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OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOTO TIPEAAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Yaerpamokc, 400 Mr, KancyJsl.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleiicTByIOIIIEE BEIIECTBO: MOKCH(DIOKCAIIHH.
Kaxxnas xancyna cogepxut 400 mr Mokcudokcanuaa (B BUIE TUAPOXIOPUIA).

BerectBa, HamMuMe KOTOPBIX HAJ0 YYUTHIBATh B COCTaBE JICKAPCTBEHHOIO Iperapara: HaTpHi
(cMm. pasnen 4.4).

[TonHbIi TepeyeHb BCIIOMOTaTeIbHbIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancyner.

Teepapie xenaruHoBble Kamcynsl Ne 00. Kopnyc u  Kpelieuka Karcysbl Oe€oro IiBera,
HEIPO3payHbIE.

Copaep>krMoe Karcyl — CMECh ITOPOIIKA M TPAaHYII OT OEJI0r0 A0 CBETIO-KENITOr0 WM KEITOTO IIBETA.
['panynbl HempaBWIBHOW (OPMBI, Pa3HOTO pa3Mepa, JOMYyCKAaeTCs YIJIOTHEHHE COJASPKUMOTO
KarcyJysl 1o popMe KarcyJibl.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[Ipenapar YnbpTpaMoKc MoKa3aH K MPUMEHEHUIO y B3POCIBIX B Bo3pacte OT 18 jier.

Jns nedyeHuss MH(EKIMOHHO-BOCHAIUTENBHBIX 3a00J€BaHUN, BBI3BAHHBIX YYBCTBUTENIBHBIMU K

MOKCHU(IOKCAIUHY MUKPOOPTraHU3MaMHu:

® HEOCJIO’)KHEHHbIE HH(EKIMH KOXKHU U MOAKOKHBIX CTPYKTYP;

e BHEOOJIbHUYHAs THEBMOHHS, BKJIIOYasi BHEOOJIbHUYHYIO THEBMOHUIO, BO30OYAUTEIIMU KOTOPOIt
ABJIAIOTCA ITaMMBI MUKPOOPTaHU3MOB C MHO>KE€CTBEHHOM PE3UCTCHTHOCTHIO K aHTI/I6HOTI/IKaM*;

® OCIIO)KHEHHbIE HMH(QEKIUU KOXHM U MOAKOXKHBIX CTPYKTYp (BKIHOYash HWHPUIMPOBAHHYIO
Ma0eTHUYECKYIO CTOMY);

® OCJOXHEHHBIE MHTPaablOMUHAIbHbIE MH(EKIIMH, BKIIOYask HOJTMMHUKPOOHBIE HH(EKLIUHU, B TOM
YHUCJIe BHYTPUOPIOIITMHHBIE a0CIIECCHI;

® HEOCJIO)KHEHHBIE BOCTIAIUTEIbHBIC 32a00JIEBaHMsI OPTaHOB MAJIOTO Ta3a (BKIIOYAs CALITUHTUTHI
U SHJIOMETPUTHI).

Jlist nedenust ciaeayromux HHGEKITMOHHO-BOCTIATUTEBHBIX 3a00JIeBaHU MOKCU(DIIOKCAITH MOXKET
MPUMEHSITHCS TOJILKO B KAYECTBE alIbTEPHATUBEI IPYTUM MPOTHBOMUKPOOHBIM Mpenaparam:

® OCTPBIA CHUHYCHT;

e 000CTpeHHE XPOHHYECKOTO OPOHXUTA.

* Streptococcus pneumoniae ¢ MHOXECTBEHHOW PE3UCTEHTHOCTHIO K AHTUOMOTHKAM BKJIFOYAIOT

IITAMMBI, PE3UCTEHTHbIE K MEHUIUINHY, W LITaMMbl, PE3UCTEHTHbIE K JBYM MIH OoJee
aHTUOMOTHKAM M3 TaKuX TPYNN Kak MEeHUIWUIMHBL (IIpY MHMHUMAJIbHOW WMHTHOUpYOIEeH
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TeTPALMKIMHBI U TPUMETONPUM/CYIb(paMeToKca30il.

HGO6XOI[I/IMO IIPUHUMATb BO BHHMAHHUC ﬂeﬁCTBYIOHIHe O(i)I/II_[I/IaJ'IBHBIe PYKOBOJACTBA O IIpaBHJIAX
MMPUMCHCHUA aHTI/I6aKT€pI/IaJIBHBIX CpCACTB.

4.2. Pe:xxuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM o3upoBaHus

Pexomenayemsblii pexxum no3upoBanus Mokcudokcaruaa: 400 mr (1 xarcyna) 1 pa3 B 1eHb.
IIpoooadxcumenvnocms mepanuu

[IpoOoMmKUTENPHOCTD JICUEHUS OIpeesseTcs JIOKaIu3auueil U TSKEeCTblo MHQPEKUHH, a TakkKe

KIIMHUYECKUM 3P dexTom:

® HEOCJIOKHEHHBIC MH(PEKINN KOKHU U MOJIKOKHBIX CTPYKTYp: 7 JHEH;

e BHEOOJbHUYHASI THEBMOHHUS: 00IIast MPOJIOJKUTEIBHOCTh CTYIIEHYATOH Tepanuu (BHYyTPUBEHHOE
BBEJICHHE C MOCJICAYIOIIUM PUEMOM BHYTpPb) COCTaBIsieT 7—14 nHei;

® OCJOXHEHHbIE HWH(PEKIMH KOXH M TMOJIKOXKHBIX CTPYKTYp: OOIIas MPOAODKUTEIBLHOCTD
CTYNEHYAaTONH Tepanuu MOKCU(DIOKCAIIMHOM (BHYTPUBEHHOE BBEACHHE C MOCIEIYIOIINM
IIPUEMOM BHYTpPb) cOCTaBIsieT 7—21 neHb;

® OCJOXHEHHBIC MHTPaaOAOMUHAIbHBIE HH(EKINU: 001Iasi [UIMTEIbHOCTh CTYIIEHYaTON Teparnuu
(BHYTpHBEHHOE BBEJICHHE C MOCIEAYIOIUM IIPUEMOM BHYTpPb) COCTaBIseT S—14 qHei;

® HEOCIIOKHEHHbIE BOCMAIUTEIbHbIEC 32a00JIeBaHUsI OPraHOB MaJoOro Ta3a — 14 nHeii;

® OCTpBIA CUHYCUT: 7 IHEW;

e o0ocTpeHne XpoHuUeckoro Oponxura: 5—10 gHEH.

He CJIICAYCT NMPECBBIIATE PEKOMCHAYCMYIO ITPOAOJIKUTCIIbHOCTD JICUCHUA.

Ilo JaHHBbIM KIIMHHUYCCKUX I/ICCJIGZ[OBaHI/Iﬁ MMPOAOZKUTCIIBHOCTD JICHCHUSA MOKCI/I(i)JIOKCB.III/IHOM B
Karcyjax MOXET JOCTUTATh 21 JCHb.

IIponywennas 0osa

B cnyuae nmpormycka 036l IIpenapaTa €€ clieyeT NPUHAThH B J1000€ BpeMsi, HO He MO3/1Hee YeM 3a 8
4acoB JI0 CJIEIYIOUIEH 3aljlaHnpoBaHHOM 103b1. Eciu 10 cnenytomeil 1036l OCTaeTCsi MEHEE 8 4acoB,
MPONYIIECHHYIO 03y HE CIEAYeT MPUHUMATh, a JECYCHHUE CIIEYET MPOJOKUTh B COOTBETCTBUH C
PEKOMEHIOBaHHBIM TpaduKoM mMpuema Karcyl. He crneayer mpuHUMATh IBOWHBIE O3Bl IS
KOMIIEHCAIIMU MTPONYIIEHHOM.

Oco0nIe T'PpYHIIbI HAIWUCHTOB

Tayuenmul nodxxcunoco 6o3pacma
W3meHeHus pexxrMa J03UPOBaHUS Y TOXKHUIIBIX MMAIMEHTOB HE TpeOyeTcs.
Iayuenmul ¢ nHapywenuem Qynkyuu nevenu

B cBs3M ¢ OrpaHMYEHHBIM KOJUYECTBOM KIMHMYECKHX JAHHBIX NMPUMEHEHHE MOKCHQIIOKCAIMHA
MPOTUBOMNOKA3aHO TMAalMeHTaM C TsDKeJIbIM HapymeHueM ¢yHkuun mnedeHu (kimacc C  mo
knaccupukanuu Yaina-I11pt0) U manueHTam ¢ MOBBIIIEHUEM TpaHCaMuHa3 0ojiee uYeM B IATh pa3
BbIIII€ BEpXHEH rpaHuiibl HOpMBbI. [aninenTam ¢ Jerkoi U cpeiHel CTeNneHbl0 HapyleHUs (YHKIUU
nedeHu (kimacc A wim B mo knaccudukammu Yaitna-I1et0) u3mMeHeHus: pexxuma JO3UpPOBAHUsS HE
TpeOyercs.

Ilayuenmsi ¢ Hapywenuem QyHKYuU novex

VY manueHTOB ¢ HapylleHHeM (PYHKUIMU MoYeK (B TOM YHWCJIE MPU TKENION CTENeHH MOYEHHOMN
HEJIOCTATOYHOCTH C KIMpeHcOM KpeatwHuHa < 30 wmua/mun/1,73 M%), a Takke y MalHEHTOB,
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JMaIn3e, U3MEHEHHSI peKUMa JO3UPOBAHUS HE TPEOyeTCs.
IIpumenenue y nayuenmoes pasiuyHulx SMHUYECKUX ePYNn
W3MmeHeHus pexxrMa 103UpoBaHusl He TpeOyeTcs.
eTu
ITpenapat YiapTpaMOKC IPOTHBOIIOKA3aH y JETEH U MOAPOCTKOB B Bo3pacte 10 18 ser.

DddeKTHBHOCTh M 0€30MaCHOCTh TPUMEHEHHMS MOKCH(IIOKCAIIMHA Y JETed M TOJPOCTKOB HE
yCcTaHOBJIEHBI (CM. pazzen 4.3).

Cnoco0 nmpuMeHeHus

BuyTps.

KaHCYJ'II)I CICOYCT MPOIjaaTeIBaTh HECJIUKOM, HE Pa3XEBbIBATh N HE BCKPBIBATh, 3allMBast 10CTAaTOYHbIM
KOJIMYCCTBOM BO/JIbl, BHC 3aBUCUMOCTHU OT IMMPUCMaA IMUIIH.

4.3. IlpoTuBOMOKA3aAHUS

e [ UnepyyBCTBUTEIBHOCTh K MOKCH(IJIOKCALUHY, APYTUM XHWHOJOHAM, (PTOPXMHOJIOHAM WM K
1r000My U3 BCIIOMOTaTeIbHbIX BEIIECTB, IEPEUUCICHHBIX B pa3zaene 6.1.

e Bo3spact 10 18 ner.

e bBepeMeHHOCTh U TIEpUO/] IPYAHOTO BCKapMitiBaHus (cM. paszen 4.6).

e Hannune B aHaMmHe3e DATOJIOTUMM CYXOXKWIMM, pa3BUBLICHCS BCIEACTBHE JICUCHHS
AHTHOMOTUKAMH (PTOPXHHOIIOHOBOTO Psizia.

e B 0oKIMHMYECKMX M KIMHUYECKUX MCCIEAOBAHUAX IIOCJIE€ BBEIEHUS MOKcH(]IOKcalmHa
Ha0JI01a7I0Ch U3MEHEHHE 3JEKTPO(PHU3MOIOIHYECKUX IapaMeTPOB CEeplld, BbIPAXKABIIUXCS B
ynuaeHud uaTepBaia QT. B cBs3u ¢ 3THM, TpuMeHeHne MOKCH(IOKCAIIHA TPOTHBOIIOKA3aHO
y MalUEHTOB CIEAYIOIUX KaTeropuil: BpOKICHHbIE WJIM IPUOOPETEHHbIE JOKYMEHTHPOBAHHbBIE
yanuHeHus: uHtepBasia QT, 3yeKTposuTHBIE HapylleHUs, OCOOEHHO HEKOpperupoBaHHas
TUMOKAIMEMUS; KIMHUYECKH 3HaunMas OpaJuKapaus; KIMHUYECKH 3HauuMas cepieydHas
HEJ0CTaTOYHOCTh CO CHMKEHHOM (ppakiivell BbIOpoca JIEBOro JKeIyI10uKa; HAINYUE B aHAMHE3€e
HapyILIEHUH PUTMA, COTIPOBOKAABIINXCS KIMHUYECKON CUMIITOMATHKOM.

e MokcuhaoKcauH Helb3sl IPUMEHATh C APYTHMHU MpernapaTaMu, YATUHSIIOMmMUMI uHTepBan QT
(cm. paznen 4.5).

e B cBs3u ¢ OrpaHUYEHHBIM KOJIMYECTBOM KIIMHUYECKUX JAHHBIX MPUMEHEHHE MOKCH(]IIoKcaiHa
POTHBOIOKA3aHO MallMeHTaM ¢ HapymeHueM (GyHKuuu neyeHu (kiaacc C mo kiaaccupuKaiu
Yaitna-1Ip10) 1 manueHTaM ¢ NOBBILIEHHEM TpaHCaMUHa3 0oJiee YeM B MSATh pa3 BbIIIE BEpXHEH
IPaHULbI HOPMBI.

4.4. OcoOble yKka3aHusl M1 Mepbl NPeI0CTOPOKHOCTH NPH NIPUMEHEHUH

[Ipenapat cieayer NpUMEHATH ¢ OCTOPOKHOCTBIO:

e 1pu 3aboieBaHUsAX MeHTpanbHON HepBHOW cuctembl (LIHC) (B T. 4. MOMO3pHUTENBHBIX B
orHomienun BosiedeHus [IHC), npenpacnonararonmx K BO3HMKHOBEHHIO CYIOpPOr U
CHIKAIOIIUX MOPOT CYAOPOKHOW aKTUBHOCTH;

® Y MalMEHTOB C MCUX03aMH U/UJIH C MICUXUATPUUECKUMHU 3a00JIEBaHUSIMU B aHAMHE3E;

¢ y MAllMEHTOB C MOTEHIUAIbHO MPOAPUTMUYECKUMHU COCTOSHUSAMHU (OCOOEHHO Y JKEHIIUH M
NAIMEHTOB MTOKUJIOTO BO3pacTa), TAKUMH, KaK OCTpasi MILIEMUsI MUOKap/Ja U OCTaHOBKA CEPALIA;

® IIpU MHACTEHHUH Zravis;

® y [TALIUEHTOB C LUPPO30M IIEUEHH;

® [IpU OJHOBPEMEHHOM IIPHEME C IpEeNapaTaMy, CHIKAIOIIUMU COJIEP/KaHUE KalKsl B KPOBH;
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® y TMAlMEHTOB C CaxapHbIM JAMAa0ETOM, TIONYYaIOUIMX IEePOPAJIbHBIE THIIOTIMKEMHYECKHE
npenaparsl (HarpuMep, Hpenaparsl Cyab(OHUIMOYEBUHBI) WM HMHCYIUH (BO3pACTaeT PHUCK
pa3BUTHUS TUIIOTJIMKEMHUN);

¢ y NAIMEHTOB IOXKWUJIOIO BO3PACTa, y MALMEHTOB IIOCIE TPAaHCIUIAHTAlMM, a TakKXe IpHU
COIIYTCTBYIOIIEM IPUMEHEHUHM IJIIOKOKOPTUKOCTEPOUIOB (IIOBBIIMIEHHBIH PUCK Pa3BUTHUS
TEHJCHUTOB U pa3pbiBa CyX0XKUIUHN (CM. NYHKT « T€HAMHUT U pa3pblB CYXO0XKUIUAY));

e y TAlMEHTOB C aHEBPU3MOM aopThl B CEMEMHOM aHaMHe3€, WIM Yy [alUEHTOB C
JMarHOCTUPOBAHHOM aHEBPU3MOW a0pPThl M/MIIM PACCIIOEHUEM A0PThI WM MPU HATUYMU IPYTUX
(akTOpPOB pHCKA WM COCTOSIHUH, MPEAPACIIONATAIONINX K Pa3BUTHIO aHEBPU3MBI AOPThHI WIH
paccioeHust aopThl (HampuMep, cuHApoM Mapdana, cunapom Dinepca-JlaHnoca cocyaucToro
TUNa, aprepuuT Takascy, TMraHTOKJIETOUHBIA apTepuuT, Oone3Hb bexdyera, apTepuaibHas
TUIIEPTEH3Us, aTePOCKIIEPO3 (CM. MYHKT «AHEBPU3Ma U PACCIOCHUE A0PTHI»)).

Oco0ble yKa3zaHus

Funepqyecmeumeﬂbﬁocmb

B HekoTOppIX cllydasx yXKe IIOClI€ NEpPBOrO0 IPUMEHEHUs I[Ipernapara MOXKET pPa3BUTHCA
TUIEPYYBCTBUTEIBHOCTh U aJNIEPTUYECKUE PEAKILIUU, O YeM CleAyeT HEMEJICHHO HHPOPMHUPOBATh
Bpaua. O4eHb peKo, AaXKe MOCiie IePBOTr0 MPUMEHEHUS TpenapaTa, aHaQHIAKTHIeCKUEe PeaKuu
MOTYT IPOTPECCUPOBATH 10 YIPOXKAIOMIETO XKU3HU aHa(UIAKTUYECKOro mioka. B aTux ciydasx
JiedeHre MOKCU(IOKCAIIMHOM CIIEeyeT MPEKPATHTh K HEMEJIEHHO Ha4aTh MPOBOANUTH HEOOXOIUMBIE
nedeOHbIe MEPONPUITHS (B TOM YHCIIE IPOTUBOIIOKOBBIE).

Tsorcenvie KOdICHbLE HedcenamelbHble peakyuu

Ha ¢done neuenunss MmokcudnokcanHoM HaOIIOJANNUCh TXKENbIE KOXKHbIE HEKeTaTelbHbIe PEeaKIuu,
BKJIIOYAs TOKCHYECKHH »NuUAepMalibHbIA Hekponu3 (cunapom Jlaitenna), cuaapom CTuBeHca-
JI>KOHCOHAa W OCTPBI T€HEpaM30BAaHHBIN SK3aHTEMATO3HBIN IYCTyse3, KOTOpbleé MOTYT ObITh
OTACHBIMHU JIJIs1 )KU3HU WIH JIeTalbHbIMU (cM. pazzen 4.8). [Ipu Ha3HaueHun nmpenapara, naiueHTam
clieyeT COOOMIMTh O MpPH3HAKaX M CHMITOMAaX CEpPhE3HBIX KOXKHBIX PEAKIMil M TIIATEIbHO
MOHUTOPUPOBATH BO3MOXXHOCTh Pa3BUTHS JaHHBIX PEAKIMW y TalnueHta. B ciydae mosiBIeHUs
MPU3HAKOB U CUMIITOMOB, YKa3bIBAIOIIMX HA OTU PEAKIINH, MOKCHU(IOKCAIIUH CIeAyeT HEMEAIECHHO
OTMEHHUTH U PACCMOTPETH alIbTepHATUBHOE JieueHue. [Ipu pa3BUTHH y MallMeHTa CEPhE3HOMN PEaKIIHH,
HalpuMep, TOKCHYECKOTO ANUAEPMAIBHOTO HEKposn3a, cuHapoma CrtuBeHca-J[)KOHCOHA WU
TeHEepaJIM30BaHHOIO 3K3aHTEMATO3HOro MycTyne3a Ha (OHE NPUMEHEHMs] MOKCcH(]IIOoKcalHa,
JIeYEeHUE ITUM TPENapaToM He CleayeT OObIe BO3OOHOBISATH HU MPU KAaKUX 00CTOATEIHCTBAX.

Hapywenus co cmoponwl cepoya

IIpy npumeHeHMH MOKCH(]IIOKCAllMHA Yy HEKOTOPBIX IMAlMEHTOB MOXKET OTMEYAThCs YAJIMHEHUE
untepBana QT. Mokcudokcalut cieayeT IpUMEHATh C OCTOPOKHOCTBIO Y JKEHIIUH U NAIl[UEeHTOB
MOKUJIOTO Bo3pacTa. I10CKONIbKY MKEHIMHBI 110 CPABHEHUIO ¢ MY)KUYMHAMU MMEIOT OoJiee JTMHHbIHI
unTepBai QT, oHn MOTyT OBbITH O0Jiee YyBCTBUTEIBHBI K MpenaparaM, yuIuHsommM uarepsan QT.
[To>xuiible malMeHThI TaKkKe 0oJiee MOABEPIKEHBI IEUCTBHUIO MPENapaToB, OKA3bIBAIOIIUX BIUSHUE HA
natepBan QT.

VY nnnnenue narepBana QT conpsykeHO C MOBBIIIEHHBIM PUCKOM KENTyI0YKOBBIX AapUTMUIL, BKIIIOUas
MOJIMMOP(PHYIO KENyT0UKOBYIO TaXUKAPIUIO.

Crenens ymmnenus uatepBana QT MoxkeT HapacTaTh C MOBBHIIIEHHEM KOHIIEHTPALMU Tperapara,
MMO3TOMY HE CJIEJyeT MPEBHIIATh PEKOMEHIOBaHHYIO 103y. OJIHAKO y MAlMEHTOB C ITHEBMOHUEH
KOPPEJSINHI MKy KOHIIEHTpaluei MoKCH(IOKCaIllMHA B TUIa3Me KPOBU U y/UIMHEHUEM WHTEpBala
QT otmeueno He Obuto. Hu y ogHoro u3z 9000 mammeHTOB, MOTy4YaBIINX MOKCH(DIOKCAIIMH, HE
O0TMEYAJIOCh CEPJICYHO-COCYAUCTHIX OCIOXHEHHUN U JIETAIBHBIX CIy4aeB, CBA3AHHBIX C yITHHEHHEM
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KCITYJOYKOBBIX apI/ITMI/Iﬁ Y NaoyuCHTOB € NpCApaACIIOIararoniuMu K apuTMUsAM COCTOSITHUSIMU.

B cea3u ¢ samum moxcugnokcayun npomusonokasan npu:

® U3MEHEHUAX 3EKTPO(PU3NOIIOTHUYECKUX MapaMEeTPOB CEp/la, BBIPAKAIOUIMXCS B yUIMHEHUH
untepBasia QT: BpOXKAEHHBIX MM TNPUOOPETEHHBIX JOKYMEHTHPOBAHHBIX YAJUHEHUAX
uHTepBasia QT, 3MEKTPONUTHBIX HAPYIIEHUSX, 0COOEHHO HEKOPPETUPOBAHHON TMIIOKAIHEMUH;
KJIMHUYECKH 3HAaYUMOM OpaauKapauu; KIMHUYECKH 3HaYMMOM cepAeyHON HEeJOCTaTOYHOCTH CO
CHIDKEHHOHM (ppakimeil BbIOpoca JIeBOro JKeNyA04Ka; HAJMYMU B aHAMHE3€ HapyLIICHUH pUTMa,
COINPOBOKAABIINXCS KIMHUYECKON CUMIITOMaTUKOM;

® IIPUMEHEHHUH C JPYrHMH IpernapaTamu, yaauHsonmMu narepsai QT (em. paznen 4.5).

Moxcugnoxcayun cnedyem npumensams ¢ 0CMopOACHOCHIbIO:

® y MalMEHTOB C NOTEHUUAIbHO IPOAPUTMUUECKUMHU COCTOSIHUSIMU TaKMMU KaK OCTpas UIIEMHUS
MHOKap/ia ¥ OCTAaHOBKa CepALa;

e Yy NAIMEHTOB C [IUPPO30M I€YEHHU (TaK KaK y JaHHOW KaTeropuu MalMeHTOB HEJb351 UCKIIOUUTh
pHUCK pa3BuTHs yasuuHeHus untepsaia QT).

Ecnu Bo BpeMs JiedeHHsT MOKCH(DIOKCAlMHOM BO3HMKAIOT IMPU3HAKM HApyLIEHHUs pUTMa CEpALa,
JICYCHHUE CIICYeT IPEKPATUTh U cJienaTh deKTpokapauorpammy (OKT).

Anespusma u paccioenue aopmul

[To maHHBIM AMUAEMUOJIOTHYECKUX HCCIEIOBAHUNA COOOIANOCh O MOBBIIIEHHOM PHUCKE Pa3BUTHUS
aHeBPU3MBI AOPTHl M PACCIOCHMSI AOPTHI MOCIE NPUMEHEHHUS (PTOPXHUHOJIOHOB, OCOOEHHO Y
MAIMEHTOB MOKUIIOTO BO3pacTa. B ¢Bsi3u ¢ 3THM, TOPXUHOIOHKI CIIEIYEeT TPUMEHSTH TOJIBKO TTOCIE
THIATENLHON OIIEHKH COOTHOILEHUS MOJb3a-PUCK U PACCMOTPEHHS OPYTMX BapUaHTOB TEPANUU Y
MalMEeHTOB C aHEBPU3MOW aOpPTHI B CEMEHHOM aHaMHe3€, WM Y MAIMEHTOB C JIMarHOCTUPOBAHHOM
aHEeBPU3MO AOpPThl W/WJIM PACCIOCHHUEM aoOpThl WIM MPH HAIMYUU JIPYruX (aKTOpPOB PHCKa MU
COCTOSIHMM, TPEAPACIIONaraliuX K pPa3BUTUIO AHEBPU3MBI AOPThl WJIM PACCIOCHHS aO0PThHI
(manpumep, cunapom Mapdana, cunapom Dnepca-Jlannoca cocyaucToro Tuma, aprepuuT Takascy,
TUTAaHTOKJICTOYHBIA apTepuuT, Oojie3Hb bexuera, aprepuanbHas TUIEPTEH3Hs, aTepockiepos3). B
cllydae MOsBICHUS] BHE3AIMHON OOJM B JKMBOTE, TPYIU WU CIIUHE MAIlUEHTaM CleAyeT HEMEIJIEHHO
00paTUTHCA K Bpauy B OT/IEJICHUE HEOTIIOKHOUM MTOMOIIIH.

Hapywenus co cmoponwl neuenu

[Tpu mpreme MOKCH(IIOKCAITTHA COOOIIATIOCH O CITydasx (PyJIbMHHAHTHOTO T€IIaTUTa, TOTCHIIHATHHO
MPUBOJIAIIETO K Pa3BUTHUIO TEUEHOUYHOH HEIOCTATOYHOCTH (BKIOYAs JIETalbHBIE clydau) (CM.
paznen 4.8). [lanuenTa cienyer UHPOPMUPOBATH O TOM, YTO B ClIydae BOSHUKHOBEHHS U OBICTPOM
Pa3BUTUU MPU3HAKOB U CUMITOMOB ()YJIbMHUHAHTHOTO TEMATUTA, TAKUX KaK OBICTPO pa3BUBAIOIASCS
ACTCHUSA, aCCOUMHUPOBAHHAA C X(CHTYXOﬁ, MOTCMHCHHUEC MOYH, IMOBBINICHHAs KPOBOTOYUBOCTL HWJIH
MeYeHOYHas dHile(anonarus HeoOX0IMMO OOPATUTHCS K Bpauy, MPEX/Ie YeM MPOJAOJKUTE JeUeHUE
MoOKcHu(IOKcalluHOM. B ciiydyae BO3HUKHOBEHHS TPU3HAKOB HApYIIEHUH (QYHKIIMHU NE€YEHU CIeAYyeT
mpoBecTy (YHKIIMOHATBHBIE IEYEHOUHbIE MPOObI/UccIeoBaHNs (PYHKIIUN TIEUYCHHU.

Cyoopoeu

[IpuMeHeHHe mpenapaToB XWHOJIOHOBOIO pslla CONPSIKEHO C BO3MOMKHBIM PUCKOM PpPa3BUTHUSA
cyaopor. MokcuiaokcaluH cienyeT IpUMEHSITh ¢ OCTOPOKHOCTBIO y NAIIEHTOB ¢ 3a00JI€BaHUAMU
IHHC u c¢ napymenusmMu co cropoHsl [IHC (Hampumep, HMOHMKEHHBIH IMOPOT CYIOPOKHOU
aKTUBHOCTH, CYJOpPOTM B aHaMHe3€, CHI)KEHHE MO3IOBOIO KpOBOOOpAIIeHUs, MOBPEXKIECHUE
TOJIOBHOTO MO3Ta MM HHCYJBT), MPeIpacroyiaralolMMU K BO3HHUKHOBEHHUIO CYAOpPOr WU
CHWKAIOIMMH ITOPOT CYJIOPOXKHON aKTUBHOCTH.

B CJIydac pa3BUTHUA CyHopor CJICAYCT IPCKPATUTHL TCPAIIUIO MOKCI/I(I)J'IOKCEII_II/IHOM U TPHUHATH
COOTBCTCTBYIOIIME MEPHEI.
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Hapywenus co cmoponwl scenyodouno-kuuieuno2o mpakma

[IpumeHeHne aHTHOAKTEPHANBHBIX MpPENapaToB MIMPOKOIO CIEKTpa JeMCTBUSA, BKIIOYAs
MOKCHU(DIIOKCAIMH, COMPSKEHO C PUCKOM Pa3BUTHUS MCEBJOMEMOPAHO3HOTO KOJIHUTA. DTOT JTUATHO3
CIIEAYeT UMETh B BHly Y MALMEHTOB, Y KOTOPBIX Ha (pOHE JeUEHHsS] MOKCH(DIOKCALIMHOM pa3BUiIach
TsKenas nuapes. B ciydae mogo3peHHs WM MOATBEPXKIIECHHUS ICEBJOMEMOPAHO3HOTO KOJHTA,
CIIEAyeT TPEKPaTUTh TEPamuil0  MOKCHU(IIOKCAIIMHOM, H  TPOBECTH  COOTBETCTBYIOIHE
TepaneBTUUecKue Meponpuatus. llpemaparel, yrueraromue INEpUCTAIBTUKY  KHUIICYHHKA,
IIPOTUBOIIOKA3aHbI IIPU PA3BUTUH TSKEIION JUAPEH.

Hapywenue ¢pynkyuu nouex

Iloxuinbie MMalMCHTBI C 3a00JIeBaHUSIMH I10YCK JOJIXKHBI CO6JIIOI[3.TB OCTOPOKHOCTL IIPU HNPUCMC
MOKCI/I(bJ'IOKcaI_II/IHa, €CJIM OHM HE€ HUMCHOT BO3MOKHOCTHU HOTpe6J'IHTI) HCO6XO,I[I/IMOC KOJIMYECTBO
KHUOKOCTHU, IMOCKOJIbKY 00€3BOKMBAHHE MOJXKET IIOBBICHTh PUCK  PaA3BUTHA MOYCYHOM
HCJOCTAaTOYHOCTH.

Hapywenue spenus

[Tpu cHWXEHUM OCTPOTHI 3PEHUS MIIM BO3HUKHOBEHUH JIPYTUX CHMIITOMOB, CBSI3aHHBIX CO 3PEHUEM,
CIIeIyeT HEMEIJICHHO 00paTUThCS 3a KOHCYJ/IbTanuei kK odraismosiory (cMm. pasaen 4.8).

Muacmenus gravis

MoxkcudaokcanuH ciaenyeT HCIoJIb30BaTh ¢ OCTOPOKHOCTHIO Yy MAIIMEHTOB ¢ MUACTCHHEH gravis B
CBSI3H C BO3MOXKHBIM 000CTpeHHEeM 3a00JIeBaHUS.

Tenounum u paspvlé cyxoxucuius

Ha ¢one tepanuu (TOpXHMHOJIOHAMH, B TOM 4YHCJIE MOKCU(IIOKCAIIMHOM, BO3MOXKHO DPa3BUTHE
TEHJMHUTA U pa3pblBa CyXOKWINS (IPEUMYIIECTBEHHO AXWIJIOBOI0), HHOI/IA IBYCTOPOHHETO, YKe
B niepBble 48 yacoB JeueHus. Onucansl Cilydan, KOTOPbIE BO3HUKIIM B TEYEHHE HECKOJIBKUX MECSLEB
IOoCJie 3aBeplIEHUs JiedeHUsl. PUCK pa3BUTUS TEHIMHONMATUU MOYKET OBbITh MOBBILIEH Y MOXKMIIBIX
NAIMEeHTOB, BO BpeMs CWIbHOM (PM3MYECKON Harpy3ku, y MalUEHTOB, MOJYYalOIIUX JIeYEHUE
KOPTUKOCTEpPOUJaMH, y MalMEeHTOB C MOYEYHON HEJOCTATOYHOCTHIO WJIM IOCIE TPAHCIIAHTALUN
COJNMIHBIX opraHoB. [Ipy mepBBIX CHUMITOMax TEHAUHHUTA (HampuMep, OOJE3HEHHBI OTeK,
BOCHAJICHUE) HEOOXOAMMO pa3rpy3UTh IMOPAKEHHYIO KOHEYHOCTb, H30eratb 00N JIUIIHEH
¢u3nvecKoil aKTUBHOCTU M OOpaTUTHCS K Bpauy 3a KOHCYJbTAaLMEH M peleHHeM O MpeKpalleHuu
aHTHOMOTHKA.

Peaxyus opomouyscmeumenvnocmu

[Ipn npuMeHeHUU (TOPXMHOJIOHOB OTMEYAIOTCS peakuuu (HoTouyBCTBUTENbHOCTU. OJHAKO MpuU
[IPOBEACHUN JOKIMHUYECKUX M KIMHUYECKUX MCCIECIOBAaHUM, a TaKKe IpU IPUMEHEHHUU
MOKcHU(pJIOKCallMHA B MPAKTUKE HE OTMEYaJoCh peaklnil (OoTOUyBCTBUTEIBHOCTH. TeM He MeHee,
MAIMEHThl, MOJyYarolue MOKCU(IOKCAIINH, JOKHBI M30erath BO3JACHCTBUS MPSIMBIX COJIHEYHBIX
JIy4el U ynbTpa(uoIeTOBOrO CBETa.

Ocnooicrennvle socnanumeinvtvie 3a001e6anus opeanoe majloco masa

[Ipumenenue npenapata B (opMe Karcyn JUlsi IpUeMa BHYTPb HE PEKOMEHJIyeTCs Yy MaIlMeHTOK C
OCTIO’KHEHHBIMH BOCTIAJTUTEILHBIMU 3a00JI€BaHUSIME OPTraHOB Majioro Ta3a (Harmpumep, CBI3aHHBIMHU
¢ Ty0OOBapHaILHBIMU WJTH Ta30BBIMU abcIieccamu ).

Jleuenue unghexyuu, 6vizeannvix wmammamu Staphylococcus aureus, pe3ucmeHmHuIMU K
memuyuniuny (MRSA)

He pekomeHayeTcss HCIOAb30BaTh MOKCH(IIOKCAIIMH Ui JieueHHss HWH(EKIUH, BBI3BAHHBIX
mrammamu  Staphylococcus aureus pesuctentHsiMu Kk Metuimuninay (MRSA). B ciyuae
NpeAnoiaraeMblX WM TOATBEPXKACHHBIX HH(MEKIHA, BbI3BaHHBIX MRSA, cieayer Ha3HAYUThH

6



COOTBETCTEYET 3Kl
__IZIT‘IE-'I'-'. 1517
JIEYEHHE COOTBETCTBYIOIIUMH aHTHOAKTEPUATLHBIMH menapa'TEan/i"fgﬁfjdﬁ%&%E &/ ICTh 0001)

Jlabopamopnvie mecmoi

CrocoGHOCTh  MOKCH()IIOKCAIMHA TMOAABISATh POCT MHKOOAKTEPHl MOXET CTaTh MPUYNHOM
B3aUMOJICHCTBHUs IN Vitro mokcudiokcanuua ¢ Tectom Ha Mycobacterium spp., npuBojsmero
JIO)KHOOTPHUIIATENBHBIM PEe3yJbTaTaM IPH aHaIH3e 00pa3loB MAMEHTOB, KOTOPHIM B 3TOT MEPHO/
MPOBOUTCS JICICHHE MOKCU(IOKCAITUHOM.

Tlepughepuueckas netiponamus

VY manueHToB, KOTOPBIM IMPOBOAWIOCH JieUeHHE (TOPXMWHOJIOHAMH, BKJIOYash MOKCH(DIOKCAIUH,
OIMCAaHBI CIIy4au CEHCOPHOW MJIM CEHCOMOTOPHOM MOJMHEHpOnaTHH, MPUBOASILIEH K MapecTe3usim,
THIIECTEe3UsIM, JHM3ecTe3ussM wiu  crnaboctu. [lanmeHTOB, KOTOPBIM MPOBOIUTCS JICYCHHE
MOKCHU(DIIOKCAIIMHOM, CIIeyeT IPeayNpeaUTh 0 HEOOXOAUMOCTH HEMEIJIEHHOT0 00pallieHus K Bpauy
nepel IpoAOKEHUEM JIEUEHUsI B ClIydae BOSHUKHOBEHHS CUMITOMOB HEMpONATUH, BKIIOYAOIIMX
0011b, JOKEHHE, MOKAJIBIBAHUE, OHEMEHHE HJTH C1aboCTh (cM. pasnen 4.8).

Icuxuueckue paccmpoticmea

Peakiium co CTOpOHBI TICHXMKHM MOTYT BO3HHUKHYTh JaK€ TIOCJI€ [EPBOrO TMPUMEHEHUS
(TOPXMHOJIOHOB, BKJIOYas MOKCHQIIOKcCAIMH. B odYeHb penkux ciaydasx ACIpeccHs HIu
MICUXOTUYECKUE PEAKIIUU TIPOTPECCUPYIOT 10 BOBHUKHOBECHUS CYUITHIATBHBIX MBICJICH U MOBEICHUS
C TEHACHIIUEH K CaMOIIOBPEXKICHHIO, BKIIIOYAs CyUIIHAAJIbHBIE TTONBITKHU (cM. paszaen 4.8). B cimydae
pa3Butus JOObIX TOO0OUHBIX 3(dexToB co croponsl I[[HC, Bkmoyas HapylieHHs] TCHUXHKH,
HE0OX0IMMO HEMEUICHHO OTMEHHUTh MOKCH(DIIOKCAIIMH ¥ HA4aTh COOTBETCTBYIOIIYIO Tepamuio. B
ATHX CIIydasiX PEKOMEHIYETCS IEpPEHTH Ha Teparnuio JAPYrMM aHTHOMOTHKOM, OTJIIMYHBIM OT
(TOPXWHOJIOHOB, €CJIM ATO BO3MOXHO. HeoOxoaumMo cobioaTh OCTOPOKHOCTh TIPU TIPUMEHEHUHT
MOKCH(]JIIOKCAallMHA TMAIMEHTaMH C TCUX03aMH HW/WIU C TMCUXHATPUYCCKHMMHU 3a00JICBAaHUSMH B
aHaMHe3e.

Hnghexyuu nonosoii cucmemol

N3-3a mMpoOKOTO pachpoCTpaHEHUsT W pacTylieid 3a0ojieBaeMOCTH WH(MEKIHMSIMH, BBI3BAHHBIMH
pesucteHTHOH K (QropxuHononam Neisseria gonorrhoeae, mnpu JeYeHHH TMAIMEHTOB C
BOCTIAJIUTEIHHBIME 3a00JICBAaHUSMH OPTaHOB MAJIOTO Ta3a HE CIEAyeT MPOBOJUTH MOHOTEPAITHIO
MOKCU(JIOKCAIIMHOM, 32 HCKJIIOYEHHEM CIIy4aeB, KOIrJla MPHUCYTCTBUE PE3UCTEHTHOM K
dropxunoionam N. gonorrhoeae uckimodeno. Eciu HET BO3MOYKHOCTH HCKITIOUHTH MPUCYTCTBHUE
pesucteHTHON K (propxurononam N. gonorrhoeae, HEOOXOAUMO PEIINTH BOMPOC O TOMOJHEHUH
AMIUPHUYECKON TePAITUH MOKCH(IOKCAIIMHOM COOTBETCTBYIOIIIUM aHTUOMOTUKOM, KOTOPBI aKTUBEH
B otHorreHun N. gonorrhoeae (Hamnpumep, e aroCcmoprH).

[Ipu OTCYTCTBUM yNy4llI€eHUS] KIMHUYECKUX CUMIITOMOB Iocje 3 THEH JIeYeHUs, TEpanuio CleayeT
[IEPECMOTPETb.

Jucenuxemus

Kak u B cmyuae ¢ aqpyrumu (GTOPXMHOJIOHAMH, TPU MPUMEHEHHH MOKCH(]IOKCAIIMHA OTMEYAIOCh
HN3MCHCHHUEC KOHICHTPALIWH I'NIFOKO3bI B KPOBHU, BKJIIFOYAsA I'MIIO- U TUIIECPTIIMKEMHUIO. Ha (1)OH€ TCpannun
MOKCHU(DIOKCAIIMHOM JUCTIIMKEMHUS Yallle BO3HUKaNA Y MallMeHTOB MOKUIIOTO BO3pAcTa U MAIlHEeHTOB
C CcaxapHbIM JHAa0ETOM, TMOJYYAOIIMX  COMYTCTBYIOIIYIO  TEpamuio  IepopaTbHBIMU
TUMOTIMKEMUYECKUMHU  TpenapataMu  (Hampumep, npenaparamu  Cyab()OHHIMOYEBHUHBI) WIH
HHCYJIMHOM. HpI/I MMPUMCHCHUHN MOKCI/I(l)J'IOKC&HI/IHa Y TaKuX MAaIUCHTOB BO3PACTACT PUCK pa3BUTUMA
TUMOTJIMKEMHH, BIUIOTh J0 TUIIOTTUKeMUYecKoil koMbl. HeoOxommMo nHGOpMHPOBATH MAIIMEHTOB O
CUMIITOMAX THUIIOTJINKEMHUU (CHYTaHHOCTI) CO3HAaHUsA, TOJIOBOKPYKCHHC, «BOJTIUIN) alllICTHUT,
rojoBHast 0O0JIb, HEPBO3HOCTh, OIIYIIEHUE CEpAICOMEHUS WM ydYallleHWe Mynabca, OJIeTHOCTh
KOKHBIX TIOKPOBOB, HCIIApHHa, IPOKb, CTa0b0CTh (cM. pasmen 4.8).

Eciu Yy HNanucHTa pa3BUBACTCA TUIIOTIIMKEMHUA, JICHALICMY Bpady HCOGXO,Z[I/IMO CaMOCTOATCIIbHO
7
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MOKCI/I(bJIOKCElI_II/IHOM Y DOXWJIBIX MaUCHTOB C CaXapHbIM ,Z[I/Ia6eTOM, PCKOMCHAYCTCH TH_IaTeJIBHBII/I
MOHHUTOPHHI' KOHIOCHTPAIUH I''TFOKO3bI B KPOBH.

Heguyum 2nrox030-6-pocghamoecudpozenasvl

[TaniMeHTHl ¢ TUAarHOCTHUPOBAHHBIM JAEHHUIIMTOM TIIFOK030-6-pocdaTaeruaporeHaspl WM HATHIHEM
€ro B CEeMEMHOM aHaMHE3€ CKJIOHHBI K Pa3BUTHIO T€MOJUTHYECKUX PEaKUUid BO BpeMs Tepanuu
XUHOJIOHAaMU. TakuMm oO0pa3oM, TakKMM TaIMEHTaM CJeAyeT MNPUMEHATh MOKCHU(]IIOKCAIMH C
OCTOPOKHOCTBIO.

Cneuuqbuqecmte OCJIOJHCHEHHbLE unqbem;uu KOOJICU U NOOKOJICHOU KIemyamKu

He nmoxazana knmHu4eckas 3()(QEeKTUBHOCTh MOKCH(IIOKCAIIMHA B JICUCHUHM TSKEIBIX OKOT'OBBIX
UHPEKIMA, haciuuTa U CHHIPOMA TUA0ETHUECKOM CTOIBI C OCTCOMHEITUTOM.

ﬂﬂumeﬂbeze, Jauwarnuwue mpydocnoco@wcmu u NnOmMeHYyuailbHo H€06pamuﬂ/lbl€ CeEPbE3HbLE
HeofcellameilbHble peaKyuu

Coobmanoch 0 ciy4asx JUIMTEIbHBIX (MIPOJOJDKAIOMIMXCS MECSIbl WIM TOIbI), JHIIAFOIINX
TPYAOCIIOCOOHOCTH W TMOTEHIHAIBLHO HEOOPATUMBIX  CEPbE3HBIX IMOOOYHBIX  PEAKIIUSX,
3aTparuBarOmmx pas3iMdHbIC, MHOI'Jda M HCECKOJIbKO CHUCTEM OpraHu3mMa (OHOpHO-IIBI/IFaTeJIBHLIﬁ
anmapar, HEPBHYIO CHCTEMY, IICHXMYECKOE COCTOSHHUE M OpraHbl YYBCTB), y IallUCHTOB,
MNPpUHUMAIOIUX XWHOJIOHBI H (1)TOpXI/IHOJIOHI)I BHC 3aBHCHUMOCTH OT HUX BO3paCTa MU YKC
CYIIECTBYIOIIUX (aKTOpOB pucKa. [Ipr BOSHUKHOBEHHMH TIEPBBIX MIPU3HAKOB HIIH CUMIITOMOB JIFOOBIX
CCPLEC3HBIX HCKCIIATCIIbHBIX peaKHI/Iﬁ Ipuem MOKCI/I(bJ'IOKCZlHI/IHa CJICAYCT HCMCAJICHHO MMPCKPATHUTD,
Y TIALMEHT JIOJDKEH OOpaTHTHCS 32 KOHCYJIbTAILIMEH K JiedalieMy Bpady.

BcnoMorarenpHble BENIECTBA

JlaHHBIH JTeKapCTBEHHBIN Mpenapar colepKut MeHee 1 Mmosb (23 Mr) HaTpus Ha OJHY Kamcyiy, TO
€CTb, [10 CYTH, HE COJIEPKUT HATPUSL.

CTH

Tak KaK HeJb3sl MOJHOCTHIO UCKIIOUNTh PUCK MOPAKEHUS XPSIIEBBIX 30H pOCTa KOCTEeH y peOeHKa
NpUMEHEHHe MOKCH(JIOKCaMHA Yy JeTell M TMOAPOCTKOB Milaiimie 18 JeT MpOTHBOMOKa3aHO
(cMm. pazaen 4.3).

4.5. BzaumojeiicTBue ¢ JAPYrHMH JIeKADCTBEHHBIMH TNpenapaTamMM W Jpyrue BHJbI
B3aUMOIeHCTBUA

[Tpu cOBMECTHOM NPHUMEHEHUH C aTCHOJIOJIOM, PAaHUTHUANHOM, KAIBIHICOAeP)KAIIUMH J00aBKaMH,
TCO(bI/IHHI/IHOM, IMUKJIOCIIOPUHOM, NepopaIbHBIMU KOHTpaluCIITHBHBIMU cpeacrBamu,
rTHOSHKIIAMHIOM, HWTPAaKOHA30JI0M, TUTOKCHHOM, MOpP(WHOM, NpOOCHEIHIOM (TIOATBEPKIECHO
OTCYTCTBHUEC KIIMHUYCCKU 3HAYUMOTI'O B3aI/IMOI[CI\/'ICTBI/I${ C MOKCI/I(bJ'IOKC&HI/IHOM) KOpPpPCKOHUHN O03BI HE
TpebyeTcs.

Moxcugnokcalus cienyeT NPpUHUMAaTh ¢ OCTOPOXKHOCTBIO MallMeHTaM, MOJIy4aloluM Mpenaparsl,
KOTOpBIE CHUKAKOT KOHIIEHTPALMIO KAJIUS B KPOBU (K PUMEDPY, METIEBBIE U THA3UAHBIE TUYPETUKH,
cllabuTeNbHble, KOPTUKOCTEpOuAbl, aMpoTepunind B), miu mpemnapaTsl, MpueM KOTOPHIX MOKET
BBI3BIBATh KIIMHUYECKH 3HAUMMYIO Opaaukapauio (cM. pasnen 4.4).

Ilpenapatel, viutngsonme narepsail QT

Crnenyer y4uThIBaTh BO3MOXHBIH  aJAUTUBHBIA  d(dexr ymmmuHenus wuntepana QT
MOKCU(JIOKCAllUHa M JPYrHMX MpenaparoB, KOTOpble BIMAIOT Ha y/uiMHeHue wuHrepBaia QT.
BcnenctBue COBMECTHOTO MpPHMEHEHHs MOKCHU(JIOKCAallMHa M IpenapaToB, BIUSIONIMX Ha
ynnuHeHue uHtepBana QT, yBenauuuBaeTcss PUCK pa3BUTHS JKEITYAOYKOBOM apUTMHH, BKIIIOYas
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MOTMMOP(HYIO KETYTOUKOBYIO TaxuKapauio (torsade

HpOTI/IBOHOKEBaHO COBMCCTHOC NPUMCHCHUC MOKCPI(I)JIOKC&L[I/IHEI CO ciICcAyromuMi mnpcraparamu,
BJIIMAIOIMMU Ha YAJIMHCHHUEC HHTEPBaJia QT

® AHTHAPUTMHUYECKHE Tpenaparhl Kinacca [A (XMHUIUH, THIAPOXUHUANH, TU30MHUPAMU/L U JIP.);
aHTHapuUTMUYecKue npenapatsl kinacca Il (amuomapon, cotanon, qodheTmima, HOyTUINI U JIp. );
HeliponenTuky (HeHOTHA3MH, TUMO3U, CEPTUHION, TATONIEPHU IO, CYIBTONPHUI U JP.);
TPUIMKIMYECKHE aHTHICTIPECCAHTHI,

AHTUMHUKPOOHBIC Mpenapathl (crnapguioKcaldH, SPUTPOMUIIMH (BHYTPUBEHHO), MEHTAMUINH,
NPOTHBOMAIISIPUITHBIC TIPEnapaThl, 0COOCHHO raiopaHTPUH, CAKBUHABUD;

® AHTUTHCTaMUHHBIC ITPENapaThl (TepPeHaTNH, ACTEMU30JI, MH30JIaCTHH);

e jnpyrue (Iu3anpujl, BAHKaMUH (BHYTPUBEHHO), Oenpuni, tudemManun).

AHmaL;uaHble cpe()cmea, nojaueumamMursvl U MuHepavl

[Tpuem Mokcu(IOKCalMHA OJHOBPEMEHHO C AaHTAIMIHBIMH CPEICTBAMH, MOJUBUTAMUHAMH U
MUHEpaJlaMd MOXET NPUBOJUTh K HapYIICHUIO BCACHIBAaHUS MOKCHU(]IOKCAI[MHA, BCJEICTBUE
00pa3oBaHMs XEJIATHBIX KOMIUIEKCOB C MHOTOBAJCHTHBIMU KaTHOHAMH, COICPIKALIIMMHUCA B ITHUX
npernapatax. B pe3ynpTaTe KOHIIEHTpalusi MOKCH(IIOKCAIMHA B IUIa3ME€ KPOBU MOXKET ObITh
3HAYUTEJIbHO HUXKE KenaeMod. B cBs3u ¢ 3TUM, aHTauuIHbIE Mpenaparbl, aHTUPETPOBUPYCHBIE
npemnapaTsl (HanmpuMep, TUIaHO3MH) U Jpyrue Mpenapatsl, CoAepiKallue MarHui Uiu allFOMUHHM,
cykpaib(haT U Apyrue mpenaparsl, CoOAEpIKaIIHe )KeJIe30 WIN IHHK, CICAyeT MPUMEHSITh HE MEHEee
4yeMm 3a 4 Jaca J0 Win yepes 4 Jaca nocje npuemMa BHyTpb MOKCH(IIOKCAIIMHA.

Bapdapun

[Ipy coyeTaHHOM NpPUMEHEHUU C BapPapuHOM MIPOTPOMOMHOBOE BpEeMsS MU JIPYrHe MapaMeTpbl
CBEPTHIBaHUS KPOBU HE U3MEHSIOTCS.

H3zmenenue 3nauenuss MexcoyHapooHo2o Hopmanuzosannozo omuouenus (MHO)

VY nanueHToB, MOJYYaBIIMX AHTUKOATYJISHTHl B COYETAHWU C AHTUOMOTHKAMH, B TOM 4YHCIE C
MOKCI/I(l)J'IOKcaHI/IHOM, OTMCYAIOTCA  CJIydanl TOBBINICHUS aHTHKanYHﬂHHOHHOﬁ AKTHUBHOCTH
IIPOTUBOCBEPTHIBAIOIIUX IpenaparoB. dakTopamMu pHUCKa SBIAIOTCS HaJIWYMe HHQEKIHOHHOTO
3a0onieBaHusl (M COMYTCTBYIOIIMK BOCHAIUTENbHBIN Mpollecc), BO3pacT U oOOlIee COCTOSHUE
namuenta. HecMoTpst Ha TO, 4TO B3aMMOAEUCTBUS MEXAY MOKCH(DIOKCAIIMHOM U Bap(hapUHOM He
BBISIBJICHO, Y MAIMCHTOB, ITOJYYAaIOIIUX COYCTAHHOC JICHCHHUC O3TUMHU IIpCriapaTramMu, H€O6XO]II/IMO
npoBouTh MOHUTOpUHI MHO u npu HeoOXOAMMOCTH KOPPEKTHPOBAaTh 103y HENpPSMBIX
AHTHUKOAr'yJIAHTOB.

EI/IFOKCI/IH

MoxkcudaokcanH u TUTOKCHH HE OKa3bIBAIOT CYIIECTBEHHOTO BIUSHUS Ha (PapMaKOKHHETHIECKHE
napameTpsl Apyr apyra. [Ipy nmpuMeHEeHUHM MOBTOPHBIX J03 MOKCH(IIOKCAllMHA MaKCHMalbHas
KOHIEHTpalus AUTOKCUHA yBeIUYUBaiach npuoauzurenbHo Ha 30 %, mpu 3TOM 3HaYeHHe IUIonaiu
noJl KpuBoH «koHIeHTpauus-BpeMs» (AUC) u MuHUManbHas KOHLIEHTpAlUs JUTOKCHHA HE
W3MEHSUTNCH.

AKTHBUPOBaHHLIN Yrodb

[Tpr omHOBpEMEHHOM NMPUMEHEHWH aKTHBHPOBAHHOTO YIIII M MOKCHU(IIOKCAIIMHA BHYTPh B J103€
400 Mr cucrteMHasi OMOJOCTYITHOCThH Ipernapara cHuxkaercs Oonee yem Ha 80 % B pesyibrare
TOPMOXEHHSI ero abcopOumn. B cirydae mepeno3npoBKH MPUMEHEHHE aKTHBHPOBAHHOTO YIJIS Ha
paHHEH CTaJuu BCAChIBAHMs MPEMATCTBYET JalbHEHIIEMY MOBBIIIEHUIO CUCTEMHOTO BO3JEHCTBUS
(cMm. pasnen 4.9).
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4.6. ®epTUIBLHOCTH, 0€PEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD

bezonacHocTh MprMeHeHHs MOKCH(IIOKCAalIMHA BO BpeMsi 0€pEeMEHHOCTH HE YCTaHOBJICHA.
Mokcudiokcaliut MpOTHBOIIOKAa3aH B MEpHo OepeMeHHOCTH (cM. paszen 4.3).

B HCCIICIOBAHUAX HA JKNBOTHBIX O6H3py>K€Ha PEIpOAYKTUBHAA TOKCUYHOCTD. HOTCHHI/IaJ'II)HHﬁ PHUCK
JJIs1 4CJIOBCKA HEM3BCCTCH.

JlakTamus

Kak u npyrue (GTOpXHMHOIOHBI, MOKCHU()IOKCAIIMH BBI3BIBACT IMOBPEKICHHUS XpSIIEH KpPYITHBIX
CYCTaBOB Yy HEIOHOIICHHBIX JXUBOTHBIX. B JOKIMHMYECKHX MCCIICTOBAHUSX YCTAHOBICHO, YTO
HEOOJIBIIOE KOJMUYECTBO MOKCHU(IIOKCALlMHA BBIACISACTCS B TIPYyAHOE MOJIOKO. JlaHHBIE O €ro
NPUMEHEHHH Y )KCHIIMH BO BpeMs JIaKTaIlH OTCYTCTBYIOT. [103TOMY Ha3HaueHHe MOKCH(IIOKCalnHA
B IIEPHO/I TPYAHOTO BCKApMIIMBAHMSI IPOTUBOIIOKA3aHO (cM. pasnen 4.3).

4.7. BiusiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CpeACTBAMHM M padorarh ¢
MeXaHHu3MaMu

HccnenoBanust BIUSHUS MOKCH(IIOKCAIIMHA HAa CIIOCOOHOCThH K BOXKJICHUIO TPAHCIIOPTHBIX CPE/ICTB
" YIIPaBJICHUIO MCXaHHU3MaMH HEC ITPOBOAMUINCE. TeMm He MCHEC, IIpUEM ITallUCHTAMU aHTUOMOTHUKOB
(TOPXMHOJIOHOBOTO psija, BKJIIOYas MOKCHU(IIOKCAIIMH, MOXET TIPHBOAUTH K CHIDKCHHUIO
CIIOCOOHOCTH K YIIPABJICHHUIO TPAHCHIOPTHBIMHA CPEACTBAMU UJIM MEXAHU3MAaMHU B CBA3U C pCaKIUAMHA
LIHC (x mpuMepy, roJIOBOKPYKEHHUE), OCTpast MPEXO0IAIIasi CIeNoTa WM KPaTKOBPEMEHHOW ToTepei
co3HaHus (00MOpOK, cM. pazzaen 4.8). [lauueHTsl JOKHBI ObITh MPEAYIPEKIEHBI O BOZMOXXHOCTH
pa3BUTHUS MOJOOHBIX pEaKIMU MPH NPUMEHEHHH MOKCH(IIOKCAIlMHA IO TOTO, KaK MPHCTYyNaTh K
YIPaBICHUIO TPAHCIIOPTHBIMU CPEACTBAMU WIIM MEXAHU3MAaMU.

4.8. HexenaTelbHbIE peaKIUU

Tabnmynoe PE3FOME HEXKEIIAaTSIbHBIX pPeaKIIHi

JlaHHBIE 0 HEOIArONPHUATHBIX PEAKIMAX, 3aPETUCTPUPOBAHHBIX IPU TPUMEHEHUH MOKCU(IIOKCAIIMHA
400 mr (BHYTpb, IpU CTYIIEHYATON TE€panuy [BHYTPUBEHHOE BBEJIEHHUE IIpernapaTa ¢ NoCIeAYIOUUM
€ro NMpHEMOM BHYTPb]| U TOJBKO BHYTPMBEHHO), MOJYY€Hbl M3 KIMHUYECKHX HCCIEIOBaHUN U
MOCTPETUCTPAIIMOHHBIX COOOIICHUH (8b10€1eHbl KYPCUBOM).

He6ﬂaFOHpI/IHTHHC peaKkuuu, NCPEUNCICHHBIC B I'PYIIIIC «1aCTO» BCTPCHAIUCH C 4aCcTOTOM HIKeE 3 %,
34 UCKJIFOYCHUECM TOIIHOTHI U AXUAPCH.

B kaxq0#i 4acTOTHOM TpyIIie HeXelaTelbHbIe JIEKapCTBEHHBIE PEaKIMy NEePEYCICHBI B IOPSIIKE
yObIBaHHS 3HAYMMOCTH. HacTOTy ONpeesaioT CeAyIOIUM 00pazom: ouens uacmo (> 1/10); uacmo
(> 1/100, 1o < 1/10); HEeuacmo (= 1/1000, HO < 1/100); peoxo (= 1/10000, Ho < 1/1000); ouenv pedxo
(< 1/10000); uacmoma neuszsecmua (Ha OCHOBaHHM UMEIOIINXCS IAHHBIX OLCHUTh HEBO3MOXKHO).

CucremMHo- Yacro Heuacrto Peaxo OueHb peako Yacrora
oprauuwiii | (> 1/100, Ho (> 1/1000, HO < (> 1/10000, =HO (< 1/20000) HEH3BECTHA
KJ1ace < 1/10) 1/100) < 1/1000)
Wndeximm Cynepundex
1 MHBA3nuu ouu,
BBI3BAHHEIC
PE3UCTEHTHBI
MU
GakTepusiMU
WIH
rpubamu, K
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. (MOCHEQOEATENBHDT T 0001
pUMEpY,
KaHAMT03
MOJIOCTH PTa
Unu
BaruHaJIbHbII
KaHAM03
Hapymenus AHemus W3smeneHue IToBbimieHue
CO CTOpPOHBI Jleiikonenust KOHLEHTPAaLUUU | KOHLUEHTpaLUu
KpOBH u Hetitporienns TpOMOOIIIaCTH | IPOTPOMOWHA/YMEHBIIICHH
mMpaTtraec TpombonuTonieHHs | Ha e
KOH TpombonuTemus MHO
CHUCTEMBI VY anunenue ArpaHynouuTos
IPOTPOMOMHOBOTO [Nannuronenus
BpEMEHH/yBeIn4eH
ue MHO
Hapymenus Annepruueckue Anadunaktiue | AHaduinakTuueckuii/aHadu
CO CTOPOHBI peaxkuuu ckue/ JIAKTOMJHBIA MIOK (B TOM
UMMYHHOH 3ya aHaWIaKTOU | 4YHCie MOTEHIATIBHO
CUCTEMBI Ceie KpanuBHuUIA | HBlE — peakuuy | yrposKaroLlUid )KU3HH)
Do3uHo s AHTMOHEBPOTH
YEeCKHH  OTEK,
BKIIIOYas OTEK
TOpPTaHU
(TOTeHIINATBHO
YIpOKaroLui
JKU3HH)
OHIOKPUHH Cunppom HapyLICHUs
ble CEeKpeIIH
HapyIICHUS AHTUINYPETHUECKOTO
TOpMOHa
Hapymenus IN'unepnunuaemus I'mnepriukemu | I'unormuxeMus
MeTaboIHu3M o l'unmonukemuueckas komMa
a U IUTaHusA I'unepypuxemu | Tskenmas  TMIIOTIIMKEMUS,
A BIIOTh 1O  pa3BUTHUA
THIOTTTMKEMHYECKON KOMBI,
O0COOCHHO y  HOXMIBIX
MAUEeHTOB, MAlUEHTOB C
caxapHbIM JIraberom,
MIPUHUMAOIIUX
nepopaybHbIe
THIOTIIMKEMHUYIECKHE
npenapaTsl WK HHCYJIHH
ITcuxuueck TpeBoxHOCTH OmornmonanbHa | Jlemepconanu3zaius HepBo3Hocth
ue [TcuxomotopHas s 1a0WIBHOCTD IlcuxoTuueckue peakiuu
HapyIICHUS rurnepakTuBHOCTR/a | Jempeccust (B | (nomenyuansho
* JKUTALUSA OYeHb PEIKUX | NpoAGaAwuUecs 6
cITydasix nosederuu ¢ meHoeHyueu K
BO3MOKHO CAMONOBPEINCOEHUIO,
MOBEICHUE  C | MaAKOM Kax CyuyuoaibHvie
TEeHACHLUMEH K | MblCaU Uiy cyuyuoanbuvle
CaMOTIOBPEXAE | NONbIMKLU)
HUIO, TaKO€ Kak
CyHITU/IaTbHBIE
MBICITH WA
CyHITU/IaTbHBIE
MOTIBITKN),
TanmonuHanun
Hapymenue
namsITu
Henupuit
Hapymenus | T'omosnas [Mapecre3un/ I'unecre3us l'unepecresus
CO CTOpOHHI | Oonb Husecresun Hapymenus
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e e e f T s e
HEpBHOM TonoBokpyx | Hapymenus 06OHSHUH UTUITELQUBA TENGAJL TE UUUT]
cUCTeMbI* eHue BKYCOBOM (BxIOUAs
YYBCTBUTEIBHOCTH | aHOCMHUIO)
(Bxrouas B OYEHb | ATUNUYHEIE
peNKUX  CllydasX | CHOBHUJICHHUSA
areB3HIo) Hapymenue
CryTaHHOCTB KOOPJWHAIINU
CO3HAHUS u | (BKIIOUas
JI€30pHUEHTAIHSA HapyIICHHS
Hapymwenuss  cHa | moxoaku
Tpemop BCJIEICTBHE
Bepturo TOJIOBOKPYKEH
CoHUBOCTH ust I
BEPTUTO, B
OueHb PEJIKUX
Ciyuasix
BeyIINe K
TpaBMaM B
pe3ynbTare
HaJIeHu,
0CcoOeHHO y
MOXKMIIBIX
MAIICHTOB)
Cynoporu c
Pa3IUIHBIMU
KIIMHUYECKUMHU
MPOSIBICHUSIMU
(B TOM 4umcie
«grand  maly»
TIPUTIAIKH)
Hapywenus
BHUMAaHHS
Hapywmenus
peun AmHe3us
[epugepnaeck
as HeWponaTtus
u
MoJIMHeponar
ust
Hapymenus Hapymenue CBeTo00s3Hb IIpexonsmas rnoTepst
CO CTOPOHBI 3peHusi, BKJIIOYas 3penust (ocodbeHHo Ha (one
opraHa JUIUIOTIHIO u peaknuii co
3peHust HEYETKOCTh croponsl [THC)
3PUTEIHHOTO YBeur " ocTpas
BOCHPUSTUS JIBYCTOPOHHSIS
(ocobenno pu TPaHCHILTIOMAHALINS
PeaKIHIX co pazy)HOH 000I0UKH
ctoponsl ITHC)
Hapymenust Ilym B ymax
CO CTOPOHBI Vxynuienue
oprasa CIIyXa, BKIII04as
ciryxa u TITyXOTY
nabupuHTa (o6Br9HO
obpaTtumoe)
Hapymenuss | Yanunenue VY immHenne Kenynoukossie | Hecnemuduaeckue
CO CTOPOHBI | MHTEpBaNa UHTEpBaa QT | TaxmapuT™Muu aputmMun  I[loxumopduas
cepaua QT y OmyueHue KETYZ0UKOBasl TaXUKapAHs
MAIlMEHTOB C | cepaueOueHus (Torsade de Pointes)
conyrcTBy0 | Taxukapaus OcraHoBKa cepaua
e OubprIAIS (IpenMyIecTBEHHO Y JIHII C
TUIOKAIUEM | Mpejacepaui MpegpacnonaraloliuMil K
nen CreHokapaus APUTMHSIM  COCTOSIHUSIMH,
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=

e e e ey o
Thidmvr ekt otmimeckn |- T2 VUUT
3HauMMas  OpaauKapius,

OCTpasi MIIEMHsl MHOKap/ia)

Hapymenus Bazonunaranus OOMopokn Backynut

CO CTOpPOHBI [ToBbllIeHUE

COCyzl0B apTepuanbHOTO

JIaBJICHUS
CHikeHne
apTepHanIbHOTO
JIaBJICHUS

Hapymenns Opprmka (BKITIOUAs

CO CTOPOHBI aCTMaTHUYECKHE

JIBIXAaTENBHO COCTOSTHHS)

M CHCTEMEI,

OpraHoOB

IpyaHO’

KIeTKH U

CpeaoCTeHn

s

Hapymenus | TomHota CHIDKEHHBIN Jucdarust

co cTtopoHsl | PBoTa aNMeTuT U Cromarut

KeITyJo4yHo- | bomm B | CHIJKEHHOE ITceBnomemOpa

KUIIeYHoro | obmactu noTpeOneHune HO3HBI KOJUT

TpaKTa SHUracTpys U | MUILK (B

60sm B | 3amop Jlucmencust | OYEHb PEIKUX

JKUBOTE Meteopusm ClIy4asix

Huapes l'acTposuTeput acCOLMUPOBAaHH
(kpome 3pO3MBHOTO | BIit c
TaCTPOIHTEPHUTA) YIPOXKaroIUMHU
IloBbIIEHUE JKA3HU
AKTUBHOCTH OCJIOXKHEHUSIMHU
aMuIIa3bl )

Hapymenus | IloBeiienue | HapymeHus Kenrtyxa OynbMUHAHTHBIN TENATHT,

CO CTOPOHBI | aKTHBHOCTHU ¢ynkum  medenn | [ematur MOTEHINAIbHO

MEYCHH ¥ | «II€YEHOYHBI | (BKIFOYast (mpenMyIiecTB | MPHUBOIAIIUH K

JKEITUEBBIBO | X» MOBBIIIEHUE €HHO KHU3HEYTpOXKArOIEH

JUIIHAX TpaHCaMMHA3 | aKTUBHOCTHU XOJECTaTUYECK | NMEYEHOUHOU

myTen JAKTaTACTUIPOTEH | Wif) HEI0CTaTOYHOCTH

aspl) (BKITIOUAS JIeTaJIbHbIC
IToBeIlIEHHE HCXO/IbI)
KOHIIEHTPAIIH

O6mnpyOunHa

IToBbIIEHUE

AKTUBHOCTH raMMa-

TIIyTaMuUII-

TpaHcepasbl

IToBblIEHNE B

KPOBH aKTHBHOCTHU

LIEJTOYHON

(hocdaraszsr

Hapymenust CyXOCTb KOXHU Bbynnesnsie KoxHble | OcTpblit

CO CTOPOHBI peaxuumy, HaTpuMep, | TeHepan30B

KOXH u CHHJIPOM CrtuBeHca- | aHHBIN

TTOJTKOKHBIX xoncona WINA | SK3aHTEMAaTo

TKaHeH TOKCUYECKUI 3HBIN
SMHUIEPMATbHBI HEKPOIH3 | IyCTyJe3
(MOTEeHIMAIBHO ~ OMIaCHBIN
JUTS )KU3HN)

Hapymenus Aprtpanrus Tenauaur Pa3peiBbI cyxoxunuii | Pabnomuonu

CO CTOPOHBI Mpuanrus INoBblIeHUE Aptpur 3

MBIIIEYHOH, MBILIEYHOr O Hapymenus HMOXOJKU

KOCTHOM U TOHyCca U BCIEJCTBHE IOBPEXKACHUS
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COCAUHUTECIT CyIoporH b%ﬁwh;ﬁéf&ﬁﬁdﬁ] BRI TS U]

¥ OTYETY

bHOM TKaHU Melnreunas CUCTEMBI

c1abo0CTh VYcunenne CHUMIITOMOB
MHACTEHHU gravis
PurnaHocTs MBI

Hapymenus Heruaparanus Hapymenue

CO CTOPOHBI (BBI3BaHHAs (yHKIMH TOYeK
MOYEK u Juapeen nnn | (BKIFOYast
MOUYEBBIBOJL YMEHBIICHUEM MOBBIIIEHUE
AIUX ITyTeH IpUeMa JKUIKOCTH) | COAEpKaHUS
azora
MOYEBUHBI B
KPOBH H
KpEeaTHHUHA).
Iloueunas
HEI0CTaTOYHOC
Th (B
pe3ynbTare
JleTuapaTanuy,
4TO MOJKET
MPUBECTH K
HMOBPEXKICHUIO
MOYEK,
0CcoOEHHO y
TOKHITBIX
MallUeHTOB ¢
paHee
CyIIECTBOBABII
UMH
HapymeHUsIMU
hyHKIIH
MTOYEK)

Oo61mume Peaxmmun B | OO61mee
HApYIICHHUsST | MecTe HEJIOMOT'aHHe

W peakiuu B | uHbekimu/un | Hecrnenududeckas
MecTe by3um 601

BBEJ/ICHUS IotnuBocTh
Diedbut/TpoMObodI
edur B MecTe
uHpY3UH

* O4eHb peAKO COOOMIATIOCH O CIy4yasX JUIMTENbHBIX (MECSIbl WM TOJbl), JHIIAIOUIMX TPYJOCIHOCOOHOCTH W
IIOTCHIUAJIBHO HeO6paTI/IMI)IX CCPHE3HBIX HEXXeJaTeIbHBIN peaKuMﬁ, 3aTparuBarOIuX pasjindHbIC, HHOT'J1a 1 HECKOJILKO,
CHCTEM OPraHOB M OPTaHOB YYBCTB (BKJIIOYAsl TAaKUE PEAKINH, KaK TCHAUHWT, pa3pblB CYXOXWIUA, apTpairus, 060yb B
KOHEYHOCTSIX, HAPYIICHUE OXOIKH, HeHpONaTHs, CBA3aHHAsI C HApeCTe3Heil, AeNpeccHs, yCTaIOCTh, HApYIICHNE aMSTH,
HapyLICHNUs CHA U HApYIICHHUS CIIyXa, 3pEHUs, BKyca H OOOHSHHS), B CBS3U C IIPHEMOM XHHOJIOHOB U (PTOPXUHOJIOHOB, B
HEKOTOPBIX CITydasX HE3aBHCHMO OT yXKe CYLIeCTBYIOIINX (aKkTopoB pucka (cM. pazaer 4.4).

YacroTa pa3BUTHA CIEIYIOIIMX HEXKENIATeNbHbIX pEaklUMil Obla BhIIE B TpYyIIeE, MOTydaBlIen
CTYIIEHUYATYIO TEPAIUIO:

Yacmo: NOBBILLIEHNE aKTUBHOCTU TaMMa-TIIyTaMUITpaHchepassbl.

Heuacmo: XenyaodykoBble TaxXMapUTMHM, CHW)KEHHE apTEpUAIBHOTO  JIaBICHMS, OTEKH,
MICEBJOMEMOPAHO3HBIN KOJIUT (B OUYEHB PEAKHUX CIy4yasX aCCOLMHUPOBAHHBIN C yTPOKAIOUIUMU KU3HU
OCJIO)KHEHUSIMH), CYIOPOTHM C pAa3JIMYHBIMH KJIWHUYECKUMHU TPOSIBICHUSAMH (B TOM 4HCIE
«grand mal» nmpumaaku), TAJUTIOMUHAIINY, HApyIIeHHEe QYHKIIUN TTOYEK, TOYeYHast HEJJOCTATOYHOCTh
(B pe3ynbTaTe IeruapaTalyu, YTO0 MOXKET MPUBECTU K MOBPEXKACHUIO MMOYEK, 0COOEHHO Y TOXKHIIBIX
MAIMEHTOB C PaHee CYLIECTBOBABIINMHU HAPYIICHUSIMH (PYHKIIUU MTOYEK).

Onucanue OTACIbHEIX HSKEIATSILHBIX PCAKIIUS

[Tocne Tepanmuum apyrumu GTOPXMHOJOHAMH OBLUTA OTMEYEHBI CIIEAYIONIHE MOOOYHbIE A (PEKTHI,
14



COOTBETCTEBYET JKCNEPTHOMY OTYETY
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OC TR 000

KOTOpblE MOTYT Tak)K€ BO3HUKATh TMpU  JICUCHUHU IKBII;IC;/IE)IJ?IQI&%JHHL%MEHIH%JBEEJRHH e

BHYTpHUYEpPENHOE JAaBlieHHEe (0OpoKayecTBEHHAsi BHYTPHUYEPEIIHAS TUIEPTEH3US, MCEBA0OMYXO0Ib
TOJIOBHOTO MO3ra), TUIEpHAaTPUEMMsl, TMIIEPKAIbLUEMUs], IE€MOJIUTUYECKAss aHEMHUs, DPEaKLUu
(OTOUYBCTBUTEIBHOCTH.

COO6I.HCHI/I€ O ITOAO03PEBACMBIX HEXKCJIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare O TOAO3PEBACMBIX HEKENATENbHBIX PEAKIUAX II0CIE PErucTpaluu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCledyeHUs] HeNpPepbIBHOIO MOHMTOPUHIA COOTHOLIEHUS
«0NIb3a — PHUCK» JIGKAPCTBEHHOTO mpemnapara. MeIWIUHCKUM pabOTHHKAM pPEKOMEHIYeTCs
coo01IATh O JIOOBIX M0I03PEBAEMBIX HEKEJIATEIIBHBIX PEAKIMAX JEKAPCTBEHHOrO IpenapaTa yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKEIATEIbHbIX PpEaKLUUAX TIOoCylapCTB — UJIEHOB
EBpa3uiickoro 5KOHOMHYECKOT0 COH3a.

Poccuiickas @enepauus

denepanpHas cayx0a 1o Haa30py B cdhepe 3apaBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CinaBsiHcKast miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexrponHas mouta: pharm@roszdravnadzor.gov.ru wmm npr@roszdravnadzor.gov.ru

CaiiT B MH(GOPMAIIMOHHO-TEIIEKOMMYHUKAIMOHHOU ceTn «HTepHeT»: WWW.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

HmeroTcst orpaHuYeHHbBIC JAHHBIC O TIEPEI03UPOBKE MOKCU(IIOKcaluHa. He oTMeueHO Kakux- JI00
n0004HBIX 3()(HEeKTOB MpU MPUMEHEHHH MOKCH(IIOKcanuHa B 103¢ 10 1200 Mr oJHOKpATHO H IO
600 mr B Teuenue 10 nueit m Oonee. B cimyuyae mepemo3MpOBKH CIIEAYET OPHUEHTHPOBATHCS Ha
KJIMHUYECKYI0 KapTUHY M IPOBOJWTh CHMIOTOMATHUYECKYIO IIOAJCPKUBAIOIIYI0 TEPalHio C
OKI'-MOHUTOPUHIOM.

Jleuenue

[IpuMeHeHne akTHUBUPOBAHHOTO YIJIsl cpa3y Mocie MepopabHOro NMpuemMa mpemnapaTa MoKeT IOMOYb
MPEJOTBPATUTH YPE3MEPHOE CUCTEMHOE BO3/IeHICTBHE MOKCH(IIOKCAIIMHA B CITydasiX Mepe103UPOBKH.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiicTBa

dapmakoTepaneBTHUYECKass Tpynmna: aHTHOAKTEpHUATIbHBIE CpPEJICTBA CHCTEMHOTO JCHCTBUS,
MIPOU3BOIHBIE XHHOJIOHA; (PTOPXHUHOIOHBI.
Kon ATX: JOIMA14

MexaHu3M AelCTBUS

Moxcugnokcanus — 6akTepUuLUIHbIA aHTHOAKTEpHANIbHBIN ITpenapaT IUPOKOIo CIIEKTpa AeHCTBHUS,
8-MEeTOKCU(PTOPXHUHOIIOH.

baktepunuaHoe neiictBue MoKcHQUIOKcalliHa OOYCIIOBIEHO WHIHMOWpOBAaHHMEM OaKTepHalbHBIX
tonon3omepas Il u IV, 4To mpUBOIUT K HAPYIIEHHIO MPOIECCOB PEIUIMKALMU, pernapanud U
Tpanckpurnuu O6mocunte3a JIHK MukpoOHOW KiIeTKM M, KaK CIEACTBUE, K THOETH MHKPOOHBIX
KJIETOK.

dapmakonuaamMmueckue YO EKTE

MunuManbHbBIE 6aKTCpI/ILII/I,Z[HLIe KOHICHTpALUH MOKCI/I(I)J]OKCEH_II/IHH. B IICJIOM COIIOCTaBHMbI C €TI0
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(NOCNEOOBATENEHOCTE 0001)

MHHHMAaJIbHbIMH I/IHFI/I6I/IPYIOH_[I/IMI/I KOHICHTPAaUusAMN

Mexarnusmvl pezucmenmuocmu

MexaHu3mbl, NPUBOASIIME K PA3BUTUIO YCTOMYMBOCTHM K IEHULWJUIMHAM, Le]anocrnopruHam,
AMHMHOTJIMKO3HJIaM, MaKpOJIUIaM U TETPALIMKINHAM, HE BIHUSIOT Ha aHTUOAKTEPUATbHYIO aKTHBHOCTh
MokcugokcanuHa. [lepekpecTHONW yCTONYMBOCTH MEXIY ATHUMH TpyHIaMU aHTHOAKTEpHATIbHBIX
MpenapaToB U MOKCH(IOKCAMHOM He oTMeuaercs. Jlo cux mop Takxke He HaOJII0AaIoCh CIlydyacB
Ia3MUAHON ycToiuuBocTU. OOIas 4YacTtoTa pa3BUTHS YCTOMYMBOCTH OY€Hb HE3HAUWTENbHA
(107-1019). Pe3ucTentHOCTh K MOKCH(IOKCAIMHY Pa3BUBAECTCS MEJICHHO ITyTeM MHOKECTBEHHBIX
MyTaiuii. MHOTOKpaTHOE BO3ACHCTBHE MOKCH(IOKCAIMHA HA MUKPOOPTaHU3Mbl B KOHIIEHTPAIHAX
Hmwxke MUK conpoBoxaaercs iaumb He3HauuTeabHbIM yBenuueHuemM MUK. Otmewarorcs ciiyyau
MEPEKPECTHON YCTOHYMBOCTH K (pTOpXxuHOIOHAM. TeM He MeHee, HEKOTOPBIC YCTONYUBBIE K APYTUM
(GTOPXMHOJIOHAM  TPaMIIOJIOKHUTENIbHBIE U aHa’pOOHBIE  MHUKPOOPTaHHU3MBI  COXPAHSIOT
qYBCTBUTEIBHOCTh K MOKCHU(IIOKCAINHY.

YcTaHoBNIEHO, YTO J00aBJICHHE B CTPYKTYPY MOJIEKYJbl MOKCHU(IOKCAIIMHA METOKCUTPYIIbI B
nosiokeHnn  C8  yBemMYMBAeT aKTUBHOCTH MOKCU()JIOKCAIIMHA W CHIDKaeT 00pa3oBaHUE
PE3UCTEHTHBIX ~ MYTAHTHBIX IITAMMOB TPaMIIOJIOXKUTENbHbIX OakTtepuii. [Ipucoenunenue
OWIIMKJIIOAMUHOBOW Tpymmbl B mojoxeHun C7 mpemaynpekaaeT pa3BUTHE aKTUBHOTO 3 (dIrokca,
MEeXaHH3Ma PEe3UCTEHTHOCTH K (DTOPXMHOJIOHAM.

Mokxkcudiokcanus in Vitr0 akTUBEH B OTHOIICHHH MIMPOKOTO CIIEKTPa TPAMOTPULIATEIBHBIX H
I'paMITIOJIOKHUTCIIbHBIX MUKPOOPIraHu3mMOB, aHa3p060B, KI/ICJ’IOTOYCTOIZ‘II/IBLIX 6aKTepHI>'I N aTUIIMYHBIX
Oakrepuii, Takux kak Mycoplasma spp., Chlamydia spp., Legionella spp., a taxxe Oakrepwuii,
PE3UCTCHTHBIX K B-J’IaKTaMHHM U MaKpPOJIUJIHBIM AHTHOMOTHKAM.

Bruanue na xuweunyro muxpog.iopy uenogexa

B ABYX HCCJICHOBAHUAX, IMPOBCACHHLIX Ha ,I[O6pOBOJIBLIaX, OTMCHAJIMCh CIICAYIOIHNE HN3MCHCHUS
KHIIEYHOW MUKPOQIOPHI IOCIIE IEPOPABHOTO MpreMa MokcudiokcanuHa. OTMeuanoch CHUKEHNE
konrenrpanuii Escherichia coli, Bacillus spp., Bacteroides vulgatus, Enterococcus spp., Klebsiella
spp., a Takxke ana’pobos Bifidobacterium spp., Eubacterium spp., Peptostreptococcus spp. Dtu
U3MEHeHUs ObLIM 00paTUMBIMU B TeueHue AByX Heaenb. Tokcun Clostridium difficile e oOHapyskeH.

Tecmuposanue uyecmsumenbHOCmu in vitro

Crnektp  aHTHOAaKTEepUAIbHOM  aKTMBHOCTM  MOKCH(QUIOKCAllMHA  BKIIOYAeT  CIEYIoLIHe
MHKPOOPTaHU3MBI:

YyBcTBUTEIbHBIE | Ymepenno-uyBcrBHTEABHBIE | Pe3ucrentHble
I'paMnoJio:KUTEIbHBIE
Gardnerella vaginalis
Streptococcus pneumoniae™
(BKJIIOYAsl IITAMMBbI, YCTOWYMBBIE K
NeHUIWUIMHY W IOTaMMbl  C
MHO)KECTBEHHOI1 PE3UCTEHTHOCTBIO K
aHTHOMOTHKAM), a TaKKe IITaMMEI,
ycTOWYMBBIE K JBYM WM Ooee
aHTHONOTHKAM, TaKUM Kak
neannwumHs (MUK > 2 mxr/mon),
uedamocropunel  [I  mokoseHust
(HanpuMep, nepypoKcum),
MaKpOJIH/IbI, TETPALUKINHBI,
TPUMETOIIPUM/ CyIb(paMeTOKCca3071
Streptococcus pyogenes (rpynma A)*
I'pymma  Streptococcus milleri (S.
anginosus*, S. constellatus* u
S. intermedius®)

I'pymma  Streptococcus viridans (S.
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viridans, S. mutans, S. mitis, S. (MOCAEQOBATERBHOCTE 000T)

sanguinis, S.  salivarius, S.
thermophilus, S. constellatus)

Streptococcus agalactiae

Streptococcus dysgalactiae

Staphylococcus aureus Staphylococcus aureus
(‘IyBCTBI/ITeHLHHe K MCTHUUUJIMHY (pe3I/ICTeHTHLIe K
ITaMMBI)* METHIIUTMHY/O(IIOKCALUHY
mraMmbl)*
KanYJ'[a3OHeFaTI/IBHLIe KO&I‘yJ’Ia?,OHeI‘aTI/IBHI)IG
crapuiokokkun  (S.  cohnii, S. crapmwiokokku  (S.  cohnii, S.
epidermidis, S. haemolyticus, S. epidermidis, S. haemolyticus, S.
hominis, S. saprophyticus, hominis, S. saprophyticus,
S. simulans), dyBCTBUTENBHBIE K S.simulans), PE3UCTEHTHBIE K
METUOWIINHY INTaMMBI METHOWNINHY INTaMMBI
Enterococcus  faecalis*  (Tombko
IITaMMBI, YyBCTBUTCIIHHBIC K

BAaHKOMHIIMHY U T€HTAaMHILIUHY)

Enterococcus avium *

Enterococcus faecium *

I'pamoTpunaTe/IbHbIE
Haemophillus influenzae (Bxrouast
IITAMMBI, MPOAYLUPYIOLINE u
HEIPOLYyLUPYIOLIUe

B-nakTamasbl)*

Haemophillus parainfluenzae*

Moraxella catarrhalis  (Bxmrouast
LITAMMBI,  NPOAYLUPYIOUIHE |
HEMpOoIynupylomue B-rakramassn)™*

Bordetella pertussis

Legionella pneumophila* Escherichia coli*

Acinetobacter baumanii Klebsiella pneumoniae*

Klebsiella oxytoca

Citrobacter freundii*

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

Enterobacter cloacae*

Pantoea agglomerans

Pseudomonas aeruginosa

Pseudomonas fluorescens

Burkholderia cepacia

Stenotrophomonas maltophilia

Proteus mirabilis*

Proteus vulgaris

Morganella morganii

Neisseria gonorrhoeae*

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

AHa3po0dbl

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

Fusobacterium spp.

Peptostreptococcus spp.*

Porphyromonas spp.

Prevotella spp.

Propionibacterium spp.

Clostridium spp.*

ATHNHYHDbIE

Chlamydia pneumoniae* |
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Chlamydia trachomatis* Nk

Mycoplasma pneumoniae*
Mycoplasma hominis
Mycoplasma genitalium
Coxiella burnettii

* quCTBPITeJILHOCTL K MOKCI/ICI)J'IOKCEU_II/IHY TIOATBEPKACHA KIMHUYCCKUMU JaHHBIMUA.

* TlpumeHenne MOKCH(IOKCAIIMHA HE PEKOMEHAyeTCS JUisl JieYeHHs WHGEKIHWHA, BHI3BAHHBIX IITaMMaMu S. aureus,
pesucteHTHBIMU K MetHnmwninHy (MRSA). B ciyuae npeanonaraeMbeix Wi HOATBEPKICHHBIX MH(EKIMH, BBI3BaHHBIX
MRSA, cnenyer Ha3HAYUTH JICUCHUE COOTBETCTBYIOLIMMH aHTHOAKTEpUATIbHBIMU ITpeNapaTaMH.

JIns  ompeneneHHbIX INTaMMOB pAaclpOCTPaHEHHE MPUOOPETEHHONW PE3UCTEHTHOCTH MOXKET
pa3nuyaThCs B 3aBUCUMOCTH OT TeOrpauuecKoro peruoHa U ¢ TEYCHUEM BpeMEHH. B cBs3M ¢ 3THM
IpU TECTHPOBAHMM YYBCTBUTEIBHOCTH INTAMMa JKENaTeIbHO MMETh MECTHYI0O HH(POPMAIUIO O
PE3UCTEHTHOCTH, 0OCOOCHHO MPH JICUCHNUH TSHKENBIX NH(EKIIUH.

Ecnm y mnanueHTOB, NPOXOAANIMX JIEYEHHE B CTAlMOHApe, 3HA4YeHHE IUIOMATU  IOJ
(apMakOKuHETUYECKON KpuBOM «koHIeHTpauus-Bpems» (AUC)/MUKoo, mnpessmmaer 125, a
MaKCHMallbHasi KOHIEHTparus B tuazMe KpoBH (Cmax)/MUKgo HaxonuTes B npenenax 8-10, To 3To
npernosiaraeT KIMHUYECKOe yilydlleHue. Y aMOyIaTOPHbIX MAIMeHTOB 3HaU€HHsI 3TUX CyppOraTHbIX
napametpoB 00braHO MeHbIne: AUC/MIKgo >30-40.

IMapamerp AUIC* (u) Cmax'MHU Koo
(cpenHee 3HaUCHHE)
MUK 0,125 mr/n 279 23,6
MIKgp 0,25 mr/n 140 11,8
MUKgp 0,5 mr/a 70 5,9

*AUIC — miomans o uHrubupyouiei kpusoii (cootnomenne AUC/MUKqg).

5.2. dapmaKkoKHHEeTHYECKHUeE CBOIiCTBA

AOGcopOumst

[Ipu nepopasibHOM TpHEME MOKCHU(IIOKCAIIMH BCACHIBACTCS OBICTPO W TOYTH IIOJHOCTEHIO.
AGcomoTHas OMOIOCTYITHOCTD COCTaBIIAET 0K0sIo 91%.

dapMakOKMHETHKA MOKcHU]IIoKcanuHa npu npueme B 1o3e ot 50 1o 1200 Mr o1HOKpaTHO, a TaKkxke
no 600 mr/cytku B TeueHue 10 nHel sBnseTcs nuHEHON. PaBHOBECHOE COCTOSIHUE JOCTHraeTcs B
TedeHue 3 He.

ITocne onHokpaTHOro npumenenus 400 mr mokcugaokcaHa Cmax B KPOBH JOCTUraeTcs B TEUCHHE
0,5-4 4 u cocraBusier 3,1 mr/a. Ilocne npuema BHyTps 400 Mr MokcudiokcanuHa 1 pa3 B CyTKu
Css™* i Css™" cocrasnstror 3,2 Mr/in 1 0,6 M/, COOTBETCTBEHHO.

[Ipn npueme MOKCH(IOKCAIMHA BMECTE C MHINEH OTMEUYAeTCsl HE3HAYMTEIHHOE YBCIUYCHHE
BpeMeHU T0oCcTHREHHS Cmax (Ha 2 1) U He3HAUUTEIbHOE CHIDKeHNE Cmax (Mpubam3uTensHo Ha 16 %),
MIPY ATOM JJTUTEIIBHOCTH BCAChIBaHUS HE M3MeHseTcsl. OTHAKO ITH JJaHHBIC HE UMEIOT KJIMHHYECKOTO
3HAYEHUS, U MIpernapaT MOXKHO MPUMEHSITh HE3aBUCHMO OT MIpHeMa MUIITH.

Pacnopenenenne

Mokcudnokcanut ObICTPO pacmpenessieTcss B TKaHAX U OpraHax U CBA3BIBaeTCs ¢ OelkaMHu KpOBU
(rmaBHBIM OOpa3oM, ¢ anpOymuHamu) mpuMmepHo Ha 45 %. OO0BbeM pacnpeeNieHus] COCTaBIseT
NPUOIHU3UTENBHO 2 JI/KT.

Bricokne KOHOCHTpaIuKn MOKCH(bHOKCﬁHI/IHa, MPEBBINIAIOIINEC TAKOBBIC B IIJIa3ME KPOBU, CO3AAaI0TCA
B JIETOYHOHN TKaHU (B T. 4. B dIUTEIHAIbHON JKUJIKOCTH, AJIbBCOJIAPHBIX MaKPO(I)aTaX), B HOCOBBIX
masyxax (BerHequIOCTHaﬂ " 3TMOHAaJIbHaA na3yx1/1), B HOCOBBIX ITOJIMIIaX, B o4Yarax BOCIHAJICHUA
(B COACPKUMOM I'Iy3LIpeI71 Ipu MOpaKCHUU KO)KI/I). B I/IHTepCTPIL[I/IaJIBHOﬁ KUIKOCTH U B CIIIOHE
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MOKCH(JIOKCAITUH OMpeaessieTcss B CBOOOAHOM, HE caﬂ3aHHowg'éé}§%E%i z@ﬂklﬂgﬁugﬁ'rﬁaﬂ 1'/1

BBIIC, YEM B ILIa3MC KpPOBH. KpOMe TOr0, BBICOKHC KOHIICHTpAalIHUKU MOKCI/I(I)JIOKCEIL[I/IHa
OIMPECACIIIIOTCA B TKaHAX OpraHoOB 6pI-0].HHOI>i IIOJIOCTH, HepHTOHeaHLHOﬁ KHUAKOCTHU M KCHCKHUX
IMOJIOBBIX OpraHax.

BI/IOTDaHCd)ODMaHI/IH

Mokcugnokcanud noasepraercst Ouorpanchopmaruu 2-oii pa3sl U BBIBOAMTCS U3 OpraHU3Ma
MOYKaMM, a TaKXe uepe3 KUIICUYHUK, KaK B HEHM3MEHEHHOM BHUJE, TaK U B BHJIE HEAKTUBHBIX
cynbpocoequaennii (M1) u mmokyporumoB (M2). Moxkcudmokcaliid HE TOJIBEpraercs
ouotpanchopmManui MHKPOCOMAaJIbHON cuctemor muToxpoma P450. Merabomutet M1 u M2
IPUCYTCTBYIOT B IUIa3ME€ KPOBHM B KOHIIEHTpALUSAX HUXKE, 4YeM HCXogHoe coenuHeHue. [lo
pe3ynbraTtaM JOKJIMHUYECKHX HCCIIeI0OBaHUI ObUIO J0Ka3aHO, YTO yKa3aHHbIe METa0OJIUThl He
MMEIOT HETraTUBHOTO BO3CUCTBUS Ha OPTaHU3M C TOUKU 3PEHHUsI OE30MaCHOCTH U MIEPEHOCHMOCTH.

ONIMMUHAIMA

[lepuon momyBbIBeIeHUST MOKCH(IIOKCAllMHA COCTaBIsieT mpuMmepHo 12 uacoB. Cpennuit oOmmii
kimpeHc nocie BBeAeHus B noze 400 mr cocraBimser 179-246 mur/mun. [loyedHblld KIUPEHC
cocraBisieT 24-53 mi/MuUH. DTO CBHAETENBCTBYET O YACTUYHOM KaHAlbLIEBOM peabcopOiuu
npenapara.

bamanc macc HMCXOAHOTO COeAMHEHHS W MeTaboiuTOB 2-M (pa3bl COCTaBIsSET MPUOTUIUTEITHHO
96-98 %, uTo yKa3bIBaeT Ha OTCYTCTBUE OKUCIUTENBHOr0 MeTabonu3ma. Okono 22 % oHOKpaTHOH
10361 (400 Mr) BBIBOJUTCS B HEM3MEHHOM BHJIC TTOYKaMH, OKOJIO 26 % — yepe3 KUIIICUHUK.

Oco0Oble I'PpYHIIBI MAIIMCHTOB

Bo3pacm, noJl u SmHu4YecKka l’lpuHClaﬂe.?fCHOCWlb

[pu uccnenoBanuy (GapMaKOKHHETHKH MOKCH(IIOKCAI[MHA Y MY)KYMH M JKCHIIMH ObLIH BBISBICHBI
pazmuunst B 33 % mo nokazarensiMm AUC u Cmax. BecacsiBanne Mokcugokcaiaa He 3aBUCEII0 OT
nona. Paznuuus B mokasarenssx AUC u Cax ObLIH 00YCIIOBJICHBI CKOpee pa3HUIICH B Bece, 4eM
II0JIOM U HEC CHUTAKOTCS KIIMHNYCCKU 3HAYNMBIMU.

He BBISIBIIEHO KITMHUYECKU 3HAUUMBIX Pa3Iu4nil (hapMaKOKMHETUKH MOKCU(IIOKCAIIMHA Y TAlUEHTOB
Pa3JIMYHBIX YTHUYECKUX TPYII U Pa3HOTO BO3pacTa.

Toueunas neoocmamoyrnocme

He BBISIBIIEHO CYIIECTBEHHBIX W3MEHEHUH (DapMaKOKMHETHKHM MOKCH(IIOKCAIIMHA y MAalME€HTOB C
HapylmeHneM GyHKIMY MoueK (BKIIOYAs MAIlMEHTOB ¢ KIIMPEHCOM KpeaTHHuHa <30 Mi/Mun/1,73 Mm?)
U y TalMEeHTOB, HAXO/AIIMXCS Ha HENPEpPhIBHOM T'eéMOJHANIM3€ M JJIUTEIBHOM aMOYIaTOpHOM
NIEPUTOHEAIILHOM JIHAJIU3E.

Ileyenounas nedocmamounocms

He ObII0 cCyIIeCTBEHHBIX pa3iWyMii B KOHLEHTpPAlMM MOKCH(JIOKCAallMHa y MalMeHTOB C
HapyleHusMH GyHKIUU neveHu (kiaaccesl A u B no knaccudukanun Yaitna-I1s10) no cpaBHeHuto co
3JI0POBBIMH JOOPOBOJIBIIAMU U MAIUEHTAMU ¢ HOPMAJIbHON (PyHKIIMEH MeYeHu.

CTHU

q)apMaKOKI/IHCTI/IKa MOKCI/I(bJ'IOI(C&LII/IHa y JeTel He HU3y4aiacChb.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BcnoMoOraTeJbHbIX BeleCTB

[ennrono3a MUKpOKpUCTAILTHYECKAS
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IMToBunou-K25 (MOCNEOOBATENEHOCTE 0001)

Kpockapmennosa Hatpust
Marnus creapat

Cocras Kopryca KarcyJIbl:
Turana nuokcun
Kematnu

CocTaB KPBIIIEYKH KAIICYJIIbL:
Twura"a qTuokcug
Kenarun

6.2. HecoBMecTHMOCTDH

He npumenumo.

6.3. Cpok roaHocT (CpOK XpaHeHHs)

3 roza.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3aILUIIEHHOM OT CBETa MecTe Ipu TeMiepaTtype He Bbiuie 25 °C.

6.5. XapakTep u cojep:KaHHe YIAKOBKH

ITo 5, 7, 10, 20 xancyn B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY W3 IUIEHKU MOJUBUHWIXJIOPUAHOU U

(boIbIY AMIOMUHUEBON TIEYaTHOM JTAKUPOBAHHOM.

ITo 10, 20, 30, 50, 60 unn 120 xarncyn B 6aHKH U3 MONUATHIEHTepedTamara sl IeKapCTBEHHBIX
CPEIICTB WJIU TMOJUIPONUICHOBBIE ISl JIGKAPCTBEHHBIX CPEIICTB, YKYIMOPEHHBIE KPBIIIKAMH W3
MOJIMATUJICHA BBICOKOTO JABJCHUS C KOHTPOJIEM II€PBOTO BCKPBITHS WIIM  KPBIIIKAMH
MTOJIUIIPONTUIICHOBBIMH C CUCTEMOM «HAXKaTh-TIOBEPHYTHY WJIU KPBIIIIKAMU U3 MOJUITHICHA HU3KOTO
JABJICHUS C KOHTPOJIEM MIEPBOTO BCKPBITHSL.

CB00OOAHOE MPOCTPAHCTBO B OAHKE 3AIMOJIHSIIOT BATOM MEAUITMHCKON THTPOCKOTTUYECKOM.
Ha GaHKy HakJIeHBalOT 3TUKETKY.
Opny 6anky w1, 2, 3,4, 5 unu 10 KOHTYpHBIX SIYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIUEH IO

MMPUMCHCHUTIO (J'II/ICTOK'BKJ'IaI[BIH_I) NMOMCIIAKOT B KAPTOHHYIO YIIAKOBKY (naqu).

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3AIUH MCNOJIB30BAHHOIO J€KAPCTBEHHOI0
npenapara MM OTXOJ0B, IOJYYCHHBIX IOCJe NMPUMEHEHHMs JIEKAPCTBEHHOI0 INpenapara, u
Apyrue MaAaHMIYJISILMHU € penapaTomM

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccus
00O «ATomm»
445351, Camapckas 00:1., . XKurynesck, yi. 'uapocrpoutenei, 1. 6.

7.1. llpencraBuTtennb AepkaTesisi perucTPALMOHHOIO YA0CTOBEpPEeHHA

[Tperensun notpedHUTeNel HAIPABIATH MO a/IPeCy:
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(NOCNEOOBATENEHOCTE 0001)

Poccus

000 «O30n»

445351, Camapckas 00:1., .0. JXKurynesck, T. JKurynesck, yi. ['uapocrpoureneii, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHUI

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIN MpenapaT OTHOCUTCS K KaTErOPUU OTITYCKa IO PELenTy.

OO0mas xapakTepuCTUKa JIEKApPCTBEHHOI'O TMpernapara YIbTPaMOKC JOCTYIIHA B €IHMHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicKoro 3KOHOMHYECKOTO COI03a W Ha

oduIaILHOM caiite YHOOJIHOMOYEHHOT'O opraHa (3KCcniepTHOM OpraHU3aIINH )
https://Ik.regmed.ru/Register/EAEU SmPC.
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