OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPETTAPATA

Modnakcus, 400 Mr, TaOJIETKH, TOKPHITHIC TIJICHOYHON 000JI0YKOH

2. KAYECTBEHHBIN U KOJTMYECTBEHHBIA COCTAB
JleiicTByo11Iee BeecTBO: MOKCU(DIOKCAIIH.
Kaxnas Ttabnetka coaepkut 454,75 Mr MoKcHQIIOKCAIIMHA THAPOXJIOPHUI, SKBUBAJCHTHO
mokcudnokcanuny 400 mr.

[TonHbIi TepedeHb BCIIOMOTATEIBHBIX BEIIECTB MIPHUBEIEH B pa3zaeie 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabyieTKu, MOKPHITHIC INIEHOYHONW 000JI0UKOM.
KaricynoBuHbie, JTBOSKOBBITYKIBIC TAOJIETKH, TOKPHITHIC IJICHOYHOW OOOJIOYKOH TEMHO-
PO30BOrO IBETA.
Bun Ha uznome: sipko-)KenTas IIepoxoBaras Macca ¢ IUIEHOYHOH 000J0YKOM TEMHO-PO30BOTO

OBCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO
[Tpemapat Modnakcust moka3zaH K IPUMEHEHHUIO y B3POCIbIX.
NHpexnnonHo-BocaIuTEILHBIE 3a00J1eBaHus, BBI3BaHHBIC YyBCTBUTEIbHBIMU K
MOKCHU(IIOKCAITUHY MUKPOOPTaHU3MaMU

® HEOCJIO)KHEHHbIE HHPEKITUU KOKU U TIOJIKOXKHBIX CTPYKTYD;

e BHEOOJILHWYHAS ITHEBMOHUS, BKJIIOYAas BHEOOJBHUYHYIO IMTHEBMOHHIO, BO3OYIUTEISIMHU
KOTOPOH SIBJISIFOTCSI IITAMMbl MUKPOOPTaHU3MOB C MHOYKECTBEHHOM PE3UCTEHTHOCTHIO K
AHTUOHMOTHKAM™®;

® OCIO)XHCHHBIE MH(PEKIIUU KOXKU U TIOJIKOKHBIX CTPYKTYp (BKIIIOUass MHPHUIIUPOBAHHYIO
JTNA0ETHIECKYIO CTOMY);

® OCIO)XHCHHBIC MHTpaabIoMUHATBHBIC WH(EKITNHN, BKITIOYAs MOJTUMUKPOOHBIE HH(DEKITNH,
B TOM YHCJIC BHYTPHOPIOIIMHHBIC a0CIECCHI;

® HCOCIO)XHEHHBIC BOCHAIUTENBbHBIC 3a00JICBaHUS OPraHOB Majoro Tasza (BKJIOYas

CQJIBIIMHTUTHI U SHJIOMETPUTHI).



JUis nedeHus ciemyroumMx HMH(QEKIMOHHO-BOCIIAIUTEIbHBIX 3a00JIeBaHMM MOKCU(DIOKCALH
MOXET TPHUMEHSATHCS TOJBKO B KayecTBE aJIbTEPHATHUBBI JPYTUM TMPOTUBOMHKPOOHBIM
npernapaTam:

® OCTpBIl CUHYCUT;

e 000CTpeHHE XPOHUYECKOT0 OPOHXUTA.
*Streptococcus pneumoniae ¢ MHOXKECTBCHHOM PE3MCTEHTHOCTBIO K aHTHOMOTHKAM BKIIIOYAIOT
IITAMMBbI, PE3UCTEHTHbIE K MEHUIWUIMHY, W IITaMMbI, PE3UCTEHTHbIE K IBYM MWiIn Ooiee
aHTUOMOTUKAM M3 TaKUX TPYIN, KaK MNEHUIWUIMHBL (IIpY MHHMMAlbHON HWHrHOMpYIOLIeH
koHnentpanun (MUK) > 2 mxr/min), nedanocnopuns! 11 mokonenus (1iedypokcum), MaKpOITHIBL,
TETPALKIIMHBI U CYJIb(aMeTOKCa30I + TPUMETOIPUM.
Heo6xo1uMo npuHUMaTh BO BHUMaHUE JeHCTBYOIINE OQUIMATIbHbIE PYKOBOJCTBA O IMPAaBUIAX
IPUMEHEHUs aHTUOAKTepUAIbHBIX CPE/ICTB.
4.2. Pexxum 103MpoOBaHus U C1IOCO0 NPUMEHEHUs!

PexxuM J103upoBanus

PexomennoBanHas no3a: 1 tabnerka (400 Mr) oguH pa3 B CyTKM NpHU MH(EKUMIX, YKa3aHHBIX
BhIIIE (CM. pa3aen 4.1.).
He cnenyer npeBblaTh pEKOMEHI0BAaHHYIO 103y .
IIpooonoicumenvrnocmo nevenus
[TponOmKUTENBHOCTD JIEYEHUS] ONpPEENsIeTCs JOKaau3aluueidl U TSHKECThI0 MH(EKINM, a Takke
KIIMHUYECKUM 3P (HEeKTOM:
® HEOCJIOXXHEHHbIE MHPEKIIMN KOXKU U MOJKOXKHBIX CTPYKTYp: 7 JTHEH;
e BHEOOJIbHMYHAS THEBMOHUS: 00IIas NpPOAODKUTEIBHOCTh CTYNEHYaTOM Tepanuu
(BHYTpHBEHHOE (B/B) BBEJIEHHE C MOCJIEAYIOUIMM MPUEMOM BHYTPb) COCTaBISET /-
14 nueii;
® OCJOXXHEHHble MHPEKIUH KOXHM U MOAKOXKHBIX CTPYKTYp: 0OIIas MpoAOoKUTEILHOCTD
CTYIEHYaTON Tepanuu MOKCU(IOKCAIMHOM (B/B BBEJIEHHE C MOCIEAYIOLUUM IPUEMOM
BHYTpPB) cocTaBisieT 7-21 neHs;
® OCJIOXXHEHHbIE€ HMHTPaabJOMHUHANbHbIE HMH(MEKIUH: 00INas ATUTEIHLHOCTh CTYINEHYaTON
Tepanuu (B/B BBEJIEHUE C MOCIEIYIOIIUM TPUEMOM BHYTPB) cOCTaBIsieT 5-14 nHeit;
® HEOCJIOXHEHHBIE BOCTIAIMTENIbHBIE 3a00JI€BaHUsI OPraHOB MaJIoro Ta3a: 14 nHei;
® OCTpPBI CUHYCHUT: 7 THEW;
e oOocTpeHue XpoHHUUeckoro oponxurta: 5-10 nHei.
He cnenyer npeBsiaTh peKOMEHAYEMYIO MPOIOJKUTENBHOCTD JICUEHMSL.
[Io naHHBIM KIMHMYECKMX HCCIEAOBAHMM IMPOJODKUTENBHOCTh JIEUCHMs IpenapaTom

Modnakcus B TabeTKax MOXKET TOCTUTATh 21 JHS.



B cimyuae npomycka 103bl penapata ee clieAyeT MPUHATh B J1I000€ BpeMs, HO HE MO3/1Hee, YeM
3a 8 4acoB A0 CleIylolled 3arulaHupoBaHHON n103bl. Ecnu 0 mpuema ciienyromen J03bl
ocTaeTcd MEHee 8§ 4acoB, MPOIYIIEHHYIO J03y HE CleAyeT NpUHUMAaTh, a JICYEHUE CIEIyeT
IPOJIOJDKUTHh B COOTBETCTBUU C PEKOMEHJIOBaHHBIM TpadukoM mpuema Tabdnerok. He ciemyer
yZIBauBaTh IPUHUMAEMYIO 703y JUIsl KOMIEHCALUH MIPOITYILEHHOH J103BlI.

Oco0Bble IPYIIILI TAIUEHTOB

Tayuenmul noscunoeo eo3pacma

M3meneHus pexuMa T03UPOBaHUS Y AlMEHTOB MOKWIOTO BO3pacTa He TpeOyeTcs.

Tayuenmol ¢ neyeHouHol HeOOCMAMOYHOCbIO

B cBs13u ¢ OrpaHUYEHHBIM KOJMYECTBOM KIMHHUYECKUX JAaHHBIX MPHUMEHEHHE MOKCH(]IOKcauHa

NPOTHBOIOKA3aHO MAlMEHTaM C HapylleHueM (QyHKIMH NeueHH Tshkenon creneHu (kiaace C mo

kinaccudukarnun Yaiinna-I1pt0) ¥ manueHTaM ¢ MOBBIIICHWEM TpaHCaMHHA3 Oojiee 4eM B 5 pas3

BBIIIIE BEpXHEW IpaHMIl HOPMBIL. [lalMeHTaM ¢ JIETKOHW M CpelHEH CTENeHBI0 HapyLICHUS

¢ynknun neuenn (xmacc A winm B mo knmaccmdukanmu Yanng-I1epio) u3MeHeHus pexxuma

JO3UPOBAHUS HE TPeOyeTCsl.

Ilayuenmoi ¢ noueyHol HedOCMAamoUHOCMbIO

VY manueHToB ¢ HapylieHHeM (YHKIMU MOYeK (B TOM YHCIE MPU MOYEYHOW HEJOCTATOYHOCTH

TSAKEIOH CTETEHH CO CKOPOCThIO KIy6oukoBoit ¢unprpanun (CK®) < 30 mn/mun/1,73 m?

IUIOIAAM TIOBEPXHOCTH Tena), a TakXKe Yy TMalMeHTOB, HAXOASLIMXCS Ha HENpepbIBHOM

reMO/IMain3e M JUTUTEIHHOM aMOyJIaTOPHOM IEPUTOHEATHHOM JHalN3e, W3MEHEHHS pPeXHMa

JO3UPOBAHUS HE TPEeOyeTCsl.

Omuuueckas npuHaoIeHCHOCmb

M3MeHeHHs pexuma JJO3UPOBaHUS Y NAlMEHTOB PA3IMYHbIX 3THUYECKUX IPYMI He TpeOyeTcs.
eTu

[Ipenapat Moduakcusi mpoTUBONOKAa3aH y JaeTeil B Bo3pacte a0 18 metr. DddekTuBHOCTH M

0€301aCHOCTh TIPUMEHEHUS MOKCHQIIOKCAIIMHA y JETeH M TOJPOCTKOB HE YCTaHOBIIEHA (CM.

paznmen 4.3.).

Crooco0 rmpuMeHeHus

BuyTpe. Tabnetku criemyer mporiaTbiBaTh LEIHMKOM, HE pa3KeBbIBas, 3aluBas JOCTATOYHBIM
KOJMYCCTBOM BOJIbI, BHC 3aBUCHMOCTHU OT BPEMCHHU IIprEMa IMUIIIH.
4.3. [IpoTuBONOKA3aAHUS
e ['unepyyBCTBUTENHHOCTh K MOKCH(IIOKCAIIMHY, APYTUM XUHOJOHAM WJIH K JIIOOOMY U3
BCIIOMOTaTeNbHbIX BEIIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.
e Bospacr go 18 ner.

e bepeMeHHOCTh U IEPHOJI TPYAHOTO BCKapMIIMBaHUS (CM. pa3zen 4.6.).



Hanmuuve B aHamHe3e MATOJOTMHU CYXOXKWIMM, pPa3BUBILIEICS BCIEACTBUE JICUCHUS
aHTUOMOTHKAMU (PTOPXUHOJIOHOBOTO PsJIa.

B moxkiMHUYECKHX U KIMHUYECKUX HMCCIICOBAHUAX IOCIIEC BBEJACHUS MOKCH(IOKCAI[MHA
Ha0JIFOJAJIOCh W3MCHEHHE ANEKTPOPU3NOTOTHIECKUX rapaMeTpoB cepaua,
BBIpKaBIIMXCA B yuauHeHnu uHTepBana QT Ha smekTpokapauorpamme (OKI). B cBssu
C 9TUM TPUMEHEHUE MOKCH(DIOKCAIIMHA MPOTUBOMOKA3aHO Yy TAIMCHTOB CIIEAYIOIINX
KaTeropuii: BpPOXKACHHBIE WJIM TMPUOOPETEHHbIE JIOKYMEHTUPOBAHHBIC YUTMHEHUS
uatepBasia  QT, SJCKTpPONWTHBIE HApyUICHHs, OCOOCHHO  HEKOppErupoBaHHAs
TUIIOKAJTMEMUS; KIIMHUYECKHA 3HaUMMas OpaJuKapIns; KIMHUYECKH 3HAUYMMasl CepeuHast
HEJOCTAaTOYHOCTh CO CHMKEHHOW (pakimell BpIOpOca JIEBOTO KeNylI04Ka; Hajluuue B
aHaMHE3€ HApyLIEHWM CEepAeYHOI0 PpUTMA, COIMNPOBOXKAABIIMXCA  KIMHUYECKOH
CUMIITOMAaTUKOM.

MokcuGaoKkcaH HeNb3s MPUMEHATh C JPYTUMH TpenaparaMu, YUTHHSIOIIAMU
untepBas QT (cm. pazmen 4.5.).

B cBs3u ¢ orpaHM4YeHHBIM KOJMYECTBOM KIWHUYECKHX JIaHHBIX IPUMEHEHUE
MOKCHU(JIOKCAIIMHA TPOTHUBOIOKA3aHO TNAIMCHTaM ¢ HapymeHueM (YHKIUW TCYCHH
(xmacc C no knaccuduxanuu Yaina-I1pr0) 1 nanueHTaM ¢ MOBBIILIEHUEM TPaHCAMUHA3

0oJee, 4eM B IATh pa3 BbIILIE BEPXHEH IpaHUIIbl HOPMBI.

4.4. OcoOble yka3aHusl M MepbI NPEeJI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipu 3aloneBanusax ueHtpaibHOl HepBHOM cuctemsl (IHHC) (B ToM umcie
HOJO3pUTeNbHBIX B oTHoumleHuun BosieueHus L[HC), mnpenpacnonararomux K
BO3HHUKHOBEHUIO CYIOPOT U CHIDKAIOIIKX MOPOT CYAOPOXKHOW aKTUBHOCTH;

y MalMEeHTOB C IICUX03aMH U/UJTH C MICUXUYECKUMHU 3a00JIEBaHUSAMU B aHAMHE3E;

y MalKUeHTOB C MOTEHLUUATbHO MPOAPUTMUYECKUMHU COCTOSIHUSIMHU (OCOOEHHO Yy KEHILUH
Y MALEHTOB MOXKUIIOT0 BO3pacTa), TAKMMH KaK OCTpasi MILIEMUS MUOKApAa U OCTaHOBKA
cepaua;

y MaIMEHTOB ¢ MHACTCHUEH gravis;

y MallUEHTOB C LIUPPO30M IIEUEHH;

IpY OJHOBPEMEHHOM IIPHEME C IIpernapaTamMH, CHI)KAIOIIMMHU COAEpKaHUE Kajausl B
KPOBH;

y MaIMeHTOB C TeHETUYECKOM MPEIpacnoI0KEHHOCThIO WIH (PaKTUYECKUM HAJTMYHUEM

nedunmTa riroko30-6-pochataeruiporeHassr;



e y MAIMEHTOB C CaXapHbIM JUa0ETOM, MOJIyYaIOLIMX IePOPATbHbIE THIIOIIMKEMUYECKNE
npenaparsl (HalpuMep, npenaparsl Cyab(OHUIMOUYEBUHBI) UM UHCYJIMH (BO3pacTaeT
PHCK pa3BUTHSI THUIIOTTIMKEMUH);

e Yy [TAIMEHTOB IIOXKUJIOTO BO3PACTA, y MALMEHTOB I10CIIE TPAHCIUIAHTALIMY, & TAKXKE IIPU
COITyTCTBYIOILEM PUMEHEHUH INIIOKOKOPTUKOCTEPOUI0B (ITOBBIIIEHHBIA PUCK PA3BUTHUSA
TEHJAVUHUTOB U pa3pblBa CyX0XKWINN);

e Yy IAMEHTOB C AaHEBPU3MOW AaopThl, C BPOXKICHHBIM IIOPOKOM KJallaHa cepaua B
CeMEWHOM aHaMHE3€ WIH Y MAIeHTOB C AMarHOCTUPOBAHHOW aHEBPU3MOM a0PTHI W/WIH
pacciioeHueM aopThl, ¢ 3a00JieBaHWEM KJalaHa CepAlla WIM I[P HAIUYUM JPYTHX
(akTOpOB pHCKa WIH COCTOSHUH, MpeapacioiaraloliuX K pa3BUTHIO aHEBPU3MBI aOPThI
WIA pacCIOEHUS aOpThl, WIM PErypruTaluu/He0CTaTOYHOCTH KialaHa cepAla
(Hanpumep, cuHapoM Mapdana, cunapom Dnepca-Jlannoca, cunapom TepHepa, 60s1e3Hb
bexuera, aprepuanbHas T'MIEPTEH3UsA, PEBMATOMIHBIM  apTPUT, COCYAMCTHIC
3a0osieBaHus, Takue Kak aprepuuT Takascy, TUIaHTOKJIETOYHBIH  apTEpUUT,
MOJTBEP>KJICHHBIN aTepockiepo3, cuHapoM lllerpena, HHPEKIMOHHBIN 3HIOKAPIUT).

T'unepuyscmeumenvrocmy/aniepeuiecKue peakyuu

B HeEKOTOpBIX ciaydasx Yy»Ke II0CI€ IEepBOr0 IMPUMEHEHHUS Ipernapara MOXET pa3BUThCSA
TUIIEPUYYBCTBUTEIBHOCT Y QJUIEPIMYECKUE PEAKUHUH, O 4YeM CIEeAyeT HEMEIJIECHHO
uHpopMupoBarh Bpaya. OueHb penko, Jaxe IMocie IepBOro MpPHUMEHEHHUs Mpernapara,
aHaQMIAKTUYECKHE  PEaKIMHM  MOTYyT  IpOrpeccupoBaTh A0  YIPOXKAlOIIEro  KU3HU
aHaQMIAKTUYECKOro IIoKa. B  ciydasx KIMHUYECKUX TNPOSBICHUM TSDKENBIX peakuui
TUIIEPUyBCTBUTEIBHOCTH JIEUEHHE MpenapatoM Moduakcus ciaeayeT IpeKpaTuTh U HEMEIEHHO
HayaTh NPOBEJICHUE HEOOXOIUMBIX JIEUEOHBIX MEPONIPUATUHN (B TOM YHCIIE TPOTUBOLIOKOBBIX ).
Taoicenvie KodcHble HedcelamenbHble peakyuu

Ha ¢one neyenuss MokcupaokcaliHOM HaOJIIOAANUCh TSDKEIble KOJKHbIE HeXKelaTebHbIe
peaxiuy, BKJII0Yas TOKCHYECKUN 3MHIepPMalIbHbIM HEKpOoJn3 (TakKe M3BECTHBIM Kak CHHIPOM
Jlaitenna), cunapom CruBeHca-J[>KOHCOHA U OCTpBIM TeHEpaIM30BaHHBIA SK3aHTE-MAaTO3HBIH
nyctyine3 (OI'DII), koTopble MOTYT OBITH ONMACHBIMH ISl )KU3HU WIIU JIETAJIbHBIMU (CM. pazfeln
4.3.). Ilpu HazHaueHuM npenapara Moduakcus manueHTaM cieayeT COOOLIUTh O MpU3HAKaxX U
CUMIITOMAaxX TSDKEIBIX KOJKHBIX HEXKENIATEIbHbIX PEAKUUW M TIIATEIbBHO MOHUTOPUPOBATH
BO3MOKHOCTh Pa3BUTHS JAHHBIX PEaKkUMi y maiueHTa. B ciiydae mosiBIEHUS NPU3HAKOB WU
CHUMIITOMOB, YKa3bIBalOIUX Ha 3TH PEaKLUHU, IpUEeM MOKCH(IIOKCAllMHA CIEeIyeT HEMEAJIECHHO
OTMEHHTb U PacCMOTPETh AIBTEPHATUBHOE JicueHME. [Ipym pa3sBUTHM y MalMEHTa CEpbE3HOU

pCaknuu, HAIMPUMEP, TOKCUUYCCKOTO ISIUACPMAIBHOIO0 HCEKpPOJIMU3a, CHUHHApPpOMA CruBeHca-



Jlxoncona unu OI'DI1 Ha poHe mpuMeHeHusT MOKCH(IIOKCAIMHA, JICUSHUE STUM TPErapaToM He
cienyeT 0oJbIlie BO30OHOBIIATH HU MPH KAKUX 0OCTOSTENHCTBAX.
Hapywenus co cmoponwvl cepoya
[Ipu npumenenun mpenapara Moduakcus y HEKOTOPBIX IAaLUEHTOB MOXET OTMEYaThbCs
ynnuHenue uHrepBana QT. Ilpenapat Modnakcus ciexyer NPUMEHATh C OCTOPOXKHOCTBIO Y
JKEHILMH U NAlMEHTOB IOKUIOro Bo3pacTa. [I0CKOIbKY )KEHIMHBI 10 CPAaBHEHUIO C MY XYHHAMU
uMeroT Oonee JMHHBIA uHTEpBa QT, OHE MOTYT OBITH OOJIee UyBCTBHUTEIBHBI K IpenapaTam,
yamusasomuM  uHTepBan QT. TlanmeHThl MOXMIIOTO BO3pacTa Takke O0osee MOABEpPIKECHBI
JEHCTBHIO IIPErapaToB, OKa3blBaOIIUX BiIMsiHUE HA uHTepBai QT.
Vanunenue untepBana QT compsyKeHO C NOBBILIEHHBIM PHCKOM JKEIIyIOYKOBBIX apUTMUH,
BKJII0Yasl OJUMOP(HYIO JKEITyA0UKOBYIO TAXUKAPHIO.
Crenenp ynnuHenuss uHrepBana QT MokeT HapacTaTh C IOBBIIIEHMEM KOHLEHTPALUU
MOKCHU(IIOKCallMHA B IJIa3Me KPOBH, IO3TOMY HE CIIEAYET MPEBBIIATh PEKOMEHI0BAHHYIO J103Y.
OpnHako y NManueHTOB ¢ THEBMOHUEH KOPPEISLUU MEXAY KOHIEHTpaluell MoKcu]IIoKcaluHa B
wiasMe KpoBM U yJuiMHeHueM wuHTepBaia QT ormedueHo He Obuto. Hu y opHoro wus
9000 manueHToB, NOIYYaBIIMX MOKCUGUIOKCAIIMH, HE OTMEYalloCh CEplEeYHO-COCYUCThIX
OCJIO)KHEHUN W JIETAJIbHBIX CIy4YaeB, CBA3aHHbIX C YyJuMHeHHeM wuHTepBana QT. Ilpu
npuMeHeHun npenapata Modaakcuss MOKET YBEJIWYMBATHCS PUCK PA3BUTHUS SKETYJOYKOBBIX
apUTMHUH y MAaLMEHTOB C MIPepacroiaraloluMi K apUTMUSM COCTOSTHUSIMU.
B cBs3u ¢ atuM npenapar Modguakcusi IpOTUBOIIOKA3aH MPU:
® U3MEHEHMSX DHJEKTPOPHU3UOIOTMUECKUX MapaMeTpoB CEpAlld, BBIPAKAIOIIUXCS B
ynnuHeHun uHTepBana QT: BPOXKAEHHBIX WM MPHOOPETEHHBIX TOKYMEHTHPOBAHHBIX
YAJTUHEHUSIX UHTepBaja QT; ANEKTPOIIUTHBIX HapyLICHUSIX, 0COOEHHO
HEKOPPUTHPOBAHHOM IMITOKAIMEMHH; KIMHUYECKH 3HAaUMMOU OpaiuKapaAnu; KIMHUYECKU
3HaYMMOHM CepJeYHON HEJOCTAaTOYHOCTH CO CHIDKEHHOW (pakiueil BeIOpoca JieBOro
KEIyA04Ka; P HAJIMYMM B aHAMHE3€ HapyLIEHUH PpPUTMA, CONPOBOXKAABIINXCS
KJIMHUYECKON CHMIITOMATHKOM;
® TPUMEHEHHH C IPYTHMMH TpenapaTaMu, yImuHsomumMy natepsail QT (cm. pazmen 4.5.).
[Ipenapat Modnakcus cienyer IpUMEHSTh C OCTOPOKHOCTBIO:
® y TAIMEHTOB C MOTEHIHAIbHO MPOAPUTMUUECKUMH COCTOSHUSIMH, TAaKUMHU KaK OCTpas
UIIEeMHsI MUOKap/ia U OCTaHOBKA Cep/Ilia;
® y NAlMEHTOB C LIMPPO30OM IEYEHM (TaK KAaK y JaHHOW KaTeropuM MalMeHTOB HEJb3s
UCKJIFOUUTb PUCK pa3BUTHs yAIuHEeHUs uHrepsana QT).
Ecnu Bo BpeMs jieueHus: MOKCH(IIOKCALIMHOM BO3HMKAIOT NMPU3HAKU HapyLICHUs] pUTMa CepAla,

JIEYEHHUE CIIeTyeT MPEKpaTUTh U caenath JKI'.



Amnespusma u paccioenue aopmol, pe2ypumayus/HedoCcmamoyHocmsy KIanaua cepoya
[To maHHBIM MUAEMUOIOTHYECKUX HCCIEJOBAHUIN COOOIIAIOCh O MOBBIIICHHOM PUCKE Pa3BUTHUS
AQHEBPU3MBI U DPACCIOCHHS aOPThI, OCOOCHHO Yy MAI[MEHTOB IOXXUJIOTO BO3pPAcTa, a TaKKe
perypruTaiy aopTajJbHOTO U MUTPAIBHOTO KJIAAHOB IMOCJE NMPUMEHEHHs] (PTOPXUHOIOHOB. Y
NAIMEHTOB, MOJY4YaBUIMX (TOPXUHOJOHBI, OBLTM OTMEYEHBI CIlydad Pa3BUTUS aHEBPU3MBI U
paccioeHusl a0pThl, MHOT/Ia OCJIOKHEHHBIX Pa3pblBOM (B TOM YHUCIE C JIETAIBHBIM HCXO/A0M), a
TaK)Ke perypruTalun/HeJ0CTaTOYHOCTH JTIF0O0T0 U3 KilanaHoB cepana (cm. pasaen 4.3.).
B cBsa3u ¢ 3TUM (TOPXMHOIOHBI CIEIyeT MPUMEHATH TOJBKO IIOCIIE THIATEIbHON OIIEHKU
COOTHOIIICHUS «IIOJIb3a-PUCK» M PACCMOTPECHHS IPYTHX BAapHAHTOB TEpPallMU y TAIUCHTOB C
AQHEBPHU3MOM a0pThHI HJIM BPOXKIACHHBIM MOPOKOM KJIallaHa cep/iia B CEeMEITHOM aHaMHe3e WIH Y
NAlMEHTOB C JMArHOCTUPOBAHHON aHEBPU3MOM aOpThl W/WIM PACCIOECHHUEM aOpThI, WIU
3a0oNieBaHMEM KJlamaHa cepila, WM IpH HaJIU4uu APYrux (akTOpOB PUCKA WIM COCTOSHUH,
IpeIpacroiararoIrX K pa3BUTHIO:
® KaK aHEBPHU3MBI U PACCIOCHHUS AOPTHI, TaK M PETyPrUTAIMH/HEAOCTATOYHOCTH KJalaHa
cep/na (Harpumep, 3a00JIeBaHUsT COSTUHUTEIILHON TKaHH, TaKue Kak cHHIpoM Mapdana
uim cuHapom Jinepca-Jlannoca, cunnpom TepHepa, 6one3np bexuera, aprepuaibHas
TUTICPTEH3US, PEBMATOUIHBIN apTPHT);
WM JTOTIOTHUTEIBHO:
® QaHEBPHU3MBI M PACCIOCHHS AOPTHl (HAMpHUMeEp, COCYIHUCThIE 3a00JIeBaHUS, TaKHE Kak
aprepunT TakasCy, TMraHTOKJIETOUHBI apTEpPUUT, MOATBEPXKIECHHBIA aTEPOCKIEPO3,
cunapowm lllerpena);
® pErypruTaluu/HeOCTaTOYHOCTH  KJlamaHa cepaua  (Hampumep, HWHGEKIHOHHBIN
SHIOKAP/INT).
Puck pa3BuTHS aHEBPU3MBI M PACCTIOCHUS A0PTHI, @ TAKXKE UX Pa3pbIiBa MOKET OBITH TOBBIIICH Y
MAIMEeHTOB, OTHOBPEMEHHO IOJTyYaAIOIINX CHCTEMHBIE TIIFOKOKOPTHKOCTEPOHIBI.
B cmyuae mosiBneHHWs BHE3amHON OOJHM B JKMBOTE, TPYIW WJIM CIIMHE IAllUCHTaM CIIeIyeT
HEMEJUIEHHO 00paTUTHCS K Bpady B OT/IEIICHHUE HEOTIOKHON TIOMOIITH.
[TaruenTam crieayeT peKOMEHIIOBaTh HEMENJIEHHO OOpaTUTHhCS 32 METUIIMHCKON MOMOIIBIO B
Clly4ae TIOSBJICHHSI OCTPOH OJBIIIKHA, BIEPBbIE BO3HHUKILIETO OIIYIIEHUS YYalIEHHOTO
cepaeOreHNs UM PA3BUTUS OTEKA KUBOTA WIIM HIDKHUX KOHEYHOCTEH.
Hapywenus co cmoponvl neuenu
[Ipu mnpueme wmokcudIoOKcanmMHa COOOMIANTOCH O ciy4asX (QyJIbMHUHAHTHOTO TemaTHuTa,
MOTEHLMAIBHO MPUBOMSIIIETO K Pa3BUTHIO MEYEHOYHOW HEAOCTATOYHOCTHU (BKIIIOYAs JIeTaJbHbIE
ciydan) (cm. pasgen 4.8.). Ilaumenta cnenyer uHGOPMHpPOBaTH O TOM, YTO B Ciydae

BO3HHUKHOBCHUA H 6I:ICTpOM Pa3sBUTHUH TIPHU3HAKOB U CHUMIITOMOB (by.HBMI/IHaHTHOFO rériaTura,

7



TaKHUX Kak ObICTPO pa3BHBAIOIIASCS ACTEHUS, aCCOLIMUPOBAHHAS C )KENTYXOM, MOTEMHEHHE MOYH,
NOBBIIIIEHHAsT KPOBOTOUYMBOCTh WJIM TEUCHOYHAs SHIedanonaTs, HeoOXoauMo o0paTuThes K
Bpauy, MPEeXIe YeM MPOAODKUTH JeueHne npenaparoM Modnakcus. B ciydae BOSHUKHOBEHHS
MPU3HAKOB HApYIIEHUS (QYHKIMHU MEYEHU CIIeAyeT MPOBECTH (DyHKIHMOHAIbHbIE MEYCHOUHbIE
npoObI/ucciae10Banus GyHKIIUH MTEUSHH.

Cyoopoeu

[IpumeHeHre mpenaparoB XMHOJIOHOBOIO psiia CONPSDKEHO C BO3MOXKHBIM PHUCKOM pa3BUTHUS
cynopor. Ilpenapar Modnakcust crneayeT NPUMEHSATh C OCTOPOXKHOCTBIO Yy TAlMEHTOB C
3a0oneBanuamMu LITHC u ¢ napymenusmu co croponsl LIHC (Hanpumep, MOHMKEHHBIM MOpPOT
CYJIOpO’)KHOM aKTUBHOCTH, CYJIOpPOTH B aHaMHe3€, CHIKEHHE MO3TOBOrO KpOBOOOpalleHus,
MOBPEXKACHUE TOJIOBHOTO MO3Ta WM HWHCYJBT), MPEAPACHONAraloIIMMUA K BO3HUKHOBEHHUIO
CYJIOPOT WJIM CHUYKAIOUIUMH ITOPOT CYA0POKHONU aKTUBHOCTH.

B cmyuae pasButTusi cynopor cieayeT MpeKpaTHTh TEparnuio MOKCHU(IOKCAIIMHOM M TPUHSTH
COOTBETCTBYIOIIIHUE MEPHI.

Hapywenus co cmoponvl siceny00uHo-Kumeuno2o mpaxkma

[Ipumenenue aHTHOAKTEPHAIBHBIX MPENapaToB IIMPOKOTO CIEKTpa JAEWUCTBUSA, BKIOYAs
npenapatr Modnakcusi, CONpsKEHO ¢ PUCKOM Pa3BUTHUS MCEBJOMEMOPAHO3HOIO KOJIUTA. DTOT
JMarHo3 cjeayeT UMEThb B BUIY Y MAalMEHTOB, Y KOTOpPBHIX Ha (hOHE JIeYyeHHs IpernapaToM
Modunakcust pasBuiach TspKenas Juapes. B cioydae mMojo3peHUs WM MOATBEP)KICHUS
MICEBIOMEMOPAHO3HOTO KOJIMTA CIEeLyeT MPEKPATUTh TEPATUI0 MOKCU(IIOKCAIIMHOM U MPOBECTH
COOTBETCTBYIOIIME TepaneBTU4Yeckue MeponpusaTus. IIpemapaTsl, yraerammume nepucTaibTUKY
KUIIEYHHNKA, TPOTHUBOIIOKA3aHbI IPH Pa3BUTHU TSHKEJIOH uapeu.

Hapywenue ¢pynkyuu novex

[TarueHTHl MOKUIIOTO BO3pacTa ¢ 3a00JIEBaHUSIMU TOYEK JIOJDKHBI COOJIOATh OCTOPOYKHOCTH
IpH NpuemMe MOKCHU(]IIOKCalHA, €CIM OHU HE UMEIOT BO3MOXKHOCTH MOTPEOISITh HEOOX0AUMOE
KOJINYECTBO JKUIKOCTH, MOCKOJIBKY 00€3B0’KHBAHUE MOXKET MOBBICUTH PUCK Pa3BUTHS MOYEUHON
HEJ0CTaTOYHOCTH.

Hapywenue 3penus

[Ipy cHUXEHMH OCTPOTHI 3pEHUS WM BO3HMKHOBEHMM IPYIMX CHMIITOMOB, CBSI3aHHBIX CO
3peHHEeM, CIIEeyeT HEMEIJICHHO OOpaTHUThCS 3a KOHCYIbTaIMed K odrambpMosory (cMm. pasjaen
4.8.).

Tayuenmol ¢ muacmenueti gravis

[Tpenapat Modnakcus cieayeT UCHoIb30BaTh C OCTOPOXKHOCTHIO y MAlMEHTOB ¢ MHUACTEHUEH
gravis B CBsI31 C BO3MOKHBIM 000CTpEHHEM 3a00ICBaAHHMS.

Tenounum u paspvlé cyxoxcunus



Ha done tepanuu (ropxuHOIOHAMH, B TOM YHCII€ MOKCH(IOKCAIIAHOM, BO3MOXKHO pPa3BUTHE
TEHJAUHUTA U pa3pbiBa CyXOXKWIUs (IPEUMYIIECTBEHHO aXWJUIOBOI0), MHOTJA JIBYCTOPOHHETO,
y>ke B nepBble 48 yacoB jeueHus. OnucaHspl cilydyan, KOTOPbIE BO3HUKIIN B TEUEHUE HECKOJIBKUX
MECSILIEB IOCTIE 3aBEpIIEHUs JIedeHUs. PUCK pa3BUTHs TEHAMHONATHH MOKET OBbITh HMOBBIILIEH Y
NAlMEHTOB IOXMJIOIO BO3pacTa; BO BpEMsl CHJIBHOW (PU3MUECKOW Harpys3Ku; y HalMEHTOB,
MOJIyYaOIMX JIEUEHUE KOPTUKOCTEPOUIaMH; Y NTALIUEHTOB € II0YEYHOW HENOCTATOYHOCTBHIO WIIN
1ocjie TpaHCIUIAaHTAllMM COJUAHBIX OopraHoB. IIpy mepBhIX cUMHITOMax TEHAMHUTA (HAIIpUMeEp,
00JIE3HEHHBIN OTEK, BOCTIAJIEHNE) HEOOXOIUMO pa3rpy3UTh MOPAKEHHYIO KOHEYHOCTh, U30eraTh
110001 MuIIHEeH (U3MUECcKoi aKTUBHOCTH M 0OPATUTHCS K Bpady 3a KOHCYJIbTAIlMEH U pelIeHueM
0 IIPEKpAaIlEeHUH ITpHeMa aHTUOMOTHKA.

Peaxyuu pomouyscmeumenvnocmu

[Tpu npuMeHeHNH PTOPXMHOJIOHOB OTMEUAIOTCS peakuu (HOTOUyBCTBUTEIbHOCTU. OAHAKO MIpU
IPOBEJCHUN JOKIMHUYECKUX W KIMHUYECKUX MCCIEJI0BAaHUM, a TakXe IpU NPUMEHEHUU
MOKcH(]IIOKCallMHa B MTPAKTHKE HE OTMEUYAIOCh PEaKIHii (POTOUyBCTBUTEIBHOCTU. TeM He MeHee,
NAlUEHTHl, MoJlydarouue mpenapaT Moduiakcusi, JO0JKHBI M30eraTth BO3JEHCTBUS IPSAMBIX
COJIHEYHBIX Jy4el U yIbTpa(HoIeTOBOrO CBETA.

Jleuenue unghexyuil, evizeannvix wmammamu Staphylococcus aureus, pesucmenmuvivu K
memuyunnuny (MRSA)

He pexoMenayercss mpuMeHATh MOKCH(IIOKCAITUH TSI JIeUeHUsT MHPEKIuH, BeI3BaHHBIX MRSA.
B cnyuae mpenmosiaraemMblx WM TOATBEPXKACHHbIX MHGeKUud, BbI3BaHHBIX MRSA, cnenyer
Ha3HAYUTh JICUEHUE COOTBETCTBYIOIIMMHU aHTHOAKTEpHAIbHBIMU MpenapaTaMu (cM. paszaen 5.1.).
Bnuanue na nabopamopmvie noxazamenu

CriocoOHOCTh MOKCH(JIIOKCAllMHA TMOAABIATh POCT MHUKOOAKTEpPUH MOXET CTaTh NPHUUYMHON
B3aUMOJICHCTBUS IN Vitro Mokcuduiokcaimia ¢ TectoM Ha Mycobacterium spp., mpuBozsiero k
JIO)KHOOTPULIATEIbHBIM pe3yJibTaTaM IMpU aHaiIu3e OOpa3IOB MAlMEHTOB, KOTOPHIM B ATOT
NepuoJl MPOBOJUTCS JIeUeHUe npenaparoM Moduakcusl.

Ilepughepuueckasn netiponamus

VY nmanueHToB, KOTOPHIM MPOBOAMIIOCH JIeYeHHE (PTOPXUHOIOHAMHU, BKJIIOYAsi MOKCH(IOKCAIMH,
ONHMCAaHbl CIly4al CEHCOPHOM WJIM CEHCOMOTOPHOW TOJUHEHPOINATHH, TMPUBOIALIEH K
napecTe3ny, TUNECTe3UH, IU3ecTe3uu uiau ciaboctu. [lanMeHToB, KOTOPBIM MPOBOAUTCS
JedeHue mpemnapatoM Moduakcus, clieyeT MpeaynpeauTb 0 HEOOXOAMMOCTH HEMEIJIEHHOIO
oOpamieHuss K Bpaudy Mepes NMPOJODKEHHEM JIeUeHHs] B Clydae BO3HHUKHOBEHHUS CHMIITOMOB
HeHponaTuy, BKIIOYAIOMIKX 00JIb, AOKEHHUE, TOKAIBIBAHUE, OHEMEHHE UJIH CJIa00CTh (CM. pasen
4.8.).

Ilcuxuueckue paccmpoticmea



Peakiuu co CTOpOHBI TICHXHKH MOTYT BO3HUKHYTH Ja)Xe IIOCIe TIEPBOTO TPUMEHEHUS
(TOPXMHOIOHOB, BKIIOYas MoOKcH(pIokcauuH. B odeHb peakux ciiydasx JAerpeccus WIn
MICUXOTUYECKUE PEAKIIMH MPOrPECCUPYIOT JO BO3HHKHOBEHHS CYHMIMJAIBHBIX MBICTICH U
MIOBEJICHHS C TEHACHIIUEH K CAaMOMOBPEXKICHHUIO, BKIIFOUYAs! CYUIIUAATbHBIC TIOMBITKA (CM. pa3zel
4.8.). B cmyuae pa3utus at00b1x mo0ouHbIX dhdexToB co croponsl [IHC, Bkitouas HapymeHus
NICUXUKH, HEOOXOIMMO HEMEIJICHHO OTMEHHTh TpenapaT Moduakcuss W Hayartb
COOTBETCTBYIOIIYIO Tepanuio. B 3THX ciydyasx peKOMEHIyeTCsl MEepPeHTH Ha Tepaluio JIPyruM
AHTHUOMOTUKOM, OTIMYHBIM OT (PTOPXMHOJIOHOB, €CIIM 3TO BO3MOXKHO. HeoOxoaumo cobmoaarsb
OCTOPOXKHOCTh TpPHU TNPUMEHEHUHM npenapata Modakcus MalMeHTaMHd C TICUX03aMU W/WIU
NCUXUATPUICCKUMU 3a00JICBaHUSIMUA B aHAMHE3E.

OcnodicHeHHble 8OCNAIUMeNbHbLE 3A001€8AHUSL OP2AHO8 MAL020 MA3d

[Tpumenenne npenapara Moduakcus B popme TabIETOK A IpUeMa BHYTPb HE pPEKOMEHTyeTCs
y TAaUEHTOK C OCIIO)KHEHHBIMH BOCTAJIUTEIBHBIME 3a00JIEBaHUSMUA OPTaHOB MAJIOTO Tasa
(HampuMep, CBSI3aHHBIMU C TyOOOBapHaIbHBIMU WJIM Ta30BBIMH a0CLIECCaMN).

Hnpexyuu nonosou cucmemvl

M3-3a mMIMpOKOro pactnpoCTpaHEHUs M pacTyiieil 3a00JeBacMOCTH WHQPEKIUSIMHU, BbI3BAHHBIMU
pesucteHTHOM K (ropxuHoisoHam Neisseria gonorrhoeae, mnpu JIeYeHHWH MAIMEHTOB C
BOCTIAJIUTEIFHBIMH 3200JIEBaHUSIMA OPTaHOB MaJoOro Ta3a He CIeAyeT MPOBOJUTh MOHOTEPAITHIO
MOKCH(IIOKCAlIMHOM, 3a WCKIIOYCHHEM CIydyaeB, KOrJa TPUCYTCTBHE PE3UCTEHTHOH K
dropxunononam N. gonorrhoeae uckioueHo. Eciiu HeT BO3MOKHOCTH HCKITIOYHUTH MIPUCYTCTBUE
pesucTeHTHOH K ropxuHononam N. gonorrhoeae, He0OXOAUMO PEUIUTh BOMPOC O AOTOJTHEHUN
OMIOUPUYECKON Tepanuu MOKCH(IOKCAIMHOM COOTBETCTBYIOIIMM aHTHOMOTHKOM, KOTOPBIN
akTuBeH B oTHoIeHuu N. gonorrhoeae (mampumep, 1ehaoCcnopuH).

[Tpr OTCYTCTBUM YIIyYIICHUS KIMHHYECKUX CHMIITOMOB TOCNie 3 JIHEH JICUCHHS, TepaIuio
CIIEyeT MePEeCMOTPETb.

JHucenuxemus

Kak u B ciyudae ¢ 1pyruMu (PTOPXHUHOJIOHAMH, TIPU TPUMEHEHUN MOKCU(IIOKCAIIMHA OTMEYAIOCh
W3MCHEHHE KOHIICHTPAIMW TJIFOKO3bI B KPOBH, BKJIIOYAs THIIO- W rumnepriukemuio. Ha ¢one
Tepanmuy MOKCH(IOKCAIIMHOM JTUCTIMKEMHS Yalle BO3HUKAJA y TMAIIMEHTOB TOXHIIOTO BO3pacTa
U TAIMEHTOB C CaXapHBIM JHA0ETOM, MOTYYArOIINX COIMYTCTBYIONIYIO TEPAIUI0 EPOPATEHBIMU
TUTOTJIMKEMUYECKUMH TIpernapaTamMu (HampuMep, MpernapaTaMu CyJlb(QOHUIMOUYEBUHBI) WU
uHcynuHOM. Ilpu mpuMeHeHHH MOKCUQIOKCAllMHA Yy TaKWX IMAalMeHTOB BO3PACTaeT PHCK
Pa3BUTHSI TUTIOTIIMKEMUH, BILIOTH JI0 THITOTIUKEMHYECKOW KoMbl. HeoOxonnmo nHGOpMUpOBaTH

MMallMEHTOB O CHMIITOMAaX I'HIIOTJTIMKEMHUHN (CHYTaHHOCTB CO3HAHUA, TOJIOBOKPYKCHHUC, «BOJTIHI
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amnreTuT, TOJIOBHAs OO0JIb, HEPBO3HOCTb, OLIYLIEHHE CEpALEOMEHUs WIN Yy4YallleHUEe ITyJbCa,

0JIeTHOCTD KO>KHBIX TIOKPOBOB, HCHIApUHA, JIPOKb, CIIa00CTBD).

Ecnu y manuenTta pa3BUBaeTCs THIIOTIMKEMHES, JISHAlIeMy Bpady HEOOXOJMMO CaMOCTOSITEIbHO

OPUHATH pELIeHHe O IpeKpalleHuu/3ameHe Tepanuu. Ilpu  mnpoBeneHMM — JieyeHUs

MOKCH(]DJIOKCALIMHOM Yy MAaLlMEHTOB IMOXHJIOTO BO3pPAcTa € caxapHbIM JHAa0ETOM, PEKOMEHyeTCs

THIATEIbHBI MOHUTOPUHI KOHLIEHTPALIUH TJIFOKO3bI B KPOBH.

Hedpuyum 2nroxo30-6-ghocpamoezuopocenasvi

[TauMeHTsl ¢ JOUarHOCTUPOBAHHBIM JEe(DUIUTOM TIJHOK030-6-(pocdarnernaporeHaspl HiIu

HAJINYMEM €ro B CEMEITHOM aHaMHe3€ CKJIOHHBI K Pa3BUTHIO F€MOJIMTHUECKUX PEAKIIUNA BO BpeMs

TEepanuy XWHOJIOHaMH. TakuMm 00pa3oM, JaHHBIM TalMEeHTaM CIEAyeT MNPUMEHSTH

MOKCHU(IIOKCALIUH C OCTOPOKHOCTBIO.

Cneyughuueckue ocnodicHennvie UnGeKkyun Koxcu u noOOKONCHOU KIemuamru

He noka3zana xiauHu4eckas 3(pQeKTUBHOCTb MOKCH(IIOKCALIMHA B JIEYCHUU TSIKENBIX 0XKOTOBBIX

UHQEKIHiA, pacuuuTa U CHHIpOMa THa0ETHYECKOH CTOIBI C OCTEOMHUEITUTOM.

Hnumenvnvle, auwarowue mpyoocnocooHocmu U NOMEHYUANIbHO Heobpamumvle Cepbe3Hble

HedcenamenbHvle peakyuu

Coobmanoch 0 ciay4asx UIMTENbHBIX (MPOJODKAIOUIMXCS MECSIbl WM TOJbl), JIMIIAIOUINX

TPYJAOCIIOCOOHOCTH M TOTEHUUAIbHO HEOOpAaTUMBIX CEPbE3HBIX IMOOOYHBIX peaKIusX,

3aTparuBalOIIMX pa3iuyHble (MHOTAA M HECKOJIbKO) CHCTEMbl OpraHusma (OHOpHO-

JIBUTATENIbHBIA amnmapar, HEpBHYIO CHCTEMY, TNCHUXHUYECKOE COCTOSIHHE M OpraHbl 4yBCTB), Y

NalMEeHTOB, MPUHUMAIOIINX XUHOJOHBI M (PTOPXUHOJIOHBI BHE 3aBUCHUMOCTH OT MX BO3pacTa U

yK€ CyHlecTBYIOIUX (akTopoB pucka. IIpy BO3HMKHOBEHHWH TEPBBIX MPU3HAKOB WIH

CUMITOMOB JIIOOBIX CEPbE3HBIX HEXKENATENbHBIX PEaKUMi MprueM MOKCU(IIOKCAallMHA CIEAyeT

HEMEJUIEHHO MPEKPaTUTh, MALMEHT JOJKEH 0OpaTUTHCS 3a KOHCYJIbTallMeH K JieyalieMy Bpauy.
eTH

Tak kak HeNb3sl MOJHOCTHIO MCKIIOUUTH PHUCK TMOPaKEHHS XPSIIEBBIX 30H pOCTa KOCTEH y

pebeHKa, TpUMEHEHHE MOKCU(]IOKcanmHa Yy JeTel | MOAPOCTKOB miamme 18 et

MPOTUBOMNOKAa3aHo (cM. pasaen 4.3.).

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JICKAPCTBEHHBIMHM MpenaparaMH H JApyrue BHIbI

B3aMMO/AEHCTBUA

[Ipy OAHOBPEMEHHOM MPUMEHEHUH C AaTEHOJOJOM, PAaHUTUIMHOM, KaJIbLIUHCOAEPKALIUMU

no0aBKaMH, TEOQWIIMHOM, IMKJIOCIIOPUHOM, KOHTPALENTUBHBIMHU CpEACTBAMHM JIs INpHEMa

BHYTpb, TJIMOCHKIAMHUIOM, HWTPAKOHA30JIOM, JWTOKCHHOM, MOpP(GHUHOM, NpoOeHenn10M

(TOATBEP)KACHO OTCYTCTBHE KIMHUYECKH 3HAYMMOTO B3aWMOJICHCTBHUSA C MOKCH(IIOKCAIIMHOM)

KOPPEKIMH JI03bI HE TpeOyeTcs.
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Mokcugaokcaud  cienyer MNPUMEHATh C  OCTOPOXKHOCTbKO —HAalMEHTaM, IOJy4arolluM
IIpenapaTsl, KOTOPbIE CHMXKAIOT KOHLEHTPALMIO KalKsl B IJIa3Me KPOBU (HalpuMmep, NETIEBbIE U
TUA3UJHbIE TUYPETUKHU, ClaOUTEeNbHbIe, KOPTUKOCTEPOUabl, ampoTepuunH B), umu npemaparsl,
IPHUEM KOTOPBIX MOXKET BbI3bIBATh KIIMHUYECKU 3HAUUMYIO OpaauKapauo.

[Ipenaparsl, yamngsromue uarepsait QT

Crnenyer yuuTbIBaTh BO3MOXKHBIM  agiuTUBHBIA 3(dexr yamuHenus wuHTepBama QT
MoOKcH(IIOKCallMHa W JAPYTHX TMpenapaToB, KOTOpPbIE BIUSAIOT Ha yaiauHeHue uHTepBama QT.
BcnenctBue ogHOBPEMEHHOTO NPUMEHEHHST MOKCH(IIOKCAllMHA M IMPENapaToB, BIHUSIOMINX Ha
ynnuHenue uaTepBana QT, yBenndymBaeTcsi pUCK pa3BUTHS HKETYJOYKOBON apUTMHHM, BKIIOYAs
noJTMMOPQHYIO KeyJ0YKOBY0 Taxukapauto (torsade de pointes).
[IpoTuBONOKa3aHO OJHOBPEMEHHOE IPHUMEHEHUE MOKCU(IIOKCALMHA CO  CIEAYIOIIHUMU
npernapaTamiy, BIMAIOLMMY Ha yaJuHeHue uarepsaia QT:
® aHTHAPUTMUYECKHE TpenapaTsl knacca A (XMHUAWH, TUAPOXUHUINH, TU3ONMHPAMHI H
ap.);
® aHTHapUTMUYECKHe npenapathl kiacca Il (amuomapoH, cotanon, godeTuima, noyTHINA
 1p.);
e HeiiponenTuky (HEeHOTHA3HH, TUMO3U, CEPTHHION, TAIOTIEPHIOI, CYIBTONPHU U JIP.);
® TPULMKIMYECKUE aHTHIECIPECCAHTHI;
® aHTUMUKpPOOHBIE Tmpenaparhl (cnap@OoKCalyH, 3PUTPOMUIMH (B/B), NEHTAMUJIMH,
IPOTUBOMAJIIpUITHBIE TIPENapaThl, 0COOEHHO rajioaHTPUH, CAKBUHABHUD);
® AHTUTHMCTaMUHHBIE Npenapatsl (TepdeHaanH, aCTeMHU305, MU30JIACTHH);
e Jpyrue (Uu3anpuja, BUHKaMuH (B/B), Oenpuani, 1udeMaHun).

AHTaHI/II[HI)IC CpeACTBA, INIOJJUBUTAMUHBEI U MUHCPAJIbI

[Tpuem MokcudIOKCalMHa OJHOBPEMEHHO C AHTAIlWJIHBIMH CPEICTBAMH, TOJIMBHTAMHUHAMHU U
MHUHEpaJlaMl MOXXET TPUBOJWUTH K HApPYIICHWIO BCACHIBAHWS MOKCH(]IIOKCAIMHA BCIEICTBUE
00pa30BaHUs XeJIaTHBIX KOMIUIEKCOB C MHOTOBAJIEHTHBIMU KaTHOHAMH, CO/IEPKAIIMMUCS B 3THX
npenapatax. B pesynbraTe KOHLIEHTpalus MOKCH(]IIOKcallMHA B IJIa3Me€ KPOBHU MOXKET OBITh
3HAYUTEIBHO HIDKE JKelaeMoil. B CBsI3M ¢ 3TUM aHTalUAHBIE Mpenaparhbl, aHTUPETPOBUPYCHBIE
npenapatsl (HampuMmep, IWIAHO3MH) W Jpyrue TpenapaTthl, COJepKallie MarHuid WiH
QTIOMUHUH, CyKpaibpar W Ipyrue Tpenaparsl, COACpKallhe XKele30 WU IMHK, CIeIyeT
OpUMEHATh HE MeHee 4YeM 3a 44yaca J0 WiIM uepe3 4 dyaca Imocie IpUeMa BHYTPb
MoKkcH(pIokcanuHa.

Bapdapun

[Ipy ONHOBpPEMEHHOM TPUMEHEHUH C BappapuHOM MPOTPOMOMHOBOE BpeMs U JpYrHe

napaMeTpbl CBEPTHIBAHUS KPOBH HE U3MEHSIOTCS.
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H3MeHeHne 35aYeHus MEXKIYHAPOIHOI0 HOpMaan3oBaugoro otgomenust (MHO)

VY manueHToB, NOTYYaBIIUX aHTUKOATYJISHTH OJTHOBPEMEHHO C aHTUOMOTHKAMHU, B TOM YHUCIIE C
MOKCH(IIOKCAIMHOM, OTMEYAIOTCSl CIIy4ad I[OBBIIIEHUS AHTUKOATYJISILMOHHON aKTHMBHOCTH
IPOTUBOCBEPTHIBAIOLIMX IpenapaToB. MakTopaMu pUCKa SBISIOTCA HAJIMYME MHQPEKIMOHHOIO
3a0oseBaHus (M COIyTCTBYIOIIMH BOCHAJIMTENbHBIM Ipolecc), Bo3pacT U oO0IIee COCTOSHUE
nanuenTa. Hecmotpst Ha To, 4TO B3aMMOAEHCTBUS MEXKIAY MOKCH(IOKCALIMHOM U BaphapUHOM
HE BBISBJICHO, Y TMAlMEHTOB, MOJYYAIOMIUX OJHOBPEMEHHO JTH Ipenaparsl, HEOOXOIMMO
npoBouTh MoHUTOpHHT MHO M mnpu HeoOXO0AMMOCTH KOPPEKTUPOBATh 03y HEMPSIMBIX
AHTUKOAryJIIHTOB.

JINrokcuH

Mokcudaokcaiud M JUIOKCMH ~ HE  OKa3blBAalOT  CYIIECTBEHHOIO  BJIMSHUSA  Ha
(bapMaKkOKMHETHYECKHE MapaMeTpbl Jpyr jpyra. IIpy mOpUMeHEeHMH TOBTOPHBIX 103
MOKcHU]IIOKCAIIMHA MaKCUMaJIbHAsl KOHIEHTpalus B 1ia3Me KpoBH (Cmax) AUTOKCHHA B TUIa3Me
KPOBH yBenWuMBanach npuOmmsutensHo Ha 30 %, mpu 3TOM 3HAYEHHWE IUIOMIATH T10J]
(apMaKOKMHETHUECKON KpUBOM «koHUeHTpauusa-Bpems» (AUC) u MUHHMaIbHasi KOHIIEHTPALUs
JUTOKCHHA HE U3MEHSJIHCh.

AKTHBHPOBAHHBIN YIOJb

[Tpu 0THOBPEMEHHOM MPUMEHEHUH aKTUBUPOBAHHOTO YISl U MokcHduokcanuHa B go3e 400 mr
BHYTPh CHCTEMHasi OMOJOCTYIHOCTh MOKCH((DIIOKcalluHa cHUxkaeTcsi Oonee yem Ha 80 % B
pe3ynbTare CHIDKEHUsT ero abcopbumu. B ciaydae mepemo3upoBKH — MPUMCHECHHE
AKTUBUPOBAHHOTO YIJISI Ha paHHEW CTaJud BCAChIBaHUS TPEMATCTBYET JalbHEHIIeMY
MOBBIIICHUIO CUCTEMHOTO BO3CHCTBHSI.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD M JAKTALMS

bepemeHHOCTD

be3zomacHocTh MpuMeHeHUsT MOKCH(IOKCAIIMHA BO BpeMsi OEpPEMEHHOCTH HE YCTAHOBJICHA, U €T0
MPUMEHEHHE TPOTHUBOMOKA3aHO.

B  goknumHWYecKMX ~ HWCCIeNOBaHUSAX ~Oblla TOKa3aHa PEMpPOAYKTHBHAS  TOKCHYHOCTb.
[ToTeHMambHBIA PUCK IS YETOBEKA HEU3BECTEH.

JlakTanus

Kak u npyrue GpTOpXHHOJIOHBI, MOKCU(DIOKCAIIMH BBI3BIBACT TOBPEXKICHUS XPSIIEH KPYITHBIX
CyCTaBOB Yy HEJIOHONICHHBIX XUBOTHBIX. B NOKIMHHYECKHUX HCCIICIOBAHHUSAX YCTAaHOBJICHO, YTO
HEOOJIBIIOE KOMUYECTBO MOKCH(IIOKCAIIMHA BBIJCIACTCS B TPyJHOE MOJIOKO. [laHHBIE O €ro
NPUMEHEHUH Yy JKCHIIUH B TMEPUOJ TPYAHOTO BCKAPMIIMBAHHUS OTCYTCTBYIOT. llosTomy

Ha3HauYeHHE MOKCH(IIOKCALIMHA B IEPHOJ I'PYIHOTO BCKapMIIMBAHUS TPOTHBOIIOKA3aHO.
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4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMH

HccnenoBanust BIUSHUS MOKCHU(IIOKCAIIMHA HAa CIIOCOOHOCTh K YIPABJICHUIO TPaHCIOPTHBIMH
CpeICTBAMHU M MEXaHM3MaMHU HE MPOBOAMIUCH. TeM He MeHee, MpPHUEM MalUeHTaMu
AHTUOMOTHKOB (PTOPXMHOJIIOHOBOTO psifa, BKIIOYash MOKCHU(DIOKCAIIMH, MOXET MPUBOAUTH K
CHIDKEHHMIO CITOCOOHOCTM K YHPAaBJICHUIO TPAHCIIOPTHBIMU CPEICTBAMHM WJIM MEXaHH3MaMU B
cBsa3u ¢ peakuusamu [{THC (x nmpumepy, rooBOKpy>KEHHE), NMPEXOASIIEH NOTepel 3peHus win
KpaTKOBPEMEHHOU TmoTepel co3HaHus (0OMopok) (cMm. pazaen 4.8.). IlanueHThl TOKHBI OBITH
OpEeIynpexaeHbl O BO3MOXHOCTH Pa3BUTHS TMOJOOHBIX peakuuid Mpu IPUMEHEHUU
MOKcH(]IIOKCcalMHa 10 TOTO, Kak MPHUCTYNaTh K YIPABICHUIO TPAHCIOPTHBIMH CPEICTBAMH,
MeXaHU3MaMH.

4.8. HexkennaTeibHbIE peakunu

Pesrome mpoduisg 6e3onacHoOCTH

Jlanuple O  HEONArompusITHBIX  PEAKLUSAX, 3apETUCTPUPOBAHHBIX IPU  NPUMEHEHUU
Mokcu(pmokcanmaa 400 Mr  (BHYTpb, TpH  CTyleHYaTol Tepanmuu (B/B  BBEICHHE
MOKCH(]JIOKCAallUHA € TMOCHEAYIOIIMM IPUEMOM BHYTPb) M TOJBKO B/B), MOJIYYEHbl U3
KIMHAYECKUX HMCCIICNOBAaHUH M MOCTPETHCTPALMOHHBIX HAOMIOJCHUN (bl0eNeHbl KYPCUBOM).
HeOnaronpusTHble peakiyy, NepedrcIeHHbIe B IPYIIE «4acTO», BCTPEYAIUCh C YACTOTON HIKE
3 %, 3a HCKIIFOYCHUEM TOIIHOTHI U JIHAPEH.

TabnmuHoe PE3IOME HEXKENATCIIbHBIX PeaKIINl

YacToTra BCTpEeUaeMOCTH OIpeAesieHa CIeAyIonuM o0pa3om: odeHb yacto (= 1/10), dgacro
(or>1/100 mo < 1/10), meuacto (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000),
oueHb penko (< 1/10000), gacrora Hew3BecTHa (MCXOAS M3 HMEIONIMXCS MaHHBIX YaCTOTY
BO3HUKHOBEHHUSI ONPEICIUTh HEBO3MOXKHO). B mpemenax KaxIoll Tpymmbl YacTOTHI
BCTPEUAEMOCTH HEXEIIATSIBHBIX PEaKIUi YKa3aHbl B TOPSIKE YMEHBIICHUS CEPhE3HOCTH.

HexenaTenbHBIE pEaKIUU CTPYNIHPOBAHBI B COOTBETCTBHUU C TOPSJAKOM Ha OCHOBaHUH

cucTeMHO-opransbix kiaccos (COK).

COK Yacro Heuacro Penxo Ouenb penko Yacrora
Hen3BecT-

Ha

Wndexnuu n | Cynepus- - - - -
AHBa3UU dexrumy,

BbI3BAHHbBIE
PE3UCTEHT-

HbBIMH
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OaKkTepHsIMU
WM rpudamu,
K  IpuMepy,
KaH/Iu103

IIOJIOCTH pTa

W
BaruHaJIbHbIN
KaHJIUJ03

Hapymenus - AHemus N3menenue [ToBbilIeHHE
CO CTOPOHBI JlelikoneHus | KOHUEHTpa- KOHLEHTpaluu
KpOBU U Hetitpomne- 11701 npoTpomMOuHa/
mumparndec- HUs TpoMOoIIa- | yMEHbILIEHUE
KOW CHCTEMBI Tpomboru- CTHHA B | MHO

TOTIEHHUS I1a3Me KpoBU | Aepanynoyu-

TpomOor1u- mo3s

TEMHUS Tanyumonenus

Y nuHenue

pOTPOMOU-

HOBOTO

BpeMeHu/

YBEJINYEHHE

MHO
Hapymenns - Annepruuec- | Anadunax- AHadunakTu-
CO  CTOPOHBI KM€ peakuu | THYecKue/ yeckuit/aHagu-
VMMYHHOU Koxwnbiii 3yn | anagunax- JTAKTOUTHBIN
CUCTEMBI KoxHas cbinbp | TOUIHBIE ook (B TOM

KpanuBHuna | peakuuu qucie

Do3uHou- AHTHMOHEBpO- | MOTEHLIUAIBHO

A THYECKUHI YIPOKAOIIUN

OTEK, AKHU3HN)

BKJIIOYast OTEK
ropTaHu
(moteHIu-
aJBLHO

yTpoXKaro-
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TN )KU3HU)

OHJIOKpUH-
HBIC

HapyILICHUS

Cunopom
HeaoekeamHou
cekpeyuu
anmuouypemu-
yecKoeo

2OPpMOHA

Hapymenus
Meradoim3Ma

U IIUTaHUA

I'mnepiunu-

IIEMUST

['uneprau-
KEeMUS
I'uniepypu-

KEMUs1

I'nmornukemus
I'unornukemmu-
yeckas KoMa
Tsoxemas
TUIIOTJINKEMHUS,
BILJIOTH bifo)
pa3BUTHS
THIIOTJIUKEMH-
YeCKOH  KOMBI,
0COOEHHO y
MMaIneHTOB
ITOKUJIOTO
BO3pacTa,
MMaIeHTOB c
caxapHbIM
MadeToM,
MIPUHUMAIOTIIAX
nepopagbHbIE
TUIIOTJTUKEMH-
YeCKHUe
npenaparsl HIA

WHCYJIMH

[lcuxuuec-
KUe

HapymeHus ™

TpeBox-
HOCTb
IIcuxomo-
TOpHas
TUTIEPAKTUB-

HOCTB/

DOMo1Ho-
HaJIbHAS
NnabUIBLHOCTh
Henpeccus (6
OueHb pPeoKUX

Cyyasnx

Henepconanu-
3aIust
ITcuxornuec-
KHE  peaKiuu
(nomenyuanvro

NnpoA6IAIo-

Hepgo3s-

HOCTb
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AKATALUS

B803MOIHCHO
noeeoerue ¢
menoenyueu

K camonoe-

wuecst 8
noeeoenuu c
menoeHyueu K

camonospesic-

pedrcoenuo, O€eHUI0, MAKOMY
maxkoe  Kak | Kaxk
cyuyuoans- cyuyuoaIvbHole
Hble  MbICIU | MbICTU unu
unu CyuyuoanbHovle
cyuyuoans- NONbIMKU)
Hble
NONbIMKLL)
INammronuna-
812078
Hapymenue
aMATH
Henupuii
Hapymenns I'onoBHas [Tapecre3us/ | ['unecresus I'unepecresus
CO  CTOpOHBI | 60JIB J3eCTe3us Hapymenus
HEPBHOM I'onosoxkpy- Hapyuenuns 0O0OHSHUS
cucTeMbI™* KEHHE BKYCOBOM (BKITIOUAs
YyBCTBUTEIb- | aHOCMHUIO)
HOCTH ATunu4dHbIe
(BkiItO4Yasi B | CHOBHJICHUS
oueHb peaknx | Hapymenne
ciyqasx KOOpJMHa-
areB3uIo) JA0% 051
CnyranHocTh | (BKIHOYAst
CO3HaHMUS U | HapylIEeHUE
NE€30pUEHTA- | MOXOJKH
s BCIIEJICTBUE
Hapymenus TOJIOBOKPY-
CHa KEHUs  WIn
Tpemop BEPTHUTO, 8
Bepruro OUeHb pPeoKux
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COHJIMBOCTE

CYYasAx
sedywyue K
mpasmam 8
pe3yiomame
naoexus,
0CcobeHHO Y
nayueHmos
HOJMHCUNO20
603pacma)
Cynoporn ¢
pa3IMYHBIMH
KIIMHHYEC-
KAMH
MPOSIBIICHUS-
Mad (B TOM
gucie «grand
maly»
MIPUMAIKH)
Hapymenns
BHUMAaHUS
Hapymenus
peun
AMHe3us
[Tepudepu-
Yyeckast

HeWponaTus u

MOJIMHEUPO-

naTus
Hapymenns Hapymienns Ceerobos3up | [Ipexonsimas
CO  CTOPOHBI 3peHus, noTepsi  3peHHs
opraHa BKJIIOYAs (ocobenHo  Ha
3peHus . JUIUIONHNIO U ¢done peaxumii

HEYETKOCTh
3PUTEIILHOTO

BOCIIpHATUSA

co CTOPOHBI
ITHC)
Yeeum u
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(ocobenHO ocmpast
TP PEaKIIHSIX 08YCMOPOHHSA
CO  CTOPOHBI MPAHCUNTIOMU-
[HHC) Hauusl
PpaoysicHoll
0007104KU
Hapymenus - - IITym B ymax -
CO  CTOPOHBI Vxynuenue
oprana ciyxa ciyxa,
u nabupunra* BKJTFOYAs
TIIyXOTY
(0OBIYHO
obpatumoe)
Hapymenus Y mmHeHue Y nnuHenue Kenynouko- | Hecnerudu-
CO CTOPOHHI | HHTEpBaja WHTEpBaJa BbIE YecKue
cepama** QT y | QT TaxuapuTMUU | ApUTMUH
nareHToB ¢ | Ourymenue (torsade  de | [Horumopgnasn
CONyTCTBYIO- | cepaieoue- pointes) HCENYOOUK0BAS
e TUIIO- | HUA maxuxapous
KajaueMuen Taxukapaus Ocmanosxka
Oubpus- cepoya
s (npeumywecm-
npecep i 6EHHO y JUY C
CreHokapus npeopacnona-
earouumu K
apummusam
COCMOSTHUAMU,
maxumu Kax
KAUHUYECKU
3HauUMast
bpaouxapous,
ocmpast
uwemusl
Muoxapoa)
Hapymenus - Bazogmmara- | O6mopox Backynut
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CO  CTOPOHBI us [ToBbilIeHHE
cocynoB** apTepuab-
HOT'O
JTaBJICHUS
CHuxenue
apTepuaib-
HOT'O
JIaBJICHUS
Hapyuienus - Opplika - -
CO  CTOPOHBI (BrITIOYAst
JIbIXaTeIbHOMN acTMaTuyec-
CUCTEMBI, KHe
OpraHoB COCTOSIHUS])
IrpyaHON
KJIETKH u
CpenoCcTeHus
Kenynouno- | TomHoTa Camwxennbii | [ucdarus -
KHILEYHbIE PBota anmneTuT u | Cromatut
HapyLIECHUS bommn B | CHJKEHHOE IIceBnomem-
obnacTu norpebieHue | OpaHO3HBIN
SNUTACTPUS U | NUIIU KOJIUT (B
6o B | 3amnop OUYEHb PEIKUX
KHUBOTE Hucnencus ciyqasix
Huapes Merteopuszm acCOIUHUPO-
lactposHTe- | BaHHBIN c
puT  (KpoMe | yrposKarouu-
9PO3UBHOIO MU YKU3HU
racTpOdHTE- | OCJIOKHEHUS-
puTta) MH)
[ToBbiIeHNE
aKTUBHOCTH
amMwiassl B
1a3Me KpoBH
Hapymenus [ToBbimienne | Hapymenus Kenryxa Dynomunanm-
CO  CTOPOHBI | aKTUBHOCTH byHKIUN I'ematut HbIU  2enamum,
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MeYCHU U | «IIeYeHOY- MIeYCHH (mpeumy- HOMEHYUATLHO
JKETYEBBIBO- | HBIX» (BKITIOUAS IIECTBEHHO npuBoOAWUL K
JSIIMX MyTed | TpaHCAMUHA3 | MOBBIIICHUE | XOJECTATH- JHCUZHEY2PO-
B 1a3Me | akTUBHOCTH YeCKUil) arcarouyet
KpOBH JaKTaTae- NeyeHOYHOl
TUIPOTEHA3bI Hedocmamou-
B ria3me HoCcmu
KpPOBH) (exarouas
[ToBbiIEeHNE JlemanbHble
KOHIICHTpAa- ucxoovt)
107041
OounnpyOuHa
B iasme
KpOBH
[ToBbiIeHUE
AKTUBHOCTH
ramma-
LTy TaMHT-
TpaHchepasbl
B ia3me
KpOBH
[ToBbiIeHHE
AKTUBHOCTH
HIEJIOYHOU
dbocdarazsr B
1a3Me KPOBH
Hapymenus - CyxocTb - bynnesnvie oroll
CO  CTOPOHBI KOXH KOJICHblE
KOXH u peaxkyuu,
TOJTIKOYKHBIX Hanpumep,
TKaHEeH CUHOPOM
Cmueenca-
Jiconcona unu
MOKCU4eCcKull

onuUdepMaib-




Hblll  HEKPOIU3
(nomeHyuabLHO

onacHvll ons

JHCU3HU)
Hapymenus ApTtpanrus TennuauT Paspuigvi Paboomuo-
CO  CTOPOHBI Muanrus [ToBbiienue | cyxoorcunuii U3
MBIIIEYHOH, MBIIIEYHOTO | APTPUT
CKEJIETHOM U TOHYyCa u | Hapywenus
COETUHUTEIb cyJioporu NOX0OKU
HOM TKaHU™ Mpieunas ecieocmaue
c1abocThb NOBpeNCOeHUs.
ONnopHo-
o0guzamenbHou
cucmemul
Ycunenue
CUMNMOMO8
muacmeHuu
gravis
Purnanocts
MBIIIIIT
Hapymenus Jecuopama- | Hapymenue - -
CO  CTOPOHBI yus byHKIIUU
MOYEK u (8v136aHHAS MOYeK
MOYEBBIBO- Oouapeeil uu | (BKIIOYast
JTIHAX Ty TeH YyMeHbule- MTOBBIIICHHUE
HueMm npuema | COlep KaHus
Jrcuoxocmu) a3zoTa

MOYEBUHBI B
KpOBHU u
KpeaTHHHHA)
[Toueynas
HEJ0CTaTOY-
HOCTb (B
pe3yabTaTe

Jeruapara-
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U, 91O
MOJXKET
MPUBECTH K
MOBpEX/IE-
HUIO  TIOYEK,
OCOOGHHO Yy
MAIUCHTOB
TIOKUIIOTO
BO3pacTa  C
panee
CYIIECTBO-
BaBITUMU
HapYIICHHUSI-

MU QYHKIIUU

MTOYEK)

OO6mue Peakiuu B | Obwee Ortek - -
HApYIICHUs] U | MECTe HedoMo2aHnue
peakiuu B | HHBEKIUN/ Hecneyugu-
MecTe uHpy3un yeckas 00y
BBeAEHUA* Tosviuennoe

nomoomaoe-

Jlenue

Dneoum/

mpombodghne-

oum e mecme

unghyzuu

* B oueHb peNKMX CiIy4asX I[P TPUMEHEHWH XHHOJIOHOB U (TOPXMHOJOHOB, HWHOTAA
HE3aBUCHUMO OT HCXOJHO MMEKIMXCA (PaKTOpOB pUCKa, OBUIA 3apETUCTPUPOBAHBI JITUTEIHHO
COXpaHSOMHMecs (10 HECKOJBKUX MECSIEB WIH JIET), WHBAIUIW3UPYIONINE U TIOTCHIIMAIBHO
HeoOpaTUMbIE Cephe3HbIe TMOOOYHBIC pEaKIMM Ha IMpermapaT, 3aTparvBarollue HECKOJIbKO, a
WHOT/Ia 1 MHOXECTBO, KJIACCOB CHCTEM OPraHOB M OPraHOB UYBCTB (BKJIIOUas TaKUE PEaKIIMH,
KaK TEHIWHWUT, pa3pblB CYXOXXWUJIMS, apTpairusi, 00jib B KOHEYHOCTSX, HapyIICHHWE MOXOJKH,
HelponaTHH, CBSI3aHHBIE C MApeCTe3UsIMH, JENPEccusi, MOBBIIICHHAs] YTOMIIIEMOCTh, HapyIlIeHHE

namsITH, HapyIIeHUs CHa, a TaKKe HapyILIeHMs CIIyXa, 3peHus, BKyca U 0OOHSIHMA) (CM. pasnen

4.4.).
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** 'V manueHToB, MOTy4YaBIIUX (PTOPXUHOJIOHBI, OBUTM OTMEYCHBI CIyYad Pa3BUTHS aHEBPU3MBI
" pacCIOCHHA a0pThl, MHOr A OCJIIOKHCHHBIX Pa3pbIBOM (B TOM 4YHCJIIC C JICTAJIbHBIM I/ICXOI[OM), a
TaKXe PerypruTalii/HeA0CTaTOYHOCTH JIF00O0T0 KianaHa cepaua (cM. pasaen 4.4.).

YacToTa pa3BUTHS CICAYIOIINX HEXKENATEIBHBIX PEaKIUi ObLIa BBIIIC B TPYIIE, MOTYYaBIICH
CTYNICHUYATYIO TePAIHIO:

YaCcTO — MOBBIIICHNE AKTUBHOCTH TaMMa-TIIyTaMUITpaHc(epassl B Ii1a3Me KPOBH;

HCYACTO — KCIIYJOUYKOBBIC TaxuapuTMuH, CHMKCHUC ApTCPHUAIIBHOIO  OAaBJICHUA, OTCKHU,
IICEBJOMEMOPAHO3HBII KOJIUT (B OYEHb PEIKUX CIydyasX aCCOLMMPOBAHHBIA C YIPOKAIOLIUMU
YKU3HHU OCJIOKHEHUSMH), CyJIOPOTH C PA3JIMYHBIMH KIMHUYSCKUMH MPOSBICHUSMH (B TOM YHUCIIC
«grand maly npunamKu), TAUIONWHAIMK, HapylleHHe (QYHKIUK [OYCK, IOYeyHast
HEOOCTAaTOYHOCTDh (B pe3yibTaTe ACTHApaTaliii, 4YTO MOXKCT IMPUBCCTH K IOBPCKIACHUIO IMOYCK,
0COOEHHO y TMAIMEHTOB IIOKWJIOTO BO3pacTa C paHee CYNIECTBOBABIIMMHU HApYyUICHUSIMHU
(GYHKIUM 110YEK).

[Tocne Tepanuu ApyrumMu GTOPXUHOJIOHAMH OBUIM OTMEUCHBI Cleayronme mooounbie 3 (HEKTsI,
KOTOpbIE MOTYT TaKK€ BO3HHKAThb TPH JICYCHUU MOKCHU(DIOKCAIIMHOM: TIOBBIIICHHOE
BHYTPHYEPEITHOE JIaBJICHUE (moOpokavyecTBeHHAsI BHYTpHYEpEITHAS THIIEPTCH3HS,
MCEeBAOOMYXO0JIb T'OJIOBHOI'O M03Fa), TUIICPHATPUEMHA, THICPKAIBIUCMUA, TCMOJUTHYCCKAA
aHEeMUs, pCaKInn q)OTOHYBCTBI/ITeJ'II)HOCTI/I.

Co001IeHns 0 m0I03PEBAEMBIX HEXKEIIATEIBHBIX PEAKIIMIX

BaxHo coo0marh 0 TM0J03pEBAEMBIX HEXKENAaTeAbHBIX pEAaKLUUsAX IOCIe pPEerucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ IeJIbl0 00ecTedeHns] HeIPepbIBHOTO MOHUTOPUHIA COOTHOILICHHS
«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAaM pPEKOMEHAYEeTCs
co001IaTh O JIIOOBIX IOJ03PEBAEMbIX HEXKENATeIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOIEHHUS O HEeXKEJIaTeNIbHBIX PeakIUsIX TOCyIapCcTB — YICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI03a.

Poccuiickaa ®@eoepayus

109074, r. MockBa, CriaBsiHCKasl TUIOIIaab, 1. 4, cTp. 1

®denepanbHas city:x0a 1o Haa30py B cdepe 3ApaBOOXpaHEeHHUs

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

Anpec s1. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHUMOTOMBI
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HmeroTcst orpaHUYEHHBIE JaHHBIE O TIEpeI03UpOBKe MOKcH(IokcanHa. He oTMeueHo Kakux-
1160 m000UHBIX 3P (HEKTOB IpH MPUMEHEHHH MOKCH(pIoKcanuHa B 103¢ 10 1200 M 0JHOKpaTHO
u o 600 mr B Teuenne 10 nueit u 6oee.

Jleuenue

B cnyyae mepeno3upoBKU CEIyeT OPUEHTHPOBATHCS HA KIMHHYECKYIO KApTUHY M MPOBOIMUTH
CHUMIITOMAaTUYECKYI0 mojiepxkuBaomyto tepamuto ¢ DKI-monutopunrom. [Ipumenenue
AKTUBHPOBAHHOTO YyIJs cpa3dy TMOCie IMpUeMa BHYTPh MOXKET IOMOYb MPEIOTBPATUTH

YpE3MCPHOC CUCTCMHOC BO3JCHCTBHUE MOKCI/I(l)JIOKcaHI/IHa B CJIy4dac nepcao3upoOBKU.

5. ®APMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoauHaMHYeCKHeE CBOMCTBA
dapmakoTepaneBTUUYECKass TPYINa: aHTHOAKTEpHUAJIbHBIE CpPEICTBA CHCTEMHOTO JICUCTBUS;
MIPOU3BOTHBIC XHHOJIOHA; (PTOPXHHOIOHBI
Koxn ATX: JOIMA14

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)d)eKTbI

Mokcudnokcaiua — OaKTepUIUMIHBIM aHTUOAKTEpUATIbHBIM Ipenapar MIUPOKOTO CIIEKTpa
JeUCTBUS, 8-METOKCU(DTOPXUHOIIOH.

bakrepunuanoe nefictBue MokcudokcanuHa 0OyCIOBICHO MHTHOMPOBAHUEM OaKTepHaTbHBIX
tononzomepas Il u IV, uTo mpuBOIUT K HapyLIEHHIO MPOLIECCOB PEIUIMKAIMHU, penapanud u
Tpanckpunuuu 6mocunTe3a JJHK MukpoOHOI KiIeTKH U, KaKk CIeACTBHE, K THOETH MUKPOOHBIX
KJIETOK.

MunumaibHbIe OaKTEPUITUTHBIE KOHIICHTPAIIMH MOKCH(IOKCAIIMHA B 11€JIOM COITOCTABUMBI C €T0
MUK.

Mexanuzmuvl pezucmenmuocmu

MexaHu3Mbl, TPUBOJAIINE K PAa3BUTHIO YCTOMUMBOCTH K TMEHULMIUIMHAM, IedanocrnopuHaM,
AMUHOTJIMKO3U/IaM, MAaKpOJIMJaM U TeTpalMKIUHAM, HE BIHSIOT Ha aHTHOAKTEPHAIbHYIO
AKTHBHOCTH MOKCH(DIIOKCAIINHA.

[TepexkpecTHO yCTOMYMBOCTH MEXAY STHUMH TPYINIaMU aHTHOAKTEPUATBHBIX TMPENapaToB U
MOKCHU(IOKCAIIMHOM He oTMeuaeTcs. Jlo cux mop Takke He HabIoJalloch CIydaeB IUIa3MHUIHON
ycroitunBoctn. OOIas YacToTa Pa3BUTHS YCTOHYMBOCTH OdeHb HesHaumrtenbHa (107-10710).
Pe3ucTeHTHOCTh K MOKCH(IIOKCAIIMHY Pa3BUBAETCS MEIJICHHO IMTyTEM MHOXECTBEHHBIX MYyTaI[Hil.
MHorokpaTHoe BO3JEHCTBIE MOKCH(IIOKCAIIMHA HA MUKPOOPTaHU3MBI B KOHIIEHTPAILIUAX HIKE
MUK conpoBoxaaeTca Jdillb He3HaYuTeIbHbIM yBenuueHuemMm MMUK. Otmeuarorcst ciyuyau

MEPEKPECTHON YCTOMYMBOCTH K XMHOJIOHaM. TeM He MeHee, HEKOTOPbI€ YCTOMYUBBIE K APYTHUM
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(GTOPXMHONIOHAM  TPaMIIONOXKUTENbHbIE W aHadpOOHBIE  MHKPOOPTaHU3MBI  COXPAHSIIOT
qYBCTBUTEIHHOCTh K MOKCU(IOKCAIIUHY.

YcTaHOBIIEHO, YTO JOOABICHHE B CTPYKTYPY MOJICKYJBI MOKCH(IIOKCAIIMHA METOKCUTPYIIIHI B
nosockeHnun C8 yBelIMYMBAeT aKTUBHOCTh MOKCHU(IIOKCAllMHA W CHIKaeT oOpa3oBaHue
PE3UCTEHTHBIX MYTAHTHBIX IITAMMOB T'PaMIIOJIOXKHUTENbHbIX Oaktepuil. [Ipucoenunenue
OMIMKIOAMUHOBOM TpyIIbl B nojoxeHuu C7 mpeaynpekaaeT pa3BUTUE aKTUBHOTO 3 duitoKca,
MEXaHHU3Ma PE3UCTEHTHOCTH K (PTOPXHHOIOHAM.

MoxkcudiokcanuH in Vitr0 akTUBEH B OTHOIIECHHH IIMPOKOIO CIIEKTPa TPaMOTPHUIATEIbHBIX H
TPaMIIOJIOKHUTEIIBHBIX MHUKPOOPTaHU3MOB, aHa’po0OB, KHCIOTOYCTOMYHMBBIX OakTepuil u
aTMIMYHBIX OakTepuii, Takux kak Mycoplasma spp., Chlamydia spp., Legionella spp., a takxe
OakTepuii, Pe3UCTEHTHBIX K B-TaKTAMHBIM U MAaKpPOJIUIHBIM aHTHOUOTHKAM.

Bausnue na xuweunyio muxpognopy uenosexa

B nByx unccrnenoBaHHsX, MPOBEAECHHBIX C YYaCTHEM JI0OpPOBOJIBLEB, OTMEUAINCh CIEAYIOIINE
U3MEHEHHS KHIICYHOW MHUKPOQIIOPHl TIOCIe TepOopalbHOTO MpHeMa MOKCHU(IOKCAIHA.
Ormeuanoch cHmwkenue konuentparuii Escherichia coli, Bacillus spp., Bacteroides vulgatus,
Enterococcus spp., Klebsiella spp., a rakxke anaspo6os Bifidobacterium spp., Eubacterium spp.,
Peptostreptococcus Spp. Ty u3MeHeHus ObUIH OOpaTUMBIMH B TE€YEHHE IBYX Heaenb. TOKCHH
Clostridium difficile ne o0HapyxeH.

Tecmupoeanue wyscmeumenrbHOCMuU in Vitro

Cnexktp aHTHOAaKTepUAIbHONH aKTUBHOCTH MOKCH(QIIOKCAllMHA  BKJIOYAET  CIEAYIOLIUE

MUKPOOPTraHU3MBI:
YyBcTBUTEIbHBIE YmepenHo- PesucrenTubie
4YyBCTBUTE/IbHBIE
I'pamnosioxkuTeIbHBIE

Gardnerella vaginalis - -

Streptococcus pneumoniae* | - -
(BKJ'IIO‘-IaSI HITaMMBI, yCTOﬁqHBBIe

K TNCHUIUWIUIMHY, W MITaMMBI C

MHO>KE€CTBEHHOU
PE3UCTECHTHOCTHIO K
AHTHOMOTHKAM), a TaKXe

[ITAMMBI, YCTOHYMBBIE K IBYM
uiau 0oJjiee aHTHOMOTHKAM, TAKUM

Kak NEeHUIWUINHEI (MUK
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> 2 MKr/MmI), 1e¢anocIopuHbI
Il mokonenus (manpumep,
negypokcum), MaKpOJIUIB,

TETPALUKINHBIL, Cylib(ameTokca-

3011 + TPUMETONPUM

Streptococcus pyogenes | - -
(rpynma A)*
I'pymma  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
(4yBCTBUTEIIbHBIE K (pe3ucTeHTHbIE K METULIWIUTUHY/
METHULWIUHY IITaMMBbI)* o(JIOKCAIMHY IITaMMBI)
Koaryma3oneratusHbie - Koaryna3oneraruBusie
CTa(pUIOKOKKH (S. cohnii, crapmwiokokku  (S.  cohnii,

S. epidermidis, S. haemolyticus,
S. hominis, S. saprophyticus,
S. simulans), dyBcTBUTENBHBIE K

MCTUIIUJIJIMHY IITaMMBbI

S. epidermidis, S. haemolyticus,
S. hominis, S. saprophyticus,
S.simulans), pe3ucTeHTHBIE K

MCTUIHWJUIMHY IITaAMMBI

Enterococcus
(TONBKO
YYBCTBUTCIIBHBIC
BAHKOMUIIUHY

TeHTAMUIIUHY )

faecalis*

IITaMMEI,

K

n

Enterococcus avium*

Enterococcus faecium*

I'pamoTpunarenbHble

Haemophilius influenzae
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(BKITIOUAS ITaMMBI,
POy LIUPYIOIIHE u
HENpOAYyLUPYIOLIE

[-maxkTamasbr)*

Haemophillus parainfluenzae*

Moraxella catarrhalis (BkItOuas
ITAMMBI, [POAYLHUPYIOIIUE U
HETPOAYLHPYIOIINE

[-maxkramasbr)*

Bordetella pertussis

Legionella pneumophila

Escherichia coli*

Acinetobacter baumanii

Klebsiella pneumoniae*

Klebsiella oxytoca

Citrobacter freundii*

Enterobacter
(E. aerogenes,
E. intermedius,

E. sakazaki)

SPp.

Enterobacter cloacae*

Pantoea agglomerans

Pseudomonas aeruginosa

Pseudomonas

fluorescens

Burkholderia cepacia

Stenotrophomonas

maltophilia

Proteus mirabilis*

Proteus vulgaris

Morganella morganii

Neisseria gonorrhoeae*

Providencia

(P. rettgeri, P. stuartii)

SPP.

AHa3po0bI

Bacteroides

spp.
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(B. fragilis*,

B. distasonis*,

B. thetaiotaomicron*,
B. ovatus*,

B. uniformis*,

B. vulgaris*)

Fusobacterium spp. - -

- Peptostreptococcus spp.* | -

Porphyromonas spp. - -

Prevotella spp. - -

Propionibacterium spp. - -

- Clostridium spp.* -

ATHNINYHBIE

Chlamydia pneumoniae* - -

Chlamydia trachomatis* - -

Mycoplasma pneumoniae* - -

Mycoplasma hominis - -

Mycoplasma genitalium - -

Coxiella burnetii - _

* UyBCTBUTENBHOCTh K MOKCH(IIOKCAIIUHY MOATBEPKIeHA KIMHUYECKUMU JAHHBIMHU.

* IIpumenenue npenapara Modaakcus He pEKOMEHAYETCs IS JeUeHNs MHPEKIHH, BHI3BAHHBIX
MRSA. B cnyuae mpenmnonaraeMbIX WM MOATBEPXACHHBIX WH(pekuii, Bb3BaHHBIX MRSA,
CJIeTyeT Ha3HAYUTh JICICHHE COOTBETCTBYIOIIMMH aHTHOAKTEPHUATHHBIMHU TIPEriapaTaMu.

Jlist  ompeieIeHHBIX ITAMMOB PaclpOCTpaHEHUE TPUOOPETCHHOH PE3UCTCHTHOCTH MOXKET
pa3IMyaThCsA B 3aBUCHMOCTH OT reorpaduueckoro pernoHa M ¢ TeYSHHUEM BpPeMEHU. B cBs3u ¢
OTUM TPH TECTUPOBAHWU UYBCTBUTEIBHOCTH IITaMMa KEJIAaTEeIbHO UMETh MECTHYIO
WH(OPMALIHIO O PE3UCTEHTHOCTH, OCOOCHHO MPU JICYCHUH THKETBIX UH(EKITHIA.

Ecnu y manueHToB, mpoXoAsiuX JieueHrne B cTaimonape, 3Hauenue cootHomenuss AUC/MUKqy,
npeBbimaet 125, a Cmax/MHWKgo Haxonutes B mpenenax 8-10, To 9To mpeanonaraeT KIMHAYECKOe
yiydmeHue. Y amMOyJIaTOpHBIX MAIMEHTOB 3HAYCHHS STHUX CYyppPOTaTHBIX MapaMeTPOB OOBIYHO

menbiie: AUC/MUKgg > 30-40.

IMapametp AUIC* (9) Cmax/MHKago

(cpennee 3HaueHUE)

MUKgo 0,125 mr/n 279 23,6
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MUKgp 0,25 mr/n 140 11,8

MM Ky 0,5 mr/n 70 59

*AUIC — miomaap mox HHruoupyroiei kpusoi (cootrorrenne AUC/MHUKgo)

5.2. @apmakoKHHeTHYECKHE CBOIiCTBA

AOGcopouus

[Ipu mepopanbHOM TpUeMe MOKCHU(IIOKCAIIMH BCACBIBACTCS OBICTPO W MOYTH IOJHOCTHIO.
AGcomoTHas OMOJOCTYITHOCTh COCTaBIsIeT 0Koo 91 %.

dapmakoKHHETHKAa MOKcH(]IIOKcarHa pu nmpuemMe B o3¢ oT 50 mr qo0 1200 Mr ogHOKpATHO, a
takke mo 600 mr B cyTtku B Teuenue 10 gHeil sBisiercs nuHeitHoW. PaBHOBecHoe cocTosiHUE
JIOCTUTAETCS B TE€YCHHE 3 THEH.

[Tocne onHokpatHoro mnpumeneHuss 400 mr MokcugnokcanvHa Cmax B IUIa3ME€ KPOBU
nocturaercs B TedeHue 0,5-4 wacoB m cocrasmser 3,1 mr/m. Ilocme mpuema BHyTpsr 400 mr
MOKcHU(IIOKcanHa | pa3 B CyTKH MaKCHMaJlbHasl 1 MUHUMAJIbHAsS PABHOBECHBIC KOHIICHTPAIIUU
(CsSmax 1 Cssmin) coctasistroT 3,2 mr/i u 0,6 M/l COOTBETCTBEHHO.

[Tpu mpueme MokcHdIOKCallMHA BMECTE C MHUIIEH OTMEuYaeTcsi HEe3HAUUTENbHOE YBEIHMYEHUE
BpeMeHHU AocTkeHHs Cmax (Ha 2 yaca) ¥ He3HaYHTENbHOE CHIXKEHUE Cmax (TpuMepHO Ha 16 %),
OpA 3TOM JUTMTEIBHOCTh BCAachIBaHUS HE u3MeHsieTca. OJHAaKo STH JaHHBIE HE HMMEIOT
KJIMHAYECKOTO 3HAYCHUS, 1 MOKCU(DIIOKCAIIMH MOKHO MTPUMEHSTh HE3aBUCUMO OT TIpHUeMa MUTIIH.

Pacnpenenenne

Mokcudiaokcaiud ObICTPO pacnpezensercs B TKaHAX W OpraHax U CBs3bIBAaeTCs C OelkaMu
IIa3Mbl  KpoBH (TJaBHBIM oOpa3oM, ¢ anbOymMuHamu) mnpumepHo Ha 45 %. OO0bem
pacripeiesieHus COCTaBIAeT MPUOIU3UTENHHO 2 JI/KT.

Bricokne KOHIEHTpamud MOKCH(IIOKCAIIMHA, NPEBHIMIAIOIIAE TaKOBbIE B IUIa3Me KPOBH,
CO3MIAIOTCSl B JITOYHOW TKAaHW (B TOM YHCIIC B OJIUTEIHUATBHOW JKUIKOCTH, aTbBEOJISPHBIX
Makpodarax), B OKOJIOHOCOBBIX Ma3yxaxX (BEpXHEUENIOCTHAas W pelIeT4aThlii JaOUpUHT), B
MOJIMIAX MOJIOCTH HOCA, B 0Yarax BoCHaJIeHHs (B COAEPKUMOM ITy3bIpeil IpH MOpaKEHUU KOXKH).
B uHTEepcTHLIMANBHOM KHUIKOCTH U B CIIOHE MOKCH(IIOKCALIMH ONpe/enseTcs B CBOOOTHOM, HE
CBSI3aHHOM C OenlkaMu BHUE, B KOHIICHTpAIMW BHINIE, YeM B Iuia3Me KpoBH. Kpome Toro,
BBICOKME KOHIIEHTpAIlMA MOKCH(DIIOKCAIMHA OINPENeNIOTCS B TKAHSIX OPraHOB OpIONTHOMN
MOJIOCTH, IEPUTOHEATBHON KHUIKOCTH M JKEHCKHUX TIOJOBBIX OpraHax.

Buorpancdopmarnust

MoxkcudnokcauuH noasepraercss ouotpancpopmannu 2-ii pa3sl U BBIBOAUTCS W3 OpraHU3Ma
MOYKaMH, a TAaKKe Yepe3 KHUIIEYHUK, KaK B HEM3MEHEHHOM BHJE, TaK U B BHUJE HEAKTHBHBIX
cynbdocoenunenuii (M1) wu rmokyporuaoB (M2). Mokcudiokcanud HE TOABEPraeTcs

ouotpancopMalii MHKPOCOMaIbHON cucTteMoil 1uroxpoma P450. MeraGomutet M1 u M2
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MPUCYTCTBYIOT B IIa3M€ KPOBM B KOHLIEHTpALMSIX HIXKE, YeM HUCXOoAHoe coeauHeHue. Ilo
pe3yabTaTaM JOKIMHHUYECKHX HMCCIIEOBaHUN OBUIO JOKa3aHO, YTO YKa3aHHBIE METAa0OJIHMTHI He
UMEIOT HETraTUBHOIO BO3JEHCTBHS Ha OpraHu3M C TOYKH 3peHHS O€30MaCHOCTH U
MEPEHOCUMOCTH.

OJIMMHUHALNS

[Tepuon monysbiBenenus (T'2) mokcudiaokcanuna cocrapisger npumepHo 12 gacoB. CpenHuit
obmmii kimpenc mocne BBeaeHus B jgo3e 400 mr cocraBuser 179-246 mn/muH. [lodeunsiit
KIMpeHC cocTaBiusieT 24-53 mu/MuH. DTO CBUAETENBCTBYET O YAaCTHYHOW KaHAJIBIEBOU
peabcopOIuu MOKCH(IIOKCAITUHA.

bananc Macc MCXOIHOTO COEAMHEHMs] U METa0OIUTOB 2-i (a3pl COCTABISAET MPUOIUZUTEITHHO
96-98 %, uro yKka3bIBaeT Ha OTCYTCTBUE OKHCIUTEIbHOro wmerabonuszma. Oxono 22 %
oxHoKpaTHO# 10361 (400 Mr) BEIBOOUTCS B HEM3MEHEHHOM BHJIE IOYKAMH, OKOJIO 26 % — uepes
KHIIIEYHHUK.

q)aDMaKOKI/IHeTI/IKa Y Pa3anYdHbIX T'PVIIII ITAITMCHTOB

Bospacm, non u smuuueckas npuHaonedcHocmy
[Ipu wuccrnepoBaHuM (PapMaKOKMHETUKHM MOKCH(MJIOKCAMHA Yy MYXYMH M KEHLIIMH ObLIM
BbIsBIIEHBI pa3ianuus B 33 % mno nokaszarensiM AUC u Cmax. BecackiBanue Mokcudguiokcanta He
3aBuceno oT nosa. Pasmuuus B nokaszarensix AUC u Cmax ObUTH 00YCIIOBIEHBI CKOPee pa3HULIEH
B BECE, UEM I10JIOM U HE CUUTAIOTCS KIMHUYECKH 3HAUUMBIMH.
He BpIABIEHO KIMHHUYECKHM 3HAUMMBIX pA3IUyuil (apMakOKMHETUKH MOKCH(IIOKCAlMHA Y
NAIUEHTOB Pa3JIMYHbIX ITHUYECKUX IPYII U Pa3HOTO BO3pacTa.
Iloueunasn nedocmamoynocmo
He BBISIBIICHO CYIIECTBEHHBIX U3MEHEHUH (PapMaKOKMHETUKH MOKCU(IIOKCAIIMHA y MalMEeHTOB C
HapyImeHneM (GYHKIMH modek (BKmodas marmentoB ¢ CK® < 30 mu/mun/1,73 M? mmomanu
MOBEPXHOCTU Tejla) W y TNAIMEHTOB, HaXOJIIIMXCS Ha HENPEphIBHOM TeMOJUAIN3E U
JUINTEJIEHOM aMOyJIAaTOPHOM IEPUTOHEATBHOM JTHAIN3E.
Ileuenounas nedocmamourocmy
He BbIsIBIIEHO CyIIECTBEHHBIX pa3IMuuil B KOHIEHTPAIMU MOKCU(IIOKCAIIMHA B TIa3Me KPOBH Y
NaIMEeHTOB C HapylmeHUsIMUA QyHKIUHN nedeHu (knaccsl A u B no knaccudukanun Yainga-I1sto)
[0 CPaBHEHUIO CO 3IO0POBBIMH JOOPOBOJIbLIAMH W MAIUEHTaAMHM C HOpMajibHOW (yHKUMEH
MEYEHH.

eTu

dapMakOKHMHETHKA MOKCU(DIIOKCAIIMHA y IeTel He N3ydanack.

6. ®APMAIIEBTUUYECKHUE CBOMCTBA
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6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
[emtrono3a mukpokpuctaumyeckast (tum 101)
Kpockapmenno3a Hatpust

Maruus creapat

O00J104YKa IJIEHOYHAS:

I'unpomennosa

Maxporomn-4000

Turtana auokcun (E171)

Kpacurens xene3a okcua kpacHsiil (E172)

6.2. HecoBMecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

5 er.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

[Tpu Temneparype He Bbiie 25 °C, B OpuruHaJIbHOM OJHCTEpE.

6.5. Xapakrep u coepxxkaHue NEPBUYHON YIIAKOBKHU

ITo 5, 7 umm 10 tabnerok B Omucrepe u3 koMOMHMpoBaHHoro marepuana OITA/An/TIBX -
AITIOMUHUEBOU (PObIH.

ITo 1 wnm 2 6muctepa o 5 TabneTok, uiau o 1 6aucrepy no 7 TabneTok, win o 1 6aucrepy mno
10 TabieTok BMeCTe ¢ MHCTPYKLKEH 110 MPUMEHEHHIO IIOMEIAIOT B MaYKy KapTOHHYIO.

na cmayuonapos:

ITo 5, 10, 14, 16 wiu 20 6auctepoB 1o 5 TadbneTok, uiu 1mo 10 6iucTepoB 1Mo 7 TabIETOK, WIH 110
5, 7, 8 wim 10 6nucrepoB mo 10 Tabnerok BMecTe C paBHBIM KOJIWYECTBOM HHCTPYKLMH IO
IPUMEHEHHIO TOMENIAIOT B TAYKy KApTOHHYIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPHM  YHUUYTOXKEHMH  HCIOJIb30BAHHOIO
JIEKAPpCTBEHHOr0  Tpenapara WJIH  OTXOA0B, MOJYYEeHHBIX TOCJe NPUMEHEHHUs
JIEKApCTBEHHOI0 NMpenapara, u Ipyrue MaHUMYJISIHH C MPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSI
CrnoBenus
AO «KPKA, n.1., HoBo mectoy», llImapwemnika necra 6, 8501 HoBo mecto
Ten.: +386 733121 11
dakc: +386 7 332 15 37

Anpec 2. moutsl: info@krka.biz
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7.1. IlpencraBuTeb Aep:KaTesis PerucTPAIMOHHOT0 YA0CTOBEPEeHUA

[Iperen3un HOTDC6I/IT€JICI71 HaIpasJIATH 110 aApECy:

Poccuiickaa ®@eoepayus

000 «KPKA-PYC»,

143500, MockoBckas o0u1., T. Mctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994-70-70

daxkc: +7 (495) 994-70-78

Anpec 21. moutsl: Krka-rus@krka.biz

Beo6-caiit: www.krka.biz

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. JATA MEPBUYHOW PETMCTPALIUU (MOATBEPKIEHUS PETUCTPALIMH,
MEPEPETACTPAIIAN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA
OOmiass  xapakTepucTHKa  JIEKapCTBEHHOro  Impemapata Moduakcuss  J0CTynHa  Ha
UHPOPMALIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HWH(POPMAIMOHHO-

KOMMYHHUKaIMOHHO# cetn «HTepHeT»: https://eec.eaeunion.org.
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