiencs
HACJIEJCTBEHHOM HENEePEeHOCUMOCTBIO JIAKTO3bl, NE(QUIUTOM JIAKTa3bl WIH CHHIPOMOM TIJIFOKO030-
raJjakTo3HOM MabaOCcopOLMK HE ClIeAyeT NPUHUMATh JaHHBIN JIEKapCTBEHHBIH Ipenapar.

[Ipenapat Mokcudinokcanus conepkXutT MmeHee 1 MMmonb Hatpus (23 mr) B 1 tabneTke, TO €CTh, IO
CYTH, HE COAEPKUT HATPHUSL.

CTH

Tak kKaKk HeNb3s! MOJTHOCTHIO UCKITIOUNTh PUCK MOPAXKSHUS XPSAIIEBBIX 30H POCTa KOCTEH y peOeHKa
NpPUMEHEHHE MOKCU(IIOKCAIlHA Y JeTel M MOJPOCTKOB Miaimie 18 JIeT MpoTHBOMOKa3aHO (CM.
paznen 4.3.).

4.5. B3aumojgeiicTBUe ¢ [JPYTHMH JIEKAPCTBEHHbIMHU TMpenapataMd W JApyrue BH/bI
B3auMOIEeHCTBUA

[Ipy coBMECTHOM NMPUMEHEHHH C aTCHOJIOJIOM, PAHUTHIUHOM, KaJIbIIUHCOAEPKAIIMMU T00aBKaMH,
TEOPUIITHHOM, UKJIOCIIOPUHOM, MepopaIbHbBIMU KOHTpalenTUBHBIMU CpeliCTBaMH,
MIMOCHKIAMHUIOM, HWTPAKOHA30JI0M, JUTOKCHHOM, MOP(QUHOM, MPOOCHEIHAOM (TTOATBEPKICHO
OTCYTCTBHE KIMHUYECKH 3HAUMMOTO B3aUMOJICHCTBUS ¢ MOKCU(IOKCAIIMHOM) KOPPEKIIUU 1036l HE
Tpedyercs.

Mokcudaokcanu cieayer MpUMEHATh C OCTOPOXKHOCTBIO TMAIlMeHTaM, MOJIyYalolIuM MperapaTsl,
KOTOpBIE CHUXKAIOT COAEpKaHHE Kallus B IUIa3Me KpOBHU (K MpUMEPY, «IETJIEBbIE» U THA3UIHbBIE
JMYPETUKH, cabuTenbHble, KOPTUKOCTEPOUIbl, aM(poTepriuH B), nnu npenapartsl, IprueM KOTOPIX
MOJKET BBI3bIBaTh KIIMHUYECKU 3HAYNMYIO OpaJuKapauIo.

Ipenapamul, yonunsrowue unmepsan QT. CnenyeT yIuThIBaTh BO3MOXKHBIN 8 /TATUBHBIN 3P PeKT
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yanuHenns uaTepsaita QT Mokcudokcanuna u ipyrux rpeiapards, sifikolinx Ha. ymiinen e

uaTepBana QT. Ilpu cOBMECTHOM NPUMEHEHUH STHX MPENapaToB YBEIMUNBACTCA PUCK Pa3BUTHS
JKEITy JOYKOBOH apUTMHH, BKJIFOYas MOTMMOP(HYIO JKEITyI0UYKOBYO Taxukapauto (torsade de
pointes).

[TpoTnBOMOKa3aHO COBMECTHOE MMPHUMEHEHNE MOKCH(IIOKCAlIMHA C TIpeTapaTaMy, YATHHSIOMINMH
unTepBan QT:

® aHTHApPUTMHUYECKHUE Ipenapatsl kiacca |A (XuHUIUH, THIPOXUHUIUH, AUZOTUPAMUI U JIP.)
u kiacca |l (amuomapoHn, coranosn, qodeTunua, HOyTHIU U JIp.);

e Heiponentuku (GEeHOTHA3MH, MTUMO3U, CEPTHH/O, TAJIONEPU IO, CYIBTONPUI U JP.);
® TPULUKIMYECKHE aHTHJICIPECCAHTHI;

® aHTUMUKpOOHBIE NpenapaTsl (crnapdaoKcalyH, SPUTPOMULIUH (BHYTPUBEHHO),
NEeHTaMUAMH, IPOTUBOMAJISIPUIHBIE TTpenapaThbl, 0COOEHHO rajgo(anTpuH);

® AHTUTHUCTaMUHHBIE Mpenapatsl (TepheHa uH, aCTEMU30JI, MU30JIACTHH ),
e jpyrue (IU3anpua, BUHKaMHUH (BHYTPUBEHHO), Oenpuami, 1epUMaHmI).

AHTaHI/IZIHI)IG CpCACTBA, INIOJJUMBUTAMUWHBI U MUHCPAJIbI

[Tpuem MokcudIOKCcalMHa OJHOBPEMEHHO C AaHTAIMIHBIMH CPEICTBAMH, IMOJUBUTAMUHAMH U
MHUHCpAJIaMU MOKCET MHNPHUBOIHUTbL K HAPYIICHHWIO BCAaCbIBAHUA MOKCI/I(l)JIOKcaIII/IHa, BCJICOCTBUC
00pa3oBaHMs XEJIATHBIX KOMIUIEKCOB C MHOTOBAJCHTHBIMU KaTHOHAMHM, COJCPKAIIMMHUCS B ITHX
npemapatax. B pe3yinbraTe KOHIICHTpAIMS MOKCH(IIOKCAIMHA B TUIa3ME€ KPOBH MOXKET OBITh
3HAYUTENIBHO HUXE jKemaeMod. B CBsi3M ¢ 3THM, aHTalMJHBIC MpenapaTrhbl, aHTUPETPOBUPYCHBIC
npenapaTsl (HalpuMmep, OTUAAHO3WH) W JIpyrHe Ipernaparbl, coJepiKallie MarHuid U aJllOMHHHH,
cykpanb(aT u Jpyrue mpenaparsl, CoAepKallnue Kele30 WU IIUHK, cleAyeT MPUMEHSITh He MeHee
4yeMm 3a 4 Jaca 710 uim yepe3 4 yaca 1mociie mpuemMa BHyTpb MOKCU(DIIOKCAIIMHA.

Bapdapun

[Ipn coyeraHHOM NHpUMEHEHUHU C BaphapvUHOM HPOTPOMOMHOBOE BpEMs M Jpyrue mnapaMerpbl
CBEPTBIBAHUS KPOBU HE U3MEHSIOTCS.

H3MeHeHMe 3HaUCHUN MESKIVHAPOAHOTO HOpMAIM30BaHHOro otHOoIeHus (MHQO)

VY manueHToB, MOJIy4YaBIINX aHTUKOATYJISIHTHI B COUETAaHUH ¢ aHTHOAKTepHAIbHBIMU MIpernapaTamMmu, B
TOM 4YHCIIE C MOKCH(IOKCAIMHOM, OTMEYAIOTCS CIydad IIOBBIMICHUS aHTHUKOATYJISITMOHHOM
AKTUBHOCTH MPOTUBOCBEPTHIBAIOMIMX TMpenaparoB. dDakropamMu pHcKa SBISIOTCS HAIUYUE
MH()EKIMOHHOTO 3a00JeBaHus (M COMYTCTBYIOIIMI BOCIIAIUTENBHBIN MpoIlecc), BO3pacT U oodliee
COoCTOsiHME TmanueHTa. HecMOTps Ha TO, YTO B3aUMOJEWUCTBUS MEXKIY MOKCH(IOKCAIMHOM U
Bap(papHHOM HE BBISBJICHO, Y IMAIIMEHTOB, MOJIYYAIOIINX COUYCTAaHHOE JICUCHNE STUMHU TIperiapaTaMu,
HeoOxoauMo TpoBoaAUTh MOHHTOpMHT MHO u mpu HEOOXOAMMOCTH KOPPEKTUPOBATH 03y
HENPSIMBIX aHTUKOATYJISTHTOB.

ﬂ UTOKCHH

MoxcudaoKcaluH U TUTOKCUH HE OKa3bIBalOT CYIIECTBEHHOTO BIMSHUS Ha (hapMaKOKMHETHYECKHE
napameTpsl Jpyr Apyra. [Ipy mpuMeHEeHUHM MOBTOPHBIX 103 MOKCH(]IIOKCAllMHA MaKCHMalbHas
KOHIIEHTpaLlUsl AUTOKCHHA YBEIMUUBAIACh MPUOIN3UTENbHO Ha 30%, pyu 3TOM 3Ha4YeHUeE IIOMAaAn
noJl KpuBOil «xoHUeHTpaius- Bpems» (AUC) M MHHHManbHas KOHIEHTpalMs AWTOKCHHA HE
W3MEHSUINCH.

AKTI/IBI/IDOBaHHBII\/'I YI'OJIb

[Ipu omHOBpEMEHHOM MPUMEHEHUH aKTUBUPOBAHHOTO YIJIsl © MOKCH(IIOKCAIIMHA BHYTPb B f103¢ 400
MI' OMOJIOCTYITHOCTh TpernapaTa cHuxaercst Oonee yem Ha 80 % B pe3ynbraTe TOPMOXKEHHS €ro
abcopOuuu. B ciydae mepeno3uMpoBKH MpUMEHEHUE aKTHBHPOBAHHOTO YIUIA Ha PaHHEW CTaauu
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16095
BCAChIBaHMs MIPENATCTBYET JalbHEMIIEMY TOBBIIIEHHIO cHCTeMALTol BasAeotrms C Th 0U03)

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD M JIAKTAIUA

bepemeHHOCTD

bezonacHoCTh MpuMeHeHHsT MOKCH(IIOKCAIIMHA BO BpeMsi OEpPEMEHHOCTH HE yCTaHOBJICHA.
MokcudaokcaluH MPOTUBOMNOKA3aH B Mepuol bepeMeHHOCTH (cM. paszaen 4.3.). B uccnenoBanusx
Ha JKUBOTHBIX OOHAPYKEHA PENPOAYKTUBHAS TOKCHYHOCTh. [I0TEHIIMAILHBINA PUCK IS YEIOBEKa
HEU3BECTEH.

JlakTanus

Kak u npyrue ¢(ropxuHOIOHBI, MOKCH(DIOKCAIIMH BbI3BIBACT MOBPEXKICHHS XPSIIEH KpPYIHBIX
CYCTaBOB y HEIOHOIICHHBIX >KMBOTHBIX. B JOKIMHMYECKHX MCCIICIOBAHUSAX YCTAaHOBIICHO, YTO
HEOOJIBIIOE KOJMYECTBO MOKCH(IIOKCAllMHA BBIIEIACTCA B TPYAHOE MOJOKO. JlaHHBIE O €ro
NPUMEHEHHH Y )KEHIIWH BO BpeMs JIAKTalluu OTCYTCTBYIOT. [loaTOMY HazHaueHne Mokcugokcanus
B [IEPHUOJ] TPYJHOTO BCKapMJIMBaHUs IPOTUBOINOKA3aHo (cM. pa3zaen 4.3.).

4.7. BausiHue Ha CIOCOOHOCTH YHIpaBJIATh TPAHCHOPTHBIMH CpeACTBAMHU H paﬁoTaTb C
MeEXaHU3MaMHu

HccnenoBanus BIUSHUAS MOKCH(IIOKCAIIMHA HA CIIOCOOHOCTh K BOXKIICHUIO TPAHCIIOPTHBIX CPECTB
Y YIPaBIECHUIO MEXaHU3MaMU He MPOBOIIINCE. TeM He MeHee, IPUeM MalueHTaMu aHTUOMOTUKOB
(TOPXMHOJIOHOBOTO psifia, BKIIOYAs MOKCH(IOKCAIIMH, MOXET MPHBOJUTh K CHIDKECHUIO
CIOCOOHOCTH K YIIPABJICHUIO TPAHCIIOPTHBIMH CPEICTBAMH MIIM MEXaHU3MaMH B CBS3H C PEaKIUIMU
HHC (x mpumepy, TOJIOBOKPY>KEHHE), OCTpast PEXOAIIas CICNOTa WM KPaTKOBPEMEHHOM MOTEpe
co3HaHus (00MOpOK, cM. pazfen 4.8.). [TanueHTsl JOKHBI OBITh IPEIYTPEKIAECHBI O BOZMOXHOCTH
pa3BUTHUsL MOAOOHBIX pPEaKIM MpPU MPUMEHEHWH MOKCH(IIOKCAIIMHA J0 TOTO, KaK MPUCTyNaTh K
YIPABJICHUIO TPAHCIOPTHBIMH CPEICTBAMH WJIM MEXaHU3MaMHU.

4.8. HexenateiabHble peakiun

Pesrome nmpodming 0e30macHoCTH

JlaHHBIE 0 HEOIArONPHUATHBIX PEAKIMX, 3aPETUCTPUPOBAHHBIX IPU TPUMEHEHUH MOKCU(IIOKCAIIMHA
400 mr (BHYTpb, IpU CTYNEHYATON TepanuM [BHYTPUBEHHOE BBEACHHE Mpernapara ¢ Mocie yonm
€ro NMpHUEeMOM BHYTPb| U TOJBKO BHYTPHUBEHHO), MOJYYEHbl W3 KIMHMYECKHX HCCIEIOBAaHUUA M
MMOCTPETUCTPAIMOHHBIX  COOOIIEHU  (8bloenenvt  Kypcusom). HeOmarompusTHbIE peakIuw,
IIEPEUNCIIEHHBIE B TPYIIIE «4aCTO» BCTPEYAIUCH C YaCTOTON HMXKE 3 %, 32 HCKIIFOUEHUEM TOLIHOTHI
U AUapeu.

Tabnuunoe pe3roMe HeXKellaTelIbHbIX peaKIIni

B xaxxmoit 9acTOTHOM Tpymme HeXenaTelbHbIe JEKaPCTBEHHBIE PEAKIIUU TEPEUNCIICHBI B TIOPSIKE
yObIBaHUsI 3HAYMMOCTU. HacToTy ONpenelsoT cieAyonmM odopa3zom: vacto (> 1/100, vo < 1/10),
Heyacto (> 1/1000, vo < 1/100), peaxo (= 1/10000, vo < 1/1000), ouens penko (< 1/10000), gactoTta
HEU3BeCcTHA (Ha OCHOBAHUU UMEIOIINXCS JAHHBIX OI[CHUTh HEBO3MOXKHO).

CucreMbl Yacro Heuacro Penxo Ouenb peako Yacrora
OpraHoB HEH3BeCTHA
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035

Undexuun u | Ccynepundex (MOCNENOBATENEHOCTE 0003)
MHBa3UH UM, BbI3BaHHBIE
PE3UCTEHTHBIM
u OaKkTepusMu
WU TprbaMH, K
npumepy,
KaHAUI03
HOJIOCTH  PTa
win
BarMHAJIbHBIN
KaHAMI03
Hapymenus aHemus, HU3MEHEHHE IIOBBIILICHHE
CO  CTOpOHBI JEUKONEeHUs, | KOHLEHTpaluu KOHIIEHTPALH
CHCTEMBI HEUTPONCHHUS, | TPOMOOILJIACTHHA | MPOTPOMOUHA/
KpOBHU u TPOMOOLIUTOI YMEHBIIICHHUE
TuMQpaTHIECK €HHS, MHO,
Oii CHICTEMBI TPOMOOIIHTO3, arpaHyJoLuTO3,
YATHMHEHUE NaHIUTONICHHUS
MPOTPOMOHMHO
BOT'O BpeMeHH/
yBEIMYCHUE
MHO
Hapymenus aIJIepruyecku | aHaUIaKTU4eCK | aHa(pHIaKTHYeC
CO  CTOpOHBI e  peakunuw, | ue/ KU/
UMMYHHOH 3y1, CBIMb, | aHA(QUIAKTONIHBI | aHAPUIAKTOUIH
CHCTEMBI KpanvBHULIA, | € peakuuy, | bl MIOK (B T.4.
903MHO(UINS | AHTHOHEBPOTHYEC | MOTEHIMAIBHO
KU1 OTEK, | YrpOXKaroIui
BKJTIOYast OTEK | JKU3HH)
ropTaHu
(moTeHIMaNBHO
YIPOXKAOIINI
JKU3HH)
DHIOKPUHHEIE CHUHJIpOM
HapyIIeHUs HapyIIeHHs
CEKpeLUH
aHTUANYpETHYE
CKOT'0 TOPMOHA
Hapymenust TUIEPIUNH/E | THIEPTIIMKEMHUS], | TUIOTIMKEMUS
MeTaboIn3Ma MU TUNIEPYPUKEMHUS TUIIOJIMKEMHUYEC
Y TIATaHUS Kas KOMa;
TsDKeTast
TUIIOTIMKEMUS,
BIUIOTb bi (o)
pa3BUTHA
TUITOTIHKEMUYe
CKOH KOMBI,
0COOEHHO y
TTOKHUITBIX
MAIMEHTOB,
MAIHEHTOB,
IIPUHUMAIOLIUX
MepopanbHbIC
TUIOTIMKEMUYe
CKUE IIperapaTsl
WIM  UHCYJIUH
(cm. paszzaen
4.4.).
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035

[cuxuueckue TPEBOXKHOCTH,

HapymieHus ™ TICHXOMOTOPH
ast
TUIEePAKTUB-
HOCTB/
QKUTANA

Hapymenns TOJIOBHAS OOJIB, | MapecTe3un/

CO  CTOpOHBI | TOJIOBOKPYKEH | OU3ECTE3UH,

HEPBHOUI ue HapylIeHus

CUCTEMBI™* BKYCOBOH
YYBCTBUTEJbH
oCTH

(Bxmouast B
OYEHb PEIKUX
ciydasx
areB3ulio),
CITyTaHHOCTh
CO3HAHUS U
JIe30pUCHTA-
uus,
HapyIICHHS
CHa, TpeMmop,
BEPTHTO,
COHJIUBOCTD

smonuoHanbHas | E |l ndnépcokitinitia (| [HepBdkioct
JTaOMIBHOCTD, 7, b
Jlerpeccust (B | mcuxoTU4eCcKue
OYCHb PeIKUX | peaKuuu
CITyJasix (nomenyuansro
BO3MOKHO nposesiouuecs
MOBeICHUE C | 6 nosedenuu c
TEeHIEHIIUEH K | menoenyueii K
CaMOTIOBPEXKICHU | camMonogpeicoe
10, HaIpuMeEp, | Hulo, MaKom Kax
CyHIIUIANIbHBIC cyuyuoaivhvie
MBICITH WA | MblCU unu
CyHIIUIANIbHBIC cyuyuodaivhvie
TIOTIBITKH), HONBIMKU)
TaJUTIOTIMHALIHH, THUIIEpECTe3Us
HapylIeHHe

MaMsITH, JeJIUpui,

THUTIECTE3HS,

HapyIIeHAS

000HSIHUS

(BxITIOYas

aHOCMHIO),

ATUITUYHBIC

CHOBHJICHUS,

HapylIeHHe

KOOpIMHAIINN

(BxITIOYaAs

HapyIIEHUS

ITOXOIKH

BCIICJICTBUE

TOJIOBOKPY>KEHUS

WIN BEpPTUTO, B

OYCHb peaKux

CIIyJasix BeIylIue
K TpaBMam B
pe3yibrate
najieHus,
0COOEHHO y
TTOKUITBIX
MMaIMEeHTOB),
CYIOpOru c
Pa3NUYHBIMU
KIIMHUYECKUMHU
MIPOSIBIICHUSIMH (B
TOM umcie «grand
mal» mnpunankn),
HapYyIICHHS
BHUMaHHUS,
HapyIIEeHUs PeYH,
amMHe3us,
niepudepudeckas
HelponaTus u
noJIMHEHponaTus
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035

Hapymenus Hapymenue Crerotostsin -/ 1E [l peké ftttald O C{TE 0003
CO  CTOPOHBI 3peHuH, TIOTEpsL  3pCHI
opraHa 3peHHs BKJTIOYast (ocobenHo  Ha
JUIUIONHUIO U ¢done peakuuii
HEYETKOCTh co CTOPOHBI
3PUTEITHLHOTO HHC), yseut u
BOCTIPHATHS ocTpas
(ocobenHO JIBYCTOPOHHSIS
IpU PEeaKnusixX TPaHCWLUTIOMUH
CO  CTOpOHBI anus pagyKHON
ITHC) 000JI0YKH
Hapyenns Illym B ymax,
CO  CTOPOHBI yXyIIIeHHe
opraHa ciyxa cllyxXa, BKJIOYast
1 JTa0uprHTA nIyXoTy (0OBIYHO
obpaTuMoe)
Hapymenus YAJTMHEHUE YATHUHEHUE KEIyJOYKOBBIE HecrenuQuyeck
co croponsl | uarepBaia QT | uHTepBana TaXUaPUTMHH, ue  apuTMUH,
cepana y mauuentos c¢ | QT, 00MOpOKH, nonuMopdHas
COITyTCTBYO- OLYLIIEHNE MIOBBIILICHHE KeNyJOYKOBast
e cepauedue- apTepHaIbLHOTO TaxHKapIus
TUIIOKaJIUe- HUS, IABJICHUS, (torsade de
MHUEH TaxXUKapIus, CHIDKEHHE pointes),
BazoJMIaTa- apTepUaIBLHOTO OCTaHOBKa
s, JIaBJICHUSI cepaua
bubprIIAIIIS (mpenmymecTse
npeacepauii, HHO Yy JHIl C
CTCHOKapIHS IpeApacIooxke
HHOCTBIO K
apuTMHAM, B
T.4. c
KIMHUYECKH
3HAUUMOU
Opajukapueit
u OCTpOH
uieMuen
MHOKap/ia)
Hapymenus OJIBIIIIKA
CO  CTOpOHBI (BruTIOYaAs
JBIXaTeIbHON ACTMAaTHYECKH
CHCTEMBI, € COCTOSIHHSA)
OpraHoB
TpyAHOR
KJIETKH U
CPEJOCTEeHUsI
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035

XKenynouno- | TommHoTA, CHMYKEHHBII mucarutl | OCTNENOBATENEHOCTE 0003)
KHIIIETHBIE pBOTa, OONMM B | amImeTUT 1 | CTOMATHT,
HapYUICHUS JKUBOTE, CHU)KCHHOC IICEBJIOMEMOpaHO
nuapest norpebsicHUe | 3HBIA KOHUT (B
MUIIA, 3amop, | OYeHb peaxux
JUCTICTICHSA, CITyJastx
METEOPU3M, ACCOLIMUPOBAHHBI
racTpodHTEpU | U c
T (kpoMe | yrpoKaromumMu
3PO3UBHOTO KU3HU
TaCTPOIHTEPU | OCIOKHECHHUSIMHU )
Ta),
MOBBIIIICHHC
aKTUBHOCTHU
aMuIIa3sl
Hapymenns TTOBBITIICHHE HapyIIeHHe JKENTyXa, TernaTuT | (pyIbMHUHAHTHBI
CO  CTOPOHBI | aKTHBHOCTH GyHKIIH (npeumyiecTBeH | u TeTIaTHUT,
MECYCHU U | «IIEYCHOYHBIX» | MEYCHU HO XOJIECTATHYEC- | MOTCHIUAIBHO
JKETYEBBIBOS | TpaHCAMHHA3 (BKITFOUAS KHi) MIPUBOSIIANA K
IIMX MyTei MOBBIIIICHUE KU3HEYTPOXKAIO
aKTUBHOCTH meu
JAKTaTACTHID MIEYCHOYHOMN
OTCHA3bI), HEIOCTaTOYHOC
MTOBBIIICHHE TM  (BKJIIOYas
KOHIIEHTpAI! JeTanbHbIe
u HCXOJIBI)
OounpyOuHa,
MOBBIIIICHUE
aKTUBHOCTH
ramma-
Ty TAMHAITPaH
cthepassl,
LIEJIOYHOU
docdarasbl
Hapymenus Cyx0CTh KOXHU bynnesnsie Ocrtpsrii
CO  CTOpOHEI KOXHBIE TeHEepaIN30B
KOXH u peaxiuy, AHHBIN
MOJIKOXKHBIX HanpuMmep, AK3aHTEMATO
TKaHel CUHJPOM 3HBII
Crusenca- MyCTYyJE3
J>xoHCOHA WM
TOKCUYECKUI
AMUAEPMATEHEI
174 HEKPOIU3
(moTeHIMaTBEHO
OIMAaCHBIN 1A
KHU3HH)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035

Hapymenus apTpairus, renaunut, |0 E [Lpaspels- [ 1EH O ClTRPaGadiio-
CO  CTOpPOHBI MHAJITHS TIOBBILICHIC CYXOKIIIHH, T3
MBILICYHOH, MBILIEYHOTO apTpHT,
CKEJIEeTHOH H TOHYca U | HapylIeHHe
COCTMHUTEIIBH CYIOpOTH, MOXO/IKH
oif TkaHu™* MBIIICYHAs BCJIC/ICTBHE
cnabocThb MOBPEKICHUS
OTIOPHO-
JIBUTATEILHON
CHCTEMBI,
yCHUJICHHE
CHMIITOMOB
MHUACTEHUH
gravis
Hapymenus JeTHIpaTalys | HapyIIeHUe
CO  CTOPOHEI (BBI3BaHHAA (yHKIIMM  TTOYeK
MOYEK u nuapeeit  win | (BKIIIOYas
MOYEBBIBOISIIL YMCHBIICHUEM | MOBBIIICHHE
UX IyTel npueMa COZIepIKaHUS
YKUJIKOCTH) a30Ta MOUCBUHEI B
KpOBU u
KpeaTHHHHA),
MoYevHas
HEIOCTaTOYHOCTh
(B pe3ynbTaTe
JeTHpaTaIyy,
41O MOJKET
NPUBECTH K
TIOBPEXKJICHUIO
IIOYEK, OCOOEHHO
y TTOKUITBIX
MalMeHTOB c
panee
CYIIECTBOBABIINM
U HapylIICHUSIMA
(hyHKITUH TTOYEK)
Oo6mme Peakmun B | OOmee Ortex
HapyIIeHUsT H | MecTe HEJIOMOTaHHe,
peakuuu B | MHBEKUMH/UH] | Hecrienuduue
MecTe y3uu cKast 001b,
BBEJICHUS TIOBBIIIICHHOE
MOTOOT/IEJICHH
c,
¢hedut/TpomMO
oduieout B
MecTe
uH)Y3Un

* QueHb peAKO COOOMAIOCH O CiIy4yasX JUINTEIbHBIX (MECSIbl WM TOJbI), JIMIIAIOIINX
TPYJIOCTIOCOOHOCTH U TIOTEHIIUATHHO HEOOPATUMBIX CEPbE3HBIX HEXKENATETbHBIN PEaKIHii,

3aTparuBarOIINX pa3jIMYHbIe, HHOTJAa ¥ HECKOJIBKO, CHCTEM OPTaHOB M OPTaHOB YYBCTB (BKJIFOYAs
TaKUE PEaKIMM, KaK TeHIUHUT, pa3pbIB CYXOXKWIHs, apTpajirus, 00Jb B KOHEUHOCTSX, HAPYIIICHHUE
MOXOJIKM, HEHpOMaTus, CBS3aHHAs C IMApecTe3UeH, ACMpPeccusi, yCTaloCTh, HApyIICHHE MaMsTH,
HapyIIEHHs CHA U HApYIICHUS CIIyXa, 3pEeHUs, BKyca U OOOHSHUS), B CBSI3U C IPUEMOM XHHOJIOHOB U
(TOPXHWHOJIOHOB, B HEKOTOPBIX CIyYasiX HE3aBHCHMO OT YK€ CYIIECTBYIOIUX (haKTOPOB pHCcKa (CM.
paznen «OcoObie yKazaHus»).

YacroTa pa3BUTHS CIEIYIONIMX HEXeNaTeNbHbIX peakiHil Oblia BBIIE B TpYIIe, MOTydyaBIIeH
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035

CTYIIEHYaTyl0 Tepanuio (BHyTpMBEHHOe BBenetme mperidpdral follndhé iy o Epolitptiemom

BHYTpb):
yacmo - NOBBIIIIEHNE aKTUBHOCTH TaMMa-TIIlyTaMIIITpaHcdepasbl B I1a3Me KpoBY;

Heuacmo - )KeNy0YKOBbIC TAXUAPUTMUH, apTepUaIbHasi THIOTEH3MUS, OTEKHU, IICEBIOMEMOPaHO3HBIN
KOJHUT (B OYEHb PEIKHX CIy4asX acCOIMUPOBAHHBIA C YIpOXKAIOIIMMU KU3HU OCIONKHEHHUSIMH),
CYJIOPOTH C Pa3IMYHBIMU KIMHUYECKUMH HPOSBICHUSAMH (B TOM 4Hcle «grand maly TpUNangKm),
raJUTIONUHAIIMY, HapylieHne GQYHKIUU T[0YeK, IOoYeYHas HEeAOCTAaTOYHOCTh (B pe3ylbTare
JeTUApaTallii, YTO MOXKET MPHUBECTH K MOBPEKICHUIO MOYEK, 0OCOOEHHO y MAIMEHTOB MOKUIIOTO
BO3pacTa ¢ paHee CYIECTBOBABIIMMH HAPYUICHUSIMH (DYHKIIMU MTOYEK).

[Tocne Tepamuu npyrumMu (GTOPXUHOIOHAMH OBLIM OTMEUYEHBI CIEeAyIoIe MoOoYHbIe d(DPEKTHI,
KOTOpbIE MOTYT TakKK€ BO3HHMKATh TMPH JICYCHHMH MOKCH(IOKCAIMHOM:  IOBBIIICHHOE
BHYTpUYEPEIIHOE JaBieHUE (JO0OpOKauecTBEHHAsi BHYTPUYEpENHAsl TUIIEPTEH3Hs, I1CEBI0O0IYXO0Ib
TOJIOBHOTO MO3ra), TUICPHATPUEMHUSI, THIICPKAIBLIUEMHsI, TEMOJIUTUYCCKAs AHEMHS, PEAKIIUU
(hOTOUYBCTBHTEIHLHOCTH.

COO6H.I€HI/IG O ITOJ03PCBACMBIX HCXKCIATCIbHBIX PCAKIIHUAX

BaxHo coo0miate 0 mogo3peBaeMbIX HEKENIATENBHBIX PEaKIUIX MOCIe PETUCTPAIlH Mperapara ¢
1LeJIbI0 00€eCTIeYeHH s HENPEPhIBHOIO MOHUTOPUHIA COOTHOLLEHUS «I10J1b3a — PUCK) JIEKAPCTBEHHOTO
npenapata. MeauuMHCKUM paOOTHHKAaM pEKOMEHAYeTCsl cooOIIaTh O JIOOBIX I0J03PEBAEMBIX
HEe)XEeJIATeNbHbIX PEaKIMAX JIEKAPCTBEHHOIO Mpernapara yepe3 HallMOHAIbHbIE CUCTEMbI COOOIIEHNUS
0 HEXeJIaTeNbHbIX PeaKlUsiX rocyapcTB — WieHOB EBpa3uiickoro 3kOHOMH4ECKOIro COr03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHeHUS
Anpec: 109012, r. MockBa, CnaBstHCKas 1J1011ajib, 1. 4, cTpoeHue |
Tenedon: +7 800 550 99 03

OnextpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B ”HpOpMaIIMOHHO—TEJIEKOMMYHUKAIIMOHHOU ceTH « IHTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. Tlepeno3upoBka
CuMITOMBI

HmeroTcs orpaHUYeHHbIE JJaHHbBIE O Mepelo3upoBKe MOKcH(IiokcannHa. He oTtMeueHo kakux-n10o
10004HbIX 3G (HEKTOB Mpu MpUMEHEHUN MOKcHdokcanyHa B 103¢e A0 1200 mr ogHOKpaTHO 1 110 600
mr B Teuenue 10 nHeit u Oonee. B cimyuae mepeno3sMpoOBKH CleAyeT OPHEHTHUPOBATbCS Ha
KJIIMHUYECKYI0 KapTUHY M MPOBOJUTH CUMITOMAaTHYECKYIO MojjaepkuBaromiyto tepanuio ¢ OKI -
MOHHUTOPHHIOM.

Jleuenue

HpI/IMCHCHI/IC AKTUBUPOBAHHOT'O YTJIA Cpa3y MOCJIC NIEPOPAILHOTO ITpHUEMa IperiapaTta MOXKET IIOMOYb
npeaoTBPATUTE YPEIMEPHOC CUCTEMHOC BO3)I€I\/'ICTBI/IG MOKCI/I(i)J'IOKCaHI/IHa B ClIydadX NMEpCca03upPOBKHU.

5. ®APMAKOJIOTHYECKHE CBOMCTBA
5.1. dapmakoanHaAMH4YeCKHe CBOKCTBA
dapmakoTepaneBTHUECKass TIpyINma: aHTHOAKTEepUAIbHBIE CPEICTBA CHCTEMHOIO JACHCTBUS;

MIPOM3BOJIHBIE XMHOJIOHA; (PTOPXHUHOIOHBI.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035
Kox ATX: JOIMA14 (NOCNEOCBATENEHOCTE 0003)

MexaHu3M AeicTBUS

Moxkcudnokcanus - 6akTepuIuAHbINA aHTHOAKTEPUATIbHBIN MpenapaT MHUPOKOTO CIIEKTpa ASUCTBUS,
8-metokcupTOopXxuHOIOH.  bakTepurmnHoe — geWcTBHE — MOKCHQUIOKCAllMHA  O00YCJIOBJICHO
uHruOupoBanueM OaktepralibHbIX Tonousomepas Il u IV, uro npuBoIUT K HAPYIIEHUIO MPOLIECCOB
peTUTHKAIH, penapanuy U Tpanckpunimu ouocuare3a JJHK MukpoOHOI KIIeTKH U, KaK CIICACTBHE,
K ru0enu MUKPOOHBIX KJIETOK.

dapmakonuHamuyeckue 3O EKThI

MuHuUMaIbHEIC 6aKTepI/IHI/II[HBIe KOHLOCHTpanun IIpelapara B LHEJIOM COIIOCTaBHUMBbI C €TI0
MHUHHUMAaJIbHBIMHU I/IHI‘I/I6I/Ipy10H_[I/IMI/I KOHOCHTpALlUAMU.

Mexanuzmul pesucmenmuocmu

MexaHu3Mbl, NPUBOASIIME K Pa3BUTHIO YCTOMYMBOCTUM K IEHULMJUIMHAM, LedanocrnopruHaM,
aMMHOTJIMKO3M/1aM, MaKpOJIU/1aM U TeTPALMKJINHAM, HE BIMSIOT Ha aHTHOAKTepUaIbHYI0 aKTUBHOCTh
MokcudokcanuHa. [lepekpecTHOH yCTOMYMBOCTH MEXIY STUMH TPYyNIIaMd aHTHOAKTEPHATbHBIX
IpernapaToB U MOKCHU(IOKCALMHOM He oTMeuaercs. Jlo cuX HOop Takke He HAOII0Aaloch CilydaeB
IIa3MUIHON ycTolunBocTH. OBIIas 4acToTa Pa3sBUTHS yCTOMUMBOCTH O4YEHb He3HaunTeabHa (107'-
101%). PesucreHTHOCTH K MOKCH(IOKCALMHY pa3BUBAETCA MEJIEHHO MyTeM MHOKECTBEHHBIX
MyTaiuii. MHOTOKpaTHOE BO3CHCTBHE MOKCH(IOKCAlIMHA HA MUKPOOPTaHU3MBI B KOHIIEHTPAIHIX
HIDKE MMHHUMalbHO  MHrubupymromeil  konueHtpauun (MHUK) conpoBoxkaaercss — aMilb
He3HauuTenbHbIM yBennueHueM MUK. Otmeuarorcs ciiydan NEpeKpecTHOW YCTOMYMBOCTH K
XMHOJIOHaM. TeM He MeHee, HEKOTOphIE YCTOWYUBBIE K IPYTUM XMHOJIOHAM I'PaMITIOJIOKUTEIbHBIE U
aHa’poOHbIE MUKPOOPIaHU3MbI COXPAHSIIOT YyBCTBUTEIBHOCTh K MOKCHU(DIIOKCAIIMHY.

YcTaHOBNIEHO, YTO N00aBJICHHE B CTPYKTYPY MOJIEKYJbl MOKCH(DIOKCAIIMHA METOKCUTPYMIHBI B
nonoxxennn C8 yBenMMUMBAaEeT aAKTHMBHOCTh MOKCH(IIOKCAllUHA U CHIDKAeT 0Opa3oBaHHUE
PE3UCTEHTHBIX MYTAHTHBIX IITAMMOB TPaMIOJOXKHUTENbHBIX  OakTepuit. [IpucoenuneHue
OMLIMKJIOAMUHOBOM Ipynnbl B nojoxeHun C7 mpenynpexiaeT pa3BUTHE aKTUBHOTO 3¢¢rokca,
MEeXaHHM3Ma PEe3UCTEHTHOCTH K (PTOPXUHOJIOHAM.

Mokxkcudiokcana in Vitr0 akTUBEH B OTHOIICHHH MIMPOKOTO CIEKTPa TPAMOTPULIATEIBHBIX H
T'paMITIOJIOKUTCIIbHBIX MUKPOOPIaHU3MOB, aHa3p060B, KI/ICJ’IOTOYCTOﬁ‘H/IBHX 6aKTepHﬁ W aTUIINYHBIX
Oakrepuii, Takux kak Mycoplasma spp., Chlamydia spp., Legionella spp., a takxe Oakrepwuii,
PE3UCTCHTHLIX K B-J’IaKT aMHBIM aHTHOMOTHKAM U MakpoOJuJaM.

Brusnue na kuweunyro mukpogopy uenogexa

B ABYX HCCICOOBAHUAX, IMPOBCACHHLIX Ha ,Z[O6pOBOJ'ILI_[aX, OTMCHYAJIMCH CIICAYIOIIUC HU3MCHCHUA
KHUIITEYHOM MI/IKpO(I)J'IOpLI IIOCIJIC MepopaIbHOTO nmpuema MOKCI/I(I)J'IOKC&LII/IHE[Z CHMXKCHUC
kourenrpanuii Escherichia coli, Bacillus spp., Bacteroides vulgaris, Enterococcus spp., Klebsiella
spp., a Takxke ana’dpoboB Bifidobacterium spp., Eubacterium spp., Peptostreptococcus spp. Otu
U3MEHEHUs] ObUTH OOpaTHMMbIMH B TedeHue AByX Henenb. TokcuHoB Clostridium defficile we
oOHapy>KUBaJIN.

Tecmuposanue wyecmeumenvHocmu in VItro.

Crnektp  aHTHOaKTepHadbHOW  AKTUBHOCTH  MOKCHQIIOKCAllMHA  BKJIIOYAeT  CIEAYIOIIUe
MUKPOOPTaHU3MBbI:

YyBcTBUTEIbHbIE YmepenHo Pe3ucrenTHbIE
YyBCTBHTEJ/IbHbIE
I'pammoJiokuTEIbHbIE
Gardnerella vaginalis
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TEBETCTEYET

SJKCNEPTHOMY OTYETY

HOCTBIO K aHTHOMOTHKAM), a TAK)KE IITAMMBI,
YCTOMYUBBIC JIBYM
AHTUOMOTHKAM, TaKUM KaK TCHHUIMUTUH
(MUK >2 wmkr/mun), wnedanocrnopuasr 11
(mammpumep,  1edypoKcHM),
MaKpOJIM/IbI, TETPALUKIMHBI, TPUMETOIPUM/

K 1507051 OoJiee

TTOKOJICHHUA

Cynb(haMeToKca3ol

ot 30.06.2025 N= 16095
Streptococcus ~ pneumoniae*  (BkIrodas (MOCNEOQOBRTENEHOCTE 0003)
HHITaMMBI, yCTOfI‘-IHBBIG K TNCHUIUWIUIMHY U
[MITaMMbl C MHOYKECTBEHHOM PE3UCTCHT-

Streptococcus pyogenes (epynna A)*

I pynna Streptococcus milleri (Streptococcus
anginosus®;  Streptococcus constellatus*;
Streptococcus intermedius™®)

['pymma Streptococcus viridans (S. viridans, S.
mutans, S. mitis, S. sanguinis, S. salivarius, S.
thermophilus, S. constellatus)

Streptococcus agalactiae

Streptococcus dysgalactiae

UYBCTBUTCIIbHBIC K MCTUITUIIJIMHY IITAMMBI

Staphylococcus aureus (6xnrouas Staphylococcus aureus

uyecmeumesbHovle K MeMUYUTTIUR)) (pe3I/ICTeHTHLIe K MCTH-

wmammot) * [WITHHY/0(IOKCAUHY
[ITaMMBI) *

Koar YJIa30HCTATUBHBIC CTa(bHHOKOKKH KOaFyHaBOHeFaTI/IBHHC

(S. cohnii, S. epidermidis, S. haemolyticus, S. crapumnokokku (S. cohnii,

hominis, S. saprophyticus, S. simulans), S. epidermidis, S.

haemolyticus, S. hominis, S.
saprophyticus, S.
simulans), pe3ucTeHTHBIE K
MCTULUJIJIMHY IITaMMBbI

Enterococcus faecalis*
(TOJ’IBKO mTaMMBI,
YYBCTBUTCIIbHBIC K BaH-
KOMI/II_II/IHy U reHTaMUu-

LHTHY )

Enterococcus avium*

Enterococcus faecium*

I'pamoTpuuarTenbHbIe

Haemophillus influenzae (Bkirouast mraMmsi,
MPOAYIUPYIOIIME W HENmpoayHupyromue -
nmakTamasbl)*

Haemophillus parainfluenzae*

Moraxella catarrhalis (Bkmrogass mTamMMmsl,
MPOIYIHUPYIOMIUE W HENpOAyUUpyomue [3-
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035

nakTamasbl)* (MOCNEOOBRATENEHOCTE 0003)
Bordetella pertussis

Legionella pneumophila* Escherichia coli*

Acinetobacter baumanii Klebsiella pneumoniae*

Klebsiella oxytoca

Citrobacter freundii*

Enterobacter spp.
(E. aerogenes,

E. intermedius,
E. sakazaki)

Enterobacter cloacae*

Pantoea agglomerans

Pseudomonas aeruginosa

Pseudomonas
fluorescens

Burkholderia cepacia

Stenotrophomonas
maltophilia

Proteus mirabilis*

Proteus vulgaris

Morganella morganii

Neisseria gonorrhoeae*

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

AHa3po0bI

Bacteroides spp.

(B. fragilis*,

B. distasonis*;

B. thetaiotaomicron*;
B. ovatus™*;

B. uniformis*;

B. vulgaris®)

Fusobacterium spp.

Peptostreptococcus spp*.

Porphyromonas spp.

Prevotela spp.

Propionibacterium spp.

Clostridium spp.*

ATHIIHYHELIE

Chlamydia pneumoniae*

Chlamydia trachomatis*

Mycoplasma pneumoniae*
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COOTBETCTBYET ZKCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035
Mycoplasma hominis (MOCNEOOBATENEHOCTE 0003)

Mycoplasma genitalium
Coxiella burnetii

* I‘IYBCTBI/ITC.]'ILHOCTI) K MOKCI/Iq)J'IOKCB,HI/IHy MOATBECPKACHA KIMHUYCCKNMHA TaHHBIMU.

* IlpuMeHeHnre MOKCH(DJIOKCAIMHA HE PEKOMEHIYETCS s JeYeHUs HMHQPEKIUH, BbI3BaHHBIX
mTamMMaMi S. aureus, pesucteHTHhIME K MeTuiiumHy (MRSA). B cnydae npeamnonaraemMpix wim
MOATBEPKICHHBIX MH(DEKIHiA, BI3BaHHBIX MRS A, ciieryet Ha3HAUNTh JIeYeHHE COOTBETCTBYFOIIIMMHU
aHTHOAKTepUaIbHBIMU TperapaTaMu.

JUis  onpeneNieHHBbIX IITAMMOB PpAacHpOCTPAaHEHUE NPUOOPETEHHON PpE3UCTEHTHOCTH MOXKET
pa3nuyaThbes B 3aBUCUMOCTH OT Te0orpauyeckoro peruoHa u ¢ Te4YeHUEM BpEMEHHU. B CBs3U ¢ 3TUM
IIPU TECTUPOBAHUU UYYBCTBUTEIBHOCTH IITAMMA JKEJIAaTe€IbHO HMMETh MECTHYIO HH(pOpPMAIHIO O
PE3UCTEHTHOCTH, OCOOCHHO MPH JICYCHUH TSHKENIBIX MH(EKITHHA.

Ecniu y manueHToB, NpPOXOJAIIMX JIeUEHHME B  CTAlOHape, 3HAa4YeHHE IUIOUaJu IOJ
(dapMakoKuHeTHYECKOH KpuBOH «koHIEeHTpauus-BpeMs» (AUC)/MUKg mnpeBbimaer 125, a
MaKcUMaJibHasi KOHIEHTpauus B miazMe KpoBU Cmax/MWKoeo Haxomgures B mpenenax 8-10, - sto
IperoiaaraeT KIMHNIECKOe yirydieHne. Y aMOyIaTOPHBIX MAI[MeHTOB 3HAYE€HUS 3TUX CYyPPOTaTHBIX
napametpoB 00b19HO MeHbIne: AUC/MIKgo >30-40.

IMapamerp (cpenHee 3HaueHHE) AUIC*(u) Cmax/MHUKgy (na]y3us B TeueHuel 1)
MUK 0,125 mr/n 279 23.6
MUKy 0,25 mr/n 140 11.8
MUKy 0,5 Mr/n 70 5.9

*AUIC - miomaap noa uHrudupyromei kpuBoit (coorromernrne AUC/MHUKag).

5.2. dapMaKkoOKMHeTHYeCKHe CBOHCTBA

AOGcopOrus

IIpu nepopasibHOM mpHUeME MOKCHU(IIOKCAIIMH BCAChIBA€TCS OBICTPO U TOYTH IOJHOCTBIO.
AGcomtoTHas OMOAOCTYITHOCTh COCTaBIIsIeT 0koJio 91 %. @apMakOKMHETHKA MOKCU(IIOKCAIIMHA TTPU
npueme B 103e oT 50 1o 1200 mr ogHOKpaTHO, a Takke 1o 600 mr/cyTku B TeueHue 10 nuel aprusercs
nuHelHoW. PaBHOBecHoe cocTositHue nocturaetcss B TeueHue 3 pgHeit. [locie omHOKpaTHOTO
npuMeHeHus 400 Mr mokcugokcanHa Cmax B KpoBU JocTHraercs B reueHue 0,5-4 4 u cocrapisier
3,1 mr/n. TTocne mpuema BHyTps 400 Mr Mokcudokcaruaa 1 pas B cytku Css™™ u Css™" cocTaBnsioT
3,2 mr/i u 0,6 MI/11, COOTBETCTBEHHO.

[Ipn npueme MOKCH(pIOKCAIIMHA BMECTE C MHINEH OTMEYAeTCsl HE3HAYMTEIHHOE YBEIHMYCHHUE
BpeMeHU JTOCTUXKEHUS Cmax (Ha 2 1) ¥ HE3HAYUTEIIbHOE CHIDKEHUE Cmax (pUOIM3UTENHHO Ha 16 %),
TIPH ATOM JJTUTEIIBHOCTH BCAChIBaHUS HE U3MeHseTcs. OJTHAKO 3TH IaHHBIC HE HMEIOT KITMHUYIECKOTO
3HAUYEHUS, U MIpernapaT MOXKHO MPUMEHITh HE3aBUCHMO OT MpUEMa MHUIITH.

Pacnopenenenne

Mokcudmokcanut ObICTPO pacrpenenseTcss B TKaHAX U OpraHax U CBS3bIBaeTCs ¢ OelkaMHu KpOBU
(rmaBHBIM 00pa3zoM, ¢ anbOymuHamu) npuMepHo Ha 45%. OObem pacnpeneneHus COCTaBiseT
npUOIM3UTENBHO 2 JI/KT. BhICOKHME KOHIIEHTpaluu IpernapaTa, NPEeBbIIIAIoNMe TAKOBbIE B IUIa3Me
KPOBH, CO3/IAf0TCS B JISTOYHOM TKaHU (B T.4. B KHJIKOCTH Ha TIOBEPXHOCTH AJIbBEOIIPHOTO SMUTEIHS,
aJIbBEOJISIPHBIX Makpodarax), B HOCOBBIX Ma3yxax (BEpXHEUENIOCTHAs U ATMOHUJAIbHAS Ma3yxH), B
HOCOBBIX TIOJINNIAX, B OYarax BOCTAJEHHs (B COAEPKUMOM ITy3bIpel IpH MOpaXEHHH KOXH). B
MHTEPCTULUAIBHON J>KUIAKOCTH W B CIIOHE MOKCH(IOKCALIMH ONpeAessieTcss B CBOOOTHOM, HE
CBSI3aHHOM C O€JKaMy BUJE, B KOHLEHTPALMIX, MPEBBINIAIOINX KOHIIEHTPAUU B IUIa3Me KPOBH.
Kpome TOro, BBICOKHE KOHIIEHTPAIlMM MOKCHU(DIOKCAIlMHA OIpPENENAIOTC B TKaHSIX OpraHoB
OpPIOIIHOH MOJIOCTH, TIEPUTOHEATFHOMN JKUIKOCTH 1 )KEHCKHX ITOJIOBBIX OpraHax.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 30.06 2025 Nz 16035
Buorpancdhopmars (MOCNEOOBATENEHOCTE 0003)

Mokcudnokcanua noasepraercst ouorpanchopmanuu 2-oii pa3pl U BBIBOAUTCS U3 OpraHU3Ma
MOYKaMM, a TaKXe uepe3 KUIICUYHUK, KaK B HEM3MEHEHHOM BHJE, TaK M B BHJIE€ HEAKTUBHBIX
cynepocoequuennii (M1) wu rmokyporumoB (M2). MokcudiokcaliH HE TOJBEpPraercs
ouotpancopmanui MHKPOCOMaJIbHON cucTeMor muToxpoma P450. Merabomutet M1 u M2
IPUCYTCTBYIOT B IIJJa3M€ KPOBH B KOHLEHTpALUSAX HUXKE, 4YeM HCXojHoe coenuHeHue. [lo
pe3ynbTataM JOKJIMHUYECKHX HCCIeOBaHUI ObUIO JOKa3aHO, YTO YKa3aHHbIE METaOOIUTHI He
MMEIOT HEraTUBHOTO BO3CUCTBUS Ha OPTaHU3M C TOUKU 3PEHHUsI OE30MaCHOCTH U MIEPEHOCHMOCTH.

OIMMUHAIMSA

[lepuon momyBBIBEICHUST MOKCH(]IIOKCAlIMHA COCTaBIIsieT mpuMepHo 12 uacoB. Cpennuit oOmmii
kimpeHc nocie BBemeHus B go3e 400 mr cocraBiser 179-246 mur/muH. [lodyedHbplil KIuUpeHC
coctaBisier 24-53 Mi/MHH. DTO CBHIETEIBCTBYET O YaCTHYHOW KaHAJBIEBOW peabcopOumm
npenapara. bajgaHC Macc HMCXOJHOTO COCIWHECHHMS W METa0OJMTOB 2-H  (a3bl COCTaBISACT
npubmm3uTensHo 96-98 %, 4To yKa3pIBaeT Ha OTCYTCTBHE OKHCIUTENHHOrO MeTabommima. OKoio
22% onmHokpaTHO# 10361 (400 MI') BBIBOJUTCS B HEU3MEHEHHOM BHJIC MTOYKaMHM, OKOJI0 26 % - yepe3
KHUIIICYHUK.

Bo3spacrt, mon ¥ 3THUYecKasi MPUHAIICKHOCTh

[Tpu uccnenoBannu (hapMakOKHHETHKH MOKCH(IIOKCALIMHA Y MY)KUYUH W KESHIIMH OBUTH BBISBIICHBI
pasznuuus B 33 % no nokazatensiM AUC u Cmax. BcacsiBaHre MOKCH(IIOKCAIHA HE 3aBUCEN0 OT
nona. Pasnuuns B nokazarensix AUC u Cmax Ob11H 00yCIIOBIIEHBI CKOpEe pa3HULCH B Bece, 4eM
MI0JIOM U HE SIBJIAIOTCS KIMHUYECKU 3HAYMMBbIMU. He BBISBICHO KIMHUYECKN 3HAYMMBIX Pa3InInii
@apMaKOKHHeTI/IKI/I MOKCI/I(l)J'IOKCElHI/IHa Yy NAUCHTOB PA3JIMYHBIX 3THUYCCKUX I'PYIIIT U pa3HOro
BO3pacTa.

TloyeyHas HETOCTATOYHOCTD

He BBIsSIBIEHO CyIIECTBEHHBIX U3MEHEHUH (papMaKOKMHETUKN MOKCHU(IOKCAI[MHA Y MAI[EHTOB C
HapymeHneM (QyHKIIMH ToYeK (BKIIF0Yast MAIMeHTOB ¢ KiupeHcoM kpeaTrnHrHa <30 mu/mun/ 1,73
M%) ¥ y HallMeHTOB, HAXOASIIMXCS HA HEMPEPHIBHOM F'eMONATN3E U ITHTEILHOM aMOyIaToOpHOM
MEPUTOHEAILHOM JIHAJIHU3E.

Hapyiienue (bVHKHI/II/I NCYCHU

He Obu10 cyniecTBeHHBIX pa3anuuii B KOHIEHTPAUU MOKCH(IIOKCAIIMHA Y TTAIIUEHTOB C
HapyleHusIMH GyHKIMU nedeHu (kiaaccel A u B no kinaccudukanmu Yaitng-I1s0) no cpaBHeHHIO
CO 3JI0pPOBBIMH TOOPOBOJIbIIAMH U MAIUEHTAMH C HOpMaIbHON (DyHKIIUEH MeueHH.

CTH

dapMakOKMHETHKAa MOKCU(DIIOKCAIIMHA Y IeTel He U3y4allach.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIeCTB
EJITI0JI03a MUKPOKPUCTAIUTHYECKAs

JIAKTO3bI MOHOTHJIPAT (Ccaxap MOJIOYHBII)
KpocKapMeJuio3a HaTpusl (IpUMesio3a)

MarHus creapar

IInenounas obonouxa

TUIPOMEII03a

tutana quokeun (E171)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035
MaKpOToJI (NOCNEOCBATENEHOCTE 0003)

KpacuTenb xese3a okcu kpacHslit (E172)

6.2. HecoBMeCTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs )

3 rona.

6.4. Oco0Oble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH

XpaHuTh MpH Temiiepatrype He Boiiie 25°C B OpUTHHATIBHON yIaKOBKE JJIs 3alUThl OT CBETA.

6.5. Xapakrep u coaep:kaHue NMePBUYHONH YIAKOBKH
TaOneTku, NOKpHITHIE MIIEHOYHOU 0005104K0i, 400 MT.

ITo 5 nnu 7 TabneToK, HOKPBITHIX MJICHOYHOM 000JI0YKOM B KOHTYPHYIO SIUEHKOBYIO YIIaKOBKY U3
TUICHKY TOJMBHHUIXJIOPUIHON U (DOJIBI'H aTFOMHUHUEBOM M€YaTHON JIAKHPOBAHHOM.

[To 5 wiu 7 TabGneToK, MOKPHITHIX MJICHOYHON 000I0UKON B OaHKY MOJIMMEPHYIO U3 MOJIUIPONUIICHA
WJIY TTOJUATUIICHA B KOMIUIEKTE C KPBIIIKOM MOJUMEPHOM € KOHTPOJIEM MEPBOTO BCKPBITHUS, UITU B
0aHKy MOJIMMEPHYIO U3 MOJUINPONUIIEHA WU TOJMATUIICHA B KOMILIEKTE C KPBIIIIKOHW MOTUMEPHON ¢
KOHTPOJIEM MEPBOT0 BCKPBITUS U aMOPTU3ATOPOM, MJIH B OAHKY MOJUMEPHYIO U3 MOJHUIPONUICHA
WJIY TIOJIMATUIIEHA C BAHTOBOM TOPJIOBUHOM U KPBIIIKOM ITOJIMMEPHON HABUHYMBAEMOM.

Ha O0anku HaKJIEUBAIOT dTUKETKHA CAMOKJIESAIIAECS.

Kaxnyto 6anky uiu 1, 2 KOHTYpHbIE SYEHKOBbIE YITAKOBKH (10 5 MK 7 TabJETOK, MOKPHITHIX
IJIEHOYHOH 000JI0UKO) BMECTE C MHCTPYKLKEH 10 MEAUIIMHCKOMY MPUMEHEHHUIO IOMELIAIOT B
MayKy M3 KapTOHA JJIs MOTPEOUTENbCKOM Tapbl MAPKU XPOMOBBII MM XpOM-3p3all, WK KapTOHA
MapKu XpoM-3p3al] MaKyJaTypHOT0, WM IPYroro KapTOHA aHAJIOIMYHOTO KauecTBa.

6.6. OcoOble  Mepbl  TPEAOCTOPOKHOCTH  NPH  YHUYTOKEHHM  HMCIOJH30BAHHOTO
JICKAPCTBEHHOI'0 Npenapara MUJid 0TX00B, MOJy4YeHHBIX MOC/Ie IPUMEHEHH JEeKAPCTBEHHOI 0
npenapara u Apyrue MaAaHUIYJISLUH € IPenapaTomM

Oco6sbie TpeOOoBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanns
000 «HOBas papmar

109044 r. Mockaa, yi. BoponioBckas, a. 20, komHaTa 4a

IIpousBoguTeb:
AO «JIAJIbXIM®DAPM»

680001, XabapoBckwuii kpaii, r. XabapoBck, yi. TamkeHTckas, 22
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.06.2025 N= 16035
Ten./axc: 8 - (4212) - 53-91-87 (NOCNEOCBATENEHOCTE 0003)

E-mail: dhf@dhf.khv.ru

IIpereH3uu HOTD€6I/ITCHGI\/JI CJICAYCT HAIIPABJIATDH 110 aAPCCY.

Poccuiickas @enepanust

AO «IAJIbBXUM®DAPM»

680001, XabapoBckwuii kpaii, r. XabapoBck, yi. TamkeHTckas, 22
Ten./daxc: 8 - (4212) - 53-91-87

E-mail: dhf@dhf.khv.ru

8. HOMEP (HOMEPA) PETUCTPAIIUOHHOI'O YAOCTOBEPEHMUAA

9. KATEI'OPUS OTIHHYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA
ITo peuenry.

OOmast ~ xapakTepUCTHKA JIGKAPCTBEHHOTO  Mpemapara JOCTylIHAa B  €IWHOM  PEecTpe
3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3miickoro SKOHOMHYECKOTO COK03a M Ha
oduIaTEHOM caiire YIIOJTHOMOYEHHOTO opraHa (aKcriepTHOM
opranmzaiun) https://grls.rosminzdrav.ru
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