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OBIIASI XAPAKTEPHCTHKA JEKAPCTBEHHOTO IPENAPATA- = 2017

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA
Kumokc®, 400 mr, TabaeTKH, MOKPHIThIE IEHOUHOH 060I0UKOH.
2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB
JleficTByto111€€ BEIIECTBO: MOKCH(IOKCAITUH

Kaxnas tabnerka conepxut 400 mr Mokcudokcaruta (B BUIE THAPOXIIOPUIA).
BCHOMOF&TGHBHBIG BCIICCTBA, HAJIMYHUC KOTOpBIX HaI1o0 y‘-II/ITBIBaTB B COCTaBC HeKapCTBeHHOI‘O
npernapara: KpacuTenb cofHeuHbIn 3akat >kenthiid (E 110) (cM. pa3nen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.
3. IEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIEC TNIEHOYHOU 000JTIOYKOM.

[TpogonroBaTeie NBOSKOBBIMYKIJIbIE TAOJNETKU, MOKPHITHIE IJIEHOYHONW OOOJOYKOM CBETIO-
OpPaH’>KEBOI0 I[BETA, C PUCKOW Ha OaHOM cropoHe. Ha momepeynom paspese siipo OT CBETIIO-
JKEJITOTO JI0 JKEJITOTO 1IBETA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO
[penapar Kumokc® mokaszaH K HPUMEHEHHIO y B3POCIBIX IS JieUeHUs WHQPEKIMOHHO-
BOCHAJIMTENbHBIX 3a00JIeBaHUN, BBI3BAHHBIX UYBCTBUTEIBHBIMH K MOKCH(DIOKCAIIUHY
MHUKPOOPTaHU3MaMH:

- HEOCJIO)KHEHHbIE HHPEKIIUU KOKU U TIOJKOXKHBIX CTPYKTYD;

- BHEOOJNbHHUYHAs THEBMOHMs, BKJIOYas BHEOOJbHUYHYIO ITHEBMOHHIO, BO30YAUTEISIMU
KOTOPOM SABIIAIOTCA LITAMMBI MHKPOOPTaHM3MOB C MHOXXECTBEHHOM DPE3HCTEHTHOCTBIO K
aHTHOMOTHKaM™*

- OCJOKHEHHBbIE MH(EKIUU KOXKH M TOIKOXKHBIX CTPYKTYp (BKIOYas WMHOUUIHMPOBAHHYIO
Ta0eTHUYECKYIO CTOMY);

- OCJIO)KHEHHBIC MHTPaadOMUHAIbHBIC HHPEKIINH, BKIIOYas MOJTUMUKPOOHBIC HHMEKIINH, B
TOM YHCJIe BHYTPUOPIOMINHHBIE a0CIeCChI;

- HEOCJIO)KHEHHBIE BOCIMAJIUTENIbHbIE 3a00JieBaHUS OPraHoB Majoro Tasza (BKIOYas
CAJIbIIUHTUTHI ¥ SHAOMETPHUTHI).

s nedenus cnenyromux MHGEKIHOHHO-BOCTIATUTENbHBIX 3a00JIeBaHUNA MOKCHU(DIOKCAIMH
MOXET TPUMEHATHCS TOJIBKO B KA4yeCTBE albTEPHATHBBI APYTUM MPOTUBOMHKPOOHBIM
npernapaTam:

- OCTpBI CUHYCHT;

- 000CTpEeHHE XPOHUUECKOTO0 OPOHXHUTA.

*Streptococcus pneumoniae C MHOXXECTBEHHOH pPE3UCTEHTHOCTHIO K aHTHOMOTHKAM
BKJIIOYAIOT IITAMMBI, PE3UCTEHTHBIEC K MEHULWIMHY, U IITaMMBbI, PE3UCTEHTHbIE K IBYM WU
Oonee aHTHOMOTMKAM W3 TaKHX TIpyMIl, Kak NeHuuwuuHbel (mpu MUK > 2 mkr/mn),
nedamocnopunbl I mokomenumss  (eypokcuM),  MaKpOJHMIBI, TETPANMKIUHBI U
TPUMETOIIPUM/CYIb(haMEeTOKCa30JI.
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HeobxonmuMo mpuHUMATh BO BHUMAaHUE JIEHCTBYIOHIME—O0(HIHATLHbIE—PYKOBOACTBA—O
npaBujIax MPUMEHEHHS aHTHOAKTEPHAIbHBIX CPEJICTB.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I
Pexxum no3upoBanus

Pexomennyemblii pexxuMm 103upoBaHus MokcugiokcaruHa: 400 mr 1 pa3 B JeHb INpHu
MHQEKIUAX, YKa3aHHBIX BbllIe. He cienyeT npeBsiaTe peKOMEHIYEMYIO J103Y.

[TpOonOMKUTENBLHOCTD JeUEHUS

[IpoaoIKUTENEHOCTD JICUEHUS ONPEACACTCS JOKATU3aUen U TSKECThI0 MHPEKINH, a TAaKKe

KIIMHUYECKUM 3P (HEKTOM:

e  HEOCJOXXHEHHBIC HHPEKIMU KOXKU U MOJKOKHBIX CTPYKTYp: 7 JHEH;

e BHEOONbHMYHAS THEBMOHHUA: oOOIIas MPOJOJKUTENBHOCTh CTYIEHYaTOM Tepanmuu
(BHYTpUBEHHOE BBEJICHHUE C TIOCIEIYIOLIMM IIPHEMOM BHYTPh) COCTaBisieT 7-14 nHei;

e  OCJIOXHEHHbIE HHGMEKIMH KOXHU M TOJKOXKHBIX CTPYKTyp: oOmias UIUTEIbHOCTh
CTYIIEHYaTOM Tepanuu (BHYTPUBEHHOE BBEICHHE C IOCIEAYIOLUIUM IPUEMOM BHYTPb)
cocTaBisieT 7-21 neHs;

e  OCIOXXHEHHbIE HMHTPaadJOMHMHAIbHbIC MH(EKIMU: 00Iast IIMTEIbHOCTh CTYIEHYAaTOU
Tepanuu (BHYTPUBEHHOE BBEACHHUE C MOCIEAYIOIIUM HPUEMOM BHYTPhH) COCTaBIISIET
5-14 nuei;

e  HEOCJIO)KHEHHBIC BOCTIAJIUTEILHBIE 3a00JICBaHMS OPraHOB MAJIOTO Tasa: 14 aHEl;

e  OCTpBIA CUHYCUT: 7 JHEH;

e obocTpeHHe XpOHUYECKOTO OpoHxuTa: 5-10 mHEH.

He cnenyer npeBbIIaTh peKOMEHIYEMYIO ITPOOJIKUTEbHOCTD JICUEHHUS.

[To naHHBIM KIMHUYECKUX MCCIEIOBAHUIN MPOIOJKUTEIBHOCTD JICUEHHUSI MOKCU(IIOKCAIITTHOM

B Ta0JIeTKax (Karcysax) MOXKeT JOCTUraTh 21 JHs.

Ilponywennas 0osa

B cnywae mpomycka m03bl mpemnaparta ee cleayeT NMPUHATH B JII000e BpeMsi, HO HE MO3JIHEe
4yeM 3a 8 4acoB 10 CIAEAYIONIECH 3aruiaHuPOBAaHHOM J103bl. Eciin 10 creayromeit 4036l ocTaeTcs
MeHee 8 4acoB, MPOIYUIEHHYIO A03Yy HE CIEAYeT MPUHUMATD, a JICUCHHUE CIEAYET MPOJAOKUTh
B COOTBETCTBHHU C PEKOMEHJOBAaHHBIM TrpadukoM mpuema TtadieTok. He ciemyer nmpuHuMaTh
JIBOMHBIE J103bI JIJI1 KOMIIEHCALIMU ITPOMYILIEHHOM.

Oco0ble rpynmbl NAIMEHTOB

Tlayuenmul nodxccunoco 6o3pacma

N3meneHust pexkuma JO3UPOBAHUS y TIOKUJIBIX TTAIIMEHTOB HE TPeOyeTCs.

Ilayuenmul ¢ Hapyuenuem ynKyuu neveHu

B cBf3M Cc OrpaHMYEHHBIM KOJUYECTBOM  KIMHUYECKUX JAHHBIX, MNPUMEHEHUE
MOKcHU(IOKCallMHA TPOTUBONOKA3aHO MAIMEHTaM C TSHKENbIM HapylieHueM GyHKINHN TeYeHn
(xmacce C o xknaccudukanuu Yaitna-I1p10) 1 manueHTam ¢ MOBHIIIEHHEM TpaHCaMuHa3 Oolee,
YeM B IATh pa3 BBIIIE BEPXHEW rpaHUllbl HOpMBI. [lanineHTaM ¢ JIeTKoil U cpeaHel CTENEeHbIO
HapymeHus QyHkiuu nedeHu (kmacc A U B mo knaccudukanuu Yaiina-I1si0) nzmeHenus
peXuMa JO3UpOBaHUs HE TpedyeTcsl.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

VY nanueHToB ¢ HapyuieHueM (YHKIIMH MOYeK (B TOM YHUCIIE MPHU TSHKEION CTENEeHN MOYeYHON
Henoctatoynoct ¢ KK < 30 mu/mun/1,73 M%), a Takxke y MaluMEHTOB, HAXOJALIUXCS HA
HENPEPHIBHOM TeMOJUANIN3E M JJIUTEIBHOM aMOYJIaTOPHOM MEPUTOHEAIbHOM JHallu3e,
W3MEHEHUS PeKUMA JI03UPOBAHUS HE TPEOyeTCsl.

IIpumenenue y nayuenmoes pasniudHulx SMHUYECKUX SPYAN

N3menenus pexxuma J03UpOoBaHUS HE TpeOyeTcs..
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eTH

[Mpenmapar Kumokc® mpoTHBOMOKAa3aH y JAeTe W TOAPOCTKOB B Bo3pacTte 10 18 ier.
D¢ heKTUBHOCTh B 0€30MaCHOCTh MPUMEHEHHUST MOKCH(IIOKCAIIMHA Y JCTEH U MOJAPOCTKOB HE
YCTAHOBJICHA.

®

Cnoco0 nmpuMeHeHUs

BnyTtpb.

Tabnerku cieayeT TMPOTNIAThIBATh IEIMKOM, HE PAa3KEBbIBas, 3aluBas JIOCTATOUHBIM
KOJIMYECTBOM BOJIbI, BHE 3aBUCHMOCTH OT IPUEMa ITHIIH.

4.3. [IpoTuBONOKA3aAHUS

e  THUNEPUYYBCTBUTEIBLHOCTh K MOKCH(IOKCAIIMHY, APYTHMM XHHOJIOHAM, (PTOPXHHOJIOHAM
WIH K TIOOOMY M3 BCIIOMOTaTENbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1.;

e  BoO3pact 1o 18 jner;

e  0OEpPEeMEHHOCTH U MEPHUOJI TPYTHOTO BCKAPMITUBAHUS;

e HaJMYME B AaHAMHE3€ TATOJIOTHMH CYXOXWJIHH, DPa3BUBIICHCS BCIEICTBUE JICUCHUS
AHTUOMOTUKAMH (PTOPXMHOIIOHOBOTO PsIlIa;

e B JIOKIIMHMYECKUX W KIMHHUYECKUX HCCIICAOBAHMAX IOCIIEC BBEICHUS MOKCHU]IIOKCAIHA
HaOII01AT0CH HU3MEHEHUE NMEKTPOPUZUOIOTUUECKUX rnapamMeTpoB cepaua,
BbIpaXaBIIMXCS B yuiMHeHHH wuHTepBasa QT. B cBsI3w Cc 3TuM, mNpUMEHEHUE
MOKCU(JIOKCAlMHA  TPOTHUBOMOKA3aHO y  TAIMEHTOB  CIECAYIOIIUX  KaTETOPHIA:
BPOXKJICHHBIE WJIM TPHOOPETCHHBIC JIOKYMEHTHpPOBaHHbBIC Y/UIMHEHUs1 wHTepBasa QT,
JJICKTPOJIUTHBIE ~ HApYyIICHUs, OCOOCHHO  HEKOPPUTHUPOBAHHAS  THIOKAIHEMHUS;
KIMHUYECKH  3HauWMas ~ Opajukapaus;  KIMHUYECKHM  3Ha4uMas  cepjedHas
HEJIOCTaTOYHOCTh CO CHIDKCHHOW (pakiMei BBIOpOca JIEBOTO KEITYJ0UYKa; HAIMYHE B
aHaMHE3€ HapyLICHUN PUTMa, COIIPOBOKAABIINXCS KIIMHUYECKONU CUMIITOMaTUKOM;

e  MOKCHU(IOKCAIIMH HEJIb3sl TPUMEHATH C JAPYTHMH [penaparamu, yIJTHHSIOIIAMEI
untepsan QT (cm. pasnen 4.5.);

e B CBSA3M C OrpPaHUYCHHBIM KOJUYECTBOM KJIMHUYCCKUX JIAHHBIX TMPUMCHEHHUE
MOKCHU(JIOKCAIIMHA TMPOTHBOIMOKA3aHO TMAalMeHTaM C HapylleHHeM QYHKIUU TeYCHH
(xkmacc C mo knaccudukanuu Yaina-I1pr0) U marueHTaM ¢ MOBBIIIICHUEM aKTHBHOCTH
«MEYEHOYHBIX» TPAaHCAMHHA3 00Jiee YeM B MATh Pa3 BBIIIE BEPXHEH TPaHUIIBl HOPMBI.

4.4. OcoOble ykazaHHusl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C OCTOPOKHOCTBIO

* mpu 3aboneBanusx [[HC (B T. 4. momo3putenpHBIX B oTHomeHWH BoBiedeHus [[HC),
MpeIpacloiaralonuXx K BO3HUKHOBEHHUIO CYIOPOT M CHIDKAIOIIUX TOPOT CYJOPOKHOM
AKTUBHOCTH;

* y NAIMEHTOB C [ICUX03aMH U/WUJIM € TICUXUATPUUECKUMHU 3a00J1€BaHUSIMU B aHAMHE3E;

* Y MAllMEHTOB C MOTEHIMAIBHO MPOAPUTMUUYECKHIMU COCTOSIHUAMHU (OCOOCHHO Yy KECHIIUH U
NAlMEHTOB MOXWJIOrO BO3pacTa), TaKMMM, KaKk OCTpas HIIEMHUs MHUOKapAa M OCTaHOBKa
cepaua;

* IpU MUACTEHUU Zravis;

* Yy NALUEHTOB C UPPO30M II€YECHHU;

* IpX OJTHOBPEMEHHOM IIPUEME C IIpenapaTaMu, CHIKAIOUIMMH COACPKAHUE Kallus B KPOBH;

* Yy MallMeHTOB C TE€HETHYECKOH MPEIPaCIIONIOKCHHOCThIO WM (DAKTHYSCKUM HAITHIUEM
neduiuTa rroKo30-6-pocdaraeruaporeHassr;
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* y MAaIMEeHTOB C CaxapHbIM IuabeToM, IMoiyda
npenaparsl (Hampumep, Mpernaparhl Cyinb(hOHUIMOUYECBHHBI) WM WHCYJIMH (BO3PACTaeT PUCK
Pa3BUTHA I‘I/IHOI‘JII/IKGMI/II/I);

* y MAlUEHTOB MOXKUJIOTO BO3pacTa, y MAlMEeHTOB IOCJIE TPAHCIUIAHTALUU, a TaKXKe IMpHU
COMYTCTBYIOIIEM MPUMEHEHUU TIIIOKOKOPTUKOCTEPOUIOB (TIOBBIILICHHBIA PHUCK Pa3BUTHUS
TEHJCHUTOB U pa3pbiBa CYXOXKUIUHN (CM. MyHKT «T€HAUHUT U pa3phbiB CYXOKHUINAN));

* y MAalHMEeHTOB C AaHEBPU3MOM aopThl B CEMEWHOM aHamHe3e, WJIM Yy MalUueHTOB C
JIMarHOCTUPOBAHHOM aHEBPU3MOM aOpTHl /MM PACCIOCHHEM aopThl WIM NpPU HAJTHYUHU
Ipyrux (akTOpoB pUCKAa WM COCTOSHUM, MpPEapacroyiaraloiiuX K pPa3BUTHIO aHEBPU3MBI
AOpTHI WJIM PACCIOCHUS aopThl (Hampumep, cuHIpoM Mapdana, cunapom Dnepca-/lannoca
COCYJIMCTOTO THIA, apTepuuT Takascy, TMTaHTOKJIETOUYHBIN apTepuuT, Ooje3Hb bexuera,
apTepHualibHas TUIEPTEH3MsI, aTePOCKIEPO3 (CM. MYHKT «AHEBpHU3Ma B PACCIIOCHHUE a0PTHI»)).

Oco0ble yKazaHus

T'unepuyscmeumenvrocms

B HekoTophIX ciydasx yKe Mocie NepBOro MPUMEHEHHUs Ipenapara MOXKET pa3BUThCS
TUIEPYYBCTBUTEIBHOCTh U aJUIEPTUYECKUE pPEaKIUH, O dYeM CleAyeT HeMeIJIeHHO
uHpopmupoBath Bpaua. OYeHb peAKo, Jake TMOCIe TMEepPBOTO NPUMEHEHHUs IIperapara,
aHaQUIAKTUYECKHE pEaKIMH MOTYT IMPOTPEecCHpoBaThb 1O  YrPOXKAIOMIETO  KU3HU
aHaQUIAKTUYECKOTO IIMOKa. B 93Tux chnyuyasx JedeHue mpenaparoM KuMokc cremyer
MPEKPATUTh U HEMEAJIEHHO HayaTh MPOBOJIUTH HEOOXOIUMBIE JieueOHbIe MEPOIIPUATHS (B TOM
YHCJIE IPOTUBOILIOKOBBIE).

Taoicenvie KodcHble Hedcelamenvhble peakyuy

Ha ¢one neueHust MOKCH(IOKCAIIMHOM HAOIIOAAINCh TSDKENbIE KOXHbBIE HEXelIaTelbHbIe
peaKkIuu, BKIIOYasi TOKCHYECKUH SMUIepMaibHbIA HeKkponu3 (cuHapom Jlaitenna), cuHapoM
CruBeHca-J[>KOHCOHA, OCTpbIA T'€HEPATM30BaHHBIM  SK3aHTEMATO3HBIM  MyCTyne3, |
JIEKapCTBEHHAsI peakius ¢ 303uHopuaneit u cucreMabiMu cuaapomamu (DRESS-cunnpom),
KOTOpbIE MOTYT OBITh OINACHBIMHM JJISl KU3HM WM JeTalnbHbIMU (cM. paszen 4.8.). Ilpu
Ha3HAYeHUM TMpernapara IMalydeHTaM CcleayeT COOOHIMTh O TMPU3HAKaX W CUMITOMAax
CEPbE3HBIX KOXHBIX pPEAKIUNA M TIIATEIbHO MOHUTOPUPOBATH BO3MOXKHOCTH Pa3BUTHS
JTAHHBIX peakluil y nauenTa. B coyyae nosiBieHus NpU3HAKOB U CUMIITOMOB, YKa3bIBAIOIINX
HA OTH pPEaKIuu, MOKCU(DIOKCAIIMH CIeAyeT HEMEIJICHHO OTMEHUTh U PacCMOTPETh
anbTepHaTHUBHOE JieueHue. [Ipu pa3BuTHM y NalUeHTa CEephe3HOM peaklMH, HaIlpuMep,
TOKCHUYECKOIO AMUAEPMAIBHOIO HEKPOJIn3a, CHUHApOMa CruseHca-/[0HcoHa,
TeHEPAIM30BAaHHOTO JK3aHTemaTo3Horo mycryie3a wuinu DRESS-cungpoma Ha (done
NPUMEHEHUS MOKCU(DIOKCAllMHA, JI€UYeHUE OJTUM IMpenapaToM He Cleayer Ooiblie
BO300HOBJIATH HU MTPH KaKUX 00CTOSATENbCTBAX.

Hapywenus co cmoponwvl cepoya

[Ipu npumeHeHHMH MOKCU(DIOKCAIIMHA Y HEKOTOPHIX MAalMEHTOB MOXET OTMEeYaThCs
yruHenue uHTepBana QT. MokcuduokcanuH cieayer NPUMEHATh C OCTOPOKHOCTBIO Y
KEHIIUH W TAIlMeHTOB MOXUJIOro Bo3pacTa. [loCKONbKY JKEHIMUHBI IO CPaBHEHUIO C
My)XKYMHaMH HWMEIOT Oojiee JuHHBIA uwHTepBan QT, oHM Moryr ObITh Oosee
YyBCTBUTEIBHBIMU K Ipenaparam, yaiusstomuM uatepBai QT. Iloxuibie nanueHTsl Takxke
0oJiee OIBEPKEHBI JICCTBHUIO MPENapaToB, OKa3bIBAIOIINX BIUsHUE Ha nHTepBan QT.

Y nHenne uHtepBana QT conpspkeHO ¢ NMOBBILIEHHBIM PHUCKOM JKEITYJOYKOBBIX apUTMMM,
BKJIIOYasi MOJIMMOP(PHYIO JKETyJOYKOBYIO Taxukapauio. CteneHp yanuHeHus uatepaia QT
MOXXET HapacTaTb C TOBBIIIEHUEM KOHIEHTpAIlMU I[penapara, MO3TOMY HE CIEeIyeT
IpEeBbIIIaTh PEKOMEHJOBAHHYIO 703y. OJHAKO y MalMeHTOB C MHEBMOHHEH KOppensuuu
MEXy KOHIIEHTpanuel MOKcHQIIOKcalliHA B TUIa3Me KPOBU U y/UTMHEHHEeM uHTepBana QT
otMedeHo He Obuto. Hu y omroro m3 9000 mamueHTOB, MOJYYaBIIMX MOKCHU(IIOKCAIMH, HE
OTMEUAJIOCh CEPJEYHO-COCYAUCTBIX OCJIO)KHEHUH U JIETAJIBHBIX CIIy4aeB, CBSI3aHHBIX C
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ynmuHenuem uHTepBana QT. Ilpu mpuMeHeHUn MokcudAOKcalliHA-MOKET—YBSIUUUBATLCS

PHUCK pa3BUTHS KETyTOUKOBBIX apUTMUN Y MAlMEHTOB C MPEApacHoaraloliuMu K apUTMUSIM

COCTOSTHUSIMHU.

B csa3u ¢ smum npenapam Kumokc npomugonokasan npu:

- U3MEHEHUSX MEKTPO(YU3NOIOTHUECKUX ITapaMETPOB CEP/Ila, BEIPAKAIOLIUXCS B YUIMHEHUH

uHtepBana QT: BpPOXKIEHHBIX WM MPUOOPETEHHBIX TOKYMEHTHPOBAHHBIX Y/UIMHEHUAX

uHtepBasia  QT,  DIEKTPOJIMTHBIX  HAPYIIEHUSX, OCOOCHHO  HEKOPPUTHPOBAHHOM

TUINOKAIMEMUH; KIMHUYECKH 3HAaYMMOW OpaguKkaplIuu; KIMHUYECKH 3HAYUMOW CeplIedHOMN

HEIOCTaTOYHOCTH CO CHIDKEHHOH (pakiueld BBIOpoca JIEBOTO JKEIyJO4Ka; HaJIUYUH B

aHaMHE3€ HapyILIEHUH PUTMa, COTPOBOXKAABIINXCA KIMHUYECKON CUMIITOMATUKOM;

- IPUMEHEHHUH C IPYTHMH JICKAPCTBEHHBIMU CPEACTBAMU, YUTHHSIOMUMA UHTepBan QT (cM.

pazmen 4.5.).

IIpenapam Kumoxc cnedyem npumensms ¢ 0CmopoICHOCHbIO:

- y MalKUEHTOB C MOTEHIMAIBHO MTPOTUBOAPUTMUYECKUMH COCTOSHUSAMM, TAKUMHU Kak OCTpas

UIIEMUS] MUOKap/a U OCTAaHOBKA CEp/Iia;
- y TAlHMeHTOB C IMPPO30OM IeuYeHH (TaKk KaKk y JaHHOW KaTeropuu IAalUeHTOB HENb3s
UCKJIIOYUTh PUCK pa3BUTHUs yuIMHEeHUs nHtepsana QT).

Eciu Bo Bpemsi jedeHHs MOKCH(IIOKCAlMHOM BO3HUKAIOT MPHU3HAKW HAPYLIEHUS pUTMA

cepaua, JIEYeHHe clelyeT npeKkpatuthb u caenats JKI'.

Amnespusmul u paccioenus aopmol u pe2ypeumayus/HedocmamoyHocms KIanaua cepoya

[lo mgaHHBIM SNHUIEMHOIIOTUYECKUX HCCIECAOBAaHUI COOOLIANOCh O TIOBBIICHHOM pPHCKE

Pa3BUTHS aHEBPU3MBI U PACCIOEHUSI a0PThl, OCOOCHHO y MAIlMEHTOB MOXXHUJIOTO BO3pacTa, a

TaKk)Ke PErypruTaludyd aopTAIBHOTO M MHUTPAIBHOTO KJIANaHOB IMOCIE TMPUMEHEHUs

(GTOPXUHONIOHOB. Y MAalMEHTOB, MOJIy4aBIIUX (PTOPXHWHOJIOHBI, OBUIM OTMEUEHBI CIy4yau

Pa3BUTHSI AHEBPU3MBI U PACCIIOCHHS A0PThI, HMHOTJA OCIIOKHEHHBIE pa3phIBOM (B TOM YHUCIIE C

JeTalbHBIM HCXOJOM), a TaKXKe pPErypruTaliy/HEeIOCTaTOYHOCTH JII00Oro M3 KJIarnaHoB

cepama (cM. pazzaen 4.8).

B cBsi3u ¢ 3TUM (TOPXMHOJIOHBI CIIEAyeT MPUMEHSATh TOJBKO IOCHE TINATENbHOW OICHKH

COOTHOILIEHUS TMOJIb3a-PUCK U PACCMOTPEHHS JIPYIMX BapUaHTOB TEpaluH y MAlMEHTOB C

AQHEBPU3MOM a0pTHI B CEMEMHOM aHaMHe3€e, UM BPOXKICHHBIM ITOPOKOM KJIallaHa cepia, Win

y MAlMEHTOB C JAMArHOCTHMPOBAHHOW AaHEBPU3MOM aopThl W/WJIM PACCIOEHHUEM AaopPThI, WIH

3a00JIeBaHUEM KJIallaHa cep/iia, Wik IPpH HATMYUU IPYTUX (PaKTOPOB PUCKA WU COCTOSTHHA,

peipacroiararonmx:

- aHeBpMU3MBl U PACCIOCHUS aOpThl M PErypruUTaliu/HEIOCTaTOYHOCTH KiaraHa cepiia
(Hanmpumep, 3a00JIeBaHUSI COCIUHHUTEIIBHONW TKAaHM, TaKhe Kak cHHIpoM Mapdana, wimn
curapom Onepca-/lannoca, cunapom TepHepa, Oone3nb bexuera, aprepuanbHas
TUIEPTEH3Us, PeBMAaTOUIHBII apTPUT) WK AOMOJHUTEIBHO

- TIpM aHEBpHU3ME U PACCIOCHHM AOPTHI (HAIPUMEp, COCYIUCThIE 3a00JIeBaHus, TAKHE KaK
aptepuuT Takascy, TUTaHTOKJIETOYHBIM apTEPUUT, MOATBEPKICHHBIM aTepOCKIEPO3,
curzpom lllerpena) nim JONOTHUTEIHHO

- TIpU pEerypruTau/HEeOCTaTOYHOCTH KJIalaHa cepana (Hampumep, WHQGEKIIMOHHBIN
SHIOKAPJIUT).

Puck pa3BuTHs aHEBPU3MBI U PACCIOCHHSI A0PTHI, a TAK)KE UX Pa3pbiBa MOXKET ObITh MOBBIIIEH

y MallMEHTOB, OJHOBPEMEHHO ITOJYYAIOLIUX CUCTEMHBIE INTIOKOKOPTUKOCTEPOUIBI.

B cnyuyae mosiBieHus BHe3amHOW 00N B JKMBOTE, TPYAU WIM CIIHMHE, MAlMEHTaM CIleIyeT

HEMEJUIEHHO 00paTUTHCS K Bpady B OTJICJIEHUE HEOTIIOKHON TTOMOIITH.

[TarmenTam cienyeT peKOMEHJ0BaTh HEMEAJIEHHO O0paTUThCA 32 MEIUIIMHCKOMN MOMOIIBIO B

Clly4ae IOSIBJICHMS OCTPOH OJBIIIKH, BIIEPBbIE BO3HUKILIETO OLIYLIEHUS YYalll€HHOTO

cepaueOreHns UM pa3BUTUS OTeKa B 00JIaCTH )KMBOTA WIJIM HUKHUX KOHEUHOCTEH.

Hapywenus co cmoponvl neuenu
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[Ipu npueme mnpenapata Kumokc cooOmanoch Lo—cayuasx—hyibMUHAHTHOFO—FeHATHTay
MNOTEHLMAJIbHO TMPHUBOJAALIETO K PA3BUTHIO TI€YEHOYHON HEJAOCTAaTOYHOCTH (BKIIOYAs
JeranbHble ciydan) (cMm. paszzgen 4.8.). Ilanumenrta cienyer WHGOPMUPOBATH O TOM, YTO B
Clly4ae BO3HMKHOBEHHMS M OBICTPOM DPa3BUTUU MPHU3HAKOB U CHUMITOMOB (DyIbMHHAHTHOTO
rernaTuTa, TaKMX KakK OBICTPO pPa3BHBAIOIIASCS ACTCHUS, ACCOLMUPOBAHHAS C KENTYXOH,
NOTEMHEHHWE MOYHM, TIOBBIIIEHHAs KPOBOTOYMBOCTh WJIM TI€YEHOYHas »SHIedanonarus,
HE00X0IMMO 00paTUTHCS K Bpady, MPEXKIe YeM MPOAO0JDKATh JIedeHue MOKCH(IIOKcaiMHOM. B
Cllydae BO3HUKHOBEHHS NPHU3HAKOB HApYyIIEHUN (YHKIMM TEYEHHU CIEAyeT IPOBECTH
(GyHKIMOHATIBHBIE IEYCHOYHBIE TPOObI/HCccaeI0BaHUS (DYHKIIMU TICUCHH.

Cyoopoeu

[IpumeneHne mpenaparoB XMHOJIOHOBOTO psiZia COMPSKEHO C BO3MOKHBIM PHUCKOM pPa3BUTHUS
cynopor. Ilpemapar Kumokc® cieiyeT NpUMEHATh C OCTOPOKHOCTBIO y IALMEHTOB C
3aboneBanusamu [{HC u ¢ napymenusmu co cropons! LTHC (Hanpumep, MOHMKEHHBIH TOPOT
CYJIOPO’KHOM aKTUBHOCTH, CYyIOpPOTM B aHaMHE3€, CHM)KEHHE MO3TOBOTO KpPOBOOOpAIICHHUS,
MOBPEXJCHUE T'OJOBHOTO MO3ra WJIM WHCYNBT), MPEAPACIONaraloliuMi K BO3HUKHOBEHHUIO
CYJIOpOT WJIH CHIDKAIOIIMMU TOPOT CYIOPOXKHOM aKTHUBHOCTU. B ciywae pa3Butus cyaopor
CJIEAyeT MPEKPATUTh TEPAMTUI0 MOKCU(DIOKCAITUHOM H IIPHUHATH COOTBETCTBYIOILINE MEPHI.
Hapywenus co cmoponvl siceny00uHo-KumeuHo2o mpaxkma

[IpumeneHne aHTHOAKTEPHATIBHBIX MPENApaTOB IIUPOKOTO CIEKTpa JEHCTBHUS, BKIIOYAs
npenapat KuMOKC, CONMpSKEHO C PUCKOM pa3BUTHS TICEBAOMEMOpPAHO3HOTO KOJHUTA. DTOT
JMarHo3 CleAyeT HMeTb B BUAY VY NAaIlHMEHTOB, Y KOTOPBIX Ha (OHE JeYCHHS
MOKCHU(IOKCAIIMHOM Pa3BUIIACh TsDKenas nuapes. B ciydae moio3peHust Uiy NoATBEpKICHUS
IICEBIOMEMOPAHO3HOTO KOJUTAa CJEAyeT NPEKpPaTUTh Tepanuio MOKCU(IOKCAIIMHOM H
IIPOBECTH COOTBETCTBYIOIIME TepameBTHUeckre Mmepornpusatus. [IpemapaTsl, yrueraroniue
NEePUCTATbTUKY KHILIEYHHUKA, IPOTUBOIIOKA3aHbI IPU PA3BUTHH TXKEJION TUApEH.

Hapywenue ¢pynxyuu novex

[Toxxunple manMeHTsl ¢ 3a00JIeBaHUAMU MOYEK JOJDKHBI COOJIIO/IaTh OCTOPOXKHOCTH MpHU
npreMe MOKCHU(DIIOKCAIMHA, €CIM OHM HE MMEIOT BO3MOXHOCTH MOTPEOISATH HEOOXOIMMOe
KOJIMYECTBO JKMJIKOCTH, IIOCKOJBbKY OOE3BOKMBAHHWE MOXKET TIOBBICUTH PHUCK Pa3BUTHUS
MMOYEYHON HEJOCTATOYHOCTH.

Hapywenue 3penus

[Ipu cHMKEHUU OCTPOTHI 3PEHUS WM BO3HUKHOBEHMS IPYTUX CHMIITOMOB, CBSI3aHHBIX CO
3pEeHUEM, CJIEIYET HEMEIJICHHO O0paTUThCS 32 KOHCYJIbTalMe K 0TaIbMOJIOTY (CM. pa3ien
4.8.).

Muacmenus gravis

[penapar Kumokc™ crieayer HCroyib30BaTh ¢ OCTOPOKHOCTHIO Y MAI[MEHTOB C MHACTEHUEH
gravis B CBSI3U C BO3MOXXHBIM 000CTPEHHEM 3a00JICBaHMSI.

Tenounum u paspvie CyxoHCunus

Ha ¢one tepanuu GpTopxuHOIOHAMH, B TOM YUCIIE MOKCHU(]IIOKCAIIMTHOM, BO3MOYXHO Pa3BUTHE
TEHJWHUTAa W  paspbiBa CyXOXWIHA (MPEHMYILECTBEHHO  AXWUIOBOrO), HHOTAA
JIBYCTOPOHHETO, YK€ B nepBble 48 uacoB jeueHus. Onucanbl ciaydau, KOTOPbIE BO3HUKIIU B
TEUYEHUE HECKOJIbKUX MECSIEB IOCIE 3aBEpUICHUS JIedeHUs. PUCK pa3BUTHS TEHAMHONATUU
MOJKET OBITh MOBBILIEH Y MOXKUJIBIX MMAalMEHTOB, BO BpeMs CUIIbHOW (M3MYECKON HArpy3Ku, y
NAIMEeHTOB, IOJYYAIOMINX JICYUeHHE KOPTUKOCTEPOMJAaMH, Yy TAIUEHTOB C IOYEHHOM
HEJOCTAaTOYHOCTHIO MJIM TIOCJIe TpaHCIJIAHTAllMM COJHMAHBIX opraHoB. [lpum mepBbIX
CHUMIITOMAax TEHIWHUTA (Hampumep, OOJIE3HEHHBIH OTEK, BOCHAJIEHHE) HEOOXOIUMO
pas3Tpy3uTh MOPAKEHHYI0 KOHEYHOCTh, M30eTaTh JTI000M JTUITHEH (PU3NUEeCKOW aKTHBHOCTH U
00paTUTHCS K Bpady 3a KOHCYJIBTAIIMECH U PELICHUEM O MPEKPAILIeHUH TpreMa aHTHONOTHKA.
IIpogunaxmuka peaxyuti pomouyecmeumenbHocmu

[Ipu npumeHeHnN (PTOPXMHOIIOHOB OTMEUAIOTCS peakuuu (POTOUYBCTBUTEIBHOCTH. OmHAKO
IIPU IPOBEJCHUH JOKIMHUYECKUX U KIMHUYECKUX MCCIEAOBAHUMN, a TaKXKe MPpU MPUMEHEHUU
npenapata Kumokc® B mpakTHke He OTMedanoch peakimii GpoTouyBcTBUTENLHOCTH. TeM He
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MeHee, MAHEeHTHI, TTOTyJaromue npenapar KuMoKe,-10mkHb- U306 FaTh-BO3ACH CTBUS-HPSMbIX
COJIHEUHBIX JIyuel U ynbTpaduonaeToBoro ceeta (cM. paszuen 4.8.).

OcnooicHennbie gocnanumenvhbie 3a4001€6aHUA OP2AHO8 MAN020 MA3A

[Ipumenenue mpenapata B (Gopme TabIETOK JUIsi MpUeMa BHYTPb HE PEKOMEHAYeTCs Y
MAIUEHTOK C OCIOKHEHHBIMH BOCHAIMTEIBHBIMU 3a00JIEBAaHUSMU OPraHOB MAaJIOTO Ta3a
(HampuMep, CBA3aHHBIMU C TYOOOBAapHUaTbLHBIMHU WIIH Ta30BBIMH a0CIIECCaMM ).

Jleuenue ungexyuil, 6vizganuvix wmammamu Staphylococcus aureus, pezucmeHmuviMu K
memuyunnuny (MRSA)

He pexomenmyeTcst ucnonb30BaTh MOKCH(DIOKCAIIMH IS JIedeHHs] WHPEKIUN, BBI3BAHHBIX
mrammamu Staphylococcus aureus, pe3ucteHTHBIME K MeTunwuimHy (MRSA). B ciydae
MPEeIoJIaraeMbIX WIIH MOATBEPKACHHBIX HH(EKIi, BhI3BaHHBIX MRSA, crnenyer Ha3HAYUTH
JICYCHUE COOTBETCTBYIOIUMH aHTHOAKTEPHAIBHBIMU TIpenaparaMu (cM. pasaen 5.1.).
Bnusanue na nabopamopmvie noxazamenu

CnocobHOCTh mpemnapaTta KHMOKC MOaBiIsiTh POCT MUKOOAKTEPHH MOXKET CTaTh MPUYUHON
B3aUMOJICHCTBUSA in Vitro MOKCU(IIOKCAIIMHA ¢ TeCTOM Ha Mycobacterium spp., IPUBOJISIIETO
K JIO)KHOOTPHUIIATENIbHBIM pe3yJbTaTaM IpU aHallu3e 00pas3loB MAllMeHTOB, KOTOPHIM B 3TOT
MepPHUOJ MPOBOUTCS JIeUeHHE mpemapaToM Kumoke.

Ilepughepuueckasn neiiponamus

Y TanueHToB, KOTOPHIM MPOBOJIUIIOCH JieueHHE (PTOPXMHOIIOHAMHM, BKIIIOUas TIperapar
Kumokc®, onmcansl ciydan CeHCOPHOH MITH CEHCOMOTOPHOI MOMMHEHPONaTHH, MPHBOAAIICH
K T[apecTe3usiM, THUIECTE3UsIM, JH3EeCTe3UsIM WU  cladoctu. [lanMeHToB, KOTOPBIM
NpoBOAMTCA JledeHHe mnpernapaTroM Kumokc®, cieayer mHpeaynpeiuTh O HEoOXOAMMOCTH
HEMEIJICHHOTO OOpalleHHsI K Bpady Mepe/1 MPoI0JDKEHUEM JICYCHHS B ClTydae BOSHUKHOBEHUS
CUMITOMOB HeilponaTuy, BKJIIOYAIOUIUX OOJb, >KEHHE, MOKAJbIBAaHUE, OHEMEHHE WJIU
cnabocts (cM. pazzaen 4.8.).

Tcuxuueckue paccmpoticmea

Peakunu co CTOPOHBI TMCUXMKH MOTYT BO3HUKHYTH Ja)€ IOCIie MEpPBOro MpPHUMEHEHUs
(TOPXHHOIOHOB, BKIOYash MOKCHU(JIOKCAIMH. B OuYeHb peAKkux ciydasx Iempeccuss Wi
NICUXOTUYECKHE PEAKIUH IMPOTPECCUPYIOT IO BO3HUKHOBEHUS CYUIUAAIBHBIX MbICIEH U
MOBEJICHUS C TEHJCHIMEH K CaMOMOBPEXKIEHUIO, BKIIIOUAs CYWUIUJAIBHBIE TIOMBITKH (CM.
paznmen 4.8.). B cioydae pa3BuTus J0OBIX MOOOYHBIX 3(P(HEKTOB CO CTOPOHBI IEHTPATHHOU
HEPBHOW CHCTEMBI, BKIIOYas HApYIICHHS TCUXHKH, HEOOXOIUMO HEMEIJIEHHO OTMEHHUTh
npenapat Kumokc® 1 HauaTh COOTBETCTBYIOIIYIO TEpANMIO. B 9THX clydasx peKoMeHayeTcs
MEepeUTH Ha TEPaNui0 IPYTUM AHTHOMOTHKOM, OTIWYHBIM OT (PTOPXHUHOJIOHOB, €CIH 3TO
BO3MOXKHO. HeoOGxomuMo coOI01aTh OCTOPOKHOCTh TPH MPUMEHEHHH MOKCH(IOKCAIIMHA
MaIUEeHTaM ¢ TICUX03aMHU U/WJIH ¢ TICUXUATPUIECKUMHU 3a00JICBaHUSIMH B aHAMHE3E.
Hnghexyuu nonosoti cucmemol

N3-3a mupoKkoro pacrnpocTpaHeHHsI U pacTyliei 3a001eBaeMOCTH HH(EKITUSIMU, BBI3BAHHBIMU
pe3ucTteHTHOW K QTopxuHonoHaMm Neisseria gonorrhoeae, TIpU JEYEHUH TALUEHTOB C
BOCTIAJIMTENIFHBIMU  3a00JIEBAHUSIMUA OPraHOB MAaJlOTO Ta3a HE CIeIyeT MPOBOJIUTH
MOHOTEpPANUI0 MOKCHU(IIOKCAlMHOM, 32 HWCKIIOYEHHUEM CIIy4aeB, KOrja MpHCYTCTBHE
pe3ucTeHTHOW K (TOpXuHONIOHaM N. gonorrhoeae wuckitoueHo. Eciu HET BO3MOKHOCTH
UCKJIIOYUTh MPUCYTCTBHE PE3UCTEHTHOM K (ropxuHOoiIoHaM N. gonorrhoeae, HEOOXOAUMO
pelIUTh  BOMPOC O  JOMOJNHEHWH  OSMIIUPUYECKOW  Tepamuu  MOKCH(]IOKCAITMHOM
COOTBETCTBYIOIIUM aHTHOMOTHKOM, KOTOPBIH aKTHUBEH B OTHOUIEHMH N. gonorrhoeae
(HampuMep, 11e(anoCIopuH).

[Tpu oTcyTcTBUM yNmydlIeHHs] KJIMHUYECKHMX CHUMIITOMOB Tocjie 3 JHeH JeueHus Tepamuio
CJIEAYeT MePEeCMOTPETb.

Hucenuxemus

Kak m B cnmywae ¢ apyrumu (PTOpXWHOIIOHAMH, TpPH TMPUMEHEHHH MOKCHUQIOKCAIMHA
OTMEYAJIOCh M3MEHEHHE KOHILEHTPAalWW TJIOKO3bl B KpPOBH, BKIIOYas THUIO- U
runeprivkemuro. Ha ¢oHe Tepanuu MOKCH(IIOKCAIMHOM IUCTIMKEMUs Yalle BO3HUKANA Y
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MAIMEHTOB TIOKUJIOTO BO3pacTa M MAalMEHTOB l-C—CaxapHbIM—IHa0eTOM—HOAYIAIOLIMX
COITYTCTBYIOIIYIO TEPANHUIO MEPOPATHFHBIMU THITIOTITMKEMHUYECKUMHE TIperapaTtamMmu (Harpumep,
npernapaTamu Cyiab()OHUIMOYECBUHBI) UM HHCYIUHOM. [Ipu npumMeHeHnn MOKCU(IOKCAIMHA
y TaKkuX TAIMeHTOB BO3pacTaeT pPHUCK Pa3BUTHS THIOTJIMKEMHH, BIUIOTH  JIO
TUTNOTJIMKEMUYeCKOl KoMbl. HeobxomuMo wuH(DOpMHpOBATH MAlMEHTOB O CHUMIITOMAaxX
THIOTJIMKEMHUH (CIIYTAaHHOCTh CO3HAHWSI, T'OJOBOKPY)KECHHUE, «BOIYMW» aIllleTHT, T'OJOBHAs
00J1b, HEPBO3HOCTD, OIIYLICHHE CEPALICOMEHUs WM yJallleHHEe IyJIbCa, OJECAHOCTh KOXKHBIX
MMOKPOBOB, UCTIAPHHA, TPOXKb, CITA00CTB).

Ecniu y nmammeHta pa3BHUBaeTCs THUIOMNIMKEMHs, Jie4alleMy Bpadyy HE0O0XOAUMO
CaMOCTOSITENIFHO TIPUHATH pPEHICHWE O NpeKpalleHuu/3ameHe tepanuu. [Ipu mpoBeneHun
Je4eHUsT MOKCHU(DIOKCAIIMHOM Yy TOXHWIBIX TMAalMeHTOB OOJBHBIX CaxapHBIM JIHA0ETOM,
PEKOMEHYETCS THIATEIbHBI MOHUTOPUHT KOHIIEHTPAIMH TJTFOKO3bI B KPOBH.

Hedhuyum 2nroxo30-6-chocpamoezuopocenasvi

[TaneHTHI € JAMATHOCTUPOBAHHBIM JIE(DUIIMTOM TIIFOK030-6-hocdar-nernaporeHassl Wim
HAJIMYUEM €T0 B CEMEHHOM aHaMHe3€ CKJIOHHBI K Pa3BUTHIO T€MOJUTHYECKON pEakIMu BO
BpeMsl TEpanmuy XWHOJOHAMH. TakuMm o00pa3oM, TakuUM IalUeHTaM CIeAyeT NPUMEHSTh
MOKCH(]IIOKCALIUH C OCTOPOKHOCTHIO.

Cneyughuueckue 0cnodxicHeHHble UHGEKYUU KOHCU U NOOKONCHOU KLemyamKu

He nokazana xnuHuveckas 5(Q(GEKTUBHOCTh MOKCHU(IOKCAIIMHA B JICUCHHHM TSKEIBIX
0’KOTOBBIX HH(DEKIUH, (hacClluUTa U CHHIPOMA THAOECTUICCKOM CTOIBI C OCTEOMHUEITUTOM.
HnumenvHule, auwarowue mpyoocnocooOHOCMuU U NOMEHYUATbHO Heobpamumbvle cepbesHbvle
HedcenamenbHble peaKyuu

Coo0mranochk 0 ciydasx IIUTENbHBIX (MPOJOJDKAIONINXCS MECSIBI WM TOJBI), JUIIAFOIINX
TPYAOCIIOCOOHOCTH M TIOTEHIIMAJIHHO HEOOPATHMBIX CEPhE3HBIX HEXKENIATeIbHBIX PEAKIUsX,
3aTParvBalOIINX pPA3JIMYHbIC, WHOTJA H HECKOJBKO CHUCTEM OpraHuzMa (OIOpHO-
JBUTATENBHBIA anmnapaTr, HEPBHYIO CHUCTEMY, MICHXUYECKOE COCTOSHUE U OPTaHbl YyBCTB), Y
MAIMEHTOB, TPUHUMAIOIINX XUHOJIOHBI U (PTOPXUHOJIOHBI BHE 3aBUCUMOCTH OT MX BO3pacTa U
YK€ CYyIeCTBYIOMHUX (akTopoB pricka. [Ipu BO3HUKHOBEHUHW TEPBHIX MPU3HAKOB WIH
CHMIITOMOB JTFOOBIX CEPhE3HBIX HEKENATEIBHBIX PEAKIMN MPHEM MOKCU(IIOKCAIIHA CIIETyeT
HEME/JICHHO MPEKPAaTUTh, U TMAIMEHT JOJHKEH OOpaTHThCS 32 KOHCYIbTallUeH K Jedariemy

Bpauy.

BcnomorarenbHble BelecTBa
TabneTku comepkaT KpacuTenb coilHewHbd 3akar >kenteii (E 110), koTopwiii Moxer
BBI3bIBATh AJUIEPTUYECKUE PEAKIIUH.

eTu
Tak Kak HeNb3sl MOJHOCTHIO UCKIIOYUTH PUCK MOPAXKEHUs XPSIIEBBIX 30H POCTa KOCTEU Yy
pebeHka, TpUMEHEHHWE MOKCHQIIOKCAllMHA Yy JeTed M TOAPOCTKOB miamme 18 et
MPOTUBOMOKA3aHo (CM. pazaen 4.3.).

4.5. B3zaumojgeiicTBHe ¢ JPYTHMH JIEKADCTBEHHBIMH MpenapaTaMH M [pyrue BHIbI
B3aNMOJAEHCTBUSA

[Ipy coBMECTHOM NPUMEHEHHH C aTEHOJIOJIOM, PAHUTHUIMHOM, KaJbLUICOAEpKAILIUMHU
nobaBKkaMH, TEO(QWUIMHOM, LUKIOCHOPHMHOM, IEPOPATbHBIMH  KOHTpALlENTUBHBIMU
CpeACTBaMH, TTHMOEHKIAMUIIOM, UTPAKOHA30J0M, JUTOKCUHOM, MOP(GUHOM, MpOOEHEIHI0M
(MOATBEPKACHO OTCYTCTBHE KIIMHUYECKU 3HAYUMOTO B3aMMOJCHCTBUSA C
MOKCH(DIIOKCAIMHOM) KOPPEKLIUH J103bI HE TpeOyeTcsl.

Mokcugnaokcaud ciaefyeT HPUMEHSATb C OCTOPOXKHOCTBIO MAI[MEeHTaM, I0JIy4arolluM
npenapaThl, KOTOPbIE CHIDKAIOT KOHIIGHTPALUIO Kalus B KpOBH (K MpHUMEpY, HETIEeBbIE U
TUA3UJHbIE JIUYPETUKH, CIIa0MTEIbHbIE, KOPTUKOCTEPOUIbl, amdorepuuud B), wumm
npenapaThl, IPUEM KOTOPBIX MOKET BBI3BAaTh KIMHUYECKU 3HAUUMYIO OpaguKapIuio.
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[Ipenapatsl, yanunsonpe uarepsai QT

Crnenyer yduTBIBaTH BO3MOXHBIN anauTHUBHBIN dddext ymmuHeHus wuHTepBaa QT

MOKCU(IIOKCAIIMHA W JAPYTUX MPErnapaToB, KOTOPHIE BIUSIOT Ha yanuHeHue mHTepBana QT.

BcnencrtBue coBMECTHOro MpUMEHEHMs] MOKCHU(DIIOKcAllMHA U IpernapaToB, BIUSIOMUX Ha

ynnuHeHue wuHTepBana QT, yBenmuuwBaeTcss PHUCK pPa3BUTHS IKEITYAOYKOBOW apUTMHH,

BKJTFOYAs TOJMMOPGHYIO KEITYA0UYKOBYIO Taxukapauio (torsade de pointes).

[IpoTBOMOKa3aHO COBMECTHOE MPUMEHEHHE MOKCHU(IIOKCAIMHA CO  CIIAYIOIIUMU

npernapaTamu, BIUAIONIMMY Ha yJIMHeHue nateppana QT:

« aHTHAPUTMHUYECKHE Tpernaparsl kinacca [A (XUMHUAWH, THIAPOXUHHUINH, TU30MTUPAMHU U JIP.);

« aHTHApUTMHUYECKHUE mpernapaThl kiacca III (amuomapon, cotanon, nodeTunua, nOyTHIUI 1
ap.);

« HelponenTuku (HeHOTHaA3HH, MUMO3HU, CEPTUHION, TAIONIEPHU IO, CYIBTONPHUI U JIP.);

o TPUIUKIINYECKHE aHTUACTIPECCAHTHI;

AHTUMUKPOOHBIE TperapaThl (crapdIoKcaluH, SPUTPOMUIINH (BHYTPUBEHHO), TIEHTAMU/IMH,

MIPOTUBOMAIIPUHHBIC TIPETapaThl, 0COOEHHO rano(aHTPHH, CAKBHHABHD);

o AHTUTUCTAMHHHBIC NTpenapartsl (TepeHaanH, aCTeMU301, MU30JIACTHH);

npyrue (U3anpu], BAHKaMUH (BHYTPUBEHHO), OenpuIui, TudeManum).

AHTalMIHBIC CPE/ICTBA, MOJUBUTAMUHBI 1 MUHEPAJIBI

[Tpuem MokcudIOKCanvHa OAHOBPEMEHHO C AHTALMIHBIMH CPEICTBAMH, TOJMBUTAMUHAMHU U
MHUHEpaJlaMl MOXKET NMPUBOIUTH K HAPYIIEHUIO BCACHIBAHUS MOKCH(IIOKCallMHa, BCIEICTBHE
00pa30BaHUs XENaTHBIX KOMIUIEKCOB C MHOTOBAJCHTHBIMH KaTHOHAMH, COJACP)KAIINMHUCS B
3THUX IpenapaTtax. B pe3ynbTare KOHIEHTpauuss MOKCH(IIOKCAMHA B IIIa3M€ KPOBH MOXKET
OBITh 3HAYUTENIPHO HIDKE JKelaeMoil. B cBsI3M ¢ O3TUM aHTamUIHBIC TPEMaparsl,
AHTUPETPOBHUPYCHBIEC Ipenaparsl (HarpuMep, TUAaHO3MH) U IpYyTUe MPEnapaThl, CoAepIKaIine
MarHuil WiM aJtOMUHUH, CyKkpainb(haT U Ipyrue npenapaTsl, CoJepKaIlue Kejle30 Wi IUHK,
clielyeT NMPHUMEHSTh HE MEHee 4eM 3a 4 dJaca /0 wid 4epe3 4 yaca mocie mpuema BHYTPb
MoOKcH(pIIoKcauHa.

Bapdapun

[Tpu coyeTaHHOM MPUMEHEHUU ¢ BaphapruHOM MIPOTPOMOMHOBOE BpeMs U IpYTrHe mapaMeTpbl
CBEPTHIBAHUS KPOBU HE U3MEHSIOTCS.

Hsmenenue 3nauenus MHO

VY nmanueHToB, MOMYYaBIINX AHTUKOATYJISIHTH B COYETAHUH C aHTHOUOTHKAMU, B TOM YHCIIE C
MOKCHU(IOKCAIIUHOM, OTMEUAIOTCS CIIy4ad MOBBIMICHUS AHTUKOATYISIIIMOHHOM aKTHMBHOCTH
NPOTUBOCBEPTHIBAIOIIMX  mpemaparoB.  dakrtopamu  pucka  SBIAIOTCS  HAJUYUE
HH(EKITMOHHOTO 3a00JieBaHMs (M COIMYTCTBYIOUIMK BOCHAIMTENIbHBIA TPOIECC), BO3PACT U
obmiee cocrosHMe TmaluMeHta. HecMoTps Ha TO 4YTO  B3aUMOJICHCTBUS  MEXITY
MOKCHU(IOKCAIMHOM U Bap(papruHOM HE BBISBICHO, Y MAIMEHTOB, MOJYYaIOIIUX COYETAHHOE
JeYeHUEe OTUMHU [MpemapaTaMu, HEOOXOJUMO MPOBOAUTh, MoOHUTOpHHT MHO wu, npu
HEO0OXOUMOCTH, KOPPEKTUPOBATH 03y HEMPAMBIX aHTUKOATYJISIHTOB.

2 !I/IFOKCI/IH

MokcugnokcaiiiH ¥ JAWTOKCHH HE  OKa3blBAlOT  CYIIECTBEHHOTO  BIMSHUA  Ha
(dbapMakOKMHETHYECKHUE TMapaMeTpel Apyr japyra. [lpm Ha3HauyeHUHW TMOBTOPHBIX JI03
MOKCHU(IOKCAIHA MaKCHUMallbHas KOHIIGHTpaLUs JATOKCHHA YBEIMYHMBAIACH
npuoimuTenbHo Ha 30 %, mpu ATOM 3HAYEHWE TUIOMIAAM TOJ KPUBOW «KOHIICHTPALMS -
Bpems» (AUC) n MUHMMasbHasi KOHLIEHTpALMs IUTOKCHHA HE U3MEHSIIUCD.

AKTHBUPOBAHHLINA VTOJIb
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IIpu 0nHOBpEMEHHOM NPUMEHEHUHU AKTUBHPOBAHHOEO—YIIS-M-MOKCH(PIOKCALIHA-BHYTPb-B
no3e 400 mr cucremHas OMOAOCTYIHOCTH Ipemnapara cHibkaercss Oonee yem Ha 80 % B
pe3ynbTaTe TOPMOXKEHUsi ero abcopbumu. B ciaydae mnepeno3wpoBKA MPUMEHEHHE
AaKTUBUPOBAHHOIO YIJII Ha paHHEH CTaJuu BCACBIBAHUS MPEMATCTBYET JalibHEHIIEMY
IIOBBIINICHUKO CUCTEMHOTO BO3H€ﬁCTBHH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepemeHHOCTD
be3onacHocTh MpuMeHEHNs MOKCH(]IIOKCcallMHa BO BpeMsi OEpEMEHHOCTH HE YCTAaHOBJICHA U

€ro TNpPHUMEHEHHE MPOTHUBOMOKA3aHO. B TOKIMHUYECKUX HCCIEIOBaHUSAX ObUIa MOKa3aHa
pENPOaYKTUBHAS TOKCUYHOCTD. [[0TeHIIManbHbINA PUCK JJIS YEJTOBEKA HEM3BECTEH.

JlakTanus

Kak u apyrue GpTOpXHHONIOHBI, MOKCH(IOKCAIIUH BBI3BIBACT MTOBPEKIACHUS XPSIIICH KPYITHBIX
CYCTaBOB y HEJIOHOILLICHHBIX KUBOTHBIX. B TOKIMHUYECKUX UCCIENOBAHUAX YCTAHOBIEHO, YTO
HEOOJIBIIIOE KOJUYECTBO MOKCH(]IIOKCAIIMHA BBIACIACTCS B TPYJIHOE MOJIOKO. J[aHHBIE O €ro
IPUMEHEHUHA Yy JKEHIIMH BO BpEMs JIAKTAMM OTCYTCTBYIOT. lloaTomMy HazHaueHue
MOKCHIIOKCAIIHA B TIEPHO]T TPYAHOTO BCKaPMJIMBAHUS MPOTHBOIIOKA3aHO.

4.7. Biusinne HA CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeCTBAMHU U PadoOTaTh C
MeXaHNu3MaMu

HccnenoBanus BAMSHUA MOKCU(IIOKCAIIMHA HAa CIIOCOOHOCTbh K BOXKICHHMIO TPAHCIIOPTHBIX
CPEICTB U YNPABICHUIO MEXaHW3MAaMU HE MPOBOIMINCH. TeM He MeHee, IPpUeM MalueHTaMu
AHTUOMOTUKOB (PTOPXHMHOJIOHOBOTO PAJA, BKIIOYas MOKCHU(IOKCALUH, MOXET MPUBOJIUThH K
CHIDKEHHIO CHOCOOHOCTH K YIPABICHHIO TPAHCIOPTHBIMU CPEACTBAMH M MEXaHU3MaMH B
cm3u ¢ peaknusamu [[HC (x mpumepy, rooBOKpyXKeHHUE), OCTPON MPEXOIAIICH CIenoTon
WIN KPAaTKOBPEMEHHOM moTepeil cozHanus (0OMOpok, cM. pa3zaen 4.8.). IlauueHTs! JOIKHBI
OBITH MPEAYNPEXKACHBl O BO3MOKHOCTH Pa3BUTHS MONOOHBIX peakuuid MpU MPUMEHEHUU
MOKcH(]IIOKCallHa IO TOTrO, KaK MPHUCTYNaTh K YIPaBICHUIO TPAHCIIOPTHBIMU CPEICTBAMH U
MeXaHU3MaMH.

4.8. HexkennaTeibHbIe peakuuu

Pestome npoduist 6e3onacHOCTH

JlanHple O HEONArOMpPUATHBIX PEAKIHUAX, 3aPETHUCTPUPOBAHHBIX TMPU MPUMECHEHHH
MokcuduiokcarmHa 400 Mr (BHyTpb, IPH CTYNEHYATONW TEpanmuy [BHYTPUBEHHOE BBEICHHE
npenapara ¢ MocieAylIUM €ro MPUEeMOM BHYTPb| U TOJIBKO BHYTPHUBEHHO), MOJYUYEHBI U3
KIIMHUYECKUX UCCIIEOBAaHUHN M TTIOCTMAPKETHHTOBBIX COOOIICHH (8bl0€IeHbl KYPCUBOM).
HeGnaronpusiTHele peakiuu, MepeUuCICHHBIC B TPYIE «9acTO», BCTPEUAIHCh C YacTOTOM
Huxke 3 %, 3a UCKIIFOUEHNEM TOIIHOTHI U IUAPEN.

TabauuHoe pe3roMe HeKenaTeabHbIX PeaKIHii

B kaxIol 4acTHOM TIpyIIle HEXKEIATEIbHbIE JIEKAPCTBEHHBIC PEAaKIUU IIEPEYUCIICHBI B
nopsiike yObIBaHUS 3HAUUMOCTH. YacTOTy OMpenessioT CIeayIomUM 00pa3oM: ouensb yacmo
(=1/10); wacmo (=1/100, no < 1/10), neuacmo (=1/1000, no < 1/100), peoko (= 1/10000, no
<1/1000), ouenv peoxo (< 1/10000), yacmoma neuzsecmua (HA OCHOBAHUU UMEHOUJUXCSL
OAHHBIX OYEHUMb HEBO3MONCHO).

\ Cucremsl \ Yacro | Heuacro \ Penxo |Oqenb pezuco| Yacrora
10
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HOCAEROBATEALHOCT: 0049)
OpraHos HEH3BECTHA
Nudexkun | cynepurd
Y UHBa3UH | €KIIUH,
BBI3BaHHbI
e
PE3UCTEHT
HBIMU
OakTepusiM
u W
rpubamu, K
puMepy
KaH/IWu03
MOJIOCTH
pra  wm
BarvHAJIbH
1317}
KaH/IU03
Hapymenn aHeMus, U3MEHEHHE TIOBBIILICHHE
S co TICUKOTICHUS, KOHIIEHTPAIll | KOHIIEHTPALIUU
CTOPOHBI HEUTporeHus, | U npoTpomMOrHa/
CHCTEMBI TPOMOOIUTONE | TPOMOOIUIACT | YMEHBILICHUE
KpOBH u HUS, nHa MHO,
muMmbaruye TPOMOOIIUTEMHU arpaHyJIOLUTO
CKoOit s, YUIMHEHHE 3,
CHCTEMBI MIPOTPOMOUHOB MAHIIUTOTICHHUS
Oro BpeMeHH/
YBEITUUCHHE
MEXIYHApOIH
oro
HOPMaJIM30BaH
HOTO
OTHOIIIEHUS
(MHO)
Hapymenu aieprudeckue | anaduiaakThue | aHauiakTHde
oI co peakuuu, 3yn, | ckue/ CKHiA/
CTOPOHBI CBIITb, aHaduakTons| | aHa(UIAKTOM T
UMMYHHOU KpaluBHULIA, HblE pEaKIHH, | HBli IMIOK (B
CHCTEMBI 503MHOMWIINS | @aHTUOHEBPOTU | TOM qucie
YeCKHM OTEK, | IOTECHIUAILHO
BKJIIOYAsi OTEK | YIpOKarOIIHii
rOpTaHu KHU3HU)
(moTeHIMAaIBH
0
YTPOKAFOIIHIA
KHU3HH)
OHJIOKPUHH CUHAPOM
13 HapYIICHUS
HapyIIeHUsS CEeKpeLun
AHTUINYPETUT
€CKOro
TOpPMOHA
Hapymenu TUIIEPIIUIUIEM | THUIEPIVIMKEMH | THIIOTJIMKEMHUSI
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s ust o, 5
MeTabomm3 THIIEPYPUKEM | THUIIOTIIMKEMUY
Ma u ust eckas  KoMma,
MIATaHUS TSDKEIast
TUITOTJINKEMUSI
, BIUIOTH JIO
pa3BHUTHUS
TUTIOTJITMKEMHY
€CKOM  KOMBI,
ocobeHHO Yy
TIOXKFITBIX
MAIUCHTOB,
MAaIMeHTOB ¢
CaxapHbIM
IabeToM,
TPUHAMAIOIIN
X
nepopaIbHbIC
TUITOTJINKEMIY
ecKkue
Tpenaparsl
VI WHCYJIVH
[Nenxuaeck TPEBOXKHOCTh, | SMOLIMOHAIBH | JIETIEPCOHAIN3 | HEPBO3HOCTH
ue TICHXOMOTOpHA | asl arnusi,
HapYIICHUS o JTa0MIBHOCTD, | TICHXOTHYECKH
* THIIEPaKTHBHO | Aerpeccusi (B | € peaxImn
CTh/ KUTAIUS | OUEHb PEAKHX | (nomeHyuaivH
CITyJasix 0
BO3MOKHO nposgnAoujue
MIOBENICHUE C | €5 6 NoeOeHuu
TEHJICHITUCH K | ¢ meHOeHyuell
CaMOTIOBPEXKI | K
€HHUIO, TAaKOE | CAMON08peNco
KaK EHUI0, MAKOM
CYUIIMIAIBHBL | KaK
€ MBICIH WIH | CYuyuoaibhvle
CYUIMIABHBL | MbICIU unu
€ TIOMBITKH), | CyuyudaibHvle
TALTIONUHALIA | HONBIMKUL)
U, HapyIlIcHUE
MaMsTH,
JIETTUPUI
Hapymenn | ronoBHast | mapecte3uu/ THITECTE3HS, TUTIepecTe3us
s co | 0o7b, TIM3ECTE3HH, HApYILICHUS
CTOPOHBI TOJIOBOKPY | HapyIICHUS OOOHSTHHS
HEPBHOMU KEHHUE BKYCOBOM (BrITFOUAsT
CHCTEMBI* YYBCTBUTEIILHO | aHOCMHIO),
cTh  (BKJIIOYAsS | aTUITUYHBIC
B OYCHb | CHOBUJICHUSI,
PEIKHIX HapyIlIeHNE
CITydastx KOOD/IMHAIIH
areB3uio), (BKITFOUAsT
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CITyTaHHOCTb
CO3HaHUA U
JIe30pHEHTAIH
s, HapyIIEHUs
CHa, TpeMop,
BEPTUTO,
COHJIMBOCTh

HapyLLIeHHUs:
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MOXO/IKU
BCJIC/ICTBUE
TOJIOBOKPYKE
HUSI WIn
BEpPTHTO, B
OYCHb PEIKHUX
CITyqasx
BeNyIIUE K
TpaBMam B
pe3ynbTare
naJieHus,
OCOOEHHO Yy
MOXKHJIIBIX
MAIHEHTOB),
Cyaoporu ¢
Ppa3UIHBIMA
KJIMHUYECKUM
u
MPOSIBJICHUSIM
u (B TOM
gucne «grand
mal»
TIPUTIAKH ),
HapYIICHUS
BHUMAaHUS,
HapYIICHUS
peun,
aMHe3Ms,
nepudeprdeck
ast
Hehponatusi u
MOJIMHEUPOIIaT
usi

Hapymenu
b co
CTOpPOHBI
oprasa
3peHus

HapyLICHUS
3peHHS,
BKJTIOUAsI
IUIUIONUI0 U
HEYETKOCTh
3pUTEITHHOTO
BOCIIPUSATUSA
(ocobeHHO
IIpU peakuax
CO  CTOPOHBI
[HC)

CBETOOOS3Hb

MpeXoIsIast
TOTepst 3peHHUs
(ocobeHHO Ha
(doHe peakmmii
CO  CTOPOHBI
HHC), yBeut u
ocTpast
JIBYCTOPOHHSIS
TPaHCHILUTIOMU
HaIus
panyKHOU
000J10UKH

Hapymenu
b co
CTOPOHBI
oprasa
cryxa u
Ja0upuHTa

oIyM B VIIax,
YXYALICHHE
ciyxa,
BKJTIOYAsT
[IIYXOTY
(0OBIYHO
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o0parumee)
Hapymenu | ynnuHeHue | yaJuHEHHE JKETyJOYKOBBl | Hecrenuduiec
S co | uaTtepBana | uatepana QT, | e KUe apUTMUH,
CTOPOHBI QT y | OLIyIICHHE TaXUapUTMUHU | TIOUMOpdHas
cepaua** MAIMEHTOB | CepAIeOneHMs, KEITyJI0UKOBast
C TaXuKapaus, TaXUKapIust
COMYTCTBY | (DUOPMILIALIHS (Torsade  de
111971 TIpEICePIaNiA, Pointes),
TUITOKAJIE | CTCHOKApAUs OCTaHOBKA
MHUEN cepaua,
(mpenmymiecTB
€HHO y JIMII C
npeapacronar
AroIIUMHI K
APUTMUSM
COCTOSIHUSIMH,
TaKUMH  KakK
KIIMHUYECKU
3HAYMMast
Opamukapaus,
ocTpast
UIIEMUSI
MHOKapAa)
Hapymenn Ba3zoMIIaTalus | 0OMOpPOKH, BaCKYJIUT
oI co TMOBBIIIICHNE
CTOpPOHBI apTepraIbHOT
cocynoB** 0  JaBIICHUS,
CHIKECHUE
apTepUaTHLHOT
0 JIaBJICHUS
Hapymenu OJIbIIIIKA
S co (BKITROUAsT
CTOPOHBI acTMaTUYeCKue
JIbIXaTeJbH COCTOSIHUS)
ol
CHCTEMBI,
OpraHoB
TpYAHOM
KIETKH |
CpenocTeHH
s
Kenymoun | TolIHOTA, CHIDKEHHBIN nucdarus,
0- pBOTAa, armeTuT U | CTOMATHT,
KUIIeYHbIe | 00H B | CHIDKEHHOE nceBIoMeMOp
HapymieHus: | obnactu MoTpeOsieHne | aHO3HBIH
SMUTacTpu | MUK, 3arop, | KOJIUT (B
si 1 OONM B | TUCTICTICHS, OYCHb PEIKHUX
KHUBOTE, METEOpU3M, CITyqasix
apest TacTPOSHTEPUT | aCCOIMUPOBAH
(kpome HBIN c
SPO3UBHOTO YTPOKAIOIIAM
TacTPOSHTEPUT | U KHU3HU
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a), TIOBBIIIICHHUE | OCTIOKHEHUSIM
AKTUBHOCTH n)
aMIJIa3bl
Hapymienn | moBblllleHH | HapyILIEHUS KENTyXa, GbynbMUHAHTH
s co|e byHKINH rernaTuT b  remarur,
CTOpPOHBI aKTUBHOCT | NIEYCHU (mpeumymiecT | MOTEHUUATIBHO
MeYeHu U | U (BrUTIOUAst BEHHO MIPUBOASILIUI K
JKETTYEBBIBO | «TICYCHOUH | TMOBBIIIEHUE XOJIECTaTHUeC | KU3HEYrpoXkKa
DiV:111170: BIX)» AKTUBHOCTH KUK ) rouien
myTen TpaHCaMHH | JIAKTATJIETHIPO MEYCHOYHOU
a3 T'CHAa3bl), HEJI0CTaTOYHO
TTOBBIITIICHNE cti  (BKJIFOYAs
KOHIICHTPALUU JIeTaabHbIE
OonnupyOuHa, HCXOJIbI)
MOBBIIICHUE
aKTHUBHOCTHU
ramMma-
TITyTaMUAITPaH
cde-passbl,
TMOBBIILICHUE B
KpOBHU
aKTHUBHOCTHU
LIEIOYHON
docdarazbr
Hapyienu CYXOCTBb KOXH OyIIe3HbIC OCTpPBIN
b co KOJKHBIE reHepan30BaH
CTOPOHBI peakuuu, HBIN
KOXKU u Hanpumep, 9K3aHTEMaTO3H
MIOJTKOKHBI CHUHJIPOM bl TyCTYJIE3,
X TKaHeul CruBeHca- JIEKapCTBEHHAs
JxoHCOHA peakuus ¢
WA s03uHOGUITEH
TOKCUYECKUH | U CUCTEMHBIMHU
SAMUAEPMATIbH | CUHAPOMAaMHU
b1 Hekponus | (DRESS), (cm.
(moTeHumanbH | pasznen 4.4)
O ONacHbIH 151 | PUKCUPOBAHHO
KHU3HH ) e
JIEKapCTBEHHOE
BBICBITIAHUE,
peakiuu
(hoTOUyBCTBUTE
JBHOCTH  (CM.
paznen 4.4)
Hapymienu apTpanrus, TEH/IUHUT, pa3pbIBbI pabmomuonu3
b co MUAITUs MOBBIILICHNE CYXOXKUIIUH,
CTOPOHBI MBILLIEYHOTO apTpuT,
MBIIIEYHOM, TOHYcCa U | HapyIICHUs
CKEJIETHOU CyZIOpOrH, MIOXOAKHU
u MBIIIEYHAs BCJIC/ICTBHE
COEIMHUTE cnabocThb MOBPEXKICHUS
bHOM OMOPHO-
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TKaHU* IBUFATEALHOM
CHCTEMBl,
yCuIIeHne
CHMITTOMOB
myasthenia
gravis,
PUTHIIHOCTD
MBIIIII
Hapymenn JETHIpaTalysl | HapyIIeHUe
S co (BBI3BaHHAS byHKIIMN
CTOPOHBI qUapee WM | IIOYeK
Mo4YeKk U YMEHBIIIEHHEM | (BKJIIOUYas
MOYEBBIBOJI npuemMa TMIOBBIIIICHNE
AIIX AKHUJIKOCTH) COZIepKaHUS
nyTei asora
MOYEBHUHBI B
KpPOBU u
KpeaTnHUHA),
NoYeyHast
HEJI0OCTaTOYHO
CTb (B
pe3ynbTare
JeTHIpaTaIiu
, 4TO MOXET
NpUBECTH K
MOBPEXKIEHUIO
MOYEK,
0COOCHHO Y
TIOXKHJTBIX
MalMeHTOB ¢
paHee
CYIIECTBOBaB
MU
HapyUICHUSIMU
yHKIHH
TIOYEK)
Oo6uwe peakuuu B | obriee OTEK
HapyIICHUs | MecTe HEJIOMOTaHHE,
U pEaKIUM | UHbeKIWY/ | Hecrenuduuec
B Mecte | uHQy3un | Kas 0071b,
BBE/ICHUS MOTJIUBOCTD,
bnedut/
TpombodaeduT
B MmecTe
uH}py3un

*B oueHb peOKUX cIydyasX MpH NPUMEHEHUU XWHOJOHOB W (TOPXHUHOJIOHOB, WHOTAA
HE3aBHCHMO OT MCXOJIHO UMEIOUINXCs (PaKTOpOB pUcKa, ObUIH 3aperUCTPUPOBAHBI JITUTEIBHO
coxpaHsomuecs (10 HECKOJIbKUX MECSIIEB WJIHU JIET), MHBAIUIU3UPYIOIIUE U MOTEHIHUAIBHO
HeoOpaTUMbIE Cephe3Hble MOOOYHBIE PEaKIMM Ha IMperapaT, 3aTparuBarolifie HECKOJIbKO, a
MHOTJ]a 1 MHOKECTBO, KJIaCCOB CUCTEM OPIaHOB U OPraHOB YYBCTB (BKJIIOYAsl TAKME PEAKILIUH,
KaK TeHJIMHUT, pPa3pblB CYXOXWIHs, apTpairus, 60Jb B KOHEYHOCTSX, HapyIIEHHE MOXOKH,
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HeﬁpOHaTHI/I, CBSI3aHHBIC C IAPECTC3USIMU U HEBPAIFMSIMU,—HOBBHICHHAS—YTOMIISIEMOCTDy

NICUXUATPUIECKHE CUMIITOMBI (BKJIIOUasi HApYyIICHHs CHA, TPEBOKHOCTh, ITAHWYECKHUE aTaKH,
ACMPECCUI0 U CYHIIHUAAJIBHBIC MBICJ'II/I), HapylmceHUue mnaMiaTh U KOHLCHTpAIMHU, a TaKXKC
HapyIIeHUs CyXa, 3peHus, BKyca U 000HSIHUS (cM. pasznen 4.4.).

** YV manMeHToB, TMONYy4YaBIIUX (TOPXUHOJOHBI, OBITM OTMEYEHBI CIydal pa3BUTHUSA
AQHEBPU3MBl M pACCIOCHHUS aOpThl, MHOTJA OCJOXXHEHHBIE pa3pblBOM (B TOM 4YHCIE C
JeTaTbHBIM HCXOJIOM), @ TAaK)X€ PEerypruTaIlH/HEJOCTATOYHOCTH JIO00TO KJamaHa cepiia
(cMm. paznmen 4.4.).

YacroTra pa3BUTHS CIEAYIONIMX HEXKENATeIbHBIX peakIiii Oblia BIILIE B TPYIIIE, OTyJaBIIei
CTYIICHUYATYIO TePaIHIO:

Yacmo: NOBBIILIEHNE aKTUBHOCTU TaMMa-TITyTaMUIITpaHchepassl.

Heuacmo: XemymouKOBbIE TaXMaPUTMUHU, CHIDKCHHE apTePHAIBLHOTO [ABJICHUS, OTEKH,
IICEBIOMEMOPaHO3HBIN KOJTUT (B OUYEHb PEAKUX CIy4asx acCOLMUPOBAHHBIN C YIPOKAIOIIMMU
KHU3HU OCIIOKHEHUSIMH), CYJIOPOTH C Pa3UYHBIMU KJIMHUYECKUMHU MPOSBICHUSMHU (B TOM
yucne «grand maly TPUNIAAKH), TALTIONUHALMK, HapylleHHe (QYHKIUHM IMOYEeK, MOYeyHas
HEJIOCTaTOYHOCTh (B pe3yabTaTe NErHapaTallid, YTO MOXET MPUBECTH K TOBPEKICHUIO
MOYEK, OCOOCHHO Y TMOXXWUJIBIX MAI[MEHTOB C paHee CYIIECTBOBABUIMMH HApPYIICHUSIMHU
GYHKIUH TTOYEK).

[locne Tepanuu apyruMu (GTOPXUHOJIOHAMHM OBUTM OTMEYEHBI CIEYIOUIHE IOOO0YHbIE
3(deKTh, KOTOpPhIE MOTYT TakKe€ BO3HUKATh TMPU JICUCHHUH MOKCH(IOKCAIMHOM:
NOBBILIEHHOE ~ BHYTPHUYEpENHOE  JaBiieHHe  (J00poKadecTBEHHAas  BHYTpUUEpErHas
THIIEPTEH3HS, TICEBJIOOIYXO0Jb TOJOBHOIO MO3ra), TUIEPHATPUEMHUS, THUICPKaTbIINEMUs,
TeMOJINTUYECKAsl aHeMUSsI, pabIOMUOITHU3.

CooOuieHne 0 MoJ03peBaEMbIX HEKeJIaTeNIbHBIX PeaKIUsIX

Baxxno cooOmarh O MOJO3pEBAEMBIX HEXKEIATENbHBIX PEAKIUAX II0CIIe PETUCTPallun
JIEKapCTBEHHOIO TMpernapara ¢ Lelblo O0ecleyeHus HENpPEepbIBHOTO MOHUTOPHHTA
COOTHOIIIEHUST «II0JIb3a — PHUCK» JIEKaPCTBEHHOro MperapaTta. MeauInuHCKUM paboTHUKAM
pekomeHayeTcss coolOmaTh O JIIOOBIX  IMOJO3PEBAaEMBIX  HEXKEJIATEeNbHBIX  peaKIusixX
JICKapCTBEHHOTO Tperapara 4epe3 HalMOHAIBHBIE CHCTEMbI COOOIICHHS O HeKeIaTelbHbIX
peakuusax rocyaapcTB — wieHOB EBpa3uiickoro 3KOoHOMHYECKOro COH03a.

Poccuiickas @enepanus

DdenepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHEHUS
Anpec: 109012, Mocksa, CnaBgHckas 1., 1. 4, ctp. 1

Ten.: +7 (800) 550 99 03

On1. moura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-KOMMYHUKAIIMOHHOH ceTH «HTepHEeT»:
https://roszdravnadzor.gov.ru

Pecniybiuka Apmenus

I'HKO «lleHTp 3KCepTU3bI JIEKAPCTB U MEAULIUHCKUX TEXHOJIOTUI»

Anpec: 0051, r. EpeBan, npocniekt Komuraca, 49/5

Ten.: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82

Tlopsiuas muaus: (+374 10) 20-05-05, (+374 96) 22-05-05

On. mourta: vigilance@pharm.am

CaiiT B nH(pOpMAIIMOHHO-KOMMYHUKALIMOHHOM ceTH «HTepHeT»: https://www.pharm.am

Pecny0auka Kazaxcran
PI'TI na ITXB «HanuoHanbHbIi LHEHTP KCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB U MEUIIMHCKUX
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uznenuity Komurera MeIUIIMHCKOTO U (hapMalleBTHUSCKORO-KOHTPOIS-MuUuHUCTePCTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonslp, yi1. A. MimaHoBa, 13

Ten.: +7 (7172) 235 135

On. nouta: farm@dari.kz

Caiit B mHGOPMAIIMOHHO-KOMMYHUKAIIMOHHOU cetn « HTepHEeT»: https://www.ndda.kz

4.9. [lepeno3upoBka

CuMITOMBI

NmMetroTcs orpaHUdeHHBIE TaHHBIE O TIepe03upoBKe MOKcHpokcanmaa. He oTMeueHo Kakux-
au60 1o00YHBIX 3(P¢eKTOoB TpH NpuUMEeHEeHHH MoKcuduiokcanmuHa B go03e 10 1200 wmr
onHokpatHo U o 600 mr B Teuenue 10 nueit u Gornee.

Jleuenue

B cnyuae nepeno3upoBKH CIeAyeT OPUSHTHPOBATHCS HA KIIMHUYECKYIO KAPTHHY U POBOIUTH
CHUMITOMATHYECKYIO MojaepxkuBatomyto tepanuto ¢ OKI'-monutopunrom. IIpumenenue
AKTUBHPOBAHHOIO YIJISI cpa3y IOCJIe MEepOpalibHOrO MpHeMa MpernapaTa MOXET MOMOYb
NPEeIOTBPATUTh YPE3MEPHOE CHUCTEMHOE BO3JEHCTBHE MOKCU(DIOKCallMHA B  cily4ae
Nepe103UPOBKH.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA
5.1. ®apmakoauHaMHUYecKHe CBOHCTBA

®dapmakoTepaneBTHYecKas TpyIna: aHTHUOAKTepHalbHbIE CpPEICTBA CHUCTEMHOIO JIEHCTBUS;
MIPOU3BOTHBIC XHHOJIOHA; (PTOPXHHOIOHBI.
Koxg ATX: JOIMA14

Mexanusm JieficTBUs U GpapMakoarHaMuueckre 3G heKThl

MoxkcudnokcauuH - OakTepUIMIHBIA AaHTHOAKTEpPUATIBbHBIM MHpernapaT LIMPOKOrO CIEKTpa
NEeHCTBUsI,  8-METOKCM(PTOPXWHONOH. bakTepunmmHoe  OeWcTBHE  MOKCHQIIOKCAIIMHA
00yci0BJIeHO MHTHOMpoBaHHEM OakTepuanbHbIX Tomomsomepas Il m IV, yto mpuBOIUT K
HapyIIEHUIO TPOIECCOB PEIUTMKAIUK, perapanuu W TpaHckpunuuu OuocuHTe3a JHK
MUKpPOOHOU KJIETKH U, KaK CJIEeICTBUE, K THOCTH MUKPOOHBIX KIIETOK.

MunumanbHble OaKTEepULIMIHBIE KOHIICHTPAMU MOKCH(DIIOKCAIIMHA B IIEJIOM COTIOCTaBUMBI C
€ro0 MUHUMAIIbHBIMU HHTUOUPYIOIIUMU KOHIIEHTPAIIUSIMHU.

MexaHu3Mbl PE3UCTEHTHOCTH

MexaHu3Mbl, TPUBOSIINE K PA3BUTHIO YCTOWYMBOCTU K MEHUIIWIUIMHAM, He(anocmopruHaMm,
AMUHOTJIMKO3UAaM, MAaKpoJMJaM U TETpalMKIMHAM, HE BIHUAIOT Ha aHTHOAKTEpHAIbHYIO
aKTUBHOCTh MOKcu(iokcanuHa. IlepekpecTHOM yCTOHUMBOCTH MEXIy STUMH TpyHIIaMu
aHTHOAKTepUaIbHBIX MPEnapaToB U MOKCU(IOKCAIMHOM He oTMeuaeTcs. [lo cux mop Takxke
HEe HaOIIOJaNoCh clydaeB IUIa3MUAHONW ycroiumBocTu. OOmmas yacTora pa3BUTHS
ycToiunBocTH o4eHb HesHaumtenbHa (107 - 1071%). PesnucreHTHOCTH K MOKCH(IOKCAIMHY
pa3BUBaeTCd MEIUICHHO IIyTEM MHOKECTBEHHBIX MyTanui. MHOTOKpaTHOe BO3JEHCTBHE
MOKCU(IIOKCAllUHa HAa MHKPOOPraHW3Mbl B  KOHLIEHTPALMSIX HIKE MHUHUMAaIbHON
uHrHOUpytomeit  konuentpauuu (MUK) compoBoxmaercs JHIIb — HE3HAUYUTEITHHBIM
yBenmuuenneM MHUK. OTmeuaroTcst ciydan mepeKpecTHONM YCTOMYMBOCTU K XMHOJIOHaM. TeM
HE MeEHEee, HEKOTOpble YCTOWYUBBIE K JPYTUM XWHOJIOHAM TIPAMIOJOXHUTEIbHbIE U
aHa’pOOHbIE MUKPOOPTaHU3MBI COXPAHSIOT YyBCTBUTEIILHOCTh K MOKCH(IIOKCAIIUHY.
YcTaHOoBIIEHO, YTO JO0ABICHHUE B CTPYKTYPY MOJIEKYIbI MOKCH(DIOKCAIITHA METOKCUTPYIIITHI
B nosioxkeHun C8 yBelIMUMBAaeT aKTUBHOCTh MOKCH(QUIOKCAllMHA U CHID)KAaeT o0pa3oBaHUE
PE3UCTEHTHBIX MYTAHTHBIX IITAMMOB TPaMIOJOXKUTEIbHBIX OakTepuid. [lpucoennHenme
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OMIIMKIIOAMUHOBOM TPyIIbl B TMONOKEHUH Cl—Hpeaynpexiact—pPa3BuTic—akTUBHORO
s durokca, MexaHu3Ma Pe3UCTEHTHOCTH K (PTOPXHUHOJIOHAM.

MoxkcudioKkcaluH in vitro akTUBEH B OTHOIICHUH IITHPOKOTO CIIEKTPA IPaMOTPHIIATEIbHBIX U
IPaMIOJIOKHUTEIBHBIX MHKPOOPTaHU3MOB, aHa’pOOOB, KHUCIOTOYCTOWYHMBBIX OaKkTepuil U
ATUMUYHBIX OaKTepuid, Takux Kak Mycoplasma spp., Chlamydia spp., Legionella spp., a Taxxe
OaKTepHii, Pe3UCTEHTHBIX K [3-TAKTAMHBIM U MaKpPOJIUJIHBIM aHTHOUOTHKAM.

BiusiHue Ha KUIIEYHYIO MUKPOQJIIOpY YesIoBeKa

B nByx wWccienoBaHUSX, TPOBEICHHBIX Ha TOOPOBOJBIAX, OTMEYAIHCh CIICAYIOIINE
U3MCHCHHS KHIICYHOW MHKPOQIIOPHI MOCEC MEPOpaIbHOrO MpHeMa MOKCH(IOKCaIlnHa.
OTtMeuanoch CHUXKEHUE KOHIeHTpauil Escherichia coli, Bacillus spp., Bacteroides vulgatus,
Enterococcus spp., Klebsiella spp., a Taxxe aHa’pob6oB Bifidobacterium spp., Eubacterium
spp., Peptostreptococcus spp. DT U3MEHEHUs] ObUTM OOpPaTUMBIMU B TEUCHUE JIBYX HEICIb.
Toxcun Clostridium difficile He oOHapyXeH.

TectupoBaHue YyBCTBUTEILHOCTH in Vitro

CriekTp aHTUOAKTEpPUAJIbHONH AaKTHBHOCTH MOKCH(IIOKCAIIMHA BKIIOYACT CIICAYIOIIHNE
MHUKPOOPTaHU3MBI:

YmepeHHo-
YYBCTBUTECJIbHbIC

I‘IyBCTBI/lTe.]'Ile)le Pe3ncTeHTHBIE

rpaMl'IOJ'IO?Kl/ITeJ'Ibele

Gardnerella vaginalis

Streptococcus ~ pneumoniae*  (BKIIOYas
HITAMMBI, YCTOHYWBBIC K TEHUIWLINHY |
IITAMMBI c MHOXECTBEHHOI
PE3UCTCHTHOCTBI0O K aHTHOWOTHKaM), a
TaKkXe IITaAMMBI, YCTOWYHMBBIE K JBYM WU
Oonee AHTUOMOTHKAM, TaKuM KaK
neanmwumH - (MUK > 2 mkr/mn),
tedanocnopunbl 1l mokoneHus: (Hampumep,
HeQypoKCUM), MaKpOIHIbl, TETPALMKIUHEI,
TPUMETONPUM/CYIb(HaMETOKCa30I

Streptococcus pyogenes (rpyma A)*

I'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 (1yBCTBUTEIIBHBIC K (pe3ucTeHTHBIC K
METHITUIUIHHY ITaMMBbI ) * METHIWLITHHY/0(IOKCAIIHHY
IITaMMBI)

KoarynazoneratuBHblie
Koarymna3oneraruBHble cTaQUIOKOKKH cTaUIIOKOKKH (S.cohnii,

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

S. hominis, S. saprophyticus, S. simulans) S. haemolyticus, S. hominis,
YyBCTBUTEJIHHBIC K METHUIIWUTHHY IITAMMBI S. saprophyticus, S.simulans)
PE3UCTCHTHBIC K
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Enterococcus faecalis™
(TOJIBKO IITaMMBI,
YYBCTBHUTEJBHBIE K
BAaHKOMUIMHY U
TeHTaMHLIUHY)

Enterococcus avium*

Enterococcus faecium*

I'pamoTpunaTenbHbIE

Haemophilus influenzae (BKJII09ast TaMMEI,
MPOYIUPYIONIUE U HEMPOLYIUPYIOIIUE [3-
JaKTamassl)*

Haemophilus parainfluenzae*

Moraxella catarrhalis (BKitouyasi ITaMMBI,
HPOAYLHUPYIOLIHME U HEMPOIYLHpYoue B-

JaKTaMasbl)*
Bordetella pertussis

Escherichia coli*
Acinetobacter baumanii Klebsiella pneumoniae*

Klebsiella oxytoca

Citrobacter freundii*

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

Enterobacter cloacae*

Pantoea aglomerans

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.
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(B. fragilis*—B—distasoni*
B. thetaiotaomicron*,

B. ovatus*, B. uniformis*,
B.vulgaris*)

Fusobacterium spp.

Peptostreptococcus spp. *

Porphyromonas spp.

Prevotella spp.

Propionibacterium spp.

Clostridium spp. *

ATHNIHYHBIE

Chlamydia pneumoniae*

Chlamydia trachomatis *

Mpycoplasma pneumoniae *

Mycoplasma hominis

Mycoplasma genitalium

Coxiella burnettii

*  UyBCTBUTEIBHOCTH K  MOKCH(IIOKCAIIMHY  MOATBEPXKICHA  KIMHWUYECKUMH  JTaHHBIMU.
* IlpumeHeHne MOKCH(UIOKCAIMHA HE PEKOMEHIYeTCsl Ul JiedeHHs WH(EKIMil, BbI3BaHHBIX
mramMmmaMu S. aureus, pe3sucTeHTHBIMU K MeTHOWUINHY (MRSA). B cinywae mpeamonaraeMbpIx WU
HOJTBEP)KICHHBIX MHGEKIMH, BbI3BaHHBIX MRSA, cienyer Ha3HaYUTh Jie4eHUE COOTBETCTBYIOIIMMU
aHTHOAKTEepHAIbHBIMU TIperapaTaMu.

Jns ompeneneHHbIX MITaMMOB PAaCHpPOCTpaHEHHUE NMPUOOPETEHHON PE3UCTEHTHOCTH MOXKET
pa3nuyaThcs B 3aBUCUMOCTH OT Teorpaduyeckoro peruoHa u ¢ TeueHHEM BPEMEHHU. B CBs3u ¢
9TUM TPU TECTUPOBAHMHM YYBCTBUTEIHHOCTH IITAMMAa JKEJATEIbHO WMETh MECTHYIO
nH(}OpMAIHIO 0 PE3UCTEHTHOCTH, OCOOCHHO MPH JICUCHUHN THKETBIX WH(EKITHH.

Ecnu y mnamueHToB, MPOXOASIIMX JIEYEHHWE B CTallMOHAape, 3HA4YCHHWE IUIOLAIU TI0]
(bapmMakOKMHETHYECKON KpuBol «koHIeHTpanuu-BpemMs» (AUC)/MUKoo, npeBbimaer 125, a
MaKCHUMaJbHasi KOHLIEHTpaus B miazmMe KpoBH (Cmax)/MUKoo Haxoautcs B mpenenax 8-10,
TO ATO MPEIONIaraeT KIMHHYECKOE yaydIIeHHe. Y aMOyIaTOpHbIX MallMeHTOB 3HAYCHUS ITHX
cypporaTHbIX napameTpoB 00b1uHO MeHbIne: AUC/MUKgo > 30-40.

(cpezll_{lzg?:lg?e)ﬂne) AUIC*(4) Conax/ MHKso
MUKy 0,125 mr/n 279 23,6
MUKy 0,25 mr/n 140 11,8
MUKy 0,5 mr/n 70 5,9

* AUIC- mnomaap moa vHruoupyromei kpusoi (coorromenne AUC/MUKoy).

5.2. apmakoknHeTHYECKHE CBOHCTBA

AOGcopbuus
[Ipu mepopaibHOM TpHEMe MOKCH(IOKCAIIMH BCACBHIBACTCS OBICTPO M IMOYTH IOJHOCTHIO.

AbcomoTHas OMOIOCTYITHOCTD cocTaBiseT okoio 91 %.
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dapMaKOKHHETHKA MOKCU(IIOKCAIIMHA TIPU TIpUe
tarke 1mo 600 mr/cytku B TeueHue 10 mHel sBisercs auHEHHON. PaBHOBecHOe cocTosiHUE
JIOCTUTAETCS B TEUCHUE 3 AHEH.

[Tocne ognokpatHoro mpumeHeHus 400 mr mokcudmokcaninHa Cmax B KPOBH JOCTUTAETCS B
teuenue 0,5-4 1 u cocrapnser 3,1 mr/n. Ilocne npuema BHyTphs 400 Mr mMokcudIokcanuHa
1 pa3 B cyrku Css™ m Css™" cocraBmsior 3,2 Mr/m m 0,6 M/, COOTBETCTBEHHO.
[Tpu nmpueme MokcudIOKcaliHa BMECTE C MUIIEH OTMEYAaeTCs He3HAYUTEILHOE YBEITMYCHUE
BpeMeHU NOCTHKEHUSA Cmax (Ha 2 9) U HE3HAUNUTETbHOE CHIDKEHUE Cmax (MPUONTH3UTEIHHO HA
16 %), mpu 3TOM JJIMTEIBHOCTb BCAChIBaHUA HE U3MeHseTca. OAHAKO 3TU TaHHbIE HE UMEIOT
KJIMHUYECKOr0 3HAYEHUS, U MpernapaT MOXKHO MPUMEHSTh HE3aBUCUMO OT MPpUEMA MUIIIH.
Pacnpenenenue

MoxkcudnokcauuH ObICTPO pacHpenensercs B TKaHAX U OpraHax M CBSI3bIBaeTCs ¢ Oeslkamu
KpoBU (TTIaBHBIM 00pa3oM, ¢ anpOymuHamu) npumepHo Ha 45 %. OObeM pacnpeneneHus
COCTABJISIET MPUOTUZUTEIBHO 2 JI/KT.

Bricokue KOHIIEHTpamuu MOKCU(IOKCAIMHA, MPEBBIMIAIONME TAaKOBBIE B IJIa3Me KPOBH,
CO3MAI0OTCSI B JIETOYHOM TKaHU (B T.4. B OOUTEIUAIbHOW KHUJKOCTH, aJbBEOJIIPHBIX
Makpodarax), B HOCOBBIX Ma3zyxax (BEpXHEUENIOCTHAS U dTMOUJAIbHAS MA3yXH), B HOCOBBIX
MoJiMnax, B odyarax BocCHaJeHHUs (B COIEPKUMOM IY3bIpe INpU MOpaXeHUH Koxku). B
WHTEPCTUIIUATBHOMN JKUIKOCTH U B CIIOHE MOKCU(DIOKCAIIMH OMPEENIeTCs B CBOOOTHOM, HE
CBSA3aHHOM C OenkamH BHUJE, B KOHIIEHTpAIMH BBILIE, 4eM B Iuia3Me KpoBu. Kpome Toro,
BBICOKHE KOHIICHTpAIlMH MOKCHU(]IIOKCAIIMHA OINPENeNsIOTCS B TKAHSIX OPraHOB OPIONIHON
MOJIOCTH, IEPUTOHEAILHOM JKUKOCTH U KEHCKUX MOJIOBBIX OpraHax.

Buorpancdopmarys

Moxcuduiokcard noaepraercsi onorpanchopmanuu 2-oi Gpasbl ¥ BEIBOAUTCS U3 OpraHU3Ma
MOYKAMHU, a TaK)Ke Yepe3 KUIICYHUK, KaK B HEU3MEHEHHOM BHUJE, TaK U B BUJE HEAKTHUBHBIX
cynbpocoequaernii (M1) u rmokyporunoB (M2). MokcudiaokcalliH HE TOIBEPraeTcs
ouotpanchopMalui MUKPOCOMaIbHOM cucTeMoi 1muToxpoma P450. Metabonutet M1 u M2
MPUCYTCTBYIOT B TUIa3ME€ KPOBH B KOHIICHTpAIUSAX HIDKE, YeM HCXOIHOe coeauHenwue. [1o
pe3ynbTaTtaM JOKJIMHUYECKHX HCCIIEOBAHUN OBLIO JOKa3aHO, YTO YKa3aHHbIE METa0OJUTHI
HE HMEIOT HETaTUBHOTO BO3JCHCTBUS Ha OpraHU3M C TOYKH 3pEHHS] OE30MaCHOCTH U
NEPEHOCUMOCTH.

DJIMMUHAIMS

[lepnon momyBbIBeIeHUST MOKCH(DIIOKCAIIMHA COCTaBIseT mpuMepHO 12 wacoB. CpemHuit
oOmmii kimpeHc nocie BBeneHus B no3e 400 mr cocrasnser 179-246 mur/mun. [loueunsrit
KJIIUPEHC cocTaBsieT 24-53 Mi/MHH. DTO CBHJAETEIBCTBYET O YaCTUYHON KaHAIBIIEBOM
peabcopOuuu npenapara.

bananc Macc UCXOTHOTO COeAMHEHUS  META0OIUTOB 2-1 (ha3bl COCTABIACT MPUOTUZUTEITHHO
96-98 %, 4TO yKa3pIBaeT Ha OTCYTCTBHE OKHCIUTENbHOro Mmeradbonmmsma. Oxono 22 %
OMHOKpaTHOM 10361 (400 MT) BBIBOAUTCS B HEM3MEHEHHOM BHJE MOYKaMH, OKOJIO 26 % -
4yepe3 KUIICYHUK.

DapmaKkoKunHemuKa y paznudHslX Zpynn Rayuennos

Bospact, o u sTHUYECKask NPUHAUIEKHOCTD

[Ipu uccnenoBanun (papMaKOKHMHETUKHM MOKCHU(IIOKCAIMHA Y MYXXYMH M SKCHIIMH OBLIH
BbIsiBIIeHBI paznuuus B 33 % mno nokazarensiMm AUC u Cuax. BecacsiBanne mokcudiokcannuta
He 3aBuceno oT mona. Pasmuums B mokazatensx AUC U Crax ObITH O0O0YCIIOBIIEHBI CKOpEe
pa3HHULIEN B Bece, YeM MOJIOM U HE CUYUTAIOTCS KIMHUYECKHU 3HAYUMBIMHU.

He BBISIBICHO KIMHWYECKH 3HAYUMBIX pazNuduii (hapMaKOKHHETUKH MOKCHQIOKCAIUHA Y
NAIMEHTOB Pa3IMYHbIX ITHUYECKUX IPYII U Pa3HOTO BO3paCTa.

IloueyHas HEAOCTATOUYHOCTh

He BbISBICHO CYIIECTBEHHBIX HW3MEHEHUH (apMaKOKMHETUKH MOKCU(DIOKCcAllMHA Y
MAIMEHTOB C HapylleHneM (YHKIUU MOYeK (BKJIOYas MAlMEHTOB C KIMPEHCOM KpeaTHMHHUHA
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<30 m/mun/1,73 Mz) U y MalMeHTOB, HaXOJs
JUINTEJIbHOM aMOyJIaTOPHOM NEPUTOHEATBHOM JIHAIIN3E.
IleyeHOYHAast HEIOCTATOYHOCTD
He Obl10 CyliecTBEHHBIX pa3iMuMil B KOHIIEHTPALMU MOKCU(IIOKCAIlMHA y MAIEHTOB C
HapylmeHUssMA (GyHKUMM rmedeHu (kiaccsl A U B mo knaccudukanum Yainn-Ilsio) mo
CPaBHEHHMIO CO 3[0POBBIMHM J0OpPOBOIBLIAMHM M MALMEHTAMU C HOPMAJIbHOM (QyHKIMEH
NIEYEHH.

€T’
dapMakOoKHMHETHKA MOKCU(DIIOKCallMHa y JeTel He h3ydasach.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

Snpo:

KpaxMaJs KyKypy3HbIl YaCTUYHO NPEKEIATUHU3UPOBAHHBINH,
LeJUTI0103a MUKpoKpucTaunueckas (Asuuen PH 101),
TUIPOJI03a HU3KO3aMeIllEHHas,

HaTpHs JaypuiIcyiabdar,

HaTpus cTeaprwidymapar.

Oo6onouka:

Omnanpait 11 opamxkeBsrii 85F230039 [monuBuHUIOBRIM cnupt, TMuTaHa auokcua (E 171),
MaKpOToJl, TAJIbK, KPACUTENb COTHEYHBIN 3aKat xentoiid (E 110)].

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs )

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHUU

XpaHuTh TIpu Temreparype He Bbime 25 °C B OpUTHMHAIBHOW ymakoBke (OnucTep B
KapTOHHOM MaukKe), 7S 3alIUThI OT CBETA.

6.5. Xapakrep u coaep:kaHue NEPBUYHONH YIIAKOBKH

[To 5 nnu 7 Tabnetok B 6muctep u3 poabru amomuaueBoi u [A/An/IIBX.

1 6mucrep (mo 5 v 7 TabneTok) nim 2 6mmctepa (o 5 TabaeToK) BMECTE € TUCTKOM-BKIIAIBITIIEM
MOMEIIAIOT B KAPTOHHYIO TTAUKYy.

6.6 OcoOble Mepbl TNPEIOCTOPOKHOCTH NPH YHUYTOKEHHMH HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MpenapaTa uin 0TX0I0B, MOJy4YeHHBIX MOoc/ie MPUMeHeHHs mpenapara,

U IPyrue MAHUITYJISINMH C MIPenapaTom

Hewncnonp30BaHHBIA JICKAPCTBEHHBIN IIpenapaT MM OTXOIbl CIEAYyeT YTUIU3UPOBATH B
YCTaHOBJICHHOM IIOPSAIKE.
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7. AEPKATEJIb PETUCTPAIMOHHOI'O Y,

Pecniyonuka Ceepuast Makenonus / Republic of North Macedonia

AJIKAJIONUJ A/l Crkomise / ALKALOID AD Skopje

ByneBap Anekcannap Makenoncku 12, 1000 Ckombe / Blvd. Aleksandar Makedonski 12,
1000 Skopje

Ten.: +389 2 310 40 00

E-mail: alkaloid@alkaloid.com.mk

7.1. IlpeacraBuTesb JeprKaTesisi PerucTPAIlMOHHOIO YIOCTOBEPeHHs] HA TEPPUTOPHUU
Coroza

IIperen3un norpedbuTesiel HANPABIATS 10 AJIPECY:

Poccuiickas @eoepayus

000 «AJIKAJIOUA-PYCx»

115114, r. MockBa, BH.Te€p.I. MyHULIMNIAIbHBIN OKPYT 3aMOCKBOPEUbE, yi. JIeTHUKOBCKas,
a. 2, ctp. 1, atax 10, moment./kom. I/1a

Ten.: (495) 502-92-97

On. moura: infoAlk@alkaloid.com.mk

Pecnyonuxa Apmernus

AJIKAJIONU A/l Cxonbe

bynbBap Anekcangap Makenoncku 12

1000 Ckombe, Pecriyonnka CeBepHast MakeqoHus
Ten.: +389 2 310 40 00

On. moura: alkaloid@alkaloid.com.mk

Pecnyonuxa Kazaxcman

TOO «Adalany»

yi. Tumupsizea 42, nas. 23, od. 202, 050057, r. Anmartsl, Kazaxcran
Ten.: +7 (727) 269-54-59

On. moura: pv(@adalan.kz

8. HOMEP PETUCTPAHUOHHOI'O YIOCTOBEPEHUSA

9. JATA NEPBUYHOM PETUCTPAIIMU (ITOATBEPXKJIEHUSI PETUCTPAIINY,
MNEPEPETUCTPALIUN)

JlaTa nmepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmass  xapakTepuUCTHKa  JICKQpCTBEHHOTO  Tmpemapara  KuMmokc — JocTymHa — Ha

uHpopmanmoHHoM mopTanie EBpaszuiickoro DxoHommueckoro Coroza B HHGOPMAIMOHHO-
KOMMYHHKaIMOHHOH cetn «MHTepHeT» http://eec.eacunion.org
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