COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 13.01.2025 N= 312

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBERHOT O-IPEITAPATA

1. HAMUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Moduoke 400, 400 mr, TaOIETKH, MOKPBITHIE INIEHOYHOW 000T0YKOM.

2. KAMECTBEHHBIA 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByro111€€ BEMIECTBO: MOKCH(IIOKCAITIH.

Kaxxnas tabnerka comepxut 400 mr Mmokcudaokcanuna (B BUAC THAPOXIOPHUIA).
BcmoMoratenbHbIe BEIIECTBA, HATUYHE KOTOPBIX HAI0 YYUTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npenapara: Hatpui (cMm. pazzaen 4.4.).

ITomubIi MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB ITPUBCACH B Pa3aciic 6.1.

3. IEKAPCTBEHHAS ®OPMA

TabneTKu, MOKPHITHIE MIICHOYHOM 000I0YKOM.

KancynoBuaHble BOSKOBBIIYKIIbIE TaOJIETKH, MOKPBITHIE IUICHOYHOW OOOJIOYKOW PO30BOTO
1IBETa, ¢ TpaBUpoBKOM «80» Ha omgHOM cTopoHe u «I» Ha npyroil. Ha monepeunom paspese sapo

OT CBCTJIO-KCJITOI'O A0 KCJITOIoO LIBETA.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
WHpekuronHo-BoCIaNUTEIbHbIE 3a00JIeBaHU, BBI3BaHHBIE YyBCTBUTEIHHBIMU K
MOKCHU(IOKCAIIMHY MUKPOOPTaHHU3MaMHU:
- HEOCIIO)KHEHHBIE HMH(PEKIIUU KOXKU U TTOJIKOKHBIX CTPYKTYD;
- BHEOOJTbHUYHASI TTHEBMOHHUSI, BKJIIOYash BHEOOJBHUYHYIO ITHEBMOHHIO, BO30YyIUTEISIMU
KOTOPOW SIBIIAFOTCSL IITAMMbl MHKPOOPTaHU3MOB C MHOXKECTBEHHOM PE3HCTEHTHOCTHIO K
AHTHOMOTHKAM |
- OCJIO)KHEHHbIE MH(EKIMH KOXH MU TOJIKOXKHBIX CTPYKTYp (BKIIOYas HUH(PUIMPOBAHHYIO
JTNAa0ETUIECKYIO CTOIY);
- OCJIO)KHEHHBIE MHTPaa0JOMHUHAIbHBIE WH(PEKIIUU, BKIIOYAsl MOJTUMUKPOOHBIE HH(PEKIINH, B
TOM YHUCJI€ BHYTPUOPIOIIMHHBIE a0CIIECCHI;
- HEOCIIO)KHEHHBIE BOCHAIUTENbHBIE 3a00JeBaHHs OpraHoB Majoro Ta3a (BKIIOUas

CQJIBIIUHTUTHI U DHIOMETPHUTHI).
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MOXKET TPHUMEHSITHCS TOJIBKO B KAueCTBE AIbTEPHATHBBI JIPYTUM MPOTUBOMHUKPOOHBIM
npernaparam:
- OCTPBII CHUHYCHT;

- 000CTpeHre XPOHUUECKOT0 OPOHXHTA.

Streptococcus pneumoniae ¢ MHOXECTBEHHOH PE3UCTCHTHOCTHIO K aHTHOMOTHKAM
BKJIFOYAIOT IITAMMBI, PE3UCTEHTHBIC K MEHUIIMIUINHY, W IITAMMBI, PE3UCTCHTHBIC K IBYM HJIN
Oosiee aHTHOMOTHMKAM W3 TaKUX TPyNN, Kak NeHUIuUmHb (mpu MUK > 2 mkr/mon),
uedanocropunbl I mokonenuss  (uedypokcum),  MaKpOJHIbI,  TETPALUKIUHBI,
TPUMETONPUM/CYTTb(aMETOKCA30II.

HeobxomuMo mnpwHMMATh BO BHUMaHHE JACHCTBYIOIMUE OQUIIMAIBHBIE PYKOBOJACTBA O

[mpaBujiax MpUMCHCHHA aHTI/I6aKTepI/IaJ'ILHI>IX CpCAacCTB.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHMsI

Pexxum 103upoBaHus

Pexkomenmyemsbrii pexkxuM no3upoBaHus Mokcuduiokcanmaa: 400 mMr 1 pa3 B JA€Hb IpH
MHQEKIIX, YKa3aHHBIX BbIe. He ciemyeT npeBsImaTs peKOMEHIyeMYIO J103Y.
IIpooonxcumenvnocms neuenus:

[Tpo10IKUTENBHOCTD JIEYEHUS ONpeiesaeTCs JOKaIU3auel U TAKECTbI0 HHPEKLNH, a
TaK)Ke KIIMHUIECKUM d(PPEKTOM:

- HEOCIJIO’)KHEHHBIE HH()EKIUU KOXKH U TIOJKOKHBIX CTPYKTYp: 7 AHEH;

- BHEOOJNbHMYHAS IHEBMOHHS: 0OIIas MPOJODKUTENBHOCT  CTYNEHYaTOW  Tepanuu
(BHYTpUBEHHOE BBEJIEHHUE C MOCIEAYIOLUINM IPUEMOM BHYTPh) cocTaBiseT 7—14 nuHeil;

- OCJIO)KHEHHBbIE MH()EKINU KOXH W TOAKOXKHBIX CTPYKTYp: OOIIas MpPOJOJDKHUTEIHHOCTD
CTYNEHUaTOH Tepanmuu (BHYTPUBEHHOE BBEJICHHE C TIIOCIEAYIONIMM TPHUEMOM BHYTPB)
coctaBiisieT 7—21 eHsb;

- OCJIO)KHEHHbIE MHTPaabJlOMHUHANbHble HWHQEKIUH: oO0IIas UIMTeNbHOCTh CTYNEHYaTOM
Tepanuu (BHyTPUBEHHOE BBEJICHHE C MOCIEAYIOIIUM IPUEMOM BHYTpPb) cocTaBisieT 5—14 nHeii;

- HEOCJIO’KHEHHbIE BOCTIAJIUTENbHbIE 3a00I€BaHUS OPraHOB MaJloro Tasza: 14 nHeit;

- OCTpBIN CUHYCHT: 7 THEH;

- oboctpenue xpoHudeckoro Oponxura: 5—10 queil.

He cnenyer mpeBbIaTh peKOMEHAYEMYIO TPOIOJKUTEILHOCTD JICUSHHS.

[To naHHBIM KIMHUYECKHUX HCCIEA0BAHUN MPOAOKUTEIBHOCTh JIEYEHUSI MOKCU(IOKCAIIMHOM B

TabJaeTKaxX MOXKET JOCTUraTh 21 JHs.
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(NOCNEQCBATENEHOCTE 0002)

IIponywennas 0oza

B ciyuae mpormycka 103sl Iperapara ee ciaeayeT NPUHATH B JIF000e BpeMs, HO HE TI03/IHee, YeM
3a 8 4acoB JI0 CIIEAYIONIEeH 3alulaHMPOBaHHOM 103bl. Eciin 10 cieyronieit 1036l 0CTaeTcst MeHee
8 4acoB, IPOIYLIEHHYIO 103y HE CIeAyeT NPUHHMMAaTh, a JICUEHHUE CIIEAYET MNPOJOJIKUTH B
COOTBETCTBUU C PEKOMEHJOBAHHBIM rpaukoM mpuema Tabinetok. He cienyer mpuHUMaTh
JIBOMHBIE J103bI JIJI1 KOMIIEHCALIMU ITPOMYILIEHHOM.

Oco0Bble IPYIIILI MAIUEHTOB

Tayuenmuor nodxcunozo eospacma
M3MeHeHus pexxuMa JO3UPOBaHUS Y MOKUIIBIX NAI[UEHTOB HE TpedyeTcs.
Ilayuenmel ¢ napywenuem ynKyuu nevenu
B cBs13u ¢ orpaHU4eHHBIM KOJIMYECTBOM KIMHUYECKHX JAHHBIX MPUMEHEHHE MOKCU(IIOKCAIIMHA
IPOTHBOIIOKA3aHO MAalMEHTaM C TsDKEIbIM HapyleHueM ¢yHkuuu nedeHu (kmacc C mo
knaccupukanun Yaina-I1s10) 1 nanueHTam ¢ NOBbILIEHHEM TpaHCaMHMHA3 0oJjiee, 4eM B ISTh pa3
BBIIIE BEPXHEW IpaHULbl HOpMBI. [laniMeHTaMm C JIETKOW M CpeJHEH CTENEeHbK HapyLICHUSMU
¢ynkuum neuenu (kinace A u B knaccudukanun Yaiina-I1s10) n3MeHEHUsT pexXuMa J03UPOBAHUS
He Tpedyercsl.
Tayuenmoi ¢ napywenuem ¢hynkyuu novex
VY nanueHToB ¢ HapylleHHeM (YHKLIUU MOYEK (B TOM YHCIE IPU TSHKEJIOW CTENEHU MOYEYHON
nenocratounoctd ¢ KK < 30 mn/mun/1,73 M%), a Takke y NAMEHTOB, HAXONANIUXCA Ha
HEMPEPbIBHOM TIE€MOJMAIN3Ee U JUIUTEIBHOM aMOYJIaTOPHOM IEPUTOHEATbHOM JHaln3e,
U3MEHEHUS PEeKUMa J03UPOBaHUS HE TpedyeTcs.
Tayuenmol pasnuunblx SMHULECKUX SPYAN
W3MeHeHune pexxuma J103MpoBaHus He TpeOyeTcs.

€TH
[Ipemapar Modnokc 400 mpoTuUBOMOKa3aH y JeTell W MOJPOCTKOB B Bo3pacte g0 18 iner.
OddexTuBHOCTh U 0€30MaCHOCTh MPUMEHEHUS MOKCU(IIOKCAlMHA y JeTel U MOJIPOCTKOB HE
yCTaHOBJIEHBI (CM. paznen 4.3.).

Crooco0 nmpuMeHeHus

BuyTps.
TabneTkn crexyer mporiarbiBaTh UEJIMKOM, HE pPa3kKeBbIBas, 3alMBas JOCTAaTOYHBIM

KOJIMYCCTBOM BOJIbI, BHC 3aBUCUMOCTHU OT IMPUCMa MMUIIH.

4.3. IlpoTuBONOKA3aHNUS
- ['unepuyBCTBUTENBHOCTh K MOKCU(DIIOKCALIMHY, JPYTUM XMHOJIOHAM, (PTOPXUHOJIOHAM WIH K

1r000My U3 BCIIOMOTaTeIbHBIX BELIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.;
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- Bo3pact 10 18 jer;

- OEpEMEHHOCTD U MEPHOJ IPYIHOTO BCKapMIIMBaHUs (CM. pas3zaen 4.6.);

- HaJIMYMe B AaHaMHE3€ TMaTOJOTUM CYXOXXKWJIUW, pa3BUBIICHCS BCICACTBUE JICUCHUS
AHTUOMOTHKAMU (TOPXUHOIOHOBOTO PSa;

- B JOKJIMHHYECKUX U KJIMHMYECKUX HCCIEIOBAHUIX TOCIEe BBEICHUS MOKCcH(]IOKCAIlHA
HaOJI01a7I0Ch M3MEHEHHUE 3JICKTPOPHU3UOIOTMUECKIX MapaMeTpoB CEep/lla, BBIPAKABIIUXCS B
yanuHeHnn uHaTepBana QT. B cBsi3u ¢ 3TuM, npuMeHeHne MOKCH(DIIOKCAIIHA TIPOTHBOIIOKA3aHO
y MalMEeHTOB CIIEAYIOIIUX KaTeropuid: BPOXKICHHbBIE WIIM MIPUOOpPETEHHbIE JOKYMEHTUPOBAHHBIE
yanuHeHus: uHTepBana QT, sSIeKTpPOJIUTHBIE HApYIIEHHUS, OCOOEHHO HEKOppEerupoBaHHAas
TUTOKAIMEMUS; KIMHUYECKH 3HAuYuMas Opaaukapaus, KIMHWYECKH 3Ha4MMasl cepicydHas
HEI0CTaTOYHOCTh CO CHIDKEHHOU (pakuueil BEIOpOca JIEBOTO JKETyA0uKa; HAIUMYNEe B aHAMHE3e
HApYLICHU PUTMA, COTIPOBOXKAABIINXCS KIMHUYECKON CUMIITOMATHKO;

- MOKCU(IOKCAIMH HENb3sl MNPUMEHSTh C JPYTMMH JIEKQpCTBEHHBIMH CPEICTBaMH,
yumuasromume uatepsan QT (cm. pasaen 4.5.);

- B CBA3M C OTPAaHUYCHHBIM KOJMYECTBOM KJIMHHYECKUX JIAHHBIX IPUMEHEHUE
MOKCHU(IOKCallMHA MPOTUBONOKA3aHO MAllMeHTaM ¢ HapylieHneM QyHkiuu nedeHu (kiace C mo
knaccudukanuu Yaina-I1e0) 1 nanuenTaM ¢ NOBBIIIEHUEM TPaHCaMUHa3 0oJiee, YeM B IISTh pa3

BBIIIIE BEPXHEH I'PAHUIIBI HOPMBI.

4.4. OcoOble ykazaHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPO’KHOCTBIO

- Ilpu 3aboneBanusax IIHC (B T.4. momo3putenbHbIX B oTHomeHWH BomieueHus [[HC),
[pelpacloiaralouMXx K BO3HUKHOBEHHUIO CYJIOpPOI M CHIKAIOUIMX MOPOT CyAO0POXNKHOU
AKTUBHOCTH;

- y MAIMEHTOB € ICUX03aMHU U/WIU C ICUXUATPUYECKUMU 3a00JIeBaHUSIMH B aHAMHE3E;

- y MalMEHTOB C MOTEHUHUAIbHO MPOAPUTMUYECKHUMH COCTOSHUSAMHU (OCOOEHHO y KEHIIMH U
NAIMEHTOB MOKUJIOTO BO3pacTa), TAKUMH, KaK OCTpasi MILIEMUsI MUOKap/ia U OCTAaHOBKa CEp/LIa;
- IpYU MUACTEHHUH gravis;

- y MAlIUEHTOB C LIUPPO30M IIEUEHH;

- [IpY OJTHOBPEMEHHOM IIpHEME C IperapaTaMy, CHIKAIOIIMMU COJIepKaHue Kalusl B KPOBU;

- y TAUEeHTOB C TEHETHYECKOM MpeApacroioKEHHOCThI0 MM (PAKTHUECKUM HAIUYUEM
neduuura riroko30-6-pocharaeruiporenassr;

- y TAlMeHTOB C CaxXxapHbIM JHa0eTOM, MOJYyYarollUX MNEepOpalbHbIE TUIOTIMKEMUYECKHE
npenaparsl (Harpumep, npenaparsl Cyiab()OHWIMOUYEBUHBI) WIM UHCYJIUH (BO3pacTaeT pPHUCK

pa3BUTHUS TUIIOTJIMKEMHUN );
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COITyTCTBYIOIIEM TPUMEHEHUU TIIOKOKOPTHKOCTEPOUJOB (MOBBIIIEHHBIH PUCK Pa3BUTHA
TEHJECHUTOB U pa3pblBa CyXOXKWINHN (CM. NYHKT « TEHAUHUT U pa3pblB CYXO0KUIIUA»));

- Yy TAlMEeHTOB C aHEBPU3MOH aopThl B CEMEMHOM aHaMHe3e, WJIU Yy MalUeHTOB C
JMarHOCTUPOBAHHOM aHEBPU3MOM aOpThl /UM PacCIOCHUEM a0PThl WM IIPU HAIMYUU JPYTUX
(aKTOpPOB pUCKA WM COCTOSHUHM, MPEAPACIOIOTAIONINX K Pa3BUTHIO aHEBPU3MBI aOPThI WU
pacciioeHust aopThl (Harpumep, cuHapoM Mapdana, cuaapoM Diepca-/lannoca cocyIucToro
TUNa, apTepuuT Takascy, I'MIaHTOKJIETOUYHBIH apTepuuT, Oose3Hb bexuera, aprepuanbHas
TUIIEPTEH3HUs, aTePOCKIIEPO3 (CM. MyHKT «AHEBPU3Ma U PACCIOCHUE A0PTHI»)).

Oco0ble yKa3zauus

I'unepuyscmeumenvrocms

B HekoTOpbIX ciy4asx YK€ IOCJi€ IEpBOrO0 IPUMEHEHHUs Ipenapara MOXKET pPa3BUTHCS
TUIIEPYYBCTBUTEIBHOCTh W QJUIEPTMYECKUE pEaKkLHUHd, O YeM CIeAyeT HEMENJIEHHO
uHpopMmupoBaTh Bpada. OYEHb peAKO, Jake IIOClie IEPBOro IMPHMEHEHHs Npernapara,
aHaQUIAKTUYECKHE pEaKUMM MOTYyT IpPOrpecCUpoBaTh 0  YrPOXKAIOUIETO  KU3HU
aHa(UIAKTUYECKOro 1IIOoKa. B 3TuxX choyyasx JiedeHHe MOKCH(IOKCALMHOM —CIenyeT
IPEKPaTUTh U HEMEJUIEHHO HayaTh IIPOBOAUTH HEOOXOAUMBIE JedyeOHble MEPONIPUATUS (B TOM
YHCJI€ IPOTUBOILIOKOBBIE).

Taorcenvie KodcHbIe HEdCEIamenbHble peakyuu

Ha ¢one nedeHns MOKCHU(IOKCAIMHOM HaOIIOJATUCh TSDKEJIble KOXHbBIE HEXelaTelbHble
peaklMy, BKIOYas TOKCHMYECKUH sMuaepMalibHbId Hekpoiu3 (cunapom Jlaitema), cunapom
CruBenca-J[>koHCOHAa W OCTPBIM TEHEPATU30BAHHBIA JK3aHTEMATO3HBIM MYCTYyJe3, KOTOphIC
MOTYT OBITh ONACHBIMU JJISl JKU3HM WIM JIeTaldbHbIMU (cM. pasnen 4.8.). Ilpu Ha3HaueHuun
npernapara, MnanueHTaM cliefyeT COOOLIUTh O MPU3HAKAaX U CUMITOMAX CEPhE3HBIX KOMXKHBIX
peakuui M TIIATEIBHO MOHUTOPUPOBAaTh BO3MOYKHOCTb pPa3BUTHs JAaHHBIX pEakUud Yy
nanueHTa. B ciayuyae mosiBIeHHS NMPU3HAKOB U CUMITOMOB, YKa3bIBAIOIIMX Ha 3TH pPEaKIIMH,
MOKCHU(IIOKCAIIUH CIeAYeT HEMEJIEHHO OTMEHUTh M PacCMOTPETh aJlbTEPHATUBHOE JICUCHHE.
ITpu pa3BuTHUM Yy NAIMEHTa CEPbE3HOM PEAKLMM, HAIPUMEP, TOKCUYECKOIO AMHUAEPMAIBHOTO
Hekponu3a, cuHIpoM CTuBeHca-/[PKOHCOHA WM T'€HEPaIM30BaHHOTO HK3aHTEMATO3HOIO
nycryne3a Ha (oHE NMPUMEHEHHs] MOKCH(IIOKCAllMHA, JIEYeHHE 3TUM IpenapaToM He cleayeT
00JIb11I€ BO3OOHOBIIATH HU MPH KAKUX 00CTOSATENbCTBAX.

Hapywenus co cmoponwl cepoya

[Tpu mpuMeHeHNH MOKCH(IIOKCAIIMHA Y HEKOTOPHIX MAI[HEHTOB MOXKET OTMEUATHCS Y UIMHEHUE
untepana QT. Moxkcudnokcauun cienyer NPUMEHSITb C OCTOPOXKHOCTBIO Y JKEHUIMH U

ManuCHTOB ITOXKHJIOr0 BO3pacTa. HOCKOJ’ILKy JKCHIIWHBI IO CPAaBHCHHUIO C MY>XXYMHaMU HUMCIOT
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O6onee mmHHBIM uHTEepBan QT, OHM MOryT |OBITh 68}%:4%%TJ£QEH£ 'ﬂEE'rr(Jip'a"r'éM,

yanuastomuM uHTepBasl QT. Iloxuibple manmMeHThl Takke Ooliee MOABEPKEHBI JICHCTBUIO
MpenaparoB, OKa3bIBAIONIUX BiIMsiHUE Ha uHTepBas QT.

Vanuuenne uHTepBaga QT compsiKEHO C MOBBIIMICHHBIM PHUCKOM KETyJAOYKOBBIX apUTMHIA,
BKJTFOYAs TTOJIMMOPGHYIO KEITYA0UYKOBYIO TaXHUKaPIUIO.

Crenenpr ymnuHenuss uHTepBaia QT MokeT HapacTaTh C IMOBBIIICHHEM KOHIIEHTpALUU
npenapara, o3ToMy He CJIeyeT MPEBbIIIaTh PEKOMEHA0BaHHYIO 103y. OAHAKO y MAIUEHTOB C
ITHEBMOHHMEH KOPPEISIIIUU MEXAY KOHIICHTparuend MOKCcHQUIOKcallMHa B IUTa3Me KpPOBU U
ymmHeHrneM uHTepBana QT ormeueno He Obuto. Hu y omHoro m3 9000 mamumeHTOB,
MOJTy4aBIIUX MOKCU(DIOKCAIIMH, HE OTMEUYAIOCh CEPICYHO-COCYAMCTBIX OCIOXHCHHA H
JIETaNbHBIX CIIy4aeB, CBA3aHHBIX ¢ yATuHeHneM nntepsana QT.

[Tpu mpuMeHeHnHn MOKCH(]IIOKCAIIMHA MOXKET YBEIUYHMBATHCS PUCK PA3BUTHSA >KETYIOUYKOBBIX
apUTMUH y MALIMEHTOB C MPEAPACIIONAraloIMMHU K aPUTMHUSAM COCTOSIHUSIMU.

B cea3u ¢ smum MOKCI/ld)]ZOKCCluuH npomueonoKa3ar npu.

® U3MCHEHHUAX DIEKTPOPHU3UOIOTHUECKHX IapaMeTPOB  CEpAla, BBIPAKAIOIUXCI B
yanuHeHnn uHTepBana QT: BpOXKIEHHBIX WM TPHOOPETEHHBIX TOKYMEHTHPOBAHHBIX
YATMHEHUSX UHTEpBaJa QT, AIEKTPOIUTHBIX HapyIICHUSX, 0COOCHHO
HEKOPPETMPOBAHHOM T'MIIOKATMEMHUH; KIMHUYECKU 3HAYUMOW OpaguKapIuH; KIMHUYECKH
3HaYMMOI cepieyHONH HEJOCTaTOYHOCTU CO CHIDKEHHOM (pakiueil BbIOpoca JI€BOTO
KEIyI0YKa; HATMYUK B aHAMHE3€ HapyIIEeHW pUTMa, COMPOBOXKIAIOIINXCS KITMHHYECKON
CUMIITOMAaTUKOM);

® TMPUMEHEHHHU C JPYTHMH Mpenaparamu, YITHHsomuMy natepsan QT (em. pazaen 4.5.).

MOKCM(Z)JZOKCGL!L[H Cﬂedvem NPUMEHImMsb C OCIOPOHCHOCMbIO .

- y MallMEHTOB C IOTEHIMAIBbHO IPOAPUTMHUYECKMMH COCTOSHUSMHU, TaKUMU KakK OCTpas
UIIEeMUsI MUOKap/ia U OCTaHOBKA Cep/IIia;

- y MallMeHTOB C LHUPPO30M IeueHU (TaKk Kak y JaHHOW KaTeropuu MallMEeHTOB HEIb3s
UCKJIIOYUTh PUCK pa3BUTHS yuIMHeHUs uHTepsana QT).

Ecnu Bo Bpemst JiedeHuss MOKCM(IIOKCAlMHOM BO3HHUKAIOT NPU3HAKU HApyLIEeHUs pHUTMa
cepua, JISYEHHE ClIelyeT NPeKpaTuTh u caenatb OKI'.

Amnespusma u paccnoenue aopmaol

[To naHHBIM SNHUIEMUOJOTUYECKUX HCCIIEJOBAHUM COOOIIATOCh O TIOBBIIIEHHOM pHCKE
pasBUTHS aHEBPU3MBI AOPThl U PACCIOCHHMS AOpPTHl MOCJIE IMPUMEHEHHs (PTOPXMHOJIOHOB,
0COOEHHO Yy MAaIMEeHTOB MOXHWJIOr0 Bo3pacTa. B cBA3M C 3TUM, (TOPXMHOIOHBI CIEIyeT
IMPUMEHSTh TOJBKO IOCJE TIIATEIbHON OLEHKW COOTHOLIEHMS IMOJIb3a-pUCK M PACCMOTPEHMUS

JIPYTHX BapUAHTOB TEpAINWH y NMAMEHTOB C AHEBPU3MOM aOpThl B CEMEMHOM aHAMHE3€, WU Y
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HAJIMYUK JpyruxX (aKTOpOB pPUCKA WIM COCTOSHHA, NpPEIpacrojiaraloliuX K pPa3BHTHUIO
AQHEBPU3MBI a0PThI WJIM PacciIOeHUs aopThl (Hampumep, cuHapoM Mapdana, cuaapom Diepca-
Jlannoca cocyiucTOro Tuma, apTepuuT Takascy, I'MFaHTOKJIETOUHBIH apTepuuT, OOJe3Hb
bexuera, aprepuanbHasi THIIEPTEH3Us, aTepOCKiIepo3). B ciaydae nosiBieHus BHe3anHo#M 6014 B
KUBOTE, TPYAH WM CIHHE MAIleHTaM CIIeAyeT HEMEJIEHHO OOpaTUThHCS K Bpady B OT/CIICHUE
HEOTJI0KHOM ITOMOIIH.

Hapywenus co cmoponsl neueru

IIpu mnpueme MokcudiaokcanuHa coo0Imaaochs O ciay4asx (yJIbMHUHAHTHOIO TenaTuTa,
NOTEHLUAJIbHO TPUBOJAILIETO K Pa3BUTHI0 II€YEHOYHOM HEJOCTaTOYHOCTU (BKJIIOYas
aetanbHble cydan) (cM. pa3zaen 4.8.). [lanuenTa cinenyer ”HGOPMHUPOBATH O TOM, YTO B Clly4ae
BO3HUKHOBEHUS U OBICTPOM Pa3BUTUHU MPHU3HAKOB U CHUMIITOMOB (DyJIbMUHAHTHOTO TeNaTHTa,
TaKUX KaK OBICTPO pa3BUBAIOIIASACA ACTEHUS, ACCOLUHPOBAHHAS C XKEJITYXOH, IOTEeMHEHHE
MOYM, TIOBBIIICHHAass KPOBOTOYMBOCTH WJIM TI€YCHOYHAS SHIE(aIonaTus HEo0X0AUMO
0o0paTuThCsl K Bpady, MPEKIEC YeM MPOAOIDKUTH JiedeHHe MokcudiokcanmHoM. B cimyuae
BO3HUKHOBEHHUS  IPU3HAKOB  HAapylIeHMH  (QyHKUMM  TEeYeHH  CclelyeT  I[POBECTH
(YHKLIHOHAJIbHBIE IEYEHOUHBIE IPOObI/McCIeI0BaHNs (YHKIIUN TIEUCHH.

Cyoopoeu

[IpumeHeHre npenapaToB XMHOJIOHOBOTO psifa CONPSKEHO C BO3MOXKHBIM PHUCKOM Pa3BUTHUS
cynopor. MokcugiokcaH cleayeT IPUMEHSITb C OCTOPOXKHOCTBIO Yy IAaLMEHTOB C
3aboneBanusamu [THC u ¢ Hapymenusmu co croponsl [ITHC (Hanmpumep, NOHMKEHHBINH MOpor
CYJIOPO’)KHOM aKTUBHOCTH, CYJIOPOTM B aHaMHe3€, CHI)KEHHE MO3TOBOTO KpPOBOOOpallleHHs,
MOBPEXJACHUE TOJIOBHOTO MO3Ta WM HUHCYJBT), MPEAPAcHoiaralolliMU K BO3HUKHOBEHUIO
CYJIOpOT WJIM CHWYKAIOUIMMH ITOPOT CyI0POKHON aKTUBHOCTH.

B cnyuae pa3BuTHA CyAOpOr ClieAyeT NPEeKpaTUTh TEeParnuio MOKCH(IOKCAMHOM U HPUHSTH
COOTBETCTBYIOIINE MEPBHI.

Hapywenus co cmopoHbl 4#ceny00uHO-KUWEeUH020 mpaKkma

[IpumeHeHne aHTUOAKTEpPUATIBbHBIX IpENapaToB IMIUPOKOTO CIEKTpa JeMCTBUS, BKIIOYAs
MOKCHU(IIOKCALIMH, COMPSDKEHO C PUCKOM pPa3BUTHS ICEBAOMEMOPAHO3HOIO KOJIUTA. IDTOT
JUarHo3 cjieayeT HWMeTb B BHUAY Y TNAIUEHTOB, y KOTOpPbIX Ha (oOHE JIeUeHHUS
MOKCHU(IOKCAIIMHOM pa3BHJIach TshKenas Auapes. B ciiydae moo3peHus Wil MOATBEPKACHUS
IICEBIOMEMOPAHO3HOTO KOJIUTA, CJEIyeT NpPEeKpaTHTh TEpanuilo MOKCHU(DIOKCAMHOM, H
IIPOBECTU COOTBETCTBYIOLME TEpaneBTUUECKUE Meponpusatus. Ilpenaparsl, yraeraromue

NEPUCTAIBTUKY KMIICYHUKA, ITPOTHBOIIOKAa3aHbI TP PAa3BUTHU TSDKEIION auapceu.
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(NOCNEQCBATENEHOCTE 0002)

Hapywenue ¢pynkyuu novex

[Toxumbie TAIUEHTHI C 3a00IEBAHISIME MOYEK JOJDKHBI COOJIIOIATh OCTOPOKHOCTH MPU TIpUEMe
MOKCHU(IIOKCAIMHA, €CJIH OHU HE HMEIOT BO3MOKHOCTH MOTPEOISATH HE00X0IMMOE KOJTUIECTBO
XKHUJIKOCTH, TIIOCKOJBbKY OOC3BOKMBAHHE MOXXET TMOBBICHTH PHUCK PAa3BUTHA IMOYCYHOMH
HEJIOCTaTOYHOCTH.

Hapywenue 3penus

[Ipr CHMXEHWHM OCTPOTHI 3PCHHSI WM BO3SHHUKHOBEHHH JPYTHX CHMIITOMOB, CBS3aHHBIX CO
3peHHEM, CIIEyeT HEMEIJICHHO OOpaTUThCS 3a KOHCYyJbTamued K odranpmonory (cM.
paznen 4.8.).

Muacmenus gravis

MoxkcugaokcanuH cleayeT HCIOJIb30BaTh C OCTOPOKHOCTHIO y TAIMEHTOB C MHUACTCHHEH
gravis B CBsI3U ¢ BO3MOKHBIM 000CTpEeHHEM 3a00JICBAHUS.

Tenounum u paspoié CyxoHcunus

Ha ¢one tepanmuu GpropxuHOIOHAMH, B TOM YHCIIE MOKCH(IIOKCAITMHOM, BO3MOKHO Pa3BUTHE
TEHIMHHUTA U PAa3pbIBa CyXOXKWIUS (MPESUMYIICCTBEHHO AXHWJLIOBOTO), HHOTA JIBYCTOPOHHETO,
yke B mnepBble 48 wyacoB nedeHus. OnucaHbl Ciydaw, KOTOpPbIE BO3HHMKJIM B TEYCHHE
HECKOJIbKUX MECSIICB MOCIIE 3aBEPIUICHUS JeueHHsI. PUCK pa3BUTHS TEHAWHONATHH MOXKET OBbITh
MOBBIIICH Y TMOKHUJIBIX MMAIMEHTOB, BO BPEMs CHIBHOW (DM3MUECKON HArpy3KH, y TAICHTOB,
MOJTyYaIONUX JICUCHUE KOPTHKOCTEPOUJAMH, y TAIMEHTOB C IMOYCYHONW HEIO0CTATOYHOCTHIO
WIA TIOCJ€ TPAHCIUIAHTAIIMM COJHMIHBIX OpraHoB. [Ipu TEpBBIX CHMITOMAaxX TEHAWHUTA
(mampumep, OOJIE3HEHHBI OTEK, BOCMAlieHUE) HEOOXOAMMO pas3rpy3UTh MOPAKEHHYIO
KOHEUYHOCTh, u30eraTh 000N JUITHEH (PU3NYECKON aKTUBHOCTH W OOpAaTUTHCS K Bpady 3a
KOHCYJIbTAITUEH U PEIIeHUEM O TTPEKPANCHIN aHTHONOTHKA.

Peaxyus homouyscmeumenvrnocmu

[Tpu mpumeHeHHH (TOPXMHOJIOHOB OTMEYAIOTCA pPeakiuu (PoTouyBCTBUTENbHOCTH. OmHAKO
IIPH TIPOBEACHUN JTOKIMHUYSCKUX M KIMHHUYECKUX WCCIICJIOBAHMIA, a TaKKe MPH MPUMEHECHUU
MOKCHU(JIOKCAIIMHA B TMPAKTUKE HE OTMEYANIOCh peakiuid (POTOUYyBCTBUTECIHHOCTH. TeM He
MeHee, MaIeHTHI, MoydJarolue MOKCU(MDIOKCAINH, JOKHBI N30erath BO3JACHCTBUS MPSIMbIX
COJTHEYHBIX Jyuell 1 ynbTpaduoIeTOBOrO CBETA.

OcnotcHeHHble 8OCnAIUMeNbHbLE 3A00N€8AHUS OP2AHO8 MAI020 MA3d

[IpumeHneHne mnpenapata B QopMme TaOJETOK Ui TpUeMa BHYTPh HE pPEKOMEHIyeTcs
MAIUEHTOK C OCJOXHEHHBIMUA BOCIAUTENBHBIME 3200JICBaHUSMH OpPTaHOB MaJoro Tas3a

(HaHpI/IMep, CBsA3aHHBIMH C TY600BapI/IaJ'IBHLIMI/I NI Ta30BBIMH aGCLIeCC&MI/I).
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memuyuniuny (MRSA)

He pexomenmyeTcsi MCHOIB30BaTh MOKCU(IOKCAIMH ISl JIeUeHUS WHQEKIHUN, BBI3BAHHBIX
mrammamu  Staphylococcus aureus, pesucreHTHbIME K MeTurmuinHy (MRSA). B cioyuae
MpEANoJaraeMbIX WU MOATBEPKICHHBIX WH(MEKINH, BpI3BaHHBIX MRSA, crienyer Ha3HAYNTH
JICYeHHE COOTBETCTBYIOIIMMHU aHTHOAKTEpUATBHBIMY Mpenaparamu (cM. paszaen 5.1.).
Jlabopamopnvie mecmuol

CnocoOHOCTh MOKcHU(]IIOKCAI[MHA TOJABIATh POCT MHKOOAKTEpUl MOXET CTaThb MPUUYMHON
B3auMoIeiicTBHS IN Vitro mokcudiokcanuna ¢ recrom Ha Mycobacterium spp., IpUBOASIIETO K
JIO)KHOOTPHIIATEIFHBIM PE3yJIbTaTaM MPH aHAU3e OOpaslloB MAlMEHTOB, KOTOPHIM B O3TOT
TIEPHUOJ] IPOBOIUTCS JICYCHHE MOKCH(DIIOKCAIIMHOM.

Ilepugepuueckas netiponamus

VY nanmeHToB, KOTOPHIM MIPOBOAMIIOCH JieUeHHEe (PTOPXUHOIOHAMH, BKITIOUasi MOKCH(IIOKCAIUH,
ONMCaHbl Cllydal CEHCOPHOM WJIM CEHCOMOTOPHOW IIOJMHEHPOINATHH, IPUBOLALICH K
MapecTe3nsiM, THIECTE3MIM, TU3eCTe3usIM Win cinadoctu. [larmeHToB, KOTOPBIM MPOBOAUTCS
JieYeHue MOKCH(IIOKCAIMHOM, CIEAYeT NPeaynpeauTb O HEOOXOIWMOCTH HEMEIJIEHHOTO
oOpaillieHus K Bpady Mepel MPOJOJDKEHHEM JICYEHHsS B CIyyae BO3HUKHOBEHHUS CHMIITOMOB
HEHpOnaTHy, BKIIIOYAIONIUX OOJb, JKKCHHE, NMOKAIbIBAaHUE, OHEMCHHE WJIH CJIa00CTh (CM.
paszaen 4.8.).

Tcuxuyeckue paccmpoticmsa

Peakuuu co CTOpPOHBI TCHXMKH MOTYT BO3HHUKHYTH Ja)K€ IOCIE TEPBOTO NPUMEHEHUs
(TOPXMHOIOHOB, BKJIIOYAass MOKCH(IIOKCAMH. B odYeHb penkux ciaydasx Ienpeccus WU
MICUXOTUYECKUE PEAKIIMH TPOTPECCUPYIOT JIO0 BO3HHKHOBEHHS CYHIUJTAIBHBIX MBICICH U
MOBE/ICHUs C TEHJEHIMEeH K CaMOMOBPEXIEHHUIO, BKIIOYAS CYUIUAAIBHBIE TMOMBITKA (CM.
pasznen 4.8.). B ciyuae pa3BuTHs JIOOBIX MOOOYHBIX 3((EKTOB CO CTOPOHBI LIEHTPATbHOM
HEPBHOW CHCTEMBbI, BKJIOYAs HAPYIICHHE TICHXUKH, HEOOXOAMMO HEMEUICHHO OTMCHHTH
MOKCHU(JIOKCAIIMH W HAdaTh COOTBETCTBYIONIYIO Tepamuio. B 3THX ciydasx peKOMEHIYyeTcs
NepeiTH Ha Tepamuio JAPYTUM aHTHUOMOTUKOM, OTJIMYHBIM OT (PTOPXHWHOJIOHOB, €CIH 3TO
BO3MOXXHO. Heobxomnmo cob6mo/laTh OCTOPOKHOCTH TMPH MPUMEHEHHH MOKCH]IOKcaHa
MAIMEHTAMH ¢ TICUX03aMH1 W/WITH TICHXHATPUICCKIUMHE 3a00JICBaHUSIMH B aHAMHE3e.

Hnghexyuu nonosoti cucmemol

W3-3a mIMpOKOTO pactpoCTpaHEHHUs U pacTylel 3a001eBaeMOCTH MH(PEKIUIMHU, BRI3BAHHBIMU
pe3ucTeHTHOH K ¢TopxuHonoHam Neisseria gonorrhoeae, TpH JI€UEHUU TMAIMEHTOB C
BOCTIAJIMTEIBHBIMU ~ 3a00JICBAHUSMH OPTaHOB MaJiOro Ta3a HE CIeAyeT TPOBOJUTH

MOHOTEPAIIUIO MOKCI/I(bJ'IOKCElHI/IHOM, 3a HCKIKYCHUEM CIy4YacB, KOrjga IMIpUCYTCTBUC
9
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pesucteHTHOM K ¢TopxuHosoHam N. gonorrhoeae ublettod&o ™ T it Chosmokitedu

UCKITIOYUTHh TPUCYTCTBUE PE3UCTEHTHOH K ¢TopxuHonoHam N. gonorrhoeae, HeoOxoaumo
pelUTh  BONPOC O  JOMOJHEHWH  OMIIMPUYECKOH  Tepamuu  MOKCH(IOKCAITHOM
COOTBETCTBYIOIIUM aHTHOMOTHKOM, KOTOpBIA akTuBeH B otTHomeHuu N. gonorrhoeae
(Hanmpumep, 11ehamoCIOpuH).

JHucenuxemus

Kak m B ciaywae ¢ JpyrumMu  (PTOPXWMHOJOHAMH, TPU NPUMEHEHHH MOKCHQIOKCAIMHA
OTMEYAJIOCh U3MEHEHHE KOHIIEHTPAIMU TIF0KO3bI B KPOBHU, BKIIIOYAs TUIO- U THIEPIIIMKEMHUIO.
Ha ¢one tepanuu MokcH(]IOKCAIIMHOM IUCTJIMKEMHUS Yallle BO3HUKala y NAlleHTOB
MOKUJIOTO BO3pacTa W TMAIMEHTOB C CaXapHBIM JUA0ETOM, MOIYYaIOUIUX COIYTCTBYIOIIYIO
TEpaui0 MEPOPATLHBIME THIIOTIMKEMUYECKUMHU TpenaparaMu  (HampuMep, mpernapaTamMmu
Cynb()OHUIMOYEBUHBI) WM HWHCYIWHOM. [Ipum mnpuMeHeHMH MOKCHQIOKCAllMHA y TaKUX
MAIMEHTOB BO3PACTaeT PUCK Pa3BUTHS TMIOINIMKEMHH, BIUIOTh O THIIOTTIMKEMUYECKON KOMBI.
HeobxomuMo wH(GOpMHPOBATH TAIMEHTOB O CHMIITOMAaX THITOTJIUKEMHU (CITyTaHHOCTH
CO3HAHMS, TOJIOBOKPY)KEHUE, «BOJTYHI» aIllIETUT, TOJIOBHAS 0O0JIb, HEPBO3HOCTH, OIIYIICHUE
cepaueOreHnss WIM Y4YalleHue IyJibca, OJeTHOCTh KOXKHBIX IOKPOBOB, HCIIApUHA, APOXKb,
cnabocts) (cm. pasznaen 4.8.).

Ecin y manuenTa pa3BUBaeTCS TUTIOTIIMKEMUS, JIeHaleMy Bpady HEOOX0IUMO CaMOCTOSTEILHO
NPUHITH pEIIeHWe O TpeKpallcHuH/3aMeHe Tepanuu. [Ipy  MpOBENECHUU  JICUCHHS
MOKCHU(DIOKCAIIMHOM y TOXKUJIBIX MAIMEHTOB OOJBHBIX CaXapHbIM TUA0ETOM, PEKOMEHyeTCs
THIATENHBI MOHUTOPUHT KOHIICHTPAIIUH TITFOKO3bI B KPOBHU.

Heuyum 2nroxo30-6-¢hocpamoezuopocenasvi

[TaneHTHI € JMATHOCTUPOBAHHBIM JE(QUIIMTOM TIIIOK030-6-(hocharaeruaporenassl  HiIu
HAJIMYUEM €ro B CEMEHHOM aHaMHe3€ CKJIOHHBI K Pa3BUTHIO T€MOJUTHYECKHX PEaKIUil BO
BpeMsl Tepanmuu XUHOJIOHaMH. TakuM 00pa3oM, TaKHM TMalHdeHTaM CIeAyeT TPUMEHSTh
MOKCHU(IIOKCAIHH C OCTOPOKHOCTBIO.

Cneyughuueckue ocnodxicHenHvie UHGEKYUU KOXHCU U NOOKOHCHOU KILemYamKu

He nokasana knuHndeckas 3eKTHBHOCTh MOKCH(IIOKCAIIMHA B ICYCHUH TSKEIBIX 03KOTOBBIX
uH(peKuii, hacuuTa U CHHAPOMA TUA0ETUYECKOHN CTOMBI C OCTEOMHUETUTOM.

Jnumenvuole, nuwarowue mpyoocnocoOHOCMuU U NOMEHYUATbHO Heobpamumvle cepbe3Hble
HediceslameinbHble peaKyuu

CooOmranocs 0 ciay4asx AIUTETbHBIX (TIPOJOIKAIONIUXCS MECSIBI WIIM TOMABI), JIMIIAIOIINX
TPYIOCIIOCOOHOCTH ¥ TIOTEHIIMAIBHO HEOOpaTHMBIX CEePbE3HBIX TOOOYHBIX PEaKIUsX,
3aTParvBaOIINX Pa3IMIHBIC, HHOT/IA U HECKOJIBKO CHCTEM OpraHu3Ma (ONMOPHO-IBUTATEIIbHBIH

arrmapar, HEPBHYKO CHCTEMY, IICUXHYCCKOEC COCTOSHHEC N OpPraHbl ‘-IYBCTB), Y MHanMCHTOB,
10
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CyliecTBYIOIUX (akTopoB pucka. IIpu BOZHUKHOBEHHUHU MEPBBIX MPU3HAKOB WM CHUMITOMOB
JTFOOBIX CEphE3HBIX HEXKETATEIbHBIX PEeaKLUil MpreM MOKCU(DIOKCAIIMHA CIIEAYeT HEMEIJICHHO
IPEKPaTUTh, U NAILMEHT J0JKEH 00OpPAaTUTHCS 3a KOHCYJIbTALlMEH K JevalleMy Bpauy.

BcnomoraresHele BelecTBa

JlaHHBII JIeKapCTBEHHBIN Nperiapar coiepKUT MeHee 1 Mmoitb Hatpus (23 mr) B 1 Tabnerke, To ecTb, 10
CYTH, HE COJEP’KUT HATPUS.

Leru

Tak Kak HeNb3s MOJHOCTBIO MCKIIIOUHTH PHCK HMOPKEHHUs XPSIIEBBIX 30H POCTa KOCTeH y peOeHKa
NpPUMEHEHHE MOKCU(IOKCAllMHa y JieTell M MOAPOCTKOB Miamuie 18 JeT NpOTHBOMOKa3aHO (CM.

paznen4.3.).

4.5. BzamMmopeiicTBHe ¢ JAPYIHMH JIEKAPCTBEHHbIMH MNpenapaTamMu W JApyrue BH/bI
B3aMMO/ el CTBHA

IIpy COBMECTHOM MNPHUMEHEHHH C aTEHOJOJIOM, PAHUTHUAMHOM, KaJIbIUKACOAEPKAIUMU
nobaBKkamMH,  TEOQWUIMHOM,  LUKIOCHOPHUHOM,  HEPOPAIbHBIMU  KOHTPALENITUBHBIMU
CpeACTBaMH, INIMOCHKJIAMMJOM, HUTPAKOHA30JIOM, JTUTOKCUHOM, MOpP(GHUHOM, HPOOEHEIHI0M
(TTOATBEPKACHO OTCYTCTBUE KIIMHUYECKH 3HAYMMOTO B3aMMOACUCTBHUS ¢ MOKCH(IIOKCAIIITHOM )
KOPPEKLIMHU J103bl HE TpeOyeTcsl.

Mokcugaokcaud  cienyer MNPUMEHATh C  OCTOPOXKHOCTBIO IMAIMEHTaM, IOJIyYaroLUIuM
npenapaThl, KOTOpble CHUXKAIOT COZEp KaHUE Kalusl B TUIa3Me KPOBH (K MPUMEPY, «IETIEBBIE»
W THUA3HUJIHBIE JIUYPETUKH, CIAOUTENbHBIC, KOPTHUKOCTEpOUbl, amdorepunuHn B), wumm
npemnaparbl, IPUEM KOTOPBIX MOXKET BbI3bIBATb KIIMHUYCCKH 3HAYUMYIO 6pa)11/11<apz[1/1}0.

[Ipenapartel, yaauHsonme nareppal QT

Crnenyer yuyuTbIBaTb BO3MOXKHBIM — aqiuTUBHBIA d>(dexkt yamuHenus wuHtepBana QT
MOKCH(]IIOKCAallMHA M JPYTUX IPerapaToB, KOTOPBIE BIMAIOT Ha y/uiMHeHHe uHTepBanma QT.
BcnencTBue coBMECTHOTO TPUMEHEHHST MOKCH()IIOKCAIIMHA WM TPEraparoB, BIHSIOMUX Ha
yanuHenue uHrepBana QT, yBennuuBaeTcs puCK pa3BUTHS JKEIyA0UYKOBOM apUTMMHU, BKITIOYAs
noMMopGHYIO KelyI0YKOBYI0 Taxukapauio (torsade de pointes).
[IpoTBOMOKAa3aHO  COBMECTHOE TNPHUMEHEHHE MOKCH(IIOKCAIMHA CO  CJIEAYIOIINMHU
npenapaTraMu, BIMSIONMMUI Ha y1iuuHeHne nareppana QT:

e AHTHapUTMUYECKHE Mpenaparhl kiacca [A (XUHUAMH, TUAPOXUHUINH, AU30IHPAMHU

¥ 11p.);
e AwnTHapuT™Muyeckue mnpemnaparbl kiacca III (amumomapon, cotanon, aodermini,

UOyTHIIN U JIP.);
11
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e Heiiponentuku (peHOTHA3ZUH, TUMO3HU/L, cepTHﬁH&E:%%B'ﬁJ@METIO ﬁ'ﬁ:zli::ﬁlj-:ll{o.);

e TpUIUKIMYECKUE aHTHICTIPECCAHTHI,

e AHTUMHKpPOOHBIC Tmpernaparsl (crnapioKcanuH, SPUTPOMHUIIMH (BHYTPHUBEHHO),
MEHTAMHUJIMH,  [POTUBOMAISIPUAHBIC  Tpenaparbl, OCOOCHHO  Talo(aHTPHH,
CaKBUHABH);

e AHTUTMCTaMUHHBIC TIpenaparthl (TepdeHagnH, aCTEMH30J1, MU30JIACTHH);

e Jlpyrue (uu3anpua, BAHKaMUH (BHYTPUBEHHO), OepUArI, TUdEMaHU).

AHTanMaHBIE CPEJICTBA, TOJJMBUTAMUHEL I MUHEPAJIBI

[Tpuem MokcudIioKcanuHa OJJHOBPEMEHHO C aHTALMIHBIMH CPEICTBAMH, MOJUBUTAMHUHAMH U
MUHEpaTaMl MOXET MPUBOJIUTH K HAPYIICHUIO BCACHIBAHHUS MOKCH(DIOKCAIIMHA, BCIEIACTBHE
00pa3oBaHMsl XEJATHBIX KOMIUIEKCOB C MHOTOBAJICHTHBIMU KAaTHOHAMH, COJEPXKAIIMMHUCS B
9TUX Mpenapatax. B pesynbrare KOHIEHTpaluss MOKCH(IIOKCAllMHA B IUIa3ME KPOBH MOXKET
OBbITh 3HAYUTENBHO HIDKE SJKemaeMoil. B CBs3M ¢ 93TUM, aHTalMIHBIE MpemnapaThl,
AHTHPETPOBHUPYCHBIC TpenapaThl (HampuMep, AMIAHO3KWH) U APYTUE MPeraparhl, CoAepKalue
MarHvii WK aJIOMUHHHN, CyKpanb(aT ¥ JpyTUe IpenapaTsl, COAEPKALIME KEIE30 WIH LUHK,
cienyeT NMPUMEHATh HE MeHee 4eM 3a 4 yaca Jo WiM uepe3 4 yaca mocliie IpueMa BHYTPb
MOKCHU(IOKCAIIUHA.

Bapdapun

[Tpu codyeTaHHOM NMPUMEHEHHUH C BappapHHOM MPOTPOMOMHOBOE BpeMs U JPyrue mapaMeTphbl
CBEPTHIBAaHUS KPOBU HE U3MEHSIOTCS.

Hzmenenue 3navenus MHO

VYV nmanueHToB, MOMY4YaBIINX aHTHUKOATYJSHTHI B COUYETAHWU ¢ aHTUOMOTUKAMH, B TOM YHUCIIE C
MOKCHU(JIOKCAIITAHOM, OTMEUAIOTCS CJIy4au TOBBIIMICHUS AHTHUKOATYJSIIMOHHONW aKTHBHOCTH
MPOTUBOCBEPTHIBAIOIINX MpenapaToB. DakTopaMu pucKa SBIAIOTCS Haduune WHPEKINOHHOTO
3a00sieBaHUs (MU COMYTCTBYIOUIMI BOCTATUTENBHBIN MpOIlecc), BO3pacT M OOIIee COCTOSHHE
nanuenta. HecMoTps Ha TO, 4TO B3aUMOJIEHCTBUS MEXIY MOKCH(DIOKCAIIMHOM U Bap(papuHOM
HE BBISIBICHO, Yy TMAI[MEHTOB, MOJYYAIOIIMX COYETAHHOE JIEYCHUE OSTHUMH IIpernapaTaMu,
HeoOxoaumMo TpoBoauTh MOHUTOpUHT MHO u mpu HEOOXOAMMOCTH KOPPEKTUPOBAThH /103y
HEMPSAMBIX aHTUKOAryJIsTHTOB.

Jlurokcux

Moxkcuduiokcarilid ¥ JAWUTOKCHH  HE  OKa3bIBAalOT  CYIIECTBEHHOTO  BJIHMSHUS  Ha
(dbapMakOKMHETHYECKHME TapameTpbl Apyr Jnpyra. [lpm npuMeHEHWH TOBTOPHBIX 103
MOKCHU(IOKCAIMHA MaKcUMalbHas KOHIIEHTpalus JUTOKCUHA yBEIMYHMBaAIach
npubau3uTenbHo Ha 30 %, mpu ATOM 3HaYEHUE TUIOIIAIN 0T KPUBOM «KOHIIEHTPALIHs—BPEMS)

(AUC) u MuHHUMabHasi KOHLEHTPALUS JUTOKCHHA HE U3MEHSUINCH.

12
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AKTHBUPOBAaHHLINA VIOJb

[Ipy ogHOBpPEMEHHOM MPHMEHEHHH AKTHBHPOBAHHOTO YIJII U MOKCH(QIIOKCAllMHA BHYTPb B
no3e 400 Mr cucremHas OHMOIOCTYIHOCTH Ipemapara cHMkaercs Ooiee yem Ha 80 % B
pe3yiabTare TOpPMOXXKEHHs ero abcopOumu. B ciaydyae mepeno3upoBKH TPUMEHEHHE
AKTUBUPOBAHHOTO YIVIS HAa paHHEW CTaud BCACBIBAHUS MPEISTCTBYET JabHEHIIEMY

MOBBIIICHUIO CUCTEMHOTO BO3/ieicTBU (CM. pa3aen 4.9.).

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

BezonacHocTh mpuMeHeHH MOKCH(IIOKCallMHa BO BpeMsi 6epeMEHHOCTH HE yCTaHOBJICHA.
[Tpenapatr Modmokc 400 mpoTuBOInOKa3aH B mepuoj OepemeHHoctd (cM. paszen 4.3.). B
UCCIICIOBAaHUSAX HA JKUBOTHBIX OOHapy)XeHa penpoayKTHBHAs TOKCUYHOCTh. [loTeHIumanbHbIN
PHCK JUIsl YeJIOBEKAa HEM3BECTEH.

JlakTanus

Kak u apyrue (QpTopXwHOIIOHBI, MOKCHU(IIOKCAIIMH BBI3BIBAET MOBPEKICHUE XPALICH KPYITHBIX
CYCTaBOB Y HEJOHOILLIEHHbBIX >KUBOTHBIX. B JOKIMHUYECKUX HCCIIEIOBAHUIX YCTaHOBIIEHO, YTO
HEeOOoJIbIIIOE KOJIMYECTBO MOKCU(IIOKCAIIMHA BBIAEISAETCA B IpyAHOE MOJIOKO. JlaHHBIE O ero
NPUMEHEHHUHU Y KEHIIMH BO BPEMs MEpHOa IPpyJIHOTO0 BCKAPMIIMBAHUS OTCYTCTBYIOT. [loaTomy
Ha3Ha4YeHHe MOKCH(]JIIOKCcallMHA B IMEPHOJ TPYIHOTO BCKApMJIMBAHUS IPOTHUBOIOKA3aHO (CM.
pasznmen 4.3.).

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEIACTBAMH H pPadoTaTh €
MeXaHH3MaMHU

UccnenoBanust BIMsIHUST MOKCHQJIOKCAIlMHA HAa CIOCOOHOCTh K BOXKIEHHUIO TPAHCIOPTHBIX
CPEACTB U YIPaBIEHUIO MEXaHW3MaMHU He MPOBOAMUIOCH. TeM He MeHee, IpueM MalueHTaMu
AHTHUOMOTUKOB (TOPXMHOJOHOBOTO psifia, BKIIIOYAas MOKCHU(DIOKCAIMH, MOXET MPHUBOJUTH K
CHIDKEHHMIO CITOCOOHOCTH K YNPAaBJICHHIO TPAHCIIOPTHBIMU CPEACTBAMH WJIM MEXaHHU3MaMH B
cBsa3u ¢ peakuusmMu [HTHC (k mpumepy, roioBOKpy>KeHHE), ocTpasi Mpexonsiias CIenoTa WUiu
KpaTKOBPEMEHHOW moTepel co3HaHus (0OMOpokK, cM. paszzen 4.8.). IlanueHTsl NOIKHBI OBITh
OPEIyNpexkaeHbl O BO3MOXHOCTH pa3BUTHsS MOAOOHBIX peakUud Npu HPUMEHEHUH
MOKcH(]IIOKCcalHa 10 TOTO, KaK MPUCTYIATh K YIPaBICHUAIO TPAHCIIOPTHBIMU CPEACTBAMH HITH
MeXaHU3MaMH.

4.8. HexxesnaTesibHbIE peaKIUU

PesromMe HexenaTeabHbIX pPeaKIil

Jlanuple 0  HEONAarompusITHBIX  PEAKIMSIX, 3apETUCTPUPOBAHHBIX MpPH  MPUMEHEHUU

Mokcudiokcauuia 400 Mr (BHYTpb, MpH CTYyNEHYaTOW Tepanuu [BHYTPUBEHHOE BBEJIECHUE
13
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MOKCH(IIOKCAIIHA ¢ TOCIEAYIOIINM €ro TPUEMOM BHy'H;Eil I;I—llg%;g'ﬁ}-[ﬁaﬁﬁgﬁh(}_)?frb Hterer

U3 KJIMHAYECKUX MCCIICIOBAHUIN M MTOCTPETUCTPAIIMOHHBIX COOOIICHUH (8bl0€1eHbl KYPCUBOM).
HeGmaronpusiTHeie peakiuu, MePeUrCICHHBIC B TPYIIIE «4aCTO» BCTPEUATHCH C YACTOTOW HUXKE
3 %, 3a UCKITIOYCHUEM TOIIHOTHI U JIUAPCH.

B kaxmoli 4YacTOTHOH TIpyIllie HEXeNnaTeabHbIe JIEKAPCTBEHHBIC pPEAKIMH IEPCYUCIICHBI B
MOpsIIKE YOBIBAHUS 3HAUMMOCTH. YacTOTy OMpeneNsitoT cleayrommM oopasomM: yacto (> 1/100
Ho < 1/10); rHeuacro (> 1/1000 Ho < 1/100); peaxo (> 1/10 000 Ho < 1/1000); o4yeHs peako

(< 1/10 000), yacroTa Heu3BecTHa (Ha OCHOBAHMH MMECIOIIUXCS JAHHBIX OLEHUTH HEBO3MOXKHO).
Hngpexyuu u unsazuu

UYacro: cynepuH(EKIUU, BHI3BAHHBIC PE3UCTEHTHBIMU OAKTEpUSMH WIH Tpudamu, K MpUMEpY,
KaHJIU03 MOJIOCTH PTa WX BarMHATBHBIA KaHIUI03.

Hapywenus co cmoponuvl Kposu u tum@amuyeckou cucmemnl

Heuacro: aHeMmus, JeHKONCHHS, HEHTPOINCHMS, TPOMOOIIUTONCHUSA, TPOMOOIIMTEMUS,
YUTMHEHUE MPOTPOMOMHOBOTO BPEMEHH/YBEIMYCHUE MEKIYHAPOIHOTO HOPMATHU30BAHHOTO
otHoumenus (MHO);

PEIKO: U3MEHEHHUE KOHIICHTPAIIMU TPOMOOILIACTHHA;

OUYCHb PEKO: MOBBIIICHUE KOHIICHTPAUU poTpoMOnHa/ ymeHbieHrne MHO, arpanynonuros,
MaHIATOIIEHUS.

Hapywenus co cmoponvl umMmynHoU cucmembl

HeuacTo: ajuieprudeckue peakiuu, 3y, Chillb, KPATUBHUIIA, Y03UHO(DUIIHS

penko: aHaduIaKTHYECKHe/aHA(UITAKTOUIHbIC PEaKIIUU, aHTHOHEBPOTHUYECKHI OTEK, BKIIOYAs
OTEK ropTaHu (MOTEHIMAIBHO YIPOKAIOLIUH JKU3HU);

OYeHb peAKo: aHapUIAKTUYECKHI/aHAQUIAKTOUIHBIM MIOK (B TOM YHCIE TOTEHIIMAIBHO
YTPOXKAIOIIUH KU3HH).

DHOOKpUHHbBLE HAPYUEHUSL

OdeHb PeIKO: CHHIPOM HAPYIICHUS CEKPEIH aHTUINYPETHUSCKOTO TOPMOHA.

Hapywenus memabonuzma u numanus

HeuacTo: runepaunuaemus;

PEIIKO: TUTICPTIIUKEMHUS], THIICPYPUKEMUSI;

OYCHBb PEJKO: THUITOTIUKEMHS, TUITOTIUKEMUYECKass KOMa, TsDKeNas THIOTJIMKEMHEs], BILIOTH JI0
pPa3BUTHS THIOTIMKEMUYCCKOM KOMBI, OCOOCHHO Yy TIOXKHJIBIX ITaIllHCHTOB, IAIMEHTOB C
caxapHbIM JMa0eTOM, NPUHUMAIOUIMX TMEePOpPAIbHBIC TUIMOTIMKEMUYECKUE TMpenapaThl HIN
UHCYJIHH.

Icuxuueckue napywenus™

Heuacro: TPEBOXHOCTD, ICUXOMOTOpHAas FI/IHepaKTI/IBHOCTI)/ AXHUTaAUA,
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ol

pPEAKO: SMOIMOHANIbHAS JIAOWJIBHOCTD, JCTPE

cens (8 Ueent=/pehitid “Eifyiba [ odMdntno

INOBCACHUE C TCHI[CHI.[PIGfI K CaMOIIOBPCIKIACHUIO, TAKOC KaK CYUIHUIAJIBbHBIC MBICIA W

CyMIIUJQIbHBIC TTONBITKH ), TAJUTIOIIMHAIIMY, HAPYLIEHUE TaMATH, JEIUPUN;

OYCHBb PCAKO: ACTICpCOHAIN3alMsA, ICUXOTHUYCCKUEC PCAKIIUU (nomeHuuaﬂbHO nposeAarowuecs 6

nogeodenuu ¢ mem)enuueﬁ K caMonoepeofcaeHu;o, maKom KdkK cyuuudaﬂbeze MbICIAU  UTU

CyUYUOAaIbHbLIE NONLIMKU),
Y4aCcTOTa HEU3BECTHA: HEPBO3HOCTD.
Hapywenus co cmoponvl nepsHoil cucmemvl™

YacTo: rojiopHas 6OJ'IB, TOJIOBOKPYKCHHUC,

HEYACTO: MAPECTE3UN/IU3ECTE3NH, HAPYIIICHUE BKYCOBON YyBCTBUTEIBHOCTH (BKIJIIOYasi B OUCHBb

PENKHUX CllydasX areB3Ul0), CIIyTaHHOCTb CO3HAHUS U JE€30pUEHTALMs], HapyLIEHUs CHA, TPEMOD,

BCPTHUI'O, COHJIUBOCTD;

pPCaAKO: THUIICCTC3UA, HAPYLICHUA 00OHAHUA (BKJ'IIO‘I&H aHOCMI/IIO), ATHUIIMYHBIC CHOBHUJACHUA,

HAapylmCcHHUEC KOOpAWHALIUH (BKJIIOLIaH HAapyHmCHHUEC MOXOAKH BCJIICACTBHUEC T'OJJOBOKPYIKXCHUS WA

BEPTUIO, B OYEHb PEAKUX CIy4yasxX BeIylllMe K TpaBMaMm B pe3yjbTaTe MaJeHHUsl, OCOOEHHO Yy

ITOXKHJIBIX HaHI/IeHTOB), CyAoporu € pa3JiM4YHbIMU KIIMHUYCCKUMU MPOABJIICHUAMHA (B TOM 4YHUCIIC

«grand mal» nmpunagku), HapylIeHUs BHUMaHUs, HApYIICHUs peYd, aMHe3us, nepudepudeckas

HelponaTus ¥ MOJUHEHPOIIATHS;
OYEHb PEIKO: THIIEPECTE3USL.

Hapywenus co cmoponwvl opeana 3penus

Heuacro: HApyHICHUEC 3pCHUA, BKIIIOYAs IOUINIONHWIO W HEYCTKOCTH 3PUTCIBHOI'O0 BOCIHPHUATHUA

(ocobenno npu peakuusax co croponsl [[HC);

pPEeIKO: CBETOOOS3Hb;

OUYCHb PENIKO: IpexoAsias rmoreps 3peHus (ocodeHHo Ha (oHe peakuuit co ctoponsl L[HC),

YBCUT U OCTpas ABYCTOPOHHAA TPaHCUIUTFOMHUHAIHA paz[yxcHoﬁ 000JIOUKH.

Hapywenus co cmoponvl opeana ciyxa u nabupunma

Penko: mym B ymax, yxyameHue ciayxa, BKII04as IIyXoTy (0ObIYHO 00paTuMoe).

Hapywenus co cmoponul cepoya

Yacto: yununenue natepBasia QT y manueHTos

C COILYTCTBYIOILEH TUIIOKATUEMUEH;

Heuacro: ynnunenue untepBaia QT, ourymenue cepauedueHus, Taxukapaus, GuOpmIisanus

npeacepanuii, CTeHOKapaus;

Penko: JKEIIyJI0OYKOBBIC TaXHAPUTMUU,

Ouenb penko: Hecnenupuueckre apuTMHH, TOIUMOopdHas sxerynoukoBas Taxukapaus (Torsade

de pointes), octaHOBKa cep/iia (MPEUMYIIECTBEHHO Y JIUIL C MPEAPACTIONATAIOIIIMHU K apUTMHSIM

COCTOAHUSAMHU, TAKUMH KaK KIMHUYCCKHU 3HaYUMas 6pa)11/11<ap)11/1$[, ocTpasa NIIEMHA MI/IOKap)]a).
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(NOCNEQCBATENEHOCTE 0002)

Hapywenus co cmoponwl cocyoos

Heuacro: Bazoaunaranus;

Penko: 0OMOpOKH, OBHIICHUE apTEPUAIBHOTO JIaBIICHUS, CHIYKEHUE apTEPUaTIHLHOTO JABJICHHUS,
OueHb penKo: BaCKyJuT.

Hapywenus co cmoponsl ObixamenbHOU cucmemsl, 0Op2aHo8 epYOHOLL KIeMKU U CPedOoCHeH s
Heuacto: onpiiika (BKJI0OYasi aCTMATHYCCKUE COCTOSIHHS).

Kenyoouno-kuuieunvie napyuenus

Yacro: TONIHOTA, pBOTA, OOJM B 00JIACTH AMUracTpus U OOJIH B )KUBOTE, TUaApes;

HEYACTO: CHW)XKCHHBIH anmeTUT U CHU)KEHHOE MOTpeOJieHue MU, 3amop, JUCIENCHUs,
METEOpHU3M, TACTPOIHTEPUT (KPOME 3PO3UBHOTO TaCTPOIHTEPHUTA), MOBBIINICHUE AKTUBHOCTHU
aMuJIa3bl;

penko: aucdarvs, CTOMATUT, ICEBIOMEMOPAHO3HBIH KOMUT (B OYEHb PEIKHUX CIydasx
ACCOLIMMPOBAHHBIN C YIPOKAIOIIUMU KU3HU OCIOKHEHHUSIMH).

Hapywenus co cmoponvl neuenu u y#cenueableo0auux nymeti

YacTo: MOBBIIIIEHUE AKTUBHOCTU «IIEYCHOYHBIX)» TPAHCAMHUHA3;

HEYacTo: HapymieHuss ~— QyHKOMM ~— 1e4YeHH  (BKJIoYas — TOBBINIEHHWE  aKTUBHOCTHU
JAKTaTACTUAPOTeHAa3bl), TOBBIIICHUE KOHIIEHTpAllMK OWIMpyOHHA, TOBBIIICHHE AaKTUBHOCTU
raMma-riIyTaMmITpaacqepasbl, MOBHIICHNE B KPOBH aKTHBHOCTH IEI0YHON (hocdaTassr;

PEIKO: KeNTyXxa, renatut (MPeuMyIEeCTBEHHO XOJECTaTUIECKUN );

OUYeHb peaKo: (PyIbMHUHAHTHBIM TeMaTUT, MOTEHLIUAIbHO MPUBOISAIIMNA K >KU3HEYTPOKAIOIIEH
MICYCHOYHON HEAOCTATOYHOCTH (BKJIFOYAs! JICTATbHBIC HCXOIBI).

Hapywenus co cmoponsl Kodtcu u nOOKOHCHbIX MKAHel

HeuacTto: cyxocTh K0XHu;

OUeHb PENKO: OyJUIe3HbIE KOKHBIE peakiuu, Hampumep, cuHapoMm CrtuBeHca-J[)KOHCOHA WM
TOKCHYECKHI SMUIepMaIbHbIA HEKPOIU3 (TOTEHIIMAIBHO OMACHBIN IS KU3HU).

4aCcTOTa HEM3BECTHA: OCTPBIN T€HEPAITM30BAaHHBIN YK3aHTEMATO3HbIN ITyCTYJIE3.

Hapywenus co cmoponvl mbiuieunotl, ckeiemHou u cOeOUHUmMenbHOU mKaHu™

Heuacro: apTpanrus, Muanrus;

PENKO: TEHAUHUT, TIOBBIIIEHHE MBIIIEYHOTO TOHYCA U CyI0OPOTH, MBIIIIEYHAsI CT1a00CTh;

OYCHb PEIKO: Pa3phIBbI CYXOXXWUJIUW, apTPUT, HAPYUICHUS MOXOJKH BCIIECICTBHE MOBPEKICHUS
OTIOPHO-/IBUTATEIILHON CUCTEMBI, YCUJIICHHE CHMIITOMOB MHACTECHUH Eravis, pUTHIHOCTb MBIIIIII;
94acTOTa HEU3BECTHA: PabIOMHUOIIH3.

Hapywenus co cmoponvl nouex u mouesvbi800sauux nymeil

Heuacro: nermapatanus (BbI3BaHHas AUapeeii WM yMEHbIIEHUEM MpueMa KUIKOCTH);
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penko: HapylleHHe (PyHKIMH NOYeK (BKIIIOYa HOBLIdE&;W‘%E@ STk Lroditinin B

KPOBU U KpEaTWHHMHA), TIOYEYHAs HEJOCTATOYHOCTh (B pe3yibTaTe ACTHIAPATALUH, YTO MOXKET
IOPUBECTH K TOBPSKICHUIO TOYEK, OCOOEHHO Yy TOXHWIBIX TMAIEHTOB C paHee
CYLIECTBOBABILIUMH HAPYLICHUAMHU (YHKLUH [10YEK).

Obwue napywienus u peakyuu 8 mecme 66e0eHus

Yacro: peakuuu B MeCTe HHbEKIUN/MH]Y3UH;

HEeyacTo: olIee HeAoMoranue, Hecnenuduyeckas 601b, HOTIUBOCTD, (IeOUT/TPOMOODIEOUT B
MecTe nHDY3HuH.

Penko: otek.

*OueHp penKko CcoOOMmANIOCh O Cay4asx JUIMTENBHBIX (MECALBl WM TOABI), JHUINAIOIINX
TPYAOCTIOCOOHOCTH M TOTCHIMATBHO HEOOPATUMBIX CEPbE3HBIX HEKENIATENbHBIX pEeaKIuii,
3aTparuBarOIUX Pa3JInYHbIe, HHOI 1A U HECKOJIbKO, CUCTEM OPraHOB U OPTaHOB YYBCTB (BKJIIOUast
TaKWe pPEaKLUMH, KaK TEHJUHWUT, DPa3pblB CYXOXKWIUS, apTpairusi, O0ib B KOHEYHOCTSX,
HapylIeHHEe TOXOJIKH, HEHpomaTws, CBs3aHHAsA C IapecTe3nei, [enpeccHus, YCTallOCTh,
HapyIIeHUEe MaMsATH, HAPYIICHUSI CHA U HapyIICHUs CITyXa, 3peHHs1, BKyca U OOOHSHUS), B CBSI3U
C IpPUEMOM XHHOJOHOB U (PTOPXMHOJIOHOB, B HEKOTOPBIX CIIydasX HE3aBUCHUMO OT YKe
CyllecTBYIOIIUX (akTopoB pucka (cM. paszgen 4.4.). Yactota pa3BUTUS CIEAYIOLIMX
HE)KEJIaTEeNbHBIX PeaKiuil ObljIa BIIIE B TPYIIIE, MOTYYaBIIeH CTYIIEHYATYIO TEPAIUIO:

YacTo: MOBBIIIEHUE aKTUBHOCTH TaMMa-TIIyTaMIITpaHchepassr;

HEYacTO: JKEJIyJI0YKOBblE TaxXHMAPUTMUHU, CHIDKEHHE apTepUaJIbHOTO JIaBJIEHUS, OTEKH,
IICEBIOMEMOPAHO3HBIN KOJIUT (B OYEHb PEJKUX CIydasX aCCOLMUPOBAHHBIN C YrpoKarollMMHU
KHU3HU OCJIOKHEHUSIMH), CyJIOPOTH C PA3IINYHBIMHA KIIMHUYECKUMH MPOSBICHUSIMH (B TOM YHCIIE
«grand mal» nOpumanku), TraUIIOLUMHALWK, HapylleHWe (YyHKUMM TOYeK, IOoYeyHas
HE/I0CTaTOYHOCTh (B pe3yJibTaTe AETHApaTalliy, YTO MOXET MPHUBECTH K MOBPEKICHUIO MOYEK,
0COOEHHO y MOKUJIBIX MAllMEHTOB C paHee CYLIECTBOBABIIUMH HApYLICHUAMHU (PYHKIIUH ITOYEK).

Onucanue OTACIBHBIX HEXKCIIATCIbHBIX peakunﬁ

[Tocne Tepanuu apyrumu GTOPpXMHOIOHAMH OBUTM OTMEYEHBI Clienytonne mo0oYHbie 3G HEKTHI,
KOTOphIE MOTYT TakK€ BO3HHMKATh TIPU JIEYEHHMH MOKCH(IOKCAIMHOM: TIOBBIIIEHHOE
BHYTpPUYEPEITHOE JIaBJICHUE (mobpoxavecTBeHHAs BHYTpHUYEpEIHAs TUNIEPTEH3UA,
MICEBJIOOMYXO0JIb TOJOBHOTO MO3ra), THUIEPHATPUEMUS, THIEPKAIBIIMEMHUS, TEMOJIUTHYCCKAs
aHeMUs, peakiny (POTOUYBCTBUTEIHLHOCTH.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

Baxno COO6H_[3.TB 0 TIIOAO3PCBACMBIX HCKCIATCIBHBIX PCaKIUAX IIOCJIIC PCrucTpanuu
JICKApPCTBCHHOT'O IMpEriapaTra ¢ LCJIbIO o0OecreyeHus HCMIPEPBIBHOT'O MOHUTOPHUHTA COOTHOICHUSA

«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeaunuHCKUM pabOTHUKAM pPEKOMEHIYeTcs
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cO06IIATh O JIOOBIX MONO3PEBAEMBIX HekeafelbHbIX. %‘éhkﬂﬁx%‘%%ﬁl&%éﬁ%%:ﬁ{fe&ﬁ ara

Yyepe3 HallMOHALHBIE CUCTEMBI COOOIICHUS O HEKEIATeNbHBIX PEAKIIMSIX TOCYIapCTB — YICHOB
EBpa3uiickoro 53KOHOMHUYECKOr0 COK03a:

Poccuiickasa ®@eoepayus

OenepanibHas ciryx0a 1o Hax3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)

Anpec: 109012, r. MockBa, CnaBsHCKas TUIOMIA b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

WurepHer-caiit: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMOTOMBI

HmeroTcst orpaHUYeHHbIE aHHBIE O MEePeA03UpPOBKe MOKcH(IIoKkcannHa. He oTMedeHo kakux-
60 1o00YHBIX A((EKTOB NpH NpPUMEHEHUH MOKcH]iokcamHa B go3e 10 1200 wmr
oaHokpatHo u o 600 mr B Teuenue 10 mHeit m Oonee. B ciayuae mepeno3upoBKU CIEAyeT
OpUEHTUPOBAThCS HA  KIMHUYECKYI0 KapTUHY W  MPOBOJUTH  CHUMIITOMATUYECKYIO
nojaaepkuBarolnyo repanuto ¢ IKI'-MmoHuTOpUHTOM.

Jleuenue

[IpuMeHeHHe aKTUBUPOBAHHOTO YTJIA Cpa3y IOCIE MEepPOpPaIbHOTO MpHeMa Mpernapara MOXKET
MOMOYb MPEJOTBPATUTh YPE3MEPHOE CHCTEMHOE BO3/CHCTBHE MOKCH(DIIOKCAIMHA B CIy4asx

MNEepeaAO03UPOBKH.

5. DPAPMAKOJIOTMYECKUE CBOHMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOMCTBA

dapmakoTepaneBTHUECKasi TpyMmna: aHTHOAKTepUalIbHBIE CPEICTBA CUCTEMHOIO JEWCTBUS;
IMPONU3BOJHBIC XWHOJIOHA, q)TOpXI/IHOJ'IOHI)I.

Kong ATX: [JOIMA14].

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Bd)d)eKTH

Moxkcudnokcaniua — OaKTepUIMAHBIN aHTHOAKTEpUATbHBIA MpenapaT IIUPOKOrO CIEKTpa
JeHCTBUSI, 8-METOKCU(DTOPXUHOIIOH.

bakrepumnuaHoe aeiicTBue MokcudIOKcalmHa 00YCIOBICHO MHTHOMPOBAHWEM OaKTEepHUATBHBIX
tononzomepasz Il u IV, 4To mpUBOIUT K HapyLIEHUIO MPOLECCOB PEIUIMKALUM, pernapanuud u
Tparckpumniuu 6unocunTe3a JJHK MUKpoOHOM KJIeTKH U, KaK CIEACTBHE, K THOEIN MUKPOOHBIX

KJICTOK.
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MuHuManbHbIE OAKTEPUITUAHBIC KOHIICHTPAIIUN Moxcn(ﬂgg%ééﬁﬁl;léqﬁﬁie%ﬂ léblfryc%_aﬂnhr',i*'c' ero

MUHUMAIbHBIMU HHTUOUPYIONIMMH KOHIIEHTPALIUSIMHU.

Mexanuzmbvl pesucmenmuocmu

MexaHu3Mbl, MPUBOASIINE K Pa3BUTHIO YCTOMYMBOCTH K MEHUIMILIMHAM, edariocrnopruHam,
AMUHOTJIMKO3U/IaM, MAaKpoOJIUJaM U TeTpaluKINHAM, HE BIHAIOT HAa AaHTUOAKTEPHAIHHYIO
AKTUBHOCTH MOKCH(]IIOKCAI[UHA.

[lepekpecTHOM YCTOMYMBOCTH MEXIYy ATHUMM TPYNIAMHU AHTUOAKTEPUAIBHBIX IPENapaToB M
MOKCHU(IOKCAIMHOM He oTMeuaeTcs. Jlo cux mop Taxke He HaOJII0Jalloch CIIy4aeB IUIa3MHUIHON
ycroitunBocTi. O6IIas YacToTa pa3BUTHS YCTOWYMBOCTU OYeHb HesHaunTenpHa (107—10719),
Pe3ncTeHTHOCTD K MOKCH(DIIOKCAIIMHY PAa3BUBAETCS MEUIEHHO ITyTEM MHOKECTBEHHBIX MY TallH.
MHorokpaTHoe BO3J€HCTBHE MOKCH(IIOKCAlMHA HA MUKPOOPTaHU3MbI B KOHIIEHTPAIUSAX HIKE
MUHUMaNbHONH  MHrUOHWpytomed  koHueHtpauuu  (MUK)  compoBokmaeTcss — JIUIIb
He3HauuTenbHbIM yBenuueHueM MUK. OrmeuaroTcsi ciiydan NepeKpecTHOM YCTOMYMBOCTH K
¢TopxuHOoIOHaM. Tem He MeHee, HEKOTOpbIE YCTOWYHMBBIE K JPYyruM (TOPXHUHOJIOHAM
IPaMIIOJIOKHUTEIbHBIE W aHadPOOHbIE MHUKPOOPTaHU3MBI COXPAHSIOT UYYBCTBHTEIBHOCTH K
MOKCHU(IOKCALIUHY .

YcraHoBieHO, 4TO A00aBIeHHE B CTPYKTYPY MOJIEKYJIbl MOKCH(]IIOKCAIIMHA METOKCUTPYIIIHI B
nonoxennn C8 yBeNWYMBAaEeT AaKTUBHOCTh MOKCH(IIOKCAIlMHA M CHUXXAeT oOpa3oBaHUe
PE3UCTEHTHBIX MYTAaHTHBIX IIITAMMOB I'PaMITIOJIOKUTEIHHBIX OaKTEPHH.

[TpucoeauHenne OULMKIOAMHHOBOM rpynmnbel B monoxeHun C7 mnpeaynpexaacT pa3BUTHE
aKTUBHOTO 3¢ IIroKca, MEXaHU3Ma PE3UCTEHTHOCTH K (PTOPXUHOIOHAM.

Moxkcudiokcanus in Vitr0 akTHBEH B OTHOIIECHHH IIHPOKOTO CIEKTpa TPaMOTPHIIATEIbHBIX U
TPaMIIOJIOKUTEIBHBIX MHKPOOPTraHU3MOB, aHa’pOOOB, KHUCIOTOYCTOMYMBBIX OakTepuil u
aTUITUYHBIX OakTepuii, Takux kak Mycoplasma spp., Chlamydia spp., Legionella spp., a Taxxke
OakTepuii, Pe3UCTEHTHBIX K J-TaKTaMHBIM U MaKpOJIUIHBIM aHTHOUOTHKAM.

Bausnue na xuweunyio mukpognopy uenosexa

B nByx uccrnenoBaHusx, IpOBEACHHBIX Ha J10OPOBOJIBLAX, OTMEYAINUCH CIIEIYIOIINE U3MEHEHUS
KHUIIEYHON MUKPODIOPHI MOCIIe MepopaIbHOTOo MprueMa MOKCH(IOKCaIHA.

Otmeuanoch cHwkenue kourentparmii Escherichia coli, Bacillus spp., Bacteroides vulgatus,
Enterococcus spp., Klebsiella spp., a rakke anaspo6os Bifidobacterium spp., Eubacterium spp.,
Peptostreptococcus spp. OTu u3MeHeHus: ObUTM 0OpaTUMBIMU B T€YCHHE JBYX HENENb. TOKCHH

Clostridium difficile ne oOHapyxeH.
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Tecmuposanue uygcmeumenbHOCmu in Vitro

Criektp aHTHOAKTEpUATbHOM aKTUBHOCTH MOKCH(IIOKCAIIMHA BKIIIOYALT CIIeIyIOIINe
MUKPOOPTaHU3MBI:

YyBcTBUTEIbHbIE YmMmepenHo- Pe3ucrentunie
YYBCTBHUTEJIbHbIE

FpaMl’[OJ'[O)RI/ITeJILHLIe

Gardnerella vaginalis

Streptococcus pneumoniae*
(BKJTFOYASI IITAMMBI, YCTOWYMBEIE K
NEHUIWIINHY U IITaMMBI C
MHOKE€CTBEHHOU
PE3UCTEHTHOCTBIO K
AHTUOMOTHKAM), a TAaKXKe
HITAMMBI, YCTOWYUBBIE K JIBYM HIIN
0oyiee aHTHOMOTHKAM, TAKUM KaK
neHnuuunH (MUK > 2 Mkr/mo),
uedanocnopunsl Il mokoneHus
(HammpuMmep, 1eQypoKcum),
MaKpOJIUIbl, TETPALIUKINHBI,
TPUMETONIPHUM/CYIb(haMEeTOKCa30J1)

Streptococcus pyogenes (rpymma
A)

['pynma Streptococcus milleri (S.
anginosus”, S. constellatus u S.
intermedius”)

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

Streptococcus agalactiae

Streptococcus dysgalactiae

Staphylococcus aureus Staphylococcus aureus
(4yBCTBUTENbHBIE K METULIUIUIUHY (pe3ucTeHTHBIC K

IITaMMBbI) METHIMIUTHHY/0(IIOKCAIIMHY
mTaMmsi) "

Kany'J'IEBOHeFaTI/IBHBIC KOal"ynaBOHeFaTI/IBHBIe
cradmnokokku (S. cohnii, S. cradunokokku (S. cohnii, S.
epidermidis, S. haemolyticus, S. epidermidis, S.

hominis, S. saprophyticus, S. haemolyticus, S. hominis, S.
simulans) uyBcTBHUTEIbHBIE K saprophyticus, S. simulans)
MCTUIMUIIJIMHY IITaMMBbI PE3UCTCHTHBIC K
MCTUIHUJIJIMHY INITAMMBI

Enterococcus faecalis*
(TONTBKO I TAMMBI,
YyBCTBUTEIBHBIC K
BaHKOMMIIMHY U
TCHTAMHIIMHY)

Enterococcus avium”

Enterococcus faecium”
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I'pamoTpHuuarenbHble

Haemophilus influenzae (Bxnrouas
IITAMMBI [IPOLYHPYIOIIUE 1
HETIPO Ly UPYIOLIHe f-
JNaKTaMashl)’

Haemophilus parainfluenzae”

Moraxella catarrhalis (Bxirouas
ITAMMBI, IPOAYLIUPYIOIIUE U

HENPOAYyLUpPYIOIHE f3-

JTAKTAMa3bl)

Bordetella pertussis

Legionella pneumophila* Escherichia coli”
Acinetobacter baumanii Klebsiella pneumoniae”

Klebsiella oxytoca

Citrobacter freundii”

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

Enterobacter cloacae”

Pantoea agglomerans

Pseudomonas aeruginosa

Pseudomonas fluorescens

Burkholderia cepacia

Stenotrophomonas
maltophilia

Proteus mirabilis*

Proteus vulgaris

Morganella morganii

Neisseria gonorrhoeae”

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

AHa3po0bI

Bacteroides spp. (B.
fragilis”, B. distasonis”, B.
thetaiotaomicron”, B.
ovatus”, B. uniformis”, B.
vulgaris”

Fusobacterium spp.

Peptostreptococcus spp.”

Porphyromonas spp.

Prevotella spp.

Propionibacterium spp.

Clostridium spp.”

ATHNMYHBIE

Chlamydia pneumoniae”

Chlamydia trachomatis”

Mycoplasma pneumoniae”

Mycoplasma hominis

Mycoplasma genitalium

Coxiella burnettii
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* YyBCTBUTENBHOCTD K MOKCH(IOKCAIMHY HOATBEPKCHA KIIMHUUECKHIMH JAHHBIMH.

* IlpuMeHeHne MOKCU(IIOKCAIlMHA HE PEKOMEHIYETCS s JiedeHus HH(EKIMA, BbI3BAHHBIX
mTaMmmMaMu S. aureus, pesucteHTHbIMH K MeTUIWLIMHY (MRSA). B ciiydae mpeamonaraembix
WIA TOATBEP)KICHHBIX HMH(EKIuid, BbB3BaHHBIX MRSA, crnexyer Ha3HauuTh Jie4eHUE
COOTBETCTBYIOIIMMH aHTHOAKTEPUATBHBIMHU ITPETIapaTaMH.

Jns ompeneneHHbIX HITAMMOB paclpoOCTpaHEHHE NPUOOPETEHHON pPE3UCTEHTHOCTH MOKET
pa3ianyaThCs B 3aBUCMMOCTU OT reorpauueckoro peruoHa M ¢ TeyeHHeM BpeMeHU. B cBs3u ¢
3TUM IpU TECTUPOBAHUU UYBCTBUTEIBHOCTH IITaMMa JKEJIATEIbHO HUMETh MECTHYIO
UH(POPMALIUIO O PE3UCTEHTHOCTH, OCOOCHHO TPH JICYEHUH TSKEIBIX MH(DEKINH.

Eciu y mnanueHTOB, MNPOXOAAIIMX JIEYEHHE B CTallMOHape, 3HA4Y€HHWE IUIOMAAN TIOJ
dapmakoknHeTHUeCKOl KpuBoi «KkoHIeHTpaiusa-BpeMs» (AUC)/MUKgo, mpessimaer 125, a
MaKCHUMaJbHasi KOHIEHTpaus B tuiazmMe KpoBH (Cmax/MWKoo Haxomutes B npeaenax 8—10, To
3TO TpEANoNaraeT KIMHHYECKOE yIydlieHHue. Y aMOyIaTOPHBIX MAlMEHTOB 3HAYCHHS STHX

CypporaTHbIX mapamerpoB 00sraHO MeHbIe: AUC/MIKgo > 30—40.

IMapamerp Cmax/MHMKago
AUIC* (u)
(cpennee 3HaueHUE)

279 23,6

MU Kgo 0,125 mr/a
140 11,8

MM Kgo 0,25 mr/a
70 59

MMKgp 0,5 mr/n

* AUIC — morazp mo uarudupyroreit kpueoit (cootHorenne AUC/MHUKgo).

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOcopOuus

[Ipu mnepopanbHOM mpueMe MOKCU(IIOKCAIIMH BCACHIBAETCS OBICTPO M IOYTH MOJIHOCTHIO.
AbcomoTHas OMOJIOCTYITHOCTh COCTaBIsAeT 0KoJIo 91 %. dapmMakoKMHETHKA MOKCU(IIOKCAIIMHA
npu ipueme B f03e ot 50 10 1200 Mr ogHOKpaTHO, a Takxke o 600 mr/cyTku B Teuenue 10 gHei
SBIAETCS JIMHEHHON. PaBHOBECHOE COCTOSIHHAE IOCTUTAETCS B TeUeHUE 3 THEH.

[Tocne ognokpatHoro npumenenuss 400 mr mokcuduokcaHa Cmax B KPOBH JIOCTUTAETCS B
teuenue 0,5—4 4 u cocrasnser 3,1 mr/n. [Tocne npuema BHyTps 400 Mr mokcudiokcanuna 1 pa3
min

B cytku Css™ u Css™" cocraBustror 3,2 mr/n u 0,6 Mr/i, cooTBeTcTBeHHO. IIpu mpueme

MOKCI/I(i)J'IOKCH,HI/IHa BMECTE C HI/IHIGI\/’I OTMCYACTCA HE3HAYUTCIBbHOC YBCINMYCHHUEC BpPCMCHU
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TOCTHKEHUS Cmax (Ha 2 9) M HE3HAYUTEIIBHOE (HnmeHd@éhaxjgﬂﬁéiﬁgﬁgkﬁfé w36 ‘%)': :'HPPI

3TOM JUIMTEIBbHOCTh BCAChIBaHUS HE U3MeHseTCsl. OTHAKO 3TH JaHHBIE HE UMEIOT KIIMHUYECKOTO
3HA4YCHMs, U IIperapaT MOKHO IPUMEHATh HE3aBUCUMO OT IIpUEMA ITULIH.

Pacopenenenue

Mokcudiaokcaud OBICTPO paclpeiensieTcss B TKaHAX W OpraHax W CBS3BIBACTCA C OeIKaMu
KpoBH (TJIaBHBIM 00pa3zoMm, ¢ anp0ymuHamu) npumepHo Ha 45 %. OO0beMm pacrpenencHus
COCTaBIISICT MPUOIUZUTETHHO 2 JI/KT.

BbicOokne KOHIIGHTpallMu MOKCH(]IIOKCAIMHA, NPEBBIIIAIOIIAE TaKOBbIE B IUIa3Me KPOBH,
CO3MAIOTCS B JICTOYHOH TKaHH (B T. Y. B OIHUTEIHAIBHON JKUIKOCTH, aJIbBEOJSIPHBIX
Makpodarax), B HOCOBBIX IMa3yxaX (BEpXHEUEIIOCTHAs W ITMOUJANbHAS IMa3yXH), B HOCOBBIX
MOJIMMaxX, B oOdarax BoOCHaJeHHUS (B COACPKMMOM Iy3bIped TpU TMOPAKEHUU KOXKH). B
UHTEPCTULMAIBHOW KUJIKOCTH U B CIIFOHE MOKCH(DIOKCAIMH OMpEeIeseTcss B CBOOOJIHOM, HE
CBSI3aHHOM C OelikaMu BHUjJE, B KOHIICHTpAIMW BHINIE, YeM B Iula3Me KpoBu. Kpome Toro,
BBICOKHE KOHIICHTPAIIMA MOKCH(()IOKCAIIMHA ONPEICISIOTCS B TKAHSIX OPraHOB OpOIIHOM
MOJIOCTH, TIEPUTOHEATLHOU KUIKOCTH U )KCHCKHX TIOJIOBBIX OpraHax.

BI/IOTDaHCd)ODMaHI/IH

Moxkcudnokcanuun noasepraercsi 6uorpancopmanuu 2-oif ¢azbl U BBIBOJUTCS U3 OpraHU3Ma
MIOYKAMHM, a TAK)KE 4Yepe3 KHUIIEYHUK, KaK B HEH3MEHEHHOM BUJE, TaK U B BUJEC HEAKTUBHBIX
cynbdocoenunenuit (M1) u rmokyponngos (M2).

Moxkcudnokcauun He moABepraercs OuoTpaHchopManuu MHKPOCOMATBHOM  CHCTEMOM
mutoxpoma P450. MeraGonutst M1 u M2 npucyTcTBYIOT B IJIa3Me€ KPOBHM B KOHLIEHTpAIMSIX
HUKE, 4eM HUCXOAHoe coequHeHue. I[lo pesynbraTaM IOKIMHMYECKHUX HCCIEIOBaHUN ObLIO
JI0OKa3aHO, YTO yKa3aHHbIE METAa0OJIMTHl HE MMEIOT HEraTMBHOT'O BO3JIEHCTBUS Ha OPraHU3M C
TOYKHU 3peHUs1 O€30MaCHOCTH U MEPEHOCUMOCTH.

DJIMMUHALNS

[Tepuox mosyBbIBeIeHNs MOKCH(IIOKCALMHA COCTaBisieT npuMepHo 12 vacoB. CpeaHuil oOmuit
kiupeHc nocie BeeneHus B no3e 400 mr cocrabiser 179-246 mur/mun. [lodeunsrit kimpeHc
coctaBisgeT 24-53 miu/MUH. DTO CBHUJETENbCTBYET O YaCTUYHOHN KaHajbleBOM peabcopOuuu
npenapara.

banmanc Macc MCXOMHOTO COCMMHEHHS] U META0OIUTOB 2-i (pa3bl COCTABIACT MPUOIU3ZUTEITHHO
96-98 %, 4YTO YyKa3plBaeT Ha OTCYTCTBHE OKHCIHTENbHOro Merabommszma. Oxoio 22 %
OJIHOKpaTHOH 110361 (400 MT) BBIBOAUTCS B HEU3MEHEHHOM BHUJE MOYKaMH, OKOJo 26 % — depes
KHILIEYHUK.

Ioyeynast HEHOCTATOYHOCTD

He Br1gBIIEHO CYHICCTBCHHBIX N3MEHEHHH (bapMaKOKI/IHeTI/IKI/I MOKCI/I(l)J'IOKCaHHHa Y NaoueHTOB C
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rand G E OB T A HQC Ty 000

<30 mn/Mun/1,73 M%) ¥ y TNalMEHTOB, HAXOAAIIMXCS HA HENPEPHIBHOM TIeMOJUANM3e U

JUIUTEIBHOM aMOYJIaTOPHOM NEPUTOHEATBHOM JAUAIIN3E.

IleyeHOUYHAsI HENOCTATOYHOCTE

He Oruio CYHICCTBCHHBIX pasnntmﬁ B KOHICHTpaluu MOKCI/I(bJ'IOKcaI_II/IHa Y Naoue€HTOB C

HapymeHussMu  (QyHKIMM TiedeHu (kimaccel A u B mo kmaccuduxanmm Yaitna-IIeo) 1o

CPaBHEHHIO CO 3/I0POBBIMHU J1I00POBOJIBLIAMH U TALIMEHTAMU C HOPMAJIbHOUM (DYHKIHEH TIeUeHH.

Bo3zpact, non 1 sHnYeckas NpyuHaIISKHOCTb

[Ipu wuccnepoBanuu (papMaKOKMHETUKH MOKCHU(DIOKCAIIMHA Y MYXUYMH W IKCHIIUH OBLIN

BbIsIBIICHBI paznuuus B 33 % no nokazatensiM AUC u Cmax. BeacsiBanue Mokcuduiokcammna He

3aBuceno ot nona. Pasmuuus B mokazatensix AUC u Cnax ObITH 00YCIOBJICHBI CKOpEE pa3HUIICH

B BECC, UCM IIOJIOM M HC CUHHUTAIOTCA KIMHHUYCCKHN 3HAYUMBbIMU.

He BBISBICHO KIMHUYECKH 3HAUMMBbIX pa3J'IPI‘IPII>i q)apMaKOKI/IHeTI/IKI/I MOKCI/I(bJ'IOKCEII_[I/IHa y

ManuCHTOB PAa3JIMYHBIX 3THUYCCKUX I'PYIII U pa3HOro Bo3pacra.

Heru

CDapMaKOKI/IHeTI/IKa MOKCI/I(bHOKCEII_II/IHa y I[eTeﬁ HC N3y4ajlachb.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BCIOMOraTe/IbHbIX BelIECTB

[enmrosio3a Mmukpokpuctamuimdeckas 101;
[enmrono3a Mukpokpuctainndeckas 102;
Kpockapmennosa Harpus;

Kpemuust nMOKCHT KOJITTOMAHBIN;
[ToBumon K-30 (Kommmon 30);

Marsnus creapar;

O6onouka:

Omnanpaii po3osbiii 03B34285:
runpomenno3a HPMC 2910 (E 464);
tutana quokeun (E171);

makporoi (PEG 400);

KpacHuTelb xene3a okcua kpacHslil (E172);
KpacuTeb xene3a okcu xenthiid (E 172).
6.2. HecoBMecTUMOCTB

He npumenumo.
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6.3. Cpok rogHoCcTH (CPOK XpaHEeHUs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuTh 1pu Temneparype He Baiie 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

IIpu npoussoactee Ha Xerepo Jladce Jlumuren

[To 5, 7 wiu 10 Tabnetok B Al/Al 6aucrep.
ITo 1 wmu 2 Giuctepa BMECTE ¢ MHCTPYKIIMEH MO MPUMEHEHUIO B KAPTOHHYIO MAUKY.

[Ipu mpousBoacTse, pacdacoske n/min yiakoske Ha OO0 «MAKN3-ODAPMA»

[lo 5, 7 wm 10 TabneTok B KOHTYpHOW SYEHKOBOW YymakoBKe (OimcTepe) M3 IUICHKH
NOJMBUHUIXJIOPUIHON U (DOJIBI'H aTFOMHUHUEBOM NEUYAaTHOM JTAKHPOBAHHOM.

[To 1 wnm 2 KOHTYpHOH siueiikoBoil ymakoBke (Onucrepa) mo 5, 7 unm 10 TaGneTok BMECTe C
WHCTPYKLHKEH M0 MPUMEHEHUIO B MAaYKe U3 KapToHA JJIsl HOTPEOUTEIHCKOM Taphl.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIH OTXO0JA0B, TMOJYYEHHBIX IOcjde TMpPUMEHEeHUus:
JIEKApPCTBEHHOT0 Mpenapara u Apyrue MaHUIyJISIUM C PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

Nunus

Xetepo Jla6c Jlumuren

«Xerepo Kopmopeiity, 7-2-A2, Nunactpuan Octeiitc, Canar Harap, Xaiimapabax — 500018,
Tenanrana.

7.1. IlpencTaBuTeNIB 1€PKATEIS PETHCTPANMOHHOTO YAOCTOBEPEHHS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccniickas @enepanns

MockoBCKO€ NpeAcTaBUTENbCTBO KoMIlaHuu «Xetrepo Jlabe Jlumurten» (Munus)
Anpec: 109029, r. MockBa, ABTOMOOHIIBbHEII mpoe3, 1. 6, cTp. 5.

Ten./akc: +7 (495) 981-00-88

e-mail: DrugSafety-Russia@heterodrugs.com

8. HOMEP PEIT'UCTPAIIMOHHOI'O YIOCTOBEPEHUA
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9. TIATA TEPBUYHOW PEMMCTPALIMU (MOJTBEPHIHEHNSA PEFHCTPAHNM,

INEPEPETUCTPAIIN)

JlaTa nnepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmas  xapakTepuCTHKa JieKapcTBeHHOro mpemapara Moduokc 400 poctynHa Ha

uH(pOpMallMOHHOM TmopTaje EBpa3uiickoro SKOHOMHYECKOTO c€O3a B HH(OpPMAIMOHHO-

KOMMYHHKaIMOHHOH cetn «uTepHe™» http://eec.eaeunion.org.
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