COOTBETCTBYET IKCNEFPTHOMY OTYETY
ot 19.10.2023 N2 20849
002

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHRHOFOITPEMAPATAS 1002]

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
Odnokcanun, 400 Mr, TaOIETKH, MOKPBITHIC MJICHOYHONW 000JIOUYKOM.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBINA COCTAB

JeticTBytomee BemecTBo: 0hI0KCaIHH.

Kaxxnas tabnerka comepxut 400 mr oduiokcanuHa.

BcnoMorarenbHbIe BelllecTBa, HATMYHUE KOTOPBIX HAZ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
mpernapara: JakTo3a.

[ToHBIN TTepevYeHbh BCIIOMOTATEIBHBIX BEIIECTB NMPUBENICH B pasnaene 6.1.

3. IEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000IOYKOM.

[TpononroBatsie, ABOSKOBBINYKIOH ()OpMBbI TaOJIETKH, HOKPBITHIE MJICHOYHOM 000J0UYKON
6eroro wim nouTH O6EI0To IBETa, Ha MONEPEYHOM pa3pese sIPO OT OEIOro 0 CBETIO-KEITOro
[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. IloxkazaHusl K NPUMEHEHUI0

Jleuenne MH(MEKINOHHO-BOCTIAJIUTEIbHBIX 3a00JI€BaHUM, BBI3BAaHHBIX UYYBCTBUTEJIBHBIMU K

ouIoOKCallMHy MUKPOOPTIaHU3MaMH:

—  TIHMeJoHe(PUT U OCIIOKHEHHbIE HH(EKLIUU MOYEBBIBOISAIINX MTyTEH;

—  [POCTaTHUT, SIUAUIUMUT, OPXUT;

—  MH(EKIHUH OPraHoB MaJoro Tasa (B cocraBe KOMOMHUPOBAHHOM Tepanum).

Jlns nedenuns ciaenyromux nH(EKIMOHHO-BOCHAINTEIbHBIX 3a001eBaHi 0(IOKCAllUH MOXKET

IPUMEHSATHCS TOJIBKO B KAYECTBE aJIbTEPHATHUBBI IPYTMM IPOTUBOMHUKPOOHBIM ITperaparam:

—  OCJIO)KHEHHbIE MH(PEKINHN KOKU U MITKUX TKaHEeH;

—  HEOCJIO’)KHEHHBIN LIUCTUT U HEOCIOKHEHHbIE HH(EKIIUN MOYEBBIBOIAIIUX ITyTEH;

—  MH(EKIHUH KOCTeH U CyCTaBOB;

—  OCTpbIi GaKTepuabHbIA CHHYCHT;

—  000CTpeHHE XPOHUUECKOTO0 OPOHXUTA, BHEOOJIHbHIUYHASI THEBMOHUS;

— mnpoduinakTUka  WHQEKIUi, BBI3BAaHHBIX  UYYBCTBUTENBHBIMM K  O(JIOKCALUHY
MUKpPOOPTraHW3MaMH, y NAIlMEHTOB CO 3HAYMTEIbHBIM CHM)KEHHMEM HMMMYHHOTO CTaTyca
(HampuMep, Ipu HEUTPOIIEHUN ).

[Ipu npumeHeHun odIOKcallMHa CIeAyeT YYWUThIBaThb OQUIMAIbHBIE HAllMOHAIbHbBIE

pPEKOMEHIallMH 0 Ha/JeKalleMy MPUMEHEHHI0 aHTHOAKTepHaIbHBIX MPENnapaTroB, a TaKkKe

YYBCTBUTEIHHOCTb MaTOT€HHBIX MUKPOOPTaHU3MOB B KOHKPETHOM PErHOHE.

4.2. Pe:xuM 103MPOBaHUS U CNIOCO0 MPUMeEHEHHU s

Pexxum no3upoBanus

Jo3a odnokcanuHa U JJIMTETLHOCTD JICUCHUS 3aBUCAT OT TSKECTH M BUA MH(EKITUH, OOIIETO
COCTOSIHUS TallMeHTa U (YHKLIUH OYEK.

B3pocnvie nayuenmul ¢ Hopmanvrot pyuxyue nouex (kiupeuc kpeamununa oonee 50 mai/mun)
ITpenapat Ha3HauyaroT B cyTouHOM n03€ 400 Mr, pa3aeneHHON Ha Ba puema (Kaxasie 12 u).
CyrouHast 1032 MokeT ObITh yBenmndeHa 10 600-800 Mr mpu TspKeNbIX WHPEKIUAX WIH TPH
JICYCHUH MAIMEHTOB ¢ M30BITOYHOM Maccol Tena.

[Ipy HEOCIOXHEHHOM IIUMCTUTE M HEOCIIO)KHEHHBIX HHQEKIHSIX MOYEBBIBOAAIIUX IMTyTeil
npenapar Ha3HauatoT B 103¢ 200 Mr 2 paza B cyTku B TedyeHue 3-x queil ninu 400 mr 1 pa3 B
CYTKU OJJHOKPATHO.

ITpu ronopee HazHauyaroT 400 MI OJTHOKpATHO.

Cytounyto 103y 10 400 Mr MOXKHO Ha3Ha4yaTh B 1 mpueM, MpeanoYTUTeNbHO yTpoM. CyTOUHYIO
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no3y 6onee 400 Mr ciaemyeT pa3aenuTh Ha 2 TpyYeMa C péﬁ%&%@ﬁ@%ﬁj 0002)

TabneTku cleAayeT MpOrjaThiBaTh IEITUKOM, 3alHBas JOCTATOYHBIM KOJIMYECTBOM BOJBI.
[Ipenapat MOXHO MPUHUMATH Kak /10, TaK U BO BpeMs npuema nuiy. Heo0xoaumo usberath
OJTHOBPEMEHHOTO MpreMa 0(JIOKCAI[THA BMECTE C aHTaI[UIaMHU.

Oco0ble rpyniibl HalMEHTOB

Tayuenmor noscunozo 6ospacma

Bo3spacT narueHToB He TpeOyeT KOppeKIuu 1036l oduiokcanuHa. OQHAKO MPU MTPUMEHEHUN
mperapara y MalueHTOB MOXKUJIOr0 BO3pacTa 0c000e BHHUMAHHE CIEAYeT yICIATh (YHKIIUU
MOYEK, TaK KaK B CIy4yac €€ CHIDKEHUS MOXKET MOTPeOOBaThCS COOTBETCTBYIOIAS KOPPEKITUS
peKHUMA J03UPOBAHUS.

Tayuenmoi ¢ HapyweHusMU YHKYUU NeweHU

[Tpy HapymeHusx (QYHKIUUA TEYCHH HE PEKOMEHIYETCS IPEBBIIATh CYTOYHYIO J03Y
odnokcarmua 400 mr.

THayuenmo ¢ HapyweHusMU PYHKYUU NOYEK

[Tpu HapymieHUH QYHKIUU TIOYEK PEKOMEHIYETCS CICAYIONIMH pPEXUM JIO3HPOBAHHS B
3aBHCHMOCTH OT KJIMPEHCa KPeaTHHHHA.

KiupeHnc kpeaTuHuHa Pa3oBasi no3a (Mr)* KparHocTh BBe/1eHus1

50-20 ma/MuH 100-200 1 pa3 B cyTku (Kaxzaple 24 4)

< 20 ma/muE** 100 1 pa3 B cyTku (kaxzapble 24 4)

WA TEeMO/IUAIIN3 WIn

U epUTOHeaNnbHbIM quanus | 200 1 pa3 B 2 cyrok (Kaxble
48 1)

* B coOOTBETCTBUHU C IIOKa3aHUSIMHU.

** PeKOMEHAyeTCs MOHUTOPHPOBATh CBIBOPOTOYHBIE KOHIEHTpAaUUu OQJIOKCAalMHA Yy
NAUEHTOB C TSHKEJIBIMHU HapyIIEHUSIMU (QYHKIMH MOYEK WM Yy MAlMEeHTOB, HAXOASIIUXCS Ha
JUaJIN3e.

B cnyuasix, xorja HET BO3MOXHOCTH omnpeaenuTh kiaupeHc kpeatuHuHa (KK), ero moxHO
paccuMTaTh O KOHLEHTPAIMK KpeaTHHUHA CBIBOPOTKU KPOBH, HUCHONB3Ys popmyny Kokpodra
JUIsL B3POCIIBIX:

AJI1 MY>KYUH:

Macca tena (kr)*(140 - Bo3pacT B rozgax
KK (mn/mMun)= Gr)x( P )

72XKpeaTHuHUH CHIBOPOTKU KPOBU (MT/111)
170011

Macca tena (xr)x=(140 - Bo3pacT B romax
KK (ma/Mun)= Gr)( P )

0,814 xkpeaTHHUH CHIBOPOTKU KPOBH (MKMOJIb /1)

TSI YKEHIIHH:
KK (mi1/mun)=0,85%moka3atenp y MyK4duH

IIpooonscumenvrocms nevenus

[TpoOmKUTETLHOCTE JICUCHUSI 3aBHCHUT OT TsDKeCTH 3a0oiieBaHus. Kak mro0oe jedeHue
MPOTUBOMHUKPOOHBIMU TIpemapaTamMu, Je4eHHe OQIIOKCAIMHOM JOJDKHO TMPOIOJDKATHCS B
Te4eHHe MUHUMYM 48-72 9 1ociie HOpMalH3allu{d TeMIIepaTyphl Tella WIM TP HAJTHIUU
MIOJITBEPIKICHUS DPATUKAIIUU BO3OYAUTETIS.

Crocob npuMeHeHus

BnyTps.

4.3. IIpoTuBONOKA3aHUS
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—  TUIEepPYYBCTBUTEIBHOCTh K OQIJIOKCAIIUHY; ﬂpvrﬂw'%{%ﬂ%{;ﬁf‘ -Tﬁﬂb@':g}g@d;]a;}:':&

BCIIOMOTaTeJIbHBIX BELIECTB, [IEPEUUCIIEHHBIX B pa3zene 6.1.;

—  DIUWJIETICHUS;

—  TceBaomapanuTHuecKas Muactenus (myasthenia gravis) (cm. pasaens 4.4., 4.8.);

—  MOpaXEHUs CYXOXWINN MpH rpruemMe (PTOPXUHOIOHOB B aHAMHE3E;

— JIETCKMH W TOAPOCTKOBBIM BO3pacT 10 18 yieT (HENb3si MOJHOCTBIO HCKIIOYUTH PHUCK
MOpaXEHUS! XPSIIEBBIX 30H POCTa KOCTEH y peOeHKa);

—  OepeMeHHOCTH (HEJb3s MOTHOCTHIO UCKITIOUUTh PUCK MOPAKEHUS XPSIIEBBIX 30H pOCTa y
10/1a);

—  TepHoJ TPYJHOTO BCKapMIIUBaHUS (HENB3Sl MOJTHOCTHIO HCKIIOYUTH PUCK MOPAKCHUS
XPSAIIEBBIX 30H POCTa KOCTEH y peOeHKa);

—  HAcJeICTBEHHAas HEMEePeHOCHMOCTh JAaKTO3bl, AEMUIUT JaKTa3bl, TIIIOKO30-TaTaKTO3HAs
Majba0bcopOIus (B CBSA3U C HAIMYHUEM B COCTABE JIAKTO3bI).

4.4. Oco0ble yka3aHusi 4 Mepbl PeI0CTOPOKHOCTH MPU PUMEHEeHUH

C OCTOPOXKHOCTBIO

— Yy TAalMeHTOB, NPEIpacloIOKEHHbIX K pa3BUTUIO cyaopor (y MalUeHTOB C
IPEIUIECTBYIOIUMHU MOPaKEHUsAMU LeHTpaabHo HepBHOW cuctembl (LITHC), takumm kak
BBIPQXCHHBI  aT€pOCKJIEPO3  COCYJOB TOJOBHOIO  MO3ra, HapylIeHHs MO3TOBOTO
KpoBoOOpallleHus: B aHamMHe3e, oprannueckue nopaxenus [{HC, TpaBMbI ToJI0BHOrO Mo3ra B
aHaMHe3e; y MalHMeHTOB, OJHOBPEMEHHO MPUHUMAIOIIMX Ipernaparbl, CHUKAIOLIUE MOpOr
CYJOPOXHOM aKTUBHOCTH I'OJIOBHOT'O MO3Tra, TakHe Kak (heHOy(heH UK Ipyrue HecTepouiHbIe
MPOTUBOBOCTIAJIUTEIIBHBIC MpeTapaThl, TCOPUIUINH);

— Y TAalnMeHTOB C JATEHTHBIM WIA MaHH(ECTHPOBAHHBIM Je(QUIMTOM TIIIOK030-6-
dochaTaernnporenasbl (MOBBIICHHBI PHCK PAa3BUTHUS TEMOJUTHUYECKHX PpEAKIHA MpH
JI€YCHUU XMHOJIOHAMHU);

— Yy NAIMeHTOB C HapyIIEHUSIMH (QYHKIUHU Modek (TpedyeTcs o0s3aTenbHbI KOHTPOJIb
(GYHKIMH TIOYEK, a TAKKE KOPPEKIIHS peXKUMa JO3UPOBaHUs, CM. pasnen 4.2.);

— y TAlUEHTOB C MEYEHOYHON HEJOCTaTOYHOCThIO (KOHTpOJIb MOKaszaTened (yHKUuuu
TICYCHH );

— Yy HalMeHToB ¢ nopdupueit (puck o0ocTpeHus noppupun);

— Yy HanMeHToB ¢ ¢akTopamMM pHUCKa yJUIMHEHUs uHTepBana QT: y manueHToB MOXHUIIOro
BO3pacTa; IpU HECKOPPEKTUPOBAHHBIX DSJEKTPOJIUTHBIX HAapyLIIEHUSX (TUIOKAINEMUS,
THUIIOMarHueMHus); IpyU CUHAPOME BPOXKAEHHOTO YAIUHeHus naTepBana QT, mpu 3a0oneBaHUsIX
cepaua (cepaeyHass HENOCTaTOYHOCTb, MH(MAPKT MuUOKapnaa, Opaaukapius); IpU
OJTHOBPEMEHHOM IIpHEME JICKapCTBEHHBIX CPEJCTB, CIOCOOHBIX YIIMHATH HHTepBanm QT
(aatmapurmuueckue mpenaparsl |IA u |l kmaccoB, TpuUIMKIMYECKHE aHTHACTIPECCAHTHI,
MaKpOJIU/bI, HEUPOJIETITUKN);

— Yy NalKEeHTOB C CaxapHbIM JUAa0ETOM, MOJIYYaIOINX MepOopaIbHble THUIIOTIIMKEMUYECKHE
cpeacTBa (Hampumep, THMOEHKIAMUA) WIM HMHCYJIMH (BO3pacTaeT pHUCK Pa3BUTHS
TUIIOTJIMKEMUH ),

— Yy NAIMEHTOB C TSHKEJIBIMU HeXKeJIaTeIbHBIMU PEAKLUAMU Ha JPYTUe XUHOJIOHBI, TAKUMH
KaK TsDKeJble HEBPOJOTHYECKHE pPEaKUUU (MOBBIMIEHHBIH PHUCK pPa3BUTUS aHAJIOTUYHBIX
HE)KENMaTeNbHBIX PeaKLUil pH MPUMEHEHUH O(IIOKCALIMHA);

— Yy HAIMEHTOB C IICUX03aMHU U JIPYTUMH IICUXMYECKUMH HApYIIEHUSIMHU B aHAMHE3€;

—  y HAIMEeHTOB MOXKMJIOTO BO3pacTa M y MallMeHTOB I0C/Ie TPAaHCIIAHTAIUH, a TaKXKe MPH
COITYTCTBYIOIIEM TPHUMEHEHUH TJIIOKOKOPTUKOCTEPOUIOB (IOBBIIMIEHHBIH PUCK DPAa3BUTHUS
TEHJAMHHUTOB U Pa3pbiBa CYXO0XKHINHN);

— Y TAlUMEHTOB C aHEBPU3MOM aopThl, C BPOXKAECHHBIM IMOPOKOM KJjalaHa cepiua B
CeMEWHOM aHaMHe3e, WJIM y MalUeHTOB C AMArHOCTUPOBAHHOM aHEBPHU3MOW aOpTHI W/MIIH
paccioeHreM aopThl, ¢ 3a00JIeBaHUEM KJIallaHa CepAlla WM MPH HATWYMK APYruX (akTopoB
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pHUCKa WM COCTOSIHUH, MPeApacnoiaraolux K )%BHTH@%EM&%@%Q 5J&Mﬂ

AO0PTBHI, WJIM PETYPrUTALMN/HEAOCTATOYHOCTH KJlaraHa cepAua (Hanpumep, cuaapom Mapdana,
cunapom Dnepca-Jlannoca, cunapom TepHepa, Oone3ns bexyera, aprepuanbHas TUIEPTEH3NS,
PEBMAaTOMIIHBIA apTPUT, COCYAUCTBIE 3a00JieBaHUs, Takue Kak aprepuut Takascy,
TUTaHTOKJIETOUYHBI apTEepUUT, MOATBEPXKACHHBIN atepockiepo3, cuniapom lllerpena,
WH(DEKIIMOHHBIN YHIOKAP/IUT).

OcoOble yKazaHus

Ilomeps mpyoocnocobonocmu (uHéaruOU3ayUs) U NOMEHYUAIbHbIE HeOOpamuUMble cepbesHble
HediceslameibHble peakyuu, 00YCl081eHHble NPUeMoM QMOPXUHOTIOHO8

[Ipumenenne (GTOPXMHOIOHOB, B TOM 4YHCIE OQIIOKCAIlMHA, OBLJIO CBA3aHO C MOTEper
TPYAOCIIOCOOHOCTH U Pa3BUTHEM HEOOPATUMBIX CEPhE3HBIX HEKEIAaTeNbHBIX PEakiuil co
CTOPOHBI PA3JIUYHBIX CHCTEM OpraHu3Ma, KOTOPBIE MOTYT Pa3BUTHCS OJHOBPEMEHHO Y OJTHOTO
U TOTO e nanueHTa. HexenarenpHble peaklny, BbI3BaHHbIE (PTOPXMHOIOHAMHU, BKIHOYAIOT
TEHJWHUTHI, Pa3pbIB CyXOXKWINH, apTPATHIO, MHAJITHIO, TepUPEPUIECKyI0 HEHponaTuio, a
TaKk)Ke HeXeJaTelbHBbIE PEaKIMH CO CTOPOHBI HEPBHOM CHCTEMBbI (TaJUTIOIMHAIIMM, TPEBOTa,
Jenpeccusi, 0ECCOHHUIIA, TOJIOBHBIE OOJIM M CITYTaHHOCTh CO3HaHUs). JlaHHbBIE peaKkIi MOTYT
pa3BUTbCA B MEPUOJI OT HECKOJIBKHMX YacCOB JIO HECKOJIbKMX HeNesb MOCJe Havala Teparuu
odrokcannHoM. Pa3BuTHE 3THX HEKENIATENBHBIX PEAKIIMKA OTMEYAJIOCh y TAlMEHTOB JIF0OOTO
BO3pacTa win 6e3 HaIMYKsl PEAECTBYIOMUX GakTopoB pucka. [Ipyu BOSHUKHOBEHHUH MEPBBIX
NPU3HAKOB WJIM CHUMITOMOB JIIOOBIX CEPHE3HBIX HEXKENATEeIbHBIX PEaKIHid CJexyeT
HEMEIJICHHO TMpPEeKpaTuTh npuMeHeHue oduokcanuna. CnemyeT wuszderaTb NPUMEHEHHS
(TOPXUHOIOHOB, B TOM YHCIie OIIOKCAIIMHA, Y TAIMEHTOB, Y KOTOPBIX OTMEYAJINCh JTF0ObIC U3
9TUX CEPbE3HBIX HEXKEIATEIbHBIX PEAKIIUMA.

THayuenmor ¢ HapyweHuem hyHKyuu novex

B cBsa3u ¢ TeM, 4TO OQIIOKCAallMH BBIBOAMTCA B OCHOBHOM IOYKaMH, y TMAalUEHTOB C
HapyIIeHUsIMU (DYHKIIMHU TOYEK HEOOX0AMMa KOPPEKITHsI 103bI odIiokcariaa (cM. pasznen 4.2.).
Ipogpunaxmuxa ghomocencudbunuzayuu

B nepuon neyenns ookcarimHOM, B CBSI3H C pUCKOM BO3HHUKHOBEHUS (POTOCEHCHOMIN3AIINHY,
cieayeT u3beratb BO3AEHCTBHS IPKOTO COTHEUHOTO CBETA U YIbTPA(pHOIETOBBIX JTyUeH.
Bmopuunas ungexyus

Kak u npu npuMeHeHuu Ipyrux MpOTHBOMUKPOOHBIX IIPENapaToB, Mpu npueme ohIoKcalnHa,
0COOEHHO JUIMTEIBHOM, BO3MOYKHO Pa3BUTHE BTOPUYHON HH(EKIMH, CBA3aHHOW C POCTOM
YCTOMYMBBIX K TMpernapaTy MUKPOOPTaHW3MOB, ISl UCKIIFOUEHUSI U TIOJTBEPKICHUS KOTOPOH
ClleflyeT TPOBOAMWTH MOBTOPHYIO OIICHKY COCTOSIHMs TarmeHTta. Ecim BO Bpemsi Tepamuu
pa3BUBaeTCs BTOpUYHAst HHPEKIUS, CeAyeT MPUHATH HEOOXOUMBIE MEPHI 1O €€ JICYCHUIO.
Ilepughepuueckas netiponamus

VY manueHToB, Moay4aBIIUX (PTOPXHUHOJIOHBI, BKIOYas O(IOKCAIIMH, COOOIANIOCH O CIIydasx
pa3BUTHS CEHCOPHOW M CEHCOPHO-MOTOPHOI HeWporaTuu, KOTopas MOKET UMETh ObICTpoe
Havano. Ecnu y manueHToB pa3BUBAIOTCS CHUMITOMBI HeHpomnaTwu, JedeHrne OQIOKCaluHOM
JIOJDKHO OBITH MPEKPAIeHO, YTO CIOCOOCTBYET MUHMMH3AIUN BO3MOXKHOTO PHCKA Pa3BUTH
HEOOpaTHUMBIX COCTOSIHUH.

[TanineHTHl TOHKHBI OBITH MHMOPMUPOBAHBI O HEOOXOIMMOCTH COOOIIATh CBOEMY JIeUaleMy
Bpaudy O MOSBIEHUU JIOOBIX CHMIITOMOB Helponiatuu. OTOPXUHOIOHKI HE CIEAyeT Ha3HAYaTh
MalyeHTaM, UMEIOIINM B aHaMHe3€ YKa3aHUs Ha epudeprudecKyro HeHpomaTHio.

Tayuenmoi ¢ HeOocmamoyHOCmMb0 210K030-6-chochamoezudpocenasvi

[TatmeHTHI € JATEHTHBIM WM  JAWAarHOCTHPOBAHHBIM  Ae(PHUIMTOM  TIFOK030-6-
docdarnerunporeHazbl MOTYT OBITH MPEIPACIIONOKEHBI K TEMOIUTHUYECKUM DPEAKIHSIM MPU
JICYCHUH XUHOIOHAMH. [109TOMY y TaKMX MAIMEHTOB CIIEIYeT COOII0aTh OCTOPOKHOCTD TIPH
MPUMEHEHUU O(IIOKCAIIHA.

Tcesoomembpanosnotii korum, evizéannwiii Clostridium difficile

[TosiBNieHne auaper, OCOOCHHO B TspKeIOW ¢GopMe, MEePCUCTUPYIOIIEH W/WIKM C MPUMECHIO
KpOBH, BO BpeMsl WWIH T1OCI€ JiedeHUs] O(QIOKCAIMHOM MOXET OBbITh CHMIITOMOM
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niceBjoMeMOpaHo3Horo konuTa. [Tpu mogo3penyu Ha pajEiTie HeeBAbMEMOPaOSHOTS Kojtrra

JeyeHne 0(IIOKCAIITHOM JOJDKHO OBITh HEMEJICHHO MPEKPAICHO U He3aMeITUTEIbHO JODKHA

ObITh Ha3HAuU€Ha COOTBETCTBYIOINAs croenuduueckas aHTHOAKTepualbHas  Tepamnus

(BaHKOMHIIMH BHYTpPb, TEHKOIUIAHMH BHYTPb WJIM METPOHHIA30J BHYTph). Ilpemaparsl,

TOPMO3AIIUE TEPUCTANBTUKY KHIIEYHHKA, INPOTUBOINOKA3aHbl B JAHHON KIMHHUYECKON

CUTYAIlHH.

Tayuenmsi, npedpacnonodxcenHuvle K passumuro cyoopoz

Kak u apyrue XuHOJIOHBI, 0()JIOKCALIMH JOJKEH C OCTOPOKHOCTHIO IPUMEHSATHCS Y TAIIUEHTOB,

MPEIPACIIONOKEHHBIX K Pa3BUTHUIO cyJopor (rmauueHTsl ¢ nopaxenusmu LIHC B anamuese, y

NAIMEeHTOB, OJHOBPEMEHHO MOJYYAIOUMX IPernaparbl, CHUKAIOUIUE IMOPOT CYIOPOKHOU

AKTHBHOCTH T'OJIOBHOTO Mo3ra (TeodrmmiuH; dhendydeHn u Apyrue moaoOHbIE HECTEPOUIHbBIC

NPOTHBOBOCTIAIMTENbHBIE Tpenapatsl). [Ipu pa3sBuTHM Cyaopor jedeHHe O(IOKCAIMHOM

CIIeTyeT MPEKPATUTb.

Tenounum u pazpol8 cyxonHcuiutl

TeHauHUT, peIko BOSHUKAIOMIHK Ha (hOHE TPUMEHEHUS! XUHOJIOHOB, MOKET UHOT /1A TPUBOIUTH

K pa3pbIBy CYXOXXWJIMH, BKIIOYAsi aXUIIOBO CYXOXKUIJIME, U MOXKET OBITh IBYCTOPOHHHUM. DTa

HEe)KellaTellbHas Peakiusi MOXKET Pa3BUThCS B TeUeHHe 48 4acoB IMOcCIie Hayvaja JICUCHUS WU

Yyepe3 HECKOJIBKO MECSIIEB MOCTIE 3aBEPIIECHUS TePauu PTOPXUHOIOHAMH.

[TarueHTHl MOXKUIIOTO BO3pacTa Oosiee MPEAPACHONONKEHbl K PAa3BUTHIO TEHAWHHUTA; Y

NAIMEeHTOB, MPUHUMAIONINX (TOPXHUHOJIOHBI, PICK Pa3pbiBa CYXOXKHIIUS MOXKET IOBBIIIATHCS

IpU OJHOBPEMEHHOM MPUMEHEHUU TIIOKOKOPTUKOCTEpOouAoB. KpoMe sToro, y manueHToB

10CJI€ TPAHCIUIAHTAIMU TIOBBIIIEH PUCK PA3BUTHS TEHIMHUTOB, MOITOMY PEKOMEHIYETCS

coOI0AaTh OCTOPOKHOCTH TP HA3HAYCHUU (PTOPXUHOJIOHOB y TAHHOM KaTEeropuy NalleHTOB.

VY nanueHToB ¢ HapymEHUSIMHA (DYHKIIMH MTOYEK CYTOYHYIO 03y CIeIyeT CKOPPEKTHPOBATh Ha

OCHOBaHUU KJIMPEHCA KPeaTHHUHA.

[TanimeHnTaM ciemyer peKOMEHIOBATh OCTABAaThCSI B IIOKOE MPH MOSIBIICHIH MEPBHIX MTPU3HAKOB

TEH/MHUTOB WM Pa3pbIBOB CYXOXKUJIMM U 00paTUThCS K JevamiemMy Bpady. [Ipu nogo3penun

Ha pa3BUTHE TCHIMHNUTA WIH Pa3pbIB CYXOXKHIIHS CIEIyeT HEMEIICHHO MPEKPATUTh JICUYCHHE

npenapaToM M HayaTh COOTBETCTBYIOIEE JICUEHUE IMOPAXEHHOTO CYXOXKWIINS, HalpHUMeEp,

o0ecIieunB eMy JOCTaTOYHY HMMOOMIH3auio (cM. pasaeisl 4.3. u 4.8.).

Yonunenue unmepsana QT

HeoOxomnma ompeneneHHass OCTOPOXHOCTh TPU TpueMe (PTOPXMHOJIIOHOB, BKIHOYAs

o(yokcalrH, y MallMeHTOB C U3BECTHBIMHM (hakTopaMHu pHcKa ymiuHeHus uHTepBana QT,

TaKUMH KaK:

- IOXWIOU BO3pAcCT;

- HECKOPPEKTHPOBAHHBIA  JWUCOATaHC  DJEKTPOJIMTOB  (HAampUMep,  TUIOKATUEMHS,
TUIIOMarHueMHus);

- BpOXJEHHOE ynnuHeHne nareppana QT;

- 3a00JIeBaHUS CEPCYHO-COCYJMCTOM CUCTEMbI (CepJeuHas HEeJOCTaTOYHOCTb, HWH(ApKT
MHUOKap/a, Opagukapaus);

- OJIHOBpEMEHHBIH TpueM mnpenapaToB, ymmHsomux uHTepBan QT (IA u Il xmaccer
AQHTHAPUTMUYECKUX TIperapaToB, TPUIUKIMYECKHE aHTHACTIPECCAHThI, MaKpOJIH/IbI,
HENPOJIETITUKH).

Icesoonapanumuueckas muacmenusi (myasthenia gravis)

DTOPXUHOIOHBI, BKITFOYast OIOKCAIMH, XapaKTEPU3YIOTCsI OIIOKUPYIOIIeH HEPBHO-MBIIIIEYHOE
NPOBEJNEHNE AKTHMBHOCTBIO W MOTYT YCHIIMBATh MBIIMIEYHYKO C1a00CTh Yy MAIMEHTOB C
NICEBIONAPATUTUYECKON MHUacTeHuel. B moCTperncrpannoHHOM TIepHOAe HaOIII0aIich
CephE3HbIE HEXKENATEIbHBIE PEAKIMH, BKIIFOYas JIETOUYHYIO HEAOCTATOYHOCTD, IOTPEOOBABIIYIO
NPOBEJCHHE HWCKYCCTBEHHON BCHTWIIAIMHM JICTKUX, W CMEPTEIbHBIH HCXOM, KOTOPBIE
aCCOIMUPOBAINCH C TIPUMEHEHHEM (DTOPXMHOJIOHOB y MAIMCHTOB C MCEBAOMAPATUTHIECKON
muacTenuei. Ilpumenenune o¢IIoOKcaMHa y TMAlWeHTa C YCTAHOBJIEHHBIM JHArHO30M
MICEeBIONAPATUTUYECKOW MUACTCHUH MMPOTHUBOIIOKA3aHo (cM. paszaen 4.3).
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Tsoicenvie KoJCHbIE peaKyuu (MOCNENOBATENEHOCTE 0002)

[Tpu mpueme odokcarHa coo0ANOCh O Pa3BUTHH TSDKEIBIX OYJUIE3HBIX PEAKIUi, TAKUX KaK
cunpoM CtuBeHca-/[)KoOHCOHA, TOKCUYECKUH ATHIepMATIbHBIN HeKpoJin3. [1alimenToB cieayer
UH(OPMUPOBATH O TOM, YTO MPU PA3BUTUU KOKHBIX PEAKIIUN /WM TOPAKCHUNA CIHU3UCTBIX
0005109eK, HEOOXOIMMO HEMEJICHHO 00paTUTHCS K Bpady, IPEkK/Ie YeM IIPOI0JDKATh JICUCHUE

O(IIOKCAITUHOM.
Peakyuu cunepuyscmeumenvHocmu u aniepeuyeckue peakyuu
[Tpu IPUMEHEHUN (TOPXMHOJIOHOB cooOmranock 0 pa3BUTUU peaxkuuit

TUINEPYYBCTBUTEIBHOCTH U AJUIEPTMUYECKUX PEAKIMIX YK€ I0Cle IMEePBOr0 NpPUMEHEHUs
(aHadumakTHYECKUH MOK U aHA()UITAKTOUIHBIC PEAKIIHH, KOTOPBIE MOTYT IPOTPECCUPOBATH 10
JKU3HEYTPOXKAIOUIETO COCTOsIHUA). B 3THX chyuyasx cienyer NIpeKpaTUTh NpPUMEHEHHE
odJIoKcaliHa ¥ HaYaTh COOTBETCTBYIOIICE JICUCHHUE.

Tlcuxomuueckue peaxyuu

[lcuxoTuveckne peaknuy, BKIIOYAs CYHWIHJATBHBIC MBICTH/TIONBITKHA, OTMEYAIUCh ¥
MAIUMEHTOB, MPUHUMAIONINX (TOPXUHOIOHBI, BKIOYas O(JIOKCAIMH, WHOTAA MOCiIe MpueMa
pa3oBoii 10361. B citydae pa3Butus TI0OBIX HEXKENATEIbHBIX PEAKIIUNA CO CTOPOHBI IEHTPATBHOM
HEPBHOW CHCTEMBI, BKIIOYash HApYyLIEHUS ICUXHKH, HEOOXOIUMO HEMEIJIEHHO OTMEHHUTh
rpenapar u HauaTh COOTBETCTBYIONIYIO Tepanuio. B 3TUX ciiydyasx peKOMEHIyeTCsl IepeiTH Ha
TEpanuio IPyruM aHTUOMOTUKOM, OTIMYHBIM OT (TOPXUHOJIOHOB, €CIIH 3TO BO3MOXKHO.
Odokcanna crexyeT Ha3Ha4aTh C OCTOPOXKHOCTBIO TMAIlUEHTAM C TICUXOTUYECKUMH
HapYIICHUSAMH (B TOM YHCIIC B aHAMHE3E).

Anespuszma u paccioenue aopmol, pe2ypeumayus/HedoCmamoyHoCmy KI1anaua cepoyd

[To nmaHHBIM DSMHIEMHUOJIOTUYECKUX HCCIEIOBAaHUN COOOIIANOCh O TOBBIIMIEHHOM PHCKE
pa3BUTHUS aHEBPU3MBI AOPThI M PACCIOCHUS AO0PThI, OCOOCHHO Yy MAIMEHTOB IMOXKHUJIOTO
BO3pAacTa, a TAak)Ke PerypruTaiyy a0pTaabHOTO0 ¥ MUTPAIBHOTO KJIAMAHOB MOCIE MPUMEHEHUS
(TOPXMHOJIOHOB. Y TAIMEHTOB, TMOJIYYaBIIMX (PTOPXUHOJIOHBI, ObUIM OTMEYEHBI CIydau
pa3BUTHS aHEBPU3MBI U PACCIOCHUS a0PThI, HHOTIa OCIIO)KHEHHBIX Pa3pbhIBOM (B TOM UYHUCIE C
JIETATBHBIM UCXO0JIOM), a TAK)KE PETYPTrUTALMH/HEA0CTATOYHOCTHU JTHO00T0 U3 KIIAallaHOB Cep/Ilia
(cm. pazmen 4.8.).

B cBs3u ¢ 3TUM, (PTOPXHHOJIOHBI CIEAYEeT MPUMEHSATH TOJBKO IMOCJE TIIATETBHON OIEHKH
COOTHOUIEHUS «I10JIb3a—PUCK» U PACCMOTPEHUS APYTUX BAPUAHTOB TEPAIUU Y MALUEHTOB C
AQHEBPU3MOM aOpPTHI WU BPOXKJICHHBIM MTOPOKOM KJIallaHa CepJilla B CEMEMHOM aHaMHE3€, UITH
y TMalMeHTOB C AMArHOCTUPOBAHHOW aHEBPU3MOW aOpPThl W/WIM PACCIOCHHEM AOPThl WIIH
3a00JI€BaHrEM KJIallaHa CEep/Illa, WK MPU HAIUYUU JAPYTUX (PaKTOPOB PUCKA WIIM COCTOSIHUH,
MPEeAPACIIONarauX K pa3BUTHIO:

- KaK aHEeBPU3MBI M PACCIIOCHHS a0PThI, TAK U PETYPTUTALIMH/HETOCTATOYHOCTH KJIalaHa
cepaua (Hampumep, 3a00IeBaHus COSAMHUTENBHOM TKAaHU, TaKhe Kak cuHIpoM Mapdana uiu
cuHapoM Dnepca-/lannoca, cuaapom TepHepa, 6one3nb bexdera, aprepranbHas THICPTCH3US,
PEBMATOUHBIN apTPUT);

- AQHEBPU3MBI U PACCIIOEHUS aOPTHl (HAPUMEDP, COCYIUCTHIE 3a00JIeBaHUs, TaKUE Kak
aprepuut Takasicy, TMHTaHTOKJIETOUYHBIN apTepUUT, TOATBEPKAECHHBIN aTEPOCKIEPO3, CUHAPOM
[Herpena);

- pPEeryprUTAIMi/HEJOCTATOYHOCTH ~ KJIalmaHa cepamna (Hampumep, WH(PEKIIMOHHBIN
SHIOKAP/INT).

Puck pa3Butusi aHeBpU3MBI M PACCIOEHUS a0PTHI, @ TAKXKE UX Pa3pbIBa MOXKET OBITH IMOBHIIIICH
y HallME€HTOB, OJJHOBPEMEHHO MOJYUYaAOIIUX CUCTEMHbIE TTIFOKOKOPTUKOCTEPOU/IBI.

B cnyuyae mosiBieHusi BHE3alHOW OOJIM B JKMBOTE, TPYAU WM CIIMHE TAIlUEHTaM CIIETyeT
HEMEIJIEHHO 00paTUTHCS K Bpauy B OT/AEJICHHE HEOTIOKHON TTOMOIIIH.

[TaniuenTam ciemnyeT peKOMEHI0BAaTh HEMEIICHHO 00paTUTHCS 32 MEIUITMHCKOW TTOMOIIBIO B
Cly4yae TIOSIBJIGHUS OCTPOM OJIBIIIKK, BIIEPBBIE BO3HHUKIIETO ONIYIIEHUS YYallleHHOTO
cepaueOreHns UM Pa3BUTHS OTEKa KMBOTA WJIM HIKHUX KOHEUHOCTEH.
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Hapywenus gynkyuu neuenu (MOCNEOOBATENEHOCTE 0002)

OdrokcanyH ciaenyer IpUMEHSITh C OCTOPOKHOCTBIO Y MALMEHTOB ¢ HAPYIICHUSAMHU (DYHKIIMU
MEYEHHU, TaK KaK MOTYT BOZHUKHYTh MOBPEKAeHU neueHu. [Ipu npumeHeHnn GTopXuHOIOHOB
coolmanock 0 ciydasx pa3BUTHS (PyJIbMHUHAHTHOTO TENATHUTA, MPUBOMIAIIETO K PA3BUTHUIO
MEYCHOYHON HEJOCTaTOUYHOCTH (BKJIIOYAsl CiIy4au C JeTalbHbIM ucxojom). [lanuentam
ClIeZlyeT PeKOMEHIOBaTh MPEKPATUTh JICUCHHE U OOPAaTUTHCA K Bpady, €cld HaOIIOJar0TCs
CUMITOMBI M MPU3HAKU 3a00JICBaHUS MEUYCHU, TAaKUe KaK aHOPEKCHUs, XKeNTyXa, TOTEMHEHUE
MOYH, KOXKHBIH 3y/1, O0JIb B )KHBOTE.

Hucenuxemus (cuno- u cunepanuxemust)

Kak u B ciyuae ¢ ApyrumMu TOPXMHOJIOHAMH, TIPU MPUMEHEHUH O(IOKCAI[THA OTMEYalloCh
pa3BUTHE AUCTIIMKEMUHM (M3MEHEHHE KOHIEHTpPALMU TIIOKO3bl B KPOBM), BKIIOYAs TUIO- U
runepriavukemMuto. Ha ¢one Tepanuu o(diIOKCalIMHOM JUCTIIMKEMHUS 4Yalle pa3BUBAJIACh Yy
NAlMEHTOB MOXKWJIOTO BO3pacTa M MAIUEHTOB C CaxapHbIM JIUA0ETOM, MOJIYYaroIIuX
COITYTCTBYIOIIYIO TEPAIUIO MEPOPATHHBIMH THIIOTIMKEMHUECKUME CPEICTBaMU (HAIIpHMeED,
npenapaTaMu CyJab()OHWIMOYEBHHBI) WM UHCYIUHOM. [Ipu mpumenenun oduokcanuHa y
TaKUX MAlMEHTOB BO3PACTAET PUCK PA3BUTHUS THIIOTJIIMKEMHUH, BILIOTH JI0 TUTIOTJTUKEMHYECKOM
koMbl. HeobxonuMo nHGOpMUpPOBaThH MallMEHTOB O CUMIITOMAaX TMIOTIHKEMHUH (CIIyTaHHOCTh
CO3HAHUSI, TOJIOBOKPY)KEHHUE, «BOIYHI» aNIETUT, TOJIOBHAs 00JIb, HEPBO3HOCTH, OIIYIICHHUE
cepaueOreHnss WM y4yalleHHe Myjbca, ONeJHOCTh KOXKHBIX NOKPOBOB, MCIApHUHA, JPOXKb,
cmabocth). Ecnm y mammeHTa pa3BUBACTCS THUIOTIIMKEMUS, HEOOXOJWMO HEMEIJICHHO
MPEKPATUTH JIeueHUE O(IOKCAIIMTHOM U HA4aTh COOTBETCTBYIOIIYIO Tepanuio. B aTux criyuasx
pPEKOMEHAYETCS IepeiTH Ha TEPANTUIO IPYTUM aHTHOMOTUKOM, OTIIMYHBIM OT (PTOPXHHOJIOHOB,
ecnu 3To Bo3MOXHO. [Ipu mpoBeneHun jeueHus: O(IOKCAIIMHOM Yy MAIlMEHTOB MOXKHIIOTO
BO3pAcTa, y MAlMEHTOB C CaXxapHbIM TUA0ETOM PEKOMEHAYETCS TIIATEIbHBI MOHHTOPUHT
KOHIIEHTPAIIUU TIIOKO3bI B KPOBH.

Tayuenmul, npunumarowue anmazonucmel eumamuna K

Bcnencrsue BO3MOYKHOT'O yBEITHUEHHUS 3HaYeHUH IPOTPOMOUHOBOTO
BpPEMEHU/MEKIYHAPOIHOTO HOPMAJIM30BAaHHOTO OTHOIICHHUS W/WIINA PA3BUTHS KPOBOTCUCHHUN y
MAIMEHTOB, MPUHUMAIOIIUX OJHOBPEMEHHO OQJIOKCAlMH W aHTaroHWCThl BuTamuHa K
(Hampumep, BapdapuH), PEKOMEHIYeTCs TIIATEeIbHBI MOHMTOPHUHI  IOKa3aTenei
CBEPTHIBAEMOCTH KPOBH.

Puck pazsumus pesucmenmnocmu

PacnipocTpaHeHHOCTh ~ MPHOOPETEHHOM  PE3UCTEHTHOCTH  MHUKPOOPTraHM3MOB — MOXET
U3MEHATHCS Teorpapuyeck M CO BpEMEHeM ISl OTHENbHBIX BHIOB. IloaTomy Tpebyercs
peruoHanbHas HHGOpMalUs 0 pe3ucTeHTHOCTH. CienyeT NpOBOIUTh MUKPOOHOIOTHUYECKYIO
JIMAarHOCTHUKY C BBIIETIEHUEM BO30YAHUTENS U ONPEICTICHUEM €T0 YyBCTBUTEIBHOCTH, OCOOCHHO
IPU TSDKEIBIX MHPEKIUIX I OTCYTCTBUU TepaneBTUYecKoro 3dexra.

Ungpexyuu, svi36annvie Escherichia coli

PesucrenTHocTh K (ropxmHOomoHam EScherichia coli - wamGomee pacnpocTpaHeHHOTO
BO30yUTENST WHQEKINA MOYEBBIBOMANINX ITYyTEH BapbUpPYeT B Pa3HBIX TeorpadpuyecKux
paiionax. Bpauam pexkomeHayeTcsi MPUHMMAaTh BO BHMMAaHHUE JIOKAJbHYIO PE3MCTEHTHOCTD
Escherichia coli k ¢propxuroIOHAM.

Hngpexyuu, evizgannvie Neisseria gonorrhoeae

B cBs3u ¢ yBenuuyenuem pesuctentHocTd Neisseria gonorrhoeae, oduiokcanuH He Cleayer
OPUMEHATh B KauyeCTBE SMIUPUYECKOrO JICUEHUS IPH MOJO3PEHHH Ha TOHOKOKKOBYIO
UHQEKINIO MOUYEBBIX IyTei. ClieIyeT BBITOTHUTH TECTHI HA YYBCTBUTEIHLHOCTH BO30OYAUTEIS K
orokcanuny A1 TOro, YToObl 00ECTIeUUTh Iie/IeHANPaBIEHHYIO TEPAIHIO.
Memuyunnun-pesucmenmuulii 30JJ0MUCTbLL CIMADUTOKOKK

Hmeercss BBICOKas BEpPOATHOCTh TOTO, YTO METHIMJUIMH-PE3UCTEHTHBIH 30J0TUCTHIH
cTapUIIOKOKK Oy/neT YCTOWYMB K (TOpXUHOJOHAM, BKIo4as odiaokcanud. [loaTomy
ookcalliH HE pPEKOMEHAYETCS Ui JICYeHUS YCTAHOBJIEHHBIX WM MPEIIoIaraéMbIxX
MH(DEKINNA, BBI3BIBAEMBIX METUIIMILTUH-PE3UCTEHTHBIM 30JI0TUCTHIM CTAQHIOKOKKOM, B CITy4ae
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oQJIoOKCaIuHYy.

Hngpexyuu xocmeit u cycmagos

[lpuy wuHpekumsax KocTed M  CYCTaBOB  CIENYyeT pPacCMOTPeTh  HEO0OXOAMMOCThH
KOMOWHUPOBAHHOTO INPHMEHEHHs] OQIIOKCAllMHA C JAPYTUMH  aHTHOAKTEpUATbHBIMU
npernapaTamu.

Brusanue na nabopamopmvle noxazamenu u OUACHOCMUYECKUe MeChibl

Odnokcaria  Moxer wuHruOupoBath poct Mycobacterium tuberculosis, npuBoms k
JIOKHOOTPHIIATEIIEHBIM PE3YJIbTaTaM MU OaKTEPUOIOTHYECKON JIUarHOCTHKE TyOepKyIie3a.
[lpu ompeneneHWHM B MOY€ ONMHMATOB M MOP(GHUPHUHOB BO BpeMs JieueHUs O(IOKCanmHOM
BO3MOXCH JIOKHOIOJIOKUTEIBHBIN pe3ynbTar. MOXET BO3HUKHYTh HEOOXOJMMOCTh B
MOJTBEPKICHUH MOJIOKUTEIBHBIX PE3YIHTaTOB C IOMOIIBIO OoJee crienu(pUIecKuX METOI0B.
Hapywenus 3penus

[TIpr pa3BuTHM JIFOOBIX HAPYIMICHUH 3peHUss HeoOXoauMa HEMeICHHAs KOHCYJIbTAaIUs
odranemonora (cM. paszen 4.8.).

Hnghexyuu, 8v136anHble CUHESHOUHOU NANOYKOTU

['ociuranbHble HHGEKIUK, BRI3BAHHBIC CHHETHOMHOM majoukoi (Pseudomonas aeruginosa),
MOTYT MOTPeOOBaTh KOMOMHUPOBAHHOTO JICYCHHUS.

Hnpexyuu opeanos manoeo masa

Jns nedennss mH(EKIMOHHBIX 3a00JIEBaHWI OPraHOB MAJIOTO Ta3a O(JIOKCAIUH CIIEAyeT
NPUMEHATh B KOMOMHAIIMH C TIPOTUBOMHKPOOHBIMH ITpEriapaTaMy, aKTHBHBIMH B OTHOIICHHH
a’po0oB.

Ilpouee

B niepuon neyeHns He peKOMEHAYETCs YIOTPEOIATh STAaHOM.

4.5. B3aumoaeiicTBue ¢ JAPYrMMH JIEKAPCTBEHHBIMH TIpenaparaMu M JApPyrue BHbI
B3aUMOJCHCTBUSA

C aHTanmmamu, CoJepKallMMK TFOMUHHS THIPOKCHI, CYKpalb(har, MarHus THIPOKCHI,
anroMuHus Gocdat, Wiy npenaparaMmu, CoepKaIIMMU IUHK, XKEJIe30

AHTAIUIBI, CoepKAIINE ATIOMUHUS THIPOKCHT, CYKpaJTb(at, Maruus THIPOKCH]T, ATFOMUAHUS
docdar, wunm mnpemaparbl, coAepXkKallde IUHK WKW IKele30, CHIDKAIOT BCAaChIBAaHUE
odutokcarnuHa. [Ipyu mpUMEHEHUH BBIMIETICPEUNCICHHBIX TPErapaToB U O(IOKCAIIHA MEXTY
UX MPUEMOM CJIeTyeT COOMI0aTh MPUOIN3UTEIBHO JBYXYaCOBOI MHTEPBAIL.

C anTaronucramu ButamuHa K

VYBenuueHrue 3HAUEHUN TPOTPOMOMHOBOTO BPEMEHH/MEXIYHAPOIHOTO HOPMAIM30BAHHOTO
OTHONICHHS /WM Pa3BUTHE KPOBOTEUYCHUH (B TOM YHUCIIC TSHKEIBIX ) OTMEYATNCH Y MTAIIHCHTOB
Py OJTHOBPEMEHHOM IMPHUMEHEHHH O(]IIOKCAIlMHA U aHTaroHMcToB BUTamMuHa K (Hampumep,
Bapdapuna). [lpu ogHOBpEeMEHHOM NPUMEHEHHWH aHTAaroHUCToB BHTamuHa K HeoOXxomum
KOHTPOJIb CBEPTHIBAOIIEH CUCTEMBI KPOBH.

C rnmnbeHKIaMua0M

OdnokcaniiH  MOXET HE3HAYUTENbHO yBEIWYHBATh CBIBOPOTOYHBIE KOHIICHTPAIIUU
NIHOSHKIAMHIa TP OJHOBPEMEHHOM IpUMeHeHUH. [IpW OJHOBPEMEHHOM MPHMEHEHUU
oduiokcaliHa ¥ TIUOCHKIAMUJA PEKOMEHIYeTCs TIIATeThbHO KOHTPOIUPOBATH COCTOSHUE
MAIUECHTOB U KOHIICHTPAITUIO TJIFOKO3BI B KPOBH.

C npyruMy rUNOMIMKEMHYECKUMHU CPEJICTBAMU JIJIsl IpUeMa BHYTPh U HHCYJIIMHOM
OdrnokcanH yBeTUYHMBACT PUCK PA3BUTHS THIIOTIUKEMHH, TpeOyeTcs Oosiee TIIATeTbHBIN
MOHHTOPHHT KOHIICHTPAIINH TJIFOKO3bI B KPOBH.

C poOeHerIoM, IMMETUANHOM, GYPOCEMHUIOM MU METOTPEKCATOM

[Tpu mprMEeHEHUH XUHOJIOHOB BMECTE C MperapaTaMu, BBIBOISIIMMIUCS U3 OpraHU3Ma IMyTeM
MOYECYHON KaHAIBIICBOM CEKpenuu (TaKUMHU Kak MPOOCHEIHa, MUMETHAWH, (ypoceMui,
METOTPEKCAT), BO3SMOXKHO B3aMMHOE 3aME]IJICHHE BBIBEICHUS U YBEITUYCHHUE CHIBOPOTOUHBIX
KOHIIEHTpaIuii (0COOEHHO B ClIydae MPUMEHEHHS BHICOKUX J103).
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Hanpumep, TeobwuinHoM, ¢deHOydeHoM (M JIpYrUMH  MOAOOHBIMH _ HECTEPOUIHBIMU
IPOTUBOBOCTIAIUTENILHBIMHY NIpeNapaTaMu)

B ximHMYECKHX HCCIIEIOBAaHUAX HE ObUIO YCTAHOBIICHO KAKHX-JIMOO (hapMaKOKMHETHYECKHX
B3aMMOJIecTBHI oduiokcanuHa ¢ TeopuumHoM. OHAKO BO3MOKHO 3HAUUTEIHHOE CHHYKEHUE
Mopora CyJAOPOXKHOW AaKTUBHOCTH TOJIOBHOTO MO3Ta TPU OJHOBPEMEHHOM MPUMEHEHUU
XUHOJIOHOB C MpenapaTtaMu, CHIKAIOIUMU TOPOT CYJA0POKHOM aKTUBHOCTH T'OJIOBHOTO MO3Ta
(reopmmnuH, ¢GeHOydeH W Apyrue MOJO0OHBIE HECTEPOHHBIC IMPOTUBOBOCTIAIUTEIBHBIC
npenaparsl).

C rIIOKOKOPTUKOCTEPOUIaMU

[Tpu ofHOBpEMEHHOM MPUMEHEHUH C TIIFOKOKOPTHUKOCTEPOUIaMU MOBBIIIAETCSI PUCK Pa3pbiBa
CYXOXKHUJIMH, OCOOCHHO y MOKHIIBIX MAI[ICHTOB.

C npenapaTamMu, CHOCOOHBIMH Y/UTHHATE HHTEpBaid QT

OdnokcanmH, Kak ¥ JApyrue (TOPXUHOJOHBI, CICIYET MPHUMEHSTh C OCTOPOKHOCTBIO Y
NAl[MEHTOB,  MONYyYalOlUX  Mpemaparhl, CHOCOOHBbIE  yIMHATH  uHTepBan QT
(antmapurmuueckue mpenapatsl [A u Il kmaccoB, TpUIIMKIWYECKHWE AHTUJICTIPECCAHTHI,
MaKpOJIUIbl, HEUPOJICITHKH).

C 7exapCTBEHHBIMU CPEJICTBAMHM, OLIETAYMBAIONIMMUA MOYY (MHTHOUTOPBI KapOOaHTHUIPA3kI,
LUTPATHI, HATPUSI TUAPOKAPOOHAT)

[Tpr Ha3HAYEHWU C JICKAPCTBCHHBIMU CPEACTBAMH, OIICTAYUBAOIIUMUA MOYY (MHTHOUTOPHI
KapOoaHTHIpa3bl, IUTPAThl, HATPUS TUAPOKAPOOHAT), YBEIMYMUBAETCA PUCK Pa3BUTHUS
KPUCTAJLUTYpHH U HEPPOTOKCHUECKUX IPPEKTOB.

4.6. ®epTUWIBLHOCTDb, 0EPEMEHHOCTH M JIAKTALUS

bepeMeHHOCTD
Odokcalii MpOTUBOITOKA3aH K MPUMEHEHHUIO TIPH OepeMeHHOCTH (cM. pasnen 4.3).

JlakTanus

Tak xak ouIOKCAIH IKCKPETUPYETCS B TPYTHOE MOJIOKO, TO B CBS3H C PUCKOM JjIsl peOCHKa,
JKEHIIIMHAM, KOPMSIIMM TPYyIbI0, HE CIeAyeT MNpUHUMATh OQIIOKCAlMH WU, B CIy4yae
HEO0OXOIMMOCTH €T0 MPUMEHEHHS, CIIEIyET MPEKPATUTh TPYTHOE BCKapMIIMBAHUE.

4.7. BiusiHue Ha CNMOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHM CpPeICTBAMH U PadoTaTh ¢
MeXaHNU3MaMH

Hexotopsie HexenaTenbHbIe PEaKliU, TaKUe KaK TOJOBOKPYKEHUE/BEPTUTO, COHJIIMBOCTh U
HapylIeHHe 3pEeHUS MOTYT CHHXXAThb TICHXOMOTOPHYIO pEaKIMI0 U CIOCOOHOCTh K
KOHIIGHTPAIlUU U, B CBSI3U C OTUM, MOBBICUTh PUCK B CUTYAIUSAX, B KOTOPHIX HAIUYUE ITUX
CIIOCOOHOCTEN O0COOEHHO Ba)XHO (HAMpUMEp, MPU YIPaBICHUH aBTOMOOHWIIEM WU APYTUMU
MEXaHU3MaMHu ).

4.8. HexkesiaTeJIbHBIE peaKIu

[IpencraBneHHas HibKe WHPOpMAIMsS OCHOBaHA HAa JAaHHBIX, MOJYYEHHBIX M3 KIMHUYECKUX
WCCIICIOBAaHHI U IAaHHBIX ITHPOKOTO TIOCTPETHCTPAIMOHHOTO OTIBITa PHMEHEHHSI.
YkazaHHBIE HIDKE HEXXENNaTelIbHbIE PEaKIIMU MPEICTABICHbI B COOTBETCTBHH CO CIIEIYIOIIUMHU
rpajalusMi UX 4acTOThl BO3SHUKHOBEHHS: oueHb 4acto (=1/10); gacto (ot >1/100 no <1/10);
Heyacto (o1 >1/1000 mo <1/100); penxo (ot >1/10000 no <1/1000); ouens penko (<1/10000)
(BKJIFOUAsl OTIENBbHBIE COOOMICHWS); YacTOoTa HeW3BecTHa (TI0 WMMEIOUIMMCS JTaHHBIM
YCTAHOBUTH YAaCTOTY BCTPEYAEMOCTHU HE MPECTABISAETCS BO3ZMOXKHBIM).

Tabauunoe pE3IOME HEXKENaTeIbHBIX PEaKIINI

CuCcTeMHO-OpPraHHbIN Yacrora He:xenarenbHas peakuust
KJIacc BO3HHKHOBEHHS
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Hugpexyuu u unsasuu

Heuacto

T pAGKOBRIE 1 o T =TT i)

PE3UCTEHTHOCTh HaTOI€HHBIX
MHUKPOOPI'aHHU3MOB

Hapywenus co cmoponul
KpOSU U IUMPamuieckoul
cucmemul

OueHnb penko

AHeMusi, TEeMOJHMTHYECKas aHEMWUS,
JeNUKOIEeHus, 903UHOPUIHS,
TPOMOOIIUTONICHUS

Yactora
HEW3BECTHA

ArpaHyJonuTO3,
yTHETEeHue
KpOBETBOPEHUS

MMaHIMTOIICHM A,
KOCTHOMO3IT'OBOI'O

Hapywenus co cmoponul
UMMYHHOU cucmembl

Penxo

AHadunakTuyecKkue
aHa(UITAKTOUTHBIC
AQHTMOHEBPOTUYECKUN OTEK

peakuuu,
peaxiuu,

OueHb peako

AnadunakTnaeckui 1IOK,
aHa(MIIAaKTOUIHBIN IIOK

Hapywenusa memabonuzma
U numaHus

Penko

AHopekcust

YactoTa
HEW3BECTHA

FI/IHepFHI/IKeMI/Iﬂ, TUITOTJIMKEMMU,
TsOKeNlass TUIOTJIMKEMUS, BIUIOTH [0
pPa3BUTUS TUIMOTIUKEMUYECKON KOMBI
(0cOOEHHO Yy TOXKWJIBIX TMAIMEHTOB,
MAlMEHTOB C CaxapHbIM JAUa0eTOM,
MMPpHUHUMAIOIUX MEpOopaIbHBIC
TUINOTIMKEMUYECKUE CpPEeICTBAa  WIU
MIOJIYYaIOLUX JICYEHUE UHCYITMHOM)

Icuxuueckue napywenus™

Heuyacto

Axuranus, HapyILEHUs CHa,
OeccoHHMIA

Penko

[IcuxoTnyeckue HapyleHNs
(HarmpuMep, TaJUTIOLIMHALIMN ), TPEBOTA,
HEPBO3HOCTh, CITYTAHHOCTh CO3HAHMS,
HOYHBIE KOLIMApBI, AEIPECCUS

Yactora
HEU3BECTHA

[IcuxoTnueckue HapylmeHus U
JieTipeccusi ¢ IpUUMHEeHneM cebe Bpeaa,
B PEIKHX CIIy4asix, BIUIOTb 110
CYMLIMAAIBHBIX MBICIIEH WIH IIOIBITOK,
HapyLICHUs TAMSTH, HAPYILICHUE
BHUMAaHMs, 1€30PUEHTALINs], JEITUPUNA

Hapywenus co cmoponwl
HepsHoll cucmembl *

Heuyacto

I"onoBOKpyskeHHe, TosIoBHast 00JIb

Penko

CoHIUBOCTB, apecTe3usi, TUCTEB3Us
(paccTpoiicTBO BOCHIPUSTHS BKYyCa),
napocMus (paccTpoiicTBO 00OHIHHUSA)

Ouenb peako

[lepudepuueckas ceHcopHas
Helponatus, nepudepuyueckas
CEHCOPHO-MOTOpHAas Helponarus,
CyJIOpOTH, SKCTpallupaMHIHbIE
CUMIITOMBI, BKJIFOYasi TPEMOD, U Apyrue
HapYUIEHHsI MBIIIEYHOW KOOPAMHAINH

Yacrora Ares3us, TTOBBIIIICHUE
HEU3BECTHA BHYTPHUYEPEITHOTO JTaBJICHUS
(mobpokadyecTBeHHass BHyTpUYepenHas
TUTNIEPTEH3HUS, NICEBI00NYX0JIb MO3Ta)
Hapywenus co cmoponul Heuacro Paznpakenune ciau3ucToli  0007T0YKH

opeaua 3penHusn™

IJ1a3a, KOHbIOHKTUBUT
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 19.10.2023 N= 20843

Pejtko Hapyirents - 3pdimtd ™ (mdreno s,
HapylIeHHE IBETOBOCTIPUSTHS)
Yacrora VYBeur
HEHU3BECTHA
Hapywenus co cmoponwi Heuacrto Bepruro

opeaua cuyxa u 1aoupunma™

Ouenb peako

Hapymienuss cimyxa (3BOH B ymiax),
noTepst cayxa

Hapywenus co cmoponwi Heuacto Omrymenue cepaneOneHus
cepoya** Penxo Taxukapaus
Yacrtora VY nnuHenne WHTEpBaja QT,
HEHU3BECTHA KEITyI0YKOBAsi apUTMUS TUIIA KITUPYIT»
(ocobeHHO y manueHToB ¢ (hakTopamu
pucKa yanuHeHus uarepsaia QT)
Hapywenus co cmoponul Penko [ToBbllIEHNE apTEPUATIBHOTO JTABJICHUS,
cocy0og** CHIDKEHHUE apTePUATILHOTO JaBICHUS
Hapywenus co cmoponwi Heuwacrto Kamens, Hazodapunrut
ObIXAMENbHOU CUCTNEMDI, Penxo Oppimika, OpOHXOCTIA3M
Op2aH08 2pyOHOUL KIemKu U YacroTa AnNepruyecKuil MHEBMOHUT, TsOKETast
cpedocmeHus HEHM3BECTHA OJIbIIIKA
Kenyoouno-kuuieynvie Heuacto boim B kuBOTE, Auapes, TOUIHOTA,
HapyuwieHus pBOTa, CHUKEHHE allleTUTa
Penxo OHTEPOKOIUT (uHOT 1A
reMOppParun4ecKuii)
OyeHb peako [IceBnomMeMOpaHO3HBIN KOJIUT
Yacrora Hucnerncus, 3amnop, METEOpHU3M,
HEN3BECTHA MaHKPEaTUT, CTOMATUT
Hapywenus co cmoponul Penko [ToBbiIeHNE AKTUBHOCTH
neyeHuU U JHcendesblo0AUUX «TEYEHOUYHBIX» (PEPMEHTOB, TAKUX KaK
nymeii aJlaHMHaMUHOTpaHcepasza (AJIT),
acnapratamuHorpancepasa  (ACT),

naktataeruaporenasa (JIAI), ramma-
rnyramuitpancepaza  (I'TT)  w/umm
menoyHass  (docdaraza (D), w/mnmm
KOHIIEHTpalui OniaupyOorHa B KpOBU

OueHb peako

XonecraTudeckas xKeyryxa

YacTtora
HEU3BECTHA

l'ematut, KOTOpBIK MOXET  OBITh
TSKEIIBIM; npu NPUMEHEHUN
onokcanuHa (MPEUMYIIECTBEHHO Y
MAlMEHTOB C HapyHIeHUsIMH (QYHKIUU
MEYEeHH) CcooOIaNoch O  CiIydasx
TSKETION MIEYEHOYHOU
HEJIOCTATOYHOCTH, BKIIIOYast OCTPYIO
IIEYEHOYHYIO0 HEJOCTAaTOYHOCTh, HHOTA
C JIETAJIBHBIM MCXO0M

Hapywenus co cmoponwl
KOXMCU U NOOKOINCHBIX
mraneu

Heuyacto

KoHBbIl 3y/1, KOJKHas ChIIIb

Penko

KpanusHuiia, TUNIEPTUIPO3,
MyCTyJIE3HAs ChITb, «IIPUIUBBD) KPOBU
K KOXKHBIM MTOKPOBaM

OueHb peako

MuorodopmHas 9KCCYAaTUBHAS
3puUTEMa, TOKCUYECKUI
SMHUIEPMAIbHBI  HEKPOJIU3, pPEaKLUuu
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 19.10.2023 N= 20843

ot bk HEHAIE AL, HidkapC e

ChIIlb, COCYIUCTAas MypIypa, BaCKyJuT,
KOTOPBIA B HUCKIIIOUUTENIbHBIX CIIydasx
MOJKET MPUBOAMUTH K KOXKHBIM HEKpO3aM

YacroTa Cungpom CruBeHca-/{»o0HcoHa,
HEHU3BECTHA OCTpPBIN reHepaTn30BaHHbIN
9K3aHTEMATO3HBIN yCTyJIes,
9KCc(ONMATUBHBIN 1epMATUT
Hapywenus co cmoponwi Penxo Tenauuut
MbIUEYHOLL, CKeNeMmHOLL U OueHb peako ApTtpanrus, MUAITUs, pa3pbiB
CcoeOuHuUmenbHo mKkanu™ CYXOXXWIHMS  (Hampumep, axuiuioBa
CyXOXmwinsl) (Kak TpH MpPUMEHEHUHU
JIpYTrux (TOPXUHOJIOHOB aTa

HEOKENaTeJdbHast  Peakuus  MOXKET
pa3BuBaThcsi B TedeHue 48 4 mocie
Hayajla JICYCHHS U MOXET OBITH

JIBYCTOPOHHUM)
Yacrora Pabnomuonus u/nim MUOIIATHS,
HEWU3BECTHA MBIIIEYHAs CIa00CTh, YTO OCOOEHHO
Ba)XKHO e HaIEeHTOB c

[ICEBAONAPATUTUYECKON  MUACTCHUEH
(myasthenia gravis), HapbIB MBIIIIII,
Pa3phIB MBIIIILL, Pa3pblB CBA30K, apTPUT

Hapywenus co cmoponul Penko IloBrIIEHNE KOHIICHTpaIuu
noYeK U MOUEeEbl80OAUUX KpeaTHHUHA B CBIBOPOTKE KPOBU
nymetu Ouenp penko OcTtpas noyeyHasi HEJOCTaTOYHOCTb
Yacrora OcTpblif MHTEPCTULMAIBHBIA HEPPUT,
HEHU3BECTHA TTOBBIIIIEHUE KOHIIEHTPAIUH MOYEBHHBI
B KPOBHU
Bpootcoennvie, cemetinvie u YacroTa Oo6octpenue noppupun y NanueHToB ¢
2eHemuyecKue HapyuleHus HEU3BECTHA nopgupueit
Obwue napywenus u YacroTa AcTeHus, TOBBIIIEHUE TEMIIEpaTypbl
peaxyuu 6 mecme 66e0eHuUs™ | HEN3BECTHA Tena, ©OoaM B COUHE, TPYyaH,
KOHEYHOCTSIX

* B oueHb peAkux clydasx IOpHU NPUMEHEHHE XWHOJIOHOB M (PTOPXHMHOJIOHOB, MHOIJA

HE3aBUCHMO OT MCXOJHO UMEIONUXCs (DaKTOPOB PUCKa, OBUIN 3apeTUCTPUPOBAHBI JITUTESIHLHO
COXPAHAIOIIHECS (,ZIO HECKOJIbBKUX MECCALIEB WU J'IeT), WHBAJIMJUSUPYIOIIHUEC W MMOTCHIMAJIIBHO
HEOOpaTHMBIE CEPhE3HBIC HEKENIATEIILHBIC PEAKIIUH Ha MTPETapar, 3aTparuBarollue HECKOJIbKO,
a MHOTJa U MHOKECTBO, KJIaCCOB CHCTEM OPTaHOB M OPTraHOB UYBCTB (BKJIIOYAst TAKHE PEAKIIHU
KaK TEHIMHUT, Pa3pbIB CYXOXKWUJIHs, apTpalrusi, 00Jb B KOHCYHOCTSX, HAPYIICHUE TTOXOIKH,
HeﬁpOHaTPIPI, CBA3aHHBIC C MapeCTEC3WAMU, ACTPECCHA, TIIOBBINICHHAA YTOMIIICMOCTD,
HapyIICHUE TaMSITH, HAPYIICHUS CHA, a TAKXKE HAPYIICHUS CIyXa, 3pCHHS, BKyca U OOOHSHUS)
(cMm. pasnen 4.4).

** YV DaiMeHToB, TNOJYYaBIIUX (TOPXUHOJOHBI, OBUIM OTMEYEHBI CJIy4auh pPa3BUTHUS
AHCBPHU3MBI U paCCIIOCHHA aOPTHhI, MHOI'/Ia OCIIOKHCHHBIX Pa3pbIBOM (B TOM HUCIJIC C JICTAJIbBHBIM
UCXOJIOM), a TaKXKe PEerypruTalliy/HeJOCTATOYHOCTH JIF00Oro KiamaHa cepiama (cM. pasmieln
4.4).

Coo0111eH1e 0 10/103PEBAEMBIX HEXKENATEIbHBIX PEAKIIMAX
BaxHo coo0mare o0 MOJ03PEBAaEMBIX HEXKEIATEIbHBIX PEAKLUUAX IOCIEe PETUCTpaIiH

JIEKapCTBEHHOI0 TMpernapara ¢ Lelbl0 OO0ecreueHuss HeNpepbIBHOTO MOHUTOPUHTA
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 19.10.2023 N= 20843

COOTHOIIEHHUS «IIOJIb3a-PUCK» JIEKAPCTBEHHOKO nperiapatal | MCAHTHCRIM - pabettiuai

pekoMeHayercs coolmars O JIOOBIX  IO03PEBAEMBIX  HEXKENIATEIbHBIX  PEaAKLHUAX
JICKapCTBEHHOI'0 Mperapara 4yepe3 HallMOHAIbHBIE CHCTEMBbI COOOIICHUS O HeXKeIaTelbHBIX
peaKuusaX rocy1apcTB - WICHOB EBpa3HilCKOro 3KOHOMHYECKOTO COK03a.

Poccuiickas ®eoepayus

DdenepanbHas ciyx0a 1Mo Haa30py B chepe 3apaBooxpanenus (Poc3apaBaaazop)
Anpec: 109012, r. Mocksa, CraBstHCKas IUI0IIa1b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «HTepHeT»:
www.roszdravnadzor.gov.ru

4.9. llepeno3upoBKa

CHMIITOMBI

Haubonee BaXHBIMH CHMIITOMAMH TIEPEIO3UPOBKH SIBISIFOTCS CUMITOMBI cO cTopoHbl [[THC
(Takye Kak TOJIOBOKpPY)KEHHE, CIYTaHHOCTb CO3HAHHWSA, HApyIICHHE CO3HAHUS, CYIOpOTH),
ynnuHeHue uHTepBania QT, a Takke peakiiu CO CTOPOHBI KEITYAOYHO-KHIIEYHOTO TPaKTa
(Takue Kak TOIIHOTa M 3p03UH CIU3UCTHIX 00omouek XKKT).

JleueHme

B cnydae nmepemo3upoBKM  pPEKOMEHAYETCS MPOBECTH  IPOMBIBAHUE IKEIydKa U
CUMITOMATUYECCKYIO Tepanuio. JIJIs 3aliuThl CIU3HCTOM OOOJIOYKH JKEITyIKa MOTYT
MPUMEHATBCST aHTanuabl. Heobxogumo mpoBoaute MoHUTOpUHr OKI', Tak Kak BO3MOYKHO
ynnuHeHue uHTepBasia QT. dpaknuu odiiokcanHa MOXHO YIAIWTh U3 OpPraHU3Ma IyTeM
remoananuza. Crnenuduaeckuii aHTUIAOT HE U3BECTEH.

5. ®APMAKOJIOTMYECKHE CBOMCTBA

5.1. dapmakoanHaMH4ecKHe CBOHCTBa

®dapMakoTepaneBTUYECKas Tpymnna: aHTHOAKTepUaNbHBIE CPEICTBA CHUCTEMHOIO NEHCTBUS;
IIPOU3BOIHBIE XMHOJIOHA; (PTOPXUHOJIOHBI.

Kox ATX: JOIMAO1

Mexanusm aelictBus U hapMakoauHaMudeckre dDhGheKThI

OdrnokcanviH SBISETCS CHHTETUYECKUM aHTHOAKTEPUAIBHBIM MPENnapaToM HIMPOKOTO CIIEKTpa
JEUCTBUSI U3 TPYIITBI PTOPXUHOJIIOHOB, 00JIaJAI0IIUM OAKTEPHUITUIHBIM 1eicTBHEM. OCHOBHBIM
MEXaHU3MOM JICHCTBHS XMHOJIOHOB SABJISIETCA ClIELU(pHUECKOe UHIMOUpOBaHHE OaKkTepruaIbHON
JIHK-rupazpr. JIHK-rupasa neoOxoauma aJis peruiMKanuu, TPAHCKPHUMLMM, penapaluuud u
pexombunanuu OakrepuanbHoit JJHK. Ee unrubupoBanue NpuBOAWT K PACKpPYYHBAHHIO U
necradbmmm3anuu 6akrepuansHoit JIHK u BcnenctBue aToro k rudenu MUKpOOHON KIIETKH.
OdnokcanliH  BBICOKOAKTUBEH B OTHOIICHHHM OOJNBIIMHCTBA TI'PAMOTPULIATENHHBIX U
TPAMIIOJIOKUTEIIBHBIX MUKPOOPTaHU3MOB.

DTOPXUHOJNIOHBI 00JIAAI0T OAKTEPUIIMIHON aKTUBHOCTHIO, 3aBHCUMOM OT KOHIICHTpAIUH, U
YMEPEHHBIM TIOCTaHTHOaKTepranbHbIM JeiicTBueM. CooTtHomenne AUC m MuUHHMaIbHON
nonasnsitomeii konnenTpanuu (MIIK) wunu cooTHOIIEHHE MaKCUMAalbHOW KOHIIEHTPALUU U
MIIK siBnsitoTCSA MPOTHO3UPYIOMKM (PaKTOPOM JJIs YCTIEITHOTO KIIMHUYECKOTO JICUEHHUS.
YyscmeumenvHvie MUKPOOP2AHU3MbL

HenoctossHHO 4yBCTBUTENbHBIE MHKPOOPTaHU3MBI (BO3MOXHO BCIIEACTBHE MPHUOOpETEHHON
pesuctentHocTr): Citrobacter freundii, Escherichia coli, Klebsiella oxytoca, Klebsiella
pneumoniae, Neisseria gonorrhoeae, Proteus mirabilis, Pseudomonas aeruginosa, Serratia
spp., Staphylococcus spp. (koaryma3zoneratuBHBIC mITamMMbl), Staphylococcus aureus
(MeTHIMJUTMH-YyBCTBUTENIbHBIE mTaMMbl ), Staphylococcus epidermidis, Campylobacter jejuni,
Enterococcus faecalis, Streptococcus pneumoniae.

Pezucmenmuvie muxpoopeanuszmol
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
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Acinetobacter baumannii, Bacteroides spp., ClI stridiur difficite ERteroeoec (-Tom teie

Enterococcus faecium), Listeria monocytogenes, Staphylococcus aureus (MeTHLIMIUTHH-
pesucrenTHbIe mTamMMbl), Nocardia spp.

Pezucmenmnocmu

Pe3ucteHTHOCTD K O(JIOKCAlMHY pa3BUBAETCs B pE3yJibTaTe MOITAMHOIO IMpoliecca MyTalui
TeHOB, KoAupyrImux ooe tononzomepassl Tuna II: JIHK-rupasy u rononzomepasy IV. pyrue
MEXaHHU3Mbl PE3UCTEHTHOCTH, TAaKU€ KAK MEXaHU3M BIIMSHUS HA MPOHHUIIAEMOCTb BHEIIHUX
CTPYKTYpP MHKPOOHOH KIIeTKH (MEeXaHM3M, XapakTepHbId aisi Pseudomonas aeruginosa) u
MexaHu3M 3 ¢urrokca (aKTUBHOTO BBIBEJICHUS TPOTUBOMHKPOOHOTO CPEJICTBA U3 MUKPOOHOM
KJIETKH ), MOT'YT TaKXe BIUATHh HA YyBCTBUTEIBHOCTh MUKPOOPTaHU3MOB K O(IIOKCAIINHY.
Tloepanuunvie snavenus MIIK

[Torpannunsie 3HaueHuss MIIK (mr/m) odnokcanuna, yrBepkaeHHble EBpomelickum
KOMMTETOM I10 OIPEICICHUIO UyBCTBUTENbHOCTH K anTnOnoTHKam (EUCAST)

MuUKpOoOpraHu3MbI UyscTBuTenbHbIe (Mr/1)| PesucrentHsie (Mr/m)
Enterobacteriaceae <05 > 1
Staphylococcus spp. <1 > 1
Streptococcus pneumoniae <0,12 >4
Haemophilus influenzae <0,5 > 0,5
Moraxella catarrhalis <05 > 0,5
Neisseria gonorrhoeae <0,12 > 0,25
[Torpanuunbie 3Hauenus MIIK, He
CBSI3aHHBIE C KOHKPETHBIM  BHUJOM <05 >1
MHUKPOOPraHu3MOB

5.2. apmakoKuHEeTHYeCKHEe CBOHCTBA

Abcopbuus

[Tocne mpuema BHYTpPh OQIIOKCallMH OBICTPO M TOYTH TIOJHOCTBIO abcopOupyercs u3
KeNyTOYHO-KUIIEYHOr o TpakTa. buonoctynHocts cocraBnseT npaktuaecku 100 %.
Pacnpenenenue

MakcumanbHas KOHIEHTpalus ookcaluHa B Ma3Me KpOBH IOCIE MpUEMa Pa3oBOil 1036l
200 mr cocraBmser 2,5-3 MKr/mi U gocturaercs yepe3 1 4. CBs3pIBaHHE ¢ OETKaMH IJIa3Mbl
coctaisieT 25 %. O0bem pacnpenenenuss — npuMmepHo 120 .

buotrpancdhopmarius

Menee 5 % ogrokcanuHa moasepraercs 6MoTpaHCPOpPMALIUH.

DJIMMUHAIIHS

BreiBogutces, rmaBabM 00pa3zom, moukamu (80-90 % mo3el — B HEM3MEHEHHOM BHJIE). B Moue
0OHapyXHMBAIOTCS J1Ba OCHOBHBIX MeTabonuTa: N-mecmermnodmokcanna u opmokcanun N-
okcull. Okoso 4 % odrokcaliiHa BBIBOAUTCS C KEMYbI0O B BHJE TIIIOKYpOHHMIOB. Ilepmos
MOJIyBbIBEIEHUSI  cocTaBisieT 6-7 4. KoHueHTpauuu oduiokcaiuHa B Mo4Y€ U B
WH(OUIIUPOBAHHBIX MOYEBBIX MYyTSAX MPEBBIIIAIOT KOHIEHTPAIIUU O(IIOKCAIIMHA B CHIBOPOTKE
kpoBHu B 5-100 pa3.

Oco0ble rpyninbl NalueHTOB

Jluya nosrcunozo eospacma

VY nanueHToB MOXKHUIIOTO BO3pacTa OTMEYAETCS YBEIUYEHHE IEPUOJA IOITYBBIBEACHUS, HO
MaKCHMaJbHasi KOHIIEHTpAlHs HE U3MEHSETCS.

Iloueunasn nedocmamounocmy

[Ipy mnouyeyHOM HENOCTAaTOUYHOCTH NEPUOJ TMOJYBBIBEIEHUS YBEIMUMBAETCS; OOIMMNA U
MOYEUHBIH KJIMPEHC CHIDKAIOTCS MPOMOPIIMOHAIBHO CHIDKEHHUIO KIMPEHCA KPeaTHHUHA.

6. ®APMAIIEBTUYECKHWE CBOMCTBA
14
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(MOCNEOCBATENEHOCTE 0002)

6.1. Ilepeuenb BcnoMoraTe/ibHbIX BelllECTB

JlakT03BI MOHOTHAPAT
Kpaxman kykypy3HbIi
I'unponosa
Kpockapmemnnosa HaTpus
Marnus creapar

Cocmag ob6on0ouxu:
Omnanpaii 11 6enpbrit 85F28751 (MOITMBUHUIOBBIN CIIUPT, TUTAHA AUOKCHU, MAKPOTOJI, TAJIBK).

6.2. HecoBmecTUMOCTH
He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)
3 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPU XPAHEHUH
B 3amumnierHoM oT cBeTa Mecte mpu Temneparype He Boiie 25 °C.

6.5. Xapakrep u coaepxkaHue NePBUYHONH YIAKOBKH

ITo 5 unu 10 TabneTok B KOHTYPHOU SUEUKOBOM yMakOBKE U3 IUIEHKU MOJMBUHUIXJIOPUIAHON
U (OJIbIY ATFOMUHUEBOM.

[To 1 KOHTYpHOI SIYENKOBOM yITaKOBKE BMECTE C MHCTPYKIUEH IO MPUMEHEHHUIO B KAPTOHHOU
nayke.

6.6. Oco0Oble Mepbl MNPeJOCTOPOKHOCTH NPH YHUUYTOKEHHHM MCHOJIb30BAHHOIO
JIEKAPpCTBEHHOr0 mpemapara MJIM OTXO0A0B, TMOJYYEHHBIX TMOcjde TPUMeHeHHUs
JIEKAPCTBEHHOI0 Mpenapara, u ipyrue MaHUMyJISIHM C pernapaToM

OcoOble TpeOOBaHUSI OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®enepanus

AO «Padapmar

399540, JIunenkas 0611., TepOyHckuii paiioH, c. TepOynsl, yi. JlopoxHas, 1. 6A
Ten.: +7 (47474) 2-16-72

OnekTponHas noyra: rafarma@rafarma.ru

7.1. IlpeacTaBuTeb AepiKATEJIs] PerHCTPALMOHHOIO YI0CTOBEPEHHUS
[IpereH3un noTpeduTeNeH HAMPaBAATh 110 a/IPECY:

Poccniickas Penepanvs

AO «Padapmay

399540, JIunenkas 0611., TepOyHckuii paiion, ¢. TepOynsl, yi. lopoxHas, a. 6A
Ten.: +7 (47474) 2-16-72

OnektponHas modra: pharmacovigilance@sotex.ru

8. HOMEP PETHCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. JIATA NEPBUYHOM PETMCTPAIIUM (ITIOJATBEPXKJIEHUS PETUCTPAIINY,
HEPEPEI'UCTPALINN)
JlaTa nmepBoii peructpanuu:
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10. JATA HEPECMOTPA TEKCTA

OOmrass  xapakTepUCTHKa JieKapCcTBeHHOro mpenapata OdQuiokcalH — IOCTYIHAa  Ha
uH(GOPMAIIMOHHOM TOpTaie EBPasMiiCKOro SKOHOMHUYECKOTO COK03a B HH(POPMAIHOHHO-
KOMMYHHKaIMOHHOM cetu «MHTepHeT»: http://eec.eaeunion.org
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