COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.01.2026 N= 215

(NOCNELOBATENLHOCTE 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O HPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

HOP®JIOKCAILIMH IIPES, 200 mr, TaGiaeTKH, TOKPBITHIE TUICHOYHOH 000JI0UYKOHA.
HOP®JIOKCAIIMH LIPE#, 400 mr, TabneTku, HOKPHITHIE TUICHOYHOH 000JI0YKOM.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JleiicTBytoIIIEE BEIIECTBO: HOP(IOKCAIIUH.
HOP®DJIOKCAIIWH IIPES, 200 mr, TaGACTKH, TOKPBITHIE TNICHOYHON 000JI0YKOM
Kaxxnas Tabnerka, mokpwITast INIECHOYHOUM 00onoukoi, cogepxkut 200 mr HOpdokcanuHa.

HOPDJIOKCAILIMH HIPES. 400 Mr, TabiaeTKH, HOKPBITHIE IIIEHOYHOW 000JI0YKOM

Kaxxnas Tabnerka, moKpwITast INICHOYHOH 00omoukoi, cogepxkut 400 mr HOpdokcanuHa.

BemiectBa, HanMuue KOTOPBIX HAJ0 YUYHMTHIBaTh B COCTaBe JIEKApPCTBEHHOIO Ipernapara: JIaKTo3a,
HATPHIA, CAHCET JKENThIH JaK (cM. paszaen 4.4).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCACH B PA3/LCJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MIICHOYHOM 000T0YKOM.

OpanxeBoro 11BeTa KpyTJible, IBOSKOBBITYKJIbIC TAOJIETKH, MOKPHITHIC INIEHOYHOW 000TOUKOM.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[Tpenapar HOPOJIOKCAILINH IPES noka3zan k MpUMEHEHHIO Y B3pOCIBIX B Bo3pacte oT 18 jer
npu  MHQPEKIMOHHO-BOCIIATUTENbHBIX  3a00JIEBaHUAX, BBI3BAHHBIX  YYBCTBUTEIBHBIMH K
HOp(}IIOKCAIIMHY MUKPOOPTraHU3MaMu:

®  OCII0O)KHEHHbIE MHPEKIIUU MOYEBBIBOSAIINX TyTEH;
® XpOHHWYECKHUI OaKTepHaJIbHBII POCTATHUT.

g nedeHus cienyromuX HH(EKIMOHHO-BOCHAIUTEIbHBIX 3a00JIeBaHUN HOP(IIOKCAIIUH MOXKET
IPUMEHATHCS TOJIBKO B KAYECTBE aJIbTEPHATHBBI IPYTMM TPOTHBOMUKPOOHBIM Ipenaparam:

® HCOCJIOXXKHCHHBIC I/IH(l)eKHI/II/I MOYCBBIBOIAIINX HYTGI\/JI.

[Ipu npumeHeHuH HoOp(dIOKCalMHA CIeAyeT YYHUTHIBaTh OQHIMAIbHBIE HAIMOHAJbHBIC
pPEKOMEHJALMU M0 HaJJIeKalleMy NPUMEHEHHI0O AaHTHOAKTepHAJIbHBIX IpEernapaTroB, a TaKxke
YyBCTBUTEIBHOCTh NATOT€HHBIX MUKPOOPTAaHU3MOB B KOHKPETHOM CTpaHe.
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4.2. PexxuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHU

PexxuM 103upoBaHusa

IIpu ocnoscHeHHbIX UHGEKYUAX MOUEBbIBOOAUUX NYmell

ITo 400 mr nBa pasa B cyTku B Teuenue 10—21 nus.

IIpu xporuyeckom baxmepuarbHOM npocmamume

ITo 400 mr gBa pa3a B CyTKHM B TeueHHE 4 Heenb Win OoJee.

IIpu HeocnodCHEHHBIX UHDEKYUAX MOUEBbIBOOAUUX NYMEU Y MYHICUUH
ITo 400 mr gBa pa3a B CyTKHU B TeueHue 7—14 nHeid.

IIpu ocmpom HeoCI0IHCHEHHOM YUCUME Y HCCHUUH

ITo 400 mr nBa pa3a B CyTKHM B Te4eHUE 3—7 JHEH.

Oco0Oble T'PYIIIBI ITAITWMEHTOB

Ha@;uenmbz C NOYEYHOU HeOOCMAamo4HOCHbIO

ITpu xnupence kpeatununa (KK) 6osee 30 Mii/MUH KOppeKLIMU peXxrMa T03UPOBAHUs HE TpeOyeTcs.
ITpu KK menee 30 mui/MuH (MM CBIBOPOTOYHOM KOHIIGHTPALMU KpeaTuHUHA Bhime 5 mr/100 mun) u
NalMeHTaM, HaxOAIMMCS Ha TIeMOAMaIM3e, Ha3HA4YaloT II0JIOBUHY TEPAaeBTHUYECKON J103bI
npenapata HOPOJIOKCALIMH IIPES nBa pa3a B CyTKHM WM [IOJIHYIO 103y IIpernapaTta oOJluH pa3 B
CYTKHU.

JIisi manMeHToB, HAXOMSIIMXCA Ha IOCTOSIHHOM aMOYyJaTOPHOM TEPUTOHEATHHOM JTHAIH3E C
COXPaHEHHBIM JINyPe30M, KOPPEKIIUHU T03bI HE TpeOyeTcs.

Cooco0 nmpuMeHeHns

BHYTpL, HaTomakKk (He MCHECC, UEM 3a | ac A0 Havalla IIpyucMa I, 1 HE paHeC, 4YEM 4YCPEC3 2 Jaca
IIOCJIC €TI0 OKOH‘IaHI/Iﬂ), 3aliMBas JO0CTAaTOYHBIM KOJMYCCTBOM KHMAKOCTH.

4.3. IIpoTnBonOKa3aHus

® TUMNEPUYYBCTBUTEIBLHOCTh K HOP(IIOKCAIIMHY WU IPYTUM XUHOJIOHAM UJTH K JII0O0MY U3
BCIIOMOTaTENIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;

¢ TCHAWHHUT, TCHAOBAIrMHUT, PA3PLIB CYXOXKUINA, CBA3aHHBIC C IPUEMOM q)TOpXI/IHOJ'IOHOB, B
TOM YHUCJIC B aHAMHE3E;

e e(hUIIUT TITIOK030-6-(hocdaTaeruaporeHassr;

e JIETH U MOJPOCTKH B BO3pacTe 10 18 jeT (B CBS3M ¢ HE3aBEPIICHHOCTHIO POCTa CKEJeTa, TaK
KaK Helb3s UCKIIIOUUTh PUCK MOPAKEHUS XPSIIEBBIX 30H POCTA CKENeTa);

e OEpeMEeHHOCTh U MEePHOJ] TPYTHOTO BCKAPMITUBAHUS;

HETIEPEHOCUMOCTH JIAKTO3bI, NE(UIIUT JTAKTA3bI, TJIFOKO30-TAIAKTO3HAs MaTbaOCOpOITHs.

4.4. Ocobble yka3aHus U Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEeHUH

PeaKHI/II/I THUINIEPYYBCTBUTCIIBHOCTH U AJJICPTHUYCCKUEC PEAKITNHN

B HEKOTOpBIX cilyuyasx yKe Iocjie NEPBOro NMPUMEHEHUS IpernapaTa MOTYT pa3BUBAThCA pEaKLUU
TUIEPYYBCTBUTEIBLHOCTU U aJJIEPTUUYECKUE PEaKIMHU, O YEM CJeIyeT HeMeAJIeHHO HHPOPMUPOBAThH
Bpaua. O4eHb peAKo Ja)ke IMOocje MEpBOro NMPUMEHEHHs Ipernapara aHa(UIaKTHUYECKUE PeaKkluu
MOTYT MPOrpPecCUpOBaTh [0 YIPOKAIOLIErO >KU3HM aHAQUIAKTHYECKOro Ioka. B atoMm ciydae
JeyeHre HOP(IOKCALMHOM cJielyeT OTMEHUTh U MPOBECTH HEOOXOIUMBIE JIeueOHbIe MEPOIIPUATHUS
(B TOM 4ncie IPOTUBOLIOKOBBIE).
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docdarnernnaporeHasbl, IPUHUMABIINX XWHOJIOHOBBIE aHTHOAKTEpHUATbHBIC CPEACTBA, BKIIOYAsS
HOp(dIOKCaINH, OBLITN 3aPETUCTPUPOBAHBI TEMOJIMTUYECKUE PEAKLIUU.

CynopOoXHBII CUHIPOM

Hopdnoxcamun, kak u apyrue GTOPXUHOIOHBI, MOXKET MIPOBOLUPOBATH CYIOPOTH U CHIXKATh MTOPOT
CYIOpOXHON TroToBHOCTU. [lammentam c snuiencueil U ApyrumMu 3a00JIeBaHUSMH LEHTPAIBHON
HepeHoi cuctembl (IIHC) (Hanpumep, MpeapacnoiioKEHHOCTh K CYIOPOXKHBIM —PEAKIUSIM,
aTepOCKJIEPO3 COCYZOB TOJIOBHOTO MO3ra, HAPYIIEHUSI MO3TOBOI0 KPOBOOOpAILIEHUS, OPTraHUUECKHE
3aboneBanus [{HC) HopdiokcanuH cieayeT NpUMEHATh TOJIbKO B TEX CIydasx, KOTJa OKuJaeMbli
KIMHUYECKUH 3(P(PEKT MPEeBOCXOAUT BOSMOXKHBIM PUCK PAa3BUTHS MOOOYHOTO JNEHCTBHUS Mpemnapara.
Hopdnokcanma  1omkeH NPUMEHSTBCS C  OCTOPOXKHOCTBIO Yy MAIMEHTOB, OJHOBPEMEHHO
MIOJIyYaloIMX IIpernaparbl, CHUXKAKOLIUE IIOPOr CYIOPOKHOM TOTOBHOCTH TOJIOBHOIO MO3ra
(teoprimuH, penOyden u apyrue nog00HbIE HECTEPOUIHBIE MPOTUBOBOCTIAMTEIILHBIE MperapaThl
(HITIBIT)). ITpu BO3HUKHOBEHHUH CyIOPOT MPUMEHEHHE HOp(IIOKCaIllMHA CIIeyeT MPEKPATHUTh.

CDTOpXI/IHOJ'IOHBI MOTYT TaKiK€ CTHMYJIMPOBATH HHC, BbI3bIBAA TPEMOP, TOKCHUUYCCKUC IICUXO3BbI,
6€CHOKOﬁCTBO, CIIYTAaHHOCTb CO3HAHHA U I'AJUIIOIIMHAIINH, ITIOBBIIICHNUEC BHYTPHUYCPCITHOTO JABJICHU.

Yy MNanueHTOB C€ YCTAHOBJICHHBIMU WM IMOAO3PCBACMBIMU TICUXWYCCKUMHU paCCTpOﬁCTBaMH,
raJyimronuHanmusaMu 1 (I/IJII/I) CITyTaHHOCTBIO CO3HAHUS MPUMCHCHUC HOp(i)JIOKcaIII/IHa MOXKCT ITPUBCCTU
K UX 06OCTpCHI/IIO " YCUJICHUIO.

TlcuxoTHueckue peakiimu

[lcuxoTuyeckue MoOOYHbIE peaKIMU, BKIIIOUAsi CYUIIUAATbHbBIE MBICIIN/TIONBITKA, MOTYT OTMEUYaThCs
y TMalWeHTOB, NPUHUMAIONMX (TOPXUHOJOHBI, BKIItOYasi HOP(IOKCALWH, HHOTJA TOCIe TpuemMa
pa3oBoil 103bl. B cinyuae pa3Butusa moObix moOouHbIX 3ddextoB co croponsl [ITHC, Brmrouas
HapyIIEHUs TICUXHKH, JIeueHHEe HOP(IOKCAIMHOM CIIeAyeT HEMEJIEHHO MPEKPAaTHTh U HA3HAYUTh
COOTBETCTBYIOLIYIO Tepamnuio. B 3Tux ciayyasx pEeKOMEHIyeTcsl MEepelTH Ha TEepamnuio JIpyrum
AHTUOMOTHKOM, OTIIMYHBIM OT (PTOPXHHOJIIOHOB, €CIIH 3TO BO3MOXKHO.

Cnenyer c¢ octopoxHocTblo HaszHadarh mnpenapar HOP®JIOKCALIMH IIIPES nauuentam c
MICUX03aMHU WJIM MalMeHTaM, HMEIOIUM B aHaMHE3€ IICUXUYeCcKHe 3a00IeBaHMsl.

JImuTenpHble, MHBATWAMU3UPYIOIME W MOTCHIHAILHO HeO6DaTI/IMLIe CCPBE3HBIC HECXKCIATCIbHBIC
pEaKIIMU Ha JISKapCTBEHHBIN MperapaT

Coobmanoch 00 0OYeHb PeAKHX CIIydasX pa3BUTHUS JUIUTENBHBIX (MPOJOIKUTENIEHOCTBIO HECKOIBKO
MECAILIEB NN J'IGT) WHBAJIMTU3HUPYIOIIUX U IMIOTCHIIUAJIBHO HeO6paTI/IMI)IX CCPBE3HBIX HCXKCIIATCIIBHBIX
peakuuii CO CTOPOHBI pa3jM4YHBIX OpPraHOB M cucreM. MHorma mnopaxkanauch OZHOBPEMEHHO
HECKOJIbKUX OpPraHoB U (MJIM) CHUCTEM (CKEJIETHO-MBIILIEYHAsl CHUCTEMa, HEpBHAs CHUCTEMa, TaKke
OTMEYAINCh HApYyIIEHUs MCUXUKH M HapyIIEHUS CO CTOPOHBI OPraHOB YYBCTB) Yy MallUEHTOB,
IMOJIy4aBIIMX XWHOJIOHBI 1 q)TOpXI/IHOJ'IOHBI, HE3aBUCHUMO OT BO3pacTa U HAJIMYUSA (i)&KTOpOB pucKa.
[Tpumenenne Hop(IOKcaMHa cleayeT HEeMEMJICHHO MpPEeKpaTUTh IpHU TOSBICHUU MEPBBIX
CUMIITOMOB JIt0001 cepbhe3HOI HexeNlaTenbHON peakluy, U MallueHTaM pEKOMEHI0BaHO 00paTUThCS
32 MEJUIIMHCKOW ITOMOIIBIO.

Ilepudeprueckas HelipoaTus

VY manueHToB, MPUHUMAIOMIUX (TOPXUHOJOHEI, B TOM YHUCIEe HOP(IOKCAIMH, 3apPETUCTPUPOBAHBI
CIIy4al CEHCOPHOW M CEHCOMOTOPHOW aKCOHAJbHOW MOJMHEHPONATHUH, MOPAKAKOIIEH MEITKUE U
(unu) KpymHBIE aKCOHBI M TPHUBOJSIICH K MapecTe3WH, TMIECTE3UH, JU3ECTe3UH U CIabOCTH.
CHUMIITOMBI MOTYT HOABUTBHCA BCKOPE IMOCJIC HavYalla IPUMCHCHUA U OBITE HeO6paTI/IMBIMI/I. Ecmu y
MalUeHTa pa3BUBAIOTCS CUMIOTOMBI TMepuUpEepUUecKoil HeWpomaTuu, BKIOUYas O0ib, MOKEHUE,
MOKaJIbIBAaHWE, OHEMEHHEe | (Wiau) CcJIadoCTh WJIM JpYyrue HapyUIeHUs YyBCTBHUTEIBHOCTH
(TakTHIIbHAs, OOMNEBasi, TeMIepaTypHas, BUOPAIMOHHAS YyBCTBUTEILHOCTh M UYBCTBO MOJIOKEHUS
TeJa B IPOCTPAHCTBE), HOp(IIOKcaH HEOOXOITUMO OTMEHHTH.
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MuacreHus gravis

COOTBETCTEBY |§T SKCNEPTHOMY OTUYETY

VY nanMeHToB, MOJMY4YaBIIMX HOP(IOKCALMH, OTMEYAlIM pa3BUTHE MHUACTCHMM gravis Win ee
oboctpenue. I10CKoIbKY 3TO MOXKET MPUBECTU K MOTEHLUAIBLHO ONACHOM ISl )KU3HU JbIXaTeIbHOM
HEJIOCTATOYHOCTH, MAIMEHTaM C MHACTEHUEH gravis cileqyeT pPEeKOMEHAOBaTb HEMEIIEHHO
00paTUTHCS 32 MEAULUHCKON TIOMOIBIO IIPU 0OOCTPEHUH CUMIITOMOB.

PeaKI_II/ISI d)OTO‘-IVBCTBI/ITeJIBHOCTI/I

[Ipu npueme HOpdIOKCallMHA MOXET BO3HUKHYTH peakuus (POToceHCHOMIN3auuu, HO3TOMY
MalKUeHTaM clelyeT u30eraTb KOHTaKTa C NPSIMbIMH COJIHEYHBIMU Jy4aMHU M HCKYCCTBEHHBIM
ynbrpaduonerooiM  (Y®)  uznyueHuemM. B ciyyae = BO3HHUKHOBEHHS  CHMIITOMOB
doroceHcnbunu3anuu (HampuMep, M3MEHEHHE KOXKHBIX TTOKPOBOB HATIOMUHAET COJTHEYHBIE 03KOTH)
Tepanuio HOpGIIOKCAMHOM CJeIyeT MPEKPaTUTh U 00PaTUTHCA 32 MEIUIIMHCKOM MOMOIIIBIO.

Kpucramnypus

B cnydyae mpoOOIDKUTENBHOTO JIEYEHHS CIIEAyeT KOHTPOJIUPOBATH aHAIU3 MOYM Ha IIpPEeIMET
kpuctamutypun. [lpu cobmronenun pexuma nozupoBanust 400 mr 1Ba paza B CyTKM BOSHUKHOBEHHE
KPHCTAJUIypUH HE OKHIAETCS, MOITOMY B KadeCTBE MEphl IPEIOCTOPOKHOCTH HE CIEAyeT
MPEBHIIATh PEKOMEHAYEMYIO CYTOUHYIO 103y, & TaKkke HEe0OXOAMMO NPUHHMATH JOCTaTOYHOE
KOJIMYECTBO KMIKOCTH sl OOEeCredyeHMs] Ha/JIekKallero BOCIIONHEHHS IOTEPH JKUAKOCTH H
aJICKBaTHOTO JInype3a (Mol KOHTPOJIEM JUype3a).

Hapymienue d)VHKHI/II/I ITI04YCK

VY manueHToB ¢ HapylieHHeM (YHKIIUHM MOYEK TSDKEIOW CTENEHHU CICAYeT TIIATEIhHO OIEHUBATH
COOTHOIIIEHUE «II0JIb3a — PHUCK» MpH NPUMEHEHHUH HOpQIOKCcallMHAa B TalJeTKaXx B KaxJIOM
otnenbHOM cirydae. C Bo3pacToM (DyHKITUSI TOUEK CHUXKAETCS, B YACTHOCTH, y MAIIMEHTOB IMOXKHUIIOTO
Bo3pacTta. [Ipu HapymieHUN (QYHKIUU MOYEK TSKEIOM CTeNEeHU KOHIIEHTpalus Hop(dIoKcalnHa B
MOYE€ MOXET yMEHBIIAThCS, TaK Kak BBIBEJACHHE HOP(QIIOKCAIIMHA  OCYIIECTBIIACTCS
MPEUMYIIECTBEHHO MTOYKaAMHU.

IIpoTpOMOMHOBEIA MHIEKC

B mepmon Tepamuu BO3MOXHO YBEJIMYEHHE IMPOTPOMOMHOBOTO HWHAEKca (IIPU MPOBEICHUU
XUPYPrHYECKOTO BMEIIATENbCTBA CIEAYEeT KOHTPOJIMPOBATH COCTOSIHUE CHCTEMBI CBEPTHIBAHHUS
KpOBH).

TeHauHUT U pa3pbIB CYXOKUIUN

Hopdodnokcanus, kak u Apyriue GTOpXUHOIOHBI, MOXKET BBI3bIBATh TEHAMHUT U Pa3pbIB CYXOXKUIHMH,
O0COOCHHO MpH HAIMYMHU CJIEAYIOUIMX (aKTOpOB pHCKa: Bo3pacT crapiie 60 jer, mpuMeHEHHe
TIIIOKOKOPTUKOCTEPOUI0B, TPAHCIUIAHTALIMS TTOYKH, CEp/Illa WM JIETKOTO, MOBBIIIIEHHAs (pU3nYecKas
aKTUBHOCTh, XPOHHYECKas TOYEeYHass HEIO0CTATOYHOCTh, IMOPAKECHHE CYXOXKHIIUH B aHaMHE3e.
JlaHHBIE SBICHHMS MOTYT BO3HMKAaTh M Yepe3 HECKOJIbKO MECALEeB IOCJe 3aBeplICHUs IMpHeMa
mpemapara. HpI/I NEPBBIX MNpPU3HAKAX TCHAWMHUTA WKW PaspbiBa CYXOXWIUA CICAYET IMPCKPATUTDH
npueM HopdiokcanmHa M 0o0paTuThCs K Bpady. Bo Bpems Tepamuu HOp(IOKCALMHOM
pexomeHayeTcst u3beratb 4ype3MepHbIX (pu3nueckux Harpy3ok. Hopdrmokcanun mpoTuBonokasaH
NalyeHTaM C TEeHAMHUTOM W (WIM) pa3pblBOM CYXOXKWIMS, CBS3aHHBIM C IPUMEHEHHEM
(TOPXUHOJIOHOB (B TOM YHCIIE B aHAMHE3E).

AneBpu3Ma M pacca0SHHE a0PThI, PETypr I/ITaI_[I/I}I/ HCAOCTATOYHOCTD KJjldallaHa cepAalia

[To maHHBIM AMUAEMUOJIOITMYECKUX HMCCIET0BAaHUN COOOIIANIOCH O MOBBIIIEHHOM PHCKE Pa3BUTHS
aHEBPU3MBl M PpACCIOCHHUS aOpThl, OCOOEHHO Yy MAIMEHTOB IOXWJIOr0 BO3pacTa, a TaKkKe
perypruTaiii aopTajibHOIO M MHUTPAIBHOIO KJIAlaHOB TOCJEe MPUMEHEHHs] (PTOPXUHOJIOHOB. Y
MAIUEHTOB, MOJYYAIUX (TOPXUHONOHBI, OBITM OTMEYEHBI CIIy4YaW pa3BUTHS aHEBPU3MBI U
pacciioeHHs a0PThl, HHOT/IA OCTIOKHEHHBIE pa3phIBOM (B TOM YHCIIE C JETAIbHBIM HCXOA0M), a TAKXKE
perypruTaniu/HeI0CTaTOYHOCTH JIF000T0 M3 KIIalmaHoB cepaua (cM. pasaen 4.8).
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B cBs3u ¢ 3TUM  (PTOPXUHOJIOHBI ClleAyeT HPUMEHSITDH TU;IIIJ;R;)'-l %Q&%E’“’Eﬁﬁ"é}fk;{bg :'d;&:-é%ﬁ

COOTHOLICHUS «II0Jb3a — PUCK» M PACCMOTPEHUS APYI'MX BAPUAHTOB TEpalUU y IALUEHTOB C
aHEBPU3MOW aOpThl WM BPOXKICHHBIM IOPOKOM KJlallaHa CEpAlla B CEMEHHOM aHaMHE3€, WU Y
MAMEHTOB C JUarHOCTMPOBAaHHOW AaHEBPU3MOM aopThl M (WJIM) pACCIOEHUEM aOpThl, WU
3a00J€BaHUEM KJIAIIAaHOB Ceplla, WIM NPU HAIMYMU APYIHX (DAKTOpOB pHCKAa WM COCTOSTHHM,
IIPeIpaconaraloumx K pa3BUTHIO:

* KaK aHEBPU3MbI U PACCIOCHUS AOPTHI, TaK U PETyprUTALMH/HEIOCTATOYHOCTH KiaraHa
cepana (Hanpumep, 3a00JIeBaHUs COSAMHUTEILHON TKaH!, TaKUe Kak cuHApoM Mapdana mim
cunapom Onepca—/lannoca, cunapom Tepuepa, Oone3np bexuera, aprepuanbHas
TUTIEPTEH3USI, PEBMATOUIHBIN apTPUT);

WJIN JOIIOJIHUTCIIBHO:

* AHEBPU3MBI U PACCIIOCHHUS aOpThl (HANpUMEp, COCYAUCTHIC 3a00JIeBaHUS, TaKUe Kak
aprepuuT TakascCy, TUTaHTOKJIETOYHBIM apTEpUHT, IOATBEPKICHHBIH aTEepPOCKIEpPO3,
cunapowm lllerpena);

U1K JOIIOJIHUTCIIBHO:

*  pErypruTalMu/HEIOCTATOYHOCTH  KJanaHa cepamna (Hampumep, WHQEKIUOHHBINA
SHJIOKAP/IHT).

Puck Pa3BUTHA aHCBPHU3MBI U PACCIOCHUS a0PThI, 4@ TAKIKEC UX pa3pbiBa MOXKCT OBITH ITOBBIIICH y
ManueHTOB, OAHOBPEMCHHO ITOJYYAOMUX CUCTEMHBIC INTFIOKOKOPTUKOCTECPOUABI.

B CJIydac MosABJICHUA BHE3aIHO# 0011 B JKHUBOTC, I'PyAH WU CIIMHE MMAllUCHTAaM CJIICAYCT HCMCAJICHHO
O6paTI/ITBCH K Bpa4dy B OTACJICHHUC HEOTJIOKHOMH IIOMOIIIH.

ITamuenTam CJICAYCT pPCKOMCHA0BATH HEMCAJICHHO O6paTI/ITI>CFI 3a MCIUIIMHCKOM IIOMOIIIBIO B cjydac
IIOSABJICHUA OCTpOfI OABbINIKH, BIICPBBIC BO3HUKUICTO OMIYHICHUS YYAICHHOI'O CCpI[I_Ie6I/ICHI/IH nim
Pa3BUTHA OTCKA JXUBOTA UJIM HUKHUX KOHEYHOCTCH.

Y umuenne uarepsaia QT

Crnenyet cobi1t0/1aTh OCTOPOKHOCTH NPU MPUMEHEHUH (PTOPXHUHOJIOHOB, BKJIFOUasi HOP(IOKCAlUH, Y
NAIMeHTOB C YCTAaHOBJIEHHBIMU (akTOpaMH puUCKa YulnHeHHs uHTepBaia QT, Takumu Kak,
HaInpumep:

* BpPOXKACHHBII CHHAPOM ymiuHeHHs wuHTepBada QT wim mnpuoOpeTeHHOe yIIMHEHHE
uaTepBana QT;

* OJIHOBPEMEHHOE IPHMEHEHHE JIEKapCTBEHHBIX CPEACTB, YJIUHAIOMMX uHTepBan QT
(Hanpumep, u3anpul, antuapurmMuueckue npenapatel [A u I knaccoB, TpUIMKINYECKUE U
TeTPALMKINYECKHE aHTHUJICIPECCAHThl, MAaKpOJIUIbl, HEHPOJIENTHKH, HNPOTHBOIPUOKOBBIE
npenapaTsl, IPOU3BOJHBIE MMHUJA30J1a, HEKOTOPbIE AHTUTMCTaMUHHBIE IpenapaTbl, B TOM
qHclie acTeMH30I1, TepdeHaanH, Y0acTHH);

* 3JIEKTPOJIMTHBIN ucOanaHc (Halpumep, Ipy TMINOKaTueMU, THIIOMAarHUEMHH );

* ¢ 3a00NeBaHUsAMHU cepjla (HampuMmep, cepJedHas HeJJOCTaTOYHOCTh, MH(APKT MHUOKApIA,
Opamukapaus).

VY nanMeHToB MOXKWJIOTO BO3pacTa M KEHIIWH OTMEYAETCsl TMIEPYYBCTBUTEIBHOCTh K JEHCTBHUIO
MIpernapaToB, BRI3BIBAIOIINX yATHMHEHHE KoppurupoBanHoro uarepsaia QT (QTc). [Tortomy cnenyer
COOJII0IaTh OCTOPOKHOCTh NPU MPUMEHEHUU (TOPXMHOJIOHOB, BKIOYass HOP(IOKCAIMH, y ITHX
rpYII MaueHToB (cM. paszaensi 4.5, 4.8).

I'MnoraMKeMus U THOEePrINKEMUS (I[I/ICFJII/IKGMI/IH)

Kak v npu npumMeHeHHM APYyTUX XUHOJOHOB, MPH NMPUMEHEHHHU HOpQIIOKCcalliHAa HAOIIOAAUCh
cllyyal pa3BUTHUs TUNEprIuKeMUH M runorinukemMuud. Ha ¢one Ttepanuum HopdiokcanumHoM

5
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nnabeToM, TONYyYaIOMUX COMYTCTBYIONIYIO TEparuio MNEPOPaTbHBIMA THIIOTIMKEMHYECKUMU
npenapaTamMu Wik MHCYJIuHOM. [Ipu npuMeHeHnu HOpQUIoKcalMHa y TaKUX MAalMEeHTOB BO3pacTaeT
PUCK DPa3BUTHUA TUIOTTIUKEMHH, BIUIOTh [0 THUIOMNIMKEMUYecKoil Kombl. Heobxomumo
nHGOpMHUpOBATh  MALIMEHTOB O  CHUMIITOMAaxX THUIOMNIMKEMHH  (CIyTAHHOCTh  CO3HAHMUA,
rOJIOBOKPY’KEHHUE, «BOJIYMID) allllETUT, F0JI0BHAs 00J1b, HEPBO3HOCTB, OLIYLIEHUE CEPALICONEHNS WIN
yyaleHne myJibca, 0JIeTHOCTh KOKHBIX MOKPOBOB, HCIIapUHa, APOXKb, c1abocTh). Eciau y naruenrta
pa3BUBACTCS TUIOTIUKEMUS, HEOOXOJMMO HEMEIUIEHHO MPEKPATUTH JIeYeHHUEe HOP(IIOKCALUHOM U
HA4yaTh COOTBETCTBYIOILYIO Tepanuio. B aTHX ciiydasx peKOMeHIyeTcs IEPeUTH Ha TePaInio APyTruM
AHTUOMOTHKOM, OTJIMYHBIM OT (PTOPXUHOJOHOB, €CIH ATO BO3MOXKHO. lIpu mpoBeneHun JieueHus
HOp(DIOKCAIIMHOM Yy MAIMEHTOB MOKWJIOrO BO3pacTa M y MAllMeHTOB C CaxapHbIM auabeTom
PEKOMEHIYETCSI TIATENbHBIN MOHUTOPUHI KOHIIEHTPALIUU TJIFOKO3bI B KPOBH.

Hapynienns co cTOpoHBI OpraHa 3peHuUs

[Tpu mosiBIIEHUM HApYIICHUS 3PEHUS WIH JIOO0M JIPyroM M3MEHEHHUH CO CTOPOHBI OpraHa 3pEeHHUs
ClIelyeT HEMEIJIEHHO 00paTUThCS K OKYJIUCTY.

I1ceB1oMeMOpaHO3HBIN KOJIUT

[TpumeHeHre HOp(IIOKCAMHA MOXET IPHBOIUTh K Pa3BUTHIO ICEBIOMEMOPaHO3HOTO KOJIHUTA,
Bei3BanHoro Clostridium difficile. B aTom ciny4yae HeoOX0auMMO OTMEHHUTH IMpenapar U Ha3HAYUTh
COOTBETCTBYIOIIEE JicYeHHE (MPUMCHEHHE BAaHKOMHIMHA BHYTPh WM  METPOHHAA3011a).
[TpoTuBOMOKAa3aHO MPUMEHEHHE TPEAPATOB, TOPMO3SIIHUX IEPUCTATBTUKY KUIICYHUKA.

Hapymienue d)VHKHI/II/I IICYCHU

[Tpu npumeneHun HOpQIIOKCaHA COOOIIAIOCH O CIyYasX Pa3BUTHS XOJIECTATUIECKOTO TeMaTHTA.
[TanmenTa cnexyer MpouHGOPMUPOBATE O TOM, YTO B CIydae MOSBICHHS CUMIITOMOB HapyIICHUS
(GYHKIMU TIeYeHU (QHOPEKCHs, JKENTyXa, MOTEeMHEHHE MOYH, 3yJ, O0Jb B KHBOTE) HEOOXOIMMO
00OpaTUTHCS K Bpady MPEXk/Ie, YeM IPOIOKUTD JIe4eHUE HOP(IOKCAIITHOM.

BcnomMorarennHble BEIECTBA

Jlaxmo3sa

JlaHHBII JEKapCTBEHHBIN MpenapaT He CleayeT NMPUHUMATh ITAlMEHTaM C PEAKO BCTPEYAIOLIEHCs
HACJIEACTBEHHON HEMEPEHOCHUMOCTBIO TallaKTO3bl, JIAKTA3HOW HENOCTATOYHOCTBIO WIIM TIIFOKO30-
rajlakTO3HON MajibaOcopOLHen.

Hampuu

JlaHHBIH JIeKapCTBEHHBIN MpernapaT coepkuT MmeHee 1| Mmmonb (23 Mr) HaTpust Ha TabJIETKY, TO €CTh
10 CYTH, «HE COJICPKUT HATPUSD).

Cancem sicenmblil 10K

Mo:xeT BBI3bIBaTh AJUICPIrUICCKUC PCAKIIUU.

4.5. BzaumojaeiictBue ¢ JPyrUMH JIEKAPCTBEHHBIMH TMpenapaTaMu ¥ Jpyrue BHbI
B3aNMOIeHCTBUA

Hurpodvypaurond

Kak u npu npuMeHEeHMH JPYTHX OpTraHHMYeCKUX KHUCIIOT, 00JalalolMX aHTHOaKTepHabHBIM
JCUCTBHEM, MEXIy HOP(IOKCAIIMHOM H HUTPOQYPAaHTOMHOM B YCJIOBHSX N VItro ObLI
MPOJAEMOHCTPUPOBAH aHTaroHu3M. lloaTomy HoOp(dIOKCcaluH ¥ HUTPOPYpPaHTOMH HE CIlEayeT
MPUMEHSTHh OJJHOBPEMEHHO.
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HpenapaTLI, COACpKAIMUC OUAAHO3WH, HC CICAYCT MPUMCHATH OJHOBPCMCHHO WJIM B TCUCHUC
2 4acoB MocJe IIPUMEHECHUA HOp(bHOKcaHI/IHa B CBA3HU C BO3BMOXKHBIM BJIMAHUEM OAaHHBIX IIPp€IIapaToB
Ha BCaCbhbIBaAHUC HOp(i)JIOKCElLII/IHa u NoCJICAYIOIUM CHHUKCHHUEM €0 KOHLCHTpAUWU B CBIBOPOTKCE
KpOBH U MOY€.

Kodeun

HekoTopelie XHHOIOHBI, BKJIIOYasi HOP(MIOKCAIIMH, HHTUOUPYIOT METa00Iu3M KOopernHa. ITO MOKET
NPUBECTU K YMCHBIICHHIO KIMpPEHca KO(DEenHa U YBEIIMYEHHIO ero rnepuoja mnonaysbiBeaeHus (Th),
YTO B CiIy4yae OJHOBPEMEHHOIO IPUMEHEHUs HOp(IIoKcallHa U MTpenapaToB, CoAepKalux KopenH,
MOJKET MPUBECTH K YBEIMUYCHHUIO KOHIICHTPALUHU Ko(henHa B 1a3mMe KPOBH.

HIIBII

OnnoBpemennoe npumenenne HIIBII 1 xuHOI0HOB, BKIItOYast HOP(IOKCALMH, MOXKET YBEITUYUTh
puck ctumyssanun [THC u nocneayromero pa3sBuTtus CyAOpPOXHBIX Npunaakos. Ilosromy y mu,
OTHOBpeMeHHO mnodydaromux Ttepammto HIIBII, HopduokcanmH ciemxyer NPUMEHSTH C
OCTOPO>KHOCTBIO.

Ddenbyden

JlaHHBIE, TOTyYSHHBIE B UCCIIEIOBAHMX Ha )KUBOTHBIX, [TOKA3aJIH, YTO OJJHOBPEMEHHOE IPUMEHEHHE
XMHOJIOHOB 1 (peHOypeHa MOKET BbI3bIBATh cynoporu. [ToaTomy xuHoOHEI U (heHOydeH He crnenyer
NPUMEHSATH OJIHOBPEMEHHO.

FODMOHaJIBHI)IC KOHTPALICIITUBbI

HeKOTOpLIC aHTI/I6aKTepI/IaJ'ILHLIC cpeacrBa, TaAKHC KaK XHWHOJIOHBI, 0CIa0JIgI0T JIeUCTBUEC
FOpMOHAJIBHBIX KOHTPAUCIITUBOB.

! !I/IKJ'IOCHO[ YUH

Coobmanocr 00 yBeIMYEHHH KOHIIGHTPAIMM ITUKJIOCIIOPHHA B CHIBOPOTKE KpPOBU IIPH
OJTHOBPEMEHHOM TNpUMEHEHUU HopdokcanuHa. CreayeT KOHTPOJIMPOBATh KOHLIEHTPALHMIO
LUKJIOCTIOPHHA B CHIBOPOTKE KPOBU U B CIy4yae OJHOBPEMEHHOI'O NMPUMEHEHMs ITHX NpenaparoB
Ha/IIeKAIIUM 00pa3oM KOPPEKTUPOBATH /103y LIUKJIOCIIOPHHA.

Bapdapun

XUHOJIOHBI, BKJItOYast HOP(IOKCALMH, MOTYT YCWJIMBATh JMCTBUE aHTUKOAryJIsHTOB Ul MpHeMa
BHYTpb, B TOM uuClI€ Bap(aprHa, €ro MPOU3BOJHBIX WJIM aHAJIOTMYHBIX NpemnaparoB. Eciau He
ynaerca n30exaTh OJHOBPEMEHHOTO MPHUMEHEHMsI 3THX MpernaparoB, cilelyeT KOHTPOJIHpPOBAThb
MIPOTPOMOMHOBOE BPEMsI UJTU IPYyTUE COOTBETCTBYIOLIME MTapaMEeTPhl CBEPThIBAaHUS KPOBH.

JIekapCTBEHHBIE IIpenapaThkl, MeTaGOHI/BI/IDVIOH_II/IeCH I/ISO(beDMeHTOM CYPIA2

XWHOJIOHBI, B T. 4. HOp(JIOKCAIMH, B yCIOBUsIX IN Vitro mHrubupyror uzopepmeHnt CYPI1A2.
OnHOBpeMEHHOE TPUMEHEHHE C JIEKApCTBEHHBIMM IIpernaparamMH, MeTa0OoIU3UPYIOIIUMUCS
nzopepmentoM CYP1A2 (mampumep, KodeuH, KJIO3alMH, POMUHUPOJ, TaKpUH, TEO(PHUIUIMH,
TU3aHU/IMH), TPU OOBIYHOM JO3MPOBAHUM MOKET MPUBECTH K MOBBIIMICHUIO KOHIIEHTPALUU €ro
cyOcTpaToB B IIa3aMe KpOBU. B CBs3M C dYeM HEOOXOAWMO HaONIOACHUE 3a MalMeHTaMH,
MPUHUMAIOIIMMHU 3TH MpenapaThl OTHOBPEMEHHO C HOP(IOKCAI[THOM.

Teobummma

IIpy ogHOBpEeMEHHOM NPUMEHEHUH HOpQIIOKCAlMHA M TEOPWIUIMHA CIeIyeT KOHTPOJIMPOBATH
KOHIEHTpaLKIO0 TeO(UIUIMHA B TUIa3Me KPOBH U KOPPEKTUPOBATh €r0 J103y, TaK KaK HOp(IOKCAIMH
CHIDKAaeT KiupeHC TeoduimmHa Ha 25 %, M MOKeT HaONMoJaTbCs Pa3BUTHE COOTBETCTBYIOLIMX
HeXKeNaTeNIbHbIX TOO0YHBIX (P (PEKTOB.
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coJiep Kallye JKeJIe30, IMMHK, KaJIbIINH, CVKDaJIInd)aT

[IpemapaTsl Kanblysi, Ipenaparbl, COIEpKallUe MKeJe30, IMHK, aHTalUIbl WIH CyKpaiab(aT, He
ClIeyeT TMPUMEHSITh OJHOBPEMEHHO C HOP(IOKCAIIMHOM, TaK Kak 3TO MOXKET YMCHBIIUTH
BcachlBaHHe HOP(IIOKCAllMHA W, COOTBETCTBEHHO, CHU3UTh KOHLIEHTPALIUIO B CHIBOPOTKE KPOBU U
moue. Hopduiokcanun cienyer mpuHUMaTh 3a 2 4aca 10 WJIM HE MEHee 4eM uepe3 4 yaca mocie
IpyueMa 3TUX MPEenaparoB BHYTPb. JTO OIPAHUYEHHUE HE PACIPOCTPAHSIETCS HA AHTATOHUCTHI
rucTaMuHOBbIX H2-perientopos.

IIntaTenpHBIE PACTBOPHI JUIS IpHEMa BHYTPh M MOJOYHBIE ITPOJIYKTHI

[IuTaTenbHble pacTBOpBl Ul INPUEMA BHYTPb U MOJIOYHBIE IMPOIYKTHI (MSATKHE WM SKUIKHE
MOJIOYHBIE MPOAYKTbI, TaKH€ Kak HOrypT) yMEeHbIIAIOT BcachlBaHUE HopduiokcanuHa. IlosaTomy
HOP(QIIOKCAIMH ClIeyeT IPUHUMATh 110 MeHbIel Mepe 3a | yac 1o uim yepes 2 yaca mocie npuema
TaKMX IUTATEIbHBIX PACTBOPOB U MPOLYKTOB.

JIekapCTBEHHBIC CPEICTRBA, CHIDKAIOIINE CYIOPOKHEIM IOPOr

OnHOBpEMEHHOE IPUMEHEHUE C JIEKaPCTBEHHBIMU CPEICTBAMU, CHUKAIOIUMU CYAO0POKHBINA IIOPOT,
MOJKET MPUBECTHU K PA3BUTHUIO MUICTITU(POPMHBIX TPHUIIATKOB.

I TIOKOKOPTUKOCTEPOUIEI

OI[HOBpeMeHHOe MNPUMCHCHHUC C TIIIOKOKOPTUKOCTCPOUAAMU MOKET CII0OCOOCTBOBATH YBCIUYCHUTIO
PHUCKA pa3BUTHA TCHAWHHUTA WU pa3pbiBa CYXO)KI/IHPlﬁ.

[ UnornukeMuyecKue CpeIcTBa

Hopdnokcaa MokeT yCHJIMBaTh TE€pareBTUYECKOE JEHCTBHE TMIOTIMKEMUYECKHX IpenapaToB
(mpou3BOHBIE CYJIBGOHUIMOYCBUHBI), MO3TOMY HEOOXOAMMO KOHTPOJIMPOBATh KOHIICHTPALIUIO
IJIOKO3bI B KpoBHU. IIpu 0JHOBpEeMEHHOM NpueMe ¢ IIIMOeHKIaMUIOM BO3MOKHO pPa3BUTHE TKEION
TUIIOTJIMKEMUH.

IIpenaparsl, objiajaromye MOTEHIMAILHON CIOCOOHOCTBIO IIOHMKATH apTepUaIbHOE JIaBJICHUE,
OapOuTypaTsl M APYIHE JEKAPCTBEHHBIE CPEACTBA T OOIIEN aHEeCTE3UH

OnHoBpeMeHHbI TpueM HopdUIOKCallMHa C MpenapaTaMy, OOJaJalolIMMU  MOTEHIUATBHON
CIOCOOHOCTBIO MOHMXKATh apTepUaAlbHOE JaBICHHE, MOXET BBI3bIBATH PE3KOE €ro CHUkeHue. B
CBSI3U C 3TUM B TaKHX CIIydasix, a TAaKXKe IPH OJJHOBPEMEHHOM BBEJIEHHH ¢ 0apOUTypaTaMu U APYTrUMHU
JIEKapCTBEHHBIMU CPEACTBAMH I OOIIEH aHeCTe3UH CleyeT KOHTPOJIUPOBATh YaCTOTY CEpACUHbIX
COKpAILICHU1, apTepuaibHOE TaBICHUE U MoKa3zaTenu snekrpokapauorpammel (OKT).

HDGH&D&TBI, YAJIUHAIONIMEC MHTCPBAJI QT

Hopdnokcanus, kak 1 Apyrue GTOpXHUHOIOHBI, CIIEAYET IPUMEHATh C OCTOPOKHOCTHIO Y TAllMEHTOB,
MOJTyYarOIIUX TMpernapatsl, yumHstonme uatepsat QT (Hampumep, nu3anpu, aHTHAPUTMUYECKHE
npenapatsl [A u Il k1accoB, TpHIMKINYECKHE U TETPALIMKINYECKHAE aHTH IEIPECCAHThI, MAaKPOJIHIBI,
HEHPONIENTHKH, TPOTUBOTPHOKOBBIE TpenapaThl, IMPOU3BOAHBIE HMHUAA30J1a, HEKOTOpHIC
AHTHTHCTAMUHHBIC [IPEMapaThl, B TOM YKCIIe aCTeMHU30I, TepdeHaanH, 30actuH) (cMm paszen 4.4).
ITpoGenenun

[TpobGeneru MOXKET CHIKATh SKCKPEIMI0 HOp(dIIoKcaluHa.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD M JTAKTALUSA

bepemeHHOCTD

besonacHocTh npuMeHeHus Tpu OEPEeMEHHOCTH U B MIEPHOJ] TPYIHOTO BCKApMIIMBAHUS HE U3yY€HA.
[Ipenapat npoTHBONOKa3aH MpU OEPEeMEHHOCTH.
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beszomnacHocTh mpuMeHeHUs Tpu OEPEMEHHOCTH U B MIEPHO/]] TPYJAHOTO BCKApMIIMBAHUs HE U3y4YCHA.
[Ipu HeoOxonumocTu HazHaueHus npenapara HOPOJIOKCAILIMH HIPES rpynHoe BckapMiauBaHue
CJIelyeT IPEeKPaTUTh.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CPeJACTBAMH M PadoTaTrh C
MeXaHMu3MaMu

HeoOxonumo cobmoiaTh  OCTOPOKHOCTh MPU  YIOPABICHUU TPAHCIOPTHBIMH  CPEACTBAMH,
Mexanu3mamu. CienyeT NpUHUMATh BO BHUMAaHHUE MOTCHIIUAIBHYIO BO3MOXKHOCTh Pa3BUTHS TaKUX
m000YHBIX 3(PPEeKTOB, KaKk TOJIOBOKPYKEHHE, COHIIMBOCTh U paccTpoiicTBa 3peHusd. [Ipu nosiBnenun
ONMHUCAHHBIX HEXEJNATeNbHBIX SBJICHUN CJEAYeT BO3JECPKUBATHCS OT YKa3aHHBIX BHUJOB
NeSITENIbHOCTH.

4.8. HexkesaTeJibHbIE peaKINU

TabanuHoe pEe3rOMe HEXKENIaTeIbHBIX peaKIMi

HexenaTenbHbIE peakiuy, 3apeTrUCTPUPOBAHHBIC B XOAC KIWHUYECKMX WCCICAOBAaHUNA W B
MOCTPETHUCTPAIIMOHHOM OIIBITE TPUMEHEHHS, TIPEICTABICHBI B COOTBETCTBHH C TIEPEUHEM CUCTEMHO-
OpPTraHHBIX KJIACCOB B ITOCIICOBATEILHOCTH MEIUITMHCKOTO CIIOBApsl TEPMUHOB ISl PETYJIATOPHOMN
nesrtenpHocT  (MedDRA). Yactora BO3HHMKHOBEHHS ONpEIEIsIach B COOTBETCTBHH  CO
CIICYFOIIUMHU KaTeTOPUSIMHU:

o4deHb yacto (>1/10);

gacrto (>1/100, no <1/10);
Hevacto (>1/1 000, o <1/100);
penko (>1/10 000, ro <1/1 000);
oueHb peako (<1/10 000);

qaCToTa HEU3BCCTHA (Ha OCHOBAHUWH UMCHOIIUXCS JaHHBIX OICHUTDH HCBO3MO)KHO).

CucremMHO-OpranHbIi

HexenaTenbHble peakuuu

Yacrora BCTpe4aeMoOCTH

KJace
Nudexnuu v naBa3zun BarnnannpHEI KaHIUI03 Penxo
Hapymenus co Do3uHopMINS, nenikonenus, | Heuacro
CTOPOHBI KPOBU U HEUTPOTICHUS, TPOMOOIIOTIEHU,
auMbaTHIeCKON VAJTUHEHHUE TMPOTPOMOUHOBOTO
CHCTEMEI BpPEMEHU
I'emonutnueckas a"nemus | Peako
(0ObruHO CBsI3aHa c
HEJIOCTATOYHOCTHIO TIJIFOK030-6-
docdarnernporeHasbl)
Hapymenus co ctopoHbl| AHAQUITAKTHYECKHE PEAKIIUN Penxo

MMMYHHOHN CUCTEMBI

Peaximn
TUNIEPUYYBCTBUTEIBHOCTHU

YacTtoTa HEU3BECTHA

Hapymenns Tsxenast THIIOTIMKEMHS, YacroTra Hen3BecTHA
MeTaboau3mMa u BILIOTH 10 Pa3BUTHS

MIATaHUsA TUIIOTJIMKEMUYECKON KOMBI

Ilcuxuyeckue CMeHa HacTpoeHus, Penko

HapyLIeHus™ CIIyTaHHOCTh CO3HAHUS, CTPAX,
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CucremMHO-OpraHHbIi
KJ1ace

HexenaTenbHble peakluu

s Ry

0CTH "

Ha o Ty B
UL

TLTIOLWHAIIUY, JIETPECCHs,
OECIIOKOMCTBO,
pa3ApaKUTENbHOCTD, SHU(OopHs,
JIC30PHUCHTAIUS, ICHXUYCCKHE
HAPYIICHUS U TICUXOTHYECKUE
peaxIuu

Hapymenus co ctoponsl
HEPBHOMN CHUCTEMBI*

['onoBHas 60ib,
r'OJIOBOKPYKEHHE, COHJIMBOCTh

Heuacto

[Tapecte3us, 6ecconnuna,
HapyLICHUs CHA,
MOJIMHEUPOIIATHS, BKIIFOYAs
cunapom ['mitena—bappe,
CyJ1I0pOrY

Ouensb penko

Hapymenus co cropons! | Hapymenue 3penus, Penko
oprasa 3peHus* MOBBIIICHHAS CJIE€30TOYHUBOCTh
Hapyuienust co cTopossl | 3BOH B yax Penxo

oprasa ciryxa u
nabupuHTa*

Hapymenuns co ctopoHbl
cepama**

Taxukapausi, apuTMusi, B TOM
YHCJIC KEIYT0OUYKOBasi ApUTMUS U
TaXUKaAPAWs THIIA KITUPYIT»
(3aperucTpupoBaHbI
NPEUMYIIECTBEHHO y MAI[IEHTOB
¢ GakTOpaMu pUcCKa YUIMHEHHS
untepsana QT na OKT'),
ynnuHenue uatepBaia QT Ha
OKI (cMm. paznenst 4.4, 4.9)

YacToTa HEU3BECTHA

Hapymenuns co croponsl| Backynur ¢ nerexusmu u Penko
cocyioB** reMOpparuuecKuMH nanyjaamMmu
Hapymenus co croponsl| M3xora, 0051b 1 cia3Mbl B Heuacto
JKEITYIOYHO-KMILEYHOTO | KUBOTE, THapesi, TOLIHOTA
TpaKTa PBota, anopekcus, Penxo
IICEBIOMEMOPaHO3HBIN KOJIHT,
ITAHKPEATUT
Hapyiienus co cTopoHsl | X0JIECTaTUYECKHUM IeNaTUT, Yacto

IICYCHHU U

IeraTuTt

JKETYEBBIBOIALINX Kenryxa Yacrora Hen3BeCTHA
nyTen
Hapymenus co cropons! | Celnb Yacto
KOKH Y TIOJIKOKHBIX
KosHble peakunn, Penko

TKaHeH

9KC(HOTUATUBHBINA JEpMATHUT,
TOKCHYECKHUH 3IHIepMaIbHbII
Hekponu3 (cunapom Jlaitenna),
MHOTO(OpMHas 3pUTEMa
(cungpom CtuBeHca—
JlxoHCOHA),
(OTOUYBCTBUTENBHOCTD (CM.
pasnen 4.4), 3y, KpanMBHHUIIA,
AHT'MOHEBPOTUYECKUH OTEK.

10
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RJ1accC

PazButue
($bOTOUYBCTBUTEIHHOCTH
Ha0JII0JaJIOCh Y MAI[UEHTOB,
KOTOpBIE BO BpEeMsI T€paIiuu
XHUHOJOHOBBIMH aHTUOMOTHUKAMU
HAXOJMJIUCh Ha COJIHIIE WU
MOJIBEPrajiuch 060jiee CUITBHOMY
COJIHEYHOMY H3ITyYCHHIO
(poToToKCHUECKHME peakuuHy,
dhoToceHcHOMIM3aIMs,
COTPOBOKIAFOIIASICS
00pa3oBaHUEM ITy3bIPHKOB,
MOKPACHEHHUEM U OTEKOM KOXKH)
(cm. pasznen 4.4)

Hapymenus co ctopons! | Pabnomuonus Heuacto
MBIIIEYHOH, KOCTHOU U
COCTMHUTEIIBHON TKaHU*

TenauHUT, TEHJTOCUHOBMUT, Penxo
MUAITUs ¥ (UIM) apTparus,
BOCIAJICHUE CYCTaBOB
Pa3pbIBBI CyXO0KUINI OueHb penko
(HampuMep, axXuIUIoBa
CYXOKUJIUS) — OOBIYHO IPU
HaJIMYUU IPEIPacIIoaratoIiux
(bakTopoB, yXyALLICHUE
CUMIITOMOB MHACTEHUH (CM.

paznen 4.4.)
Hapymienus co croponst | Kpucramnypus Heuacto
IOYEK U

[ToBbllIEHHE KOHLIEHTPALIUU Penxo

MOYCBBIBOAAIINX HYTeﬁ
MOYCBHUHBI U KPCATHHHUHA B

11asMe KpoBH,
MHTEPCTULMAIBHBIA HEPPUT

OO0mmue HapylIeHus 1 Ycranocth Penxo
peaKIuu B MecTe

BBeACHUA*

JlaBoparopHsble u IloBbIIEHNE YPOBHEN Heuacto
UHCTPYMEHTAJIbHBIE TpaHCaMUHAa3, LEJI0YHON

JTaHHBIE docdarassl u

nakrataeruaporenassl (JIIAD),
CHI)KEHUE T€MaTOKpHUTa

* B o4eHb peKuX ciydasix Ipu MIPUMEHEHNH XHHOJIOHOB ¥ (TOPXHUHOJIOHOB, HHOTJa HE3aBUCUMO OT UCXOIHO
UMerIuXxcsi (HakTOpoB pHCKa, OBLIM 3apEeTMCTPUPOBAHBI JITMTEIBLHO COXPAHSIONMHECS (0 HECKOJIBKHX
MECSIIIEB I JIET), HHBAJIHIM3UPYIOIIIe U MOTCHIMAILHO HeOOpaTUMbIe Cephe3Hble MOOOYHBIE PEaKIIUN Ha
Mpernapar, 3aTparuBarolie HECKOJIbKO, @ MHOTJIa U MHOYKECTBO, KJIACCOB CHCTEM OPTaHOB U OPTaHOB UYBCTB
(BKITFOYAs TaKWe peaKiuy, KaKk TEHAWHUT, pa3pblB CyXOXKUJIH, apTpairusi, 00Ib B KOHEYHOCTSIX, HapyIICHNE
MTOXO/IKH, HEHPONIaTHH, CBA3AHHBIE C MApECTEe3UsIMH, JENPECCHsi, TIOBBIIIEHHAs YyTOMIIIEMOCTh, HapyIICHNE
MaMsTH, HApYIICHUE CHA, a TAK)Ke HAPYILICHHUS CIIyXa, 3peHHs, BKyca u 00oHsHus) (cM. pasnen 4.4).

** YV narueHToB, MOJy4aBIINX (PTOPXUHOJIOHKI, OBUIM OTMEYEHBI CIy4Yau aHEBPU3MBI U PACCIOSHUS a0PThI,
nHoraa OCJIOKHCHHBIC pa3pbIBOM (B TOM YHuCJie C JICTAJIbHBIM I/ICXO}IOM), a TaKXeE
perypruTamnun/HeI0CTaTOYHOCTH JTF000T0 Kitamana cepara (cM. pasaen 4.4).
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COO6IH€HI/I€ 0 IMOAO03PEBACMBIX HEKECIATCIIbHBIX PCAKIIHAX

BaxxHo coo0miare 0 TMOMO3PEBAEMBIX HEXKENATEIbHBIX PEAKIHUAX IOCIe PErUCTpaIluu
JIEKApCTBEHHOT'O Tpernapara ¢ Ieiblo 00ecleueHrss HelPEPhIBHOTO MOHUTOPHUHTA COOTHOIICHHUS
«IMoNb3a — PHUCK» JIGKAPCTBEHHOTO Tpernapara. METUIMHCKUM pabOTHUKAM pPEKOMEHIYEeTCS
coo0mIaTh 0 JIOOBIX M0I03PEBAEMBIX HEXKEIATSIbHBIX PEAKIMAX JEKapCTBEHHOIO Mperapara yepes
HallUOHAJBHBIE CHUCTEMbl COOOIIECHUSI O HEXKENATeIbHbIX PEaKIUsAX TOCyJapCcTB — UJICHOB
EBpasuiickoro "KOHOMHUYECKOTO COI03a.

Poccuiickas @edepayus

denepanpHas ciyk0a o Haa30py B chepe 3apaBoOXpaHSHUS

Anpec: 109012, r. Mocksa, CinaBsiHcKast miioniaib, 1. 4, ctp. 1
Tenedon: +7 800 550-99-03

DnektponHas moura: pharm@roszdravnadzor.gov.ru

wim Npr@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKAMOHHOW ceTH «VHTepHET»:
http://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CHUMIITOMBI

IIpu nepeno3nupoBKe BO3MOKHO BOSHUKHOBEHHE CIEAYIOIMX CUMIITOMOB: TOIIHOTA, PBOTA, AXApEs;
B TSDKEJIBIX CIIydasX — TOJIOBOKPYKEHHE, COHIIMBOCTD, «XOJIOAHBII» IOT, CyA0POrH, OAYTIOBAaTOE
U0 0€3 U3MEHEHUS! OCHOBHBIX T€MOIMHAMUYECKUX [T0Ka3aTesei.

Jleuenue

[IpombiBaHue >xemyaKa, aJeKBaTHAs TUAPATAIMOHHAS Tepanus ¢ (HOPCUPOBAHHBIM TUYPE30OM H
cuMnToMaTudeckas tepamnus. Tpebyercs obcinenoBaHHe U HaONIOJCHUE B CTAl[MOHApPE B TEUCHUE
Heckobkux nmHed. Cnenyer koHTpoiaupoBaTh DK m3-3a BO3MOXKHOTO y/utMHEeHUs nHTepBana QT.
Crenunpuyeckoro aHTUI0Ta HET.

5. PAPMAKOJIOTMYECKHE CBOMCTBA
5.1. dapmakoaUHAMHYECKHUE CBOHCTBA

dapmakoTepaneBTHUECKass TPyIa: aHTHOAKTEpHAIbHBIE CPEACTBA CHCTEMHOIO JCHCTBUS,
MIPOU3BO/IHBIC XUHOJIOHA; (PTOPXUHOJIOHBI.
Kox ATX: JOLMAO6

MexaHu3M ASUCTBUS 1 d)aDMaKOHI/IHaMI/I‘-IeCKI/Ie B(bd)eKTBI

[IpoTuBOMUKPOOHOE CPEACTBO U3 IPpyIIbl GTOPXUHONIOHOB. OKa3bIBaeT OaKTEPUIIMIHOE JIEHCTBHE.
BosneiictByer Ha GakTepuanbHbiil hepment JJHK-rupasy, obecneunBaroniyto cBepXcnupain3ainio
U, TakuM o0pazom, crabunsHocTh JTHK G6akrepuii. Jlecrabunuzanus nenu JJHK npuBoaut k rubenn
6aktepuii. O0naaeT MMPOKUM CHEKTPOM aHTHOAKTEPUATBHOTO JICHCTBHUS.

AxTHBEH B yClOBHsAX (N VItrO m in VIVO B OTHOIIEHHWH CIIEAYIONUX MHKPOOPTaHH3MOB:
rpamIoIoKuTeNbHbIe adpoObl — Enterococcus faecalis, Staphylococcus aureus, Staphylococcus
epidermidis, Staphylococcus saprophyticus, Streptococcus agalactiae; rpamorpunaTenbHbie
aspoosr — Citrobacter freundii, Enterobacter aerogenes, Enterobacter cloacae, Escherichia coli,
Klebsiella pneumoniae, Neisseria gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Pseudomonas
aeruginosa, Serratia marcescens, Salmonella spp., Shigella spp.
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aspoosr — Citrobacter diversus, Edwardsiella tarda, Enterobacter agglomerans, Haemophilus
ducreyi, Klebsiella oxytoca, Morganella morganii, Providencia alcalifaciens, Providencia rettgeri,
Providencia stuartii, Pseudomonas fluorescens, Pseudomonas stutzeri; mpoune — Ureaplasma
urealyticum.

HeakTuBeH B OTHOIIEHUH OOJIMTaTHBIX aHA3POOOB.

Pe3ucrenTHOCTD, OOYCIIOBJIEHHAs CHOHTAHHBIMU MYTallUSIMM, BCTpeyaeTcs peako. B pemkux
CIly4asix JIHTEPOOAKTEpUU TPOSBISIOT PE3UCTEHTHOCTh K TMpemnapary. Pe3ucTeHTHOCTh dare
pa3BHBaeTCsS cO CTOpoHbI Pseudomonas aeruginosa ¥ METHIMJUIMH-PE3UCTEHTHBIX IITAMMOB
cTaUIOKOKKOB. Pe3ucTeHTHOCTH HE omocperoBaHa ImiasMuaaMu. OHa SBISETCS CIEICTBHEM
XpPOMOCOMHBIX MyTanuii B OaktepuansHoil JIHK-rmpaze. Mexnay HopdiokcallmHOM W JAPYyTHMH
(TOPXMHOIOHAMHU BO3MOXKHO Pa3BUTHE MEPEKPECTHOM pe3rcTeHTHOCTH. [IITaMMbl, pe3UCTeHTHBIC K
HAJIMJIMKCOBOM U MUIMIEMUA0BON KUCIOTE, BOCIPUUMUNBHI K HOP(IOKCALIUHY.

5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOumst

Hopdmoxkcarn 6vicTpo, HO He moiaHocThIo (30—40 %) BcackiBaeTes mocie nmpueMa BHYTpb. [Ipuem
MUINY 3aMeuIsieT abcopOiuio npernapara. MakcumanbHas KOHIEHTpaus (Cmax) B IJ1a3Me KPOBU
nocruraercs depe3 1-2 gaca u cocrasiser ot 0,8 mo 1,5 Mkr/mi B 3aBUCHMOCTH OT J03bI (200—

400 mr).

Pacopenenenne

Huskas BennunHa cBs3piBaHus HOpduiokcanuHa ¢ Oenkamu 1mia3mbl KpoBu (10-15 %) u Beicokas
pPacTBOPUMOCTH B JTUMHAX 00YCIOBIMBAIOT OOIBIION 00BbEM pacrpeeieHHs IpenapaTa u XopoIee
MIPOHUKHOBEHUE B OPTaHbl U TKaHU (MapeHXHMa MOYEK, SUYHUKHU, )KUJKOCTh CEMCHHBIX KaHAJIBIICB,
npeJcTaTeNbHas JKeje3a, MaTKa, OpraHbl OPIOIIHOW MOJIOCTH M MAJOro Tasa, JKeldb, IPyIHOE
MoJi0k0). [IpoHHKaeT yepes3 remarodHIehaInIecKuil ¥ TUTalieHTapHbIi Oaphepbl. Uepes 2—3 yaca
mocje TpuemMa BHYTph Hopduiokcanmuaa B 103e 400 Mr KOHIEHTpamuss B MOYE IPEBBIIIACT
200 mkr/mi, B Teuenue 12 yacoB oHa nojaepkuBaetrcs Ha ypoBHe 30 mxr/mi. Ilpu pH moum 7,5
pacTBOPUMOCTh HOP(IIOKCAIIMHA CHUKAETCSI.

BI/IOTDaHCd)ODMaHI/IH

MeTtabonusupyercs B IeYeHHU.

ONIMMUHALIMSA

[Tepuon monyseiBenenust (T1) coctaBisier 3—4 yaca. BriBoguTcs moukamu myTeM KiIyOOYKOBOM
GuIbTpaluu M KaHaJbIEBOM cekpeuuu. B teuenue 24 yacoB ¢ MomeHTa mnpuema 32 % J103bl
BBIBOJIMTCS TIOYKAMH B HEM3MEHEHHOM BHjIE, 5—8 % — B BHIe METAOOJINUTOB, C KEITIBIO BBIACTSACTCS
oko010 30 % mpUHATON A03BI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BcnoMoOraTeIbHbIX BellleCTB

Kpaxman
Jlakro3a
Kanpuus dpocdar nBy3zamenieHHbIi

[MomuBuaummupponuox K-30
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Kpockapmennosza Hatpust

Harpus kpaxmana rimkonsT
Tanbk

Maruus creapat

Hatpus naypuncynsdar

[1nenounast 000y04YKa: THAPOKCUTTPOITUIMETHIIIEIUTI0NI03a 15 cps, TOMMATUICHTITNKOIb-400, TaJbK,
TUTAaHA JUOKCHJI, CAHCET JKEIITBIN JIaK

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHsl)

3 roza.

6.4. OcoOble MepbI MPEI0CTOPOKHOCTH MPH XPAHEHUH
XpaHUTh B CyXOM MeCTe, Ipu Temrieparype He Boiiie 25 °C.
6.5. XapakTep u cogep:kaHue YNAKOBKHU

ITo 10 Ta6nerok B Oauctep u3 IIBX-amomunuesoit donbru. Ilo 1, 2, 3, 4, 5 unu 10 Gauctepos B

MMa4YKy KapTOHHYI0 BMCCTC C PIHCTPYKLII/Ieﬁ Mo MECAUIIUHCKOMY ITPUMCHCHUIO.

6.6. OcoOble MepbI MPETOCTOPOKHOCTH NMPH YTWIM3ALUH MCIOJIH30BAHHOIO JIEKAPCTBEHHOTIO
npenapara WJid OTX0J0B, NMOJYYEHHBIX INocJie NMPUMeHEeHHs JeKAPCTBEHHOro mpenapara, u
Apyrue MAHMIYJSLMHU € IPenapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Nunus
«Ipes Jlaiid Caencus IIBT. JITH.»
pesa Xay3, 301/A, Ilepeitpa Xumn Poya, Aunxepu (Mct), Mymbau — 400 099

7.1. IlpeacraBuTeJIb AeprKaTe/Isl PETHCTPAIMOHHOIO YA0CTOBEPEHUs!

[Iperen3uu noTpeduTeneit HaNPaBIATH 110 AJPECY:

Poccuiickas @enepanns

[TpencraButensctBo Komnanuu «1pes Jlaiid Caencus IIst. JITm.»
111033, r. Mockaa, yi1. 3010TOpoXCcKuit Bai, A.11, cTp. 21

Ten. +7 (495) 970-15-80

Anpec snekrponHoit noutsl: medinfo.russia@gmail.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS
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9. KATETOPHS OTITYCKA JEKAPCTBEHHOT'O MIPENAPATA - EATENEHOCTE 0002)

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTErOPUU OTIYCKa IO PELEnTy.

Oobmas xapaktepuctuka JsekapctBeHHoro mnpermapara HOPDOJIOKCAIIMH IIPES nocrymHa B
€IMHOM PEeecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeAcTB EBpazuiickoro sKOHOMHYECKOTO

COI03a M Ha O(HUIMATLHOM CaliTe YIOJHOMOYEHHOTO OpraHa (SKCIEPTHOW OpraHHU3alum)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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