COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 09.10.2024 N= 21932

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Hopdnokcanua — BEPTEKC, 400 mr, TabneTku, HOKPBITHIE TUIEHOYHON 000JI0UKOH.

2. KAUECTBEHHBIN 1 KOJJUYECTBEHHBIN COCTAB

JleficTByroOIIIEE BEIIECTBO: HOP(DIIOKCALIMH.

Kaxxnas Tabnerka, mOKphITast TNIEHOYHOH 00010uKk0#, coaepxut 400 Mr HOpdIOKCaITHA.
BcnomorarenbHbie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npenapara: HaTpui (cM. pazzaen 4.4).

ITomubrit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE MNIEHOYHOU 000I0YKOM.
Kpyribie BOSKOBBIMYKIIbIE TA0JIETKH, MOKPHITHIC INIEHOYHOW 000JI0UKON CBETIIO->KEITOrO 1IBETA.

Ha nonepeynoM paspese sapo OT HOYTH 0eI0ro 10 OEI0To C KEITOBATHIM OTTEHKOM IIBETA.

4. KINMHNYECKHUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

Hopdnokcaun — BEPTEKC nokasaH k mpHMEHEHHUIO Y B3pOCIbIX B Bo3pacTe oT 18 mer s
JeyeHuss HMH(EKIMOHHO-BOCIATUTENbHBIX 3a00/IeBaHUM, BBI3BAaHHBIX YYBCTBUTEIBHBIMU K
HOp(hIIOKCALIMHY MUKPOOpPraHU3MaMHu:

— OCJIO’)KHEHHBIE MH(EKIIMY MOYEBBIBOIAIIUX MTyTEH;

— XpOHMYECKUN OaKTepUaIbHBIA IPOCTATHT.

Jns nedeHus crnenyromux HHPEKIMOHHO-BOCHATUTENbHBIX 3a0oneBanuil Hopdmokcanun —
BEPTEKC moxeT npuMeHATbCS TOJIBKO B KAYECTBE allbTePHATUBBI IPYTUM IPOTHUBOMHUKPOOHBIM
npenapaTam:

— HEOCTOKHEHHBIC MH(PEKIINA MOYCBBIBOIAIINX MTyTEH.

[Tpu npumenenun npenapara Hopduiokcanun — BEPTEKC cnenyer yuuThiBath oduinagbHbie
HallMOHAJIbHBIE ~ PEKOMEHJAIMK [0  HaJUIeXalleMy NPUMEHEHHIO aHTHOAKTepHaIbHBIX

npenaparos, a TaKKC YyBCTBUTCIILHOCTL IMATOTCHHBIX MUKPOOPTAaHNU3MOB B KOHerTHOﬁ CTpaHe.
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4.2. Pe:kuMm 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

Ipu ocnosicnennvlx uHpexyusx mouesvigooswux nymei Haznadaercs mo 400 Mr 2 pasza B CyTKHU B
Teuenue 10 — 21 mus.

Ilpu xponuuecxom baxmepuanvHom npocmamume HazHadaetcs mo 400 Mr 2 paza B CyTKH B
TedeHue 4 Henens i Oonee.

Ilpu neocnodcHeHHbIX UHDEKYUAX MOUeBbI80OAWUX nymeu Yy mysxcuyun Ha3Hadaercs mo 400 mr
2 pa3a B CyTKH B TeueHue 7 — 14 nHen.

Ilpu ocmpom neocnoocnennom yucmume y dxcerujur HazHayaroT mo 400 Mr 2 paza B CyTKU B
TedeHue 3 — 7 qHei.

Oco0ble IPVIIILI TAIUEHTOB

Tayuenmoi ¢ napywenuem ¢hynkyuu novex
ITpu xmupence kpearunuHa (KK) Oosee 30 Mi/MMH KOppeKLMM pPEXHMa I03UPOBAaHUS HE
TpeOyercs.
[Tpu KK menee 30 mu/MuH (M1 CBIBOPOTOYHOM KOHLIEHTpAIMK KpeaTnHuHA BbIitIe 5 mr/100 mir)
U NAlMEeHTaM, HaXOIAIIMMCS Ha T'€MOAMANIN3€, HA3HAYaIOT IOJIOBHHY TEPAleBTHYECKON 03I
npernapara 2 pa3a B CyTKU WIH IIOJIHYIO 103y npenapara | pa3 B CyTKH.
Jlis manueHToB, HAXOAAIIUXCS Ha MOCTOSIHHOM aMOyJaTOPHOM MEPUTOHEAIbHOM JHaIM3E C
COXpaHEHHBIM JINYPE30M, KOPPEKILIUU J03bl HE TPeOyeTCsl.

€TH
bezonacnocts u a3ddexruBHocTs mpenapara Hopdnokcaunn — BEPTEKC y nereit B Bo3pacte ot
0 mo 18 ner Ha naHHBIM MOMeHT He yctaHoBieHbl. Hopdnoxcanmn — BEPTEKC ne cnenyer
Ha3zHayaTh (IPUMEHSITH) y JieTeid B Bo3pacTe oT 0 1o 18 ner.

Crooco0 rmpuMeHeHus

BHYTpB, HaToIlllaK (He MeHee ueM 3a 1 gac A0 HavaJla ITpueMa N1y U HE paHeC 4YEeM 4YCPE3 2 yaca

ITIOCJIC €TI0 OKOH‘IaHI/Iﬂ) 1 3aIlIMBAIOT AOCTATOYHBIM KOJIMYCCTBOM KHUIKOCTHU.

4.3. IlpoTuBONOKA3aHNS

TUIEPYYBCTBUTEIBHOCTh K HOP(IOKCALIMHY UM K IPYTUM IpernapaTraM IpyMibl XHHOJIOHOB

WM K TIOOOMY M3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUNCIICHHBIX B pazjaene 6.1;

— TEHIHWHHUT, TCHIOBAaruHUT, pasme CYXO)KI/IJ'II/ISI, CBJA3aHHBIC C HpI/IeMOM (bTOpXI/IHOJ'IOHOB, B TOM
Yycjie B aHaMHE3€;

— nedunuT riroko30-6-pochaTaeruiporeHassr;

— OepeMeHHOCTh U MepuoJ TPYIHOTO BCKapMJIIMBAHNUS;
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KaK HEJIB3A UCKIIIOYHUTE PUCK IMOPAXKCHUA XPALICBBIX 30H pPOCTa CKeHeTa).

4.4. OcoOble yka3aHusl 1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

Peaknmm TMIIepYyBCTBUTEIBHOCTH M alJICPTHUYSCKHE PEAKIIHNN

B HekoTophIX ciydasix yke 1ociie epBoro NpuMeHEeHHs IIpernapara MOTryT pa3BUBaThCs PEAKLIUU
TUIEPYYBCTBUTEIBHOCTH W QJUIEPrMYECKME PEAaKLUH, O YeM CIeAyeT HEMEIJIECHHO
uHpopmupoBaTth Bpaya. OYeHb peNKo Jaxe IOoclie TepBOro IPHUMEHEHHs Ipernapara
aHa(UIAKTUYECKUE  PEaKUUU  MOryT  IPOrpPecCHUpOBaTh O  YIPOKAIOIIErO  KU3HU
aHauIaKTHYECKOro moka. B 3Tom ciyuyae jiedeHue HOPQUIOKCALIMHOM CleyeT OTMEHUTh U
IIPOBECTU HEOOXOAUMBIE JIeYeOHbIE MEPOTIPUATHUS (B TOM YKCIIE IPOTUBOLIOKOBBIE).

B penkux ciydasx y ManmMeHTOB CO CKPBITBIM WIH (PAKTHYECKUM JAE(PHUIIMTOM TIFOK030-6-
docaraernporesasbl, IPUHUMABIINX XMHOJIOHOBBIE aHTHOAKTEpUAIIbHBIE CPE/ICTBA, BKIIIOYAs
HOpQJIIOKCAIMH, ObUIN 3apEerUCTPUPOBAHBI TEMOJIMTHUECKUE PEaKIUH.

CyInopoKHBIA CHHAPOM

Hopdnokcanun, kak u apyrue (GTOpXUHOIOHBI, MOXKET MPOBOIMPOBATH CYAOPOTH U CHUXKATh
HOpOr CYJOpPOKHON roToBHOCTH. [lanmeHnTam ¢ snuiencueil M JAPYrUMH  3a00J€BaHUSIMHU
neHTpanbHoi HeBpHOU cuctembl (LIHC) (Hampumep, mpeapacnonokKeHHOCTbh K CYIOPOKHBIM
peaKIMsIM, aTepOCKIEpPO3 COCYIOB MOJIOBHOTO MO3Ta, HapYIIEHUsI MO3IOBOTO KpPOBOOOpAIeHHUS,
oprannyeckue 3adoneBanusi [{HC) Hopdokcanun cieayer NPpUMEHATh TOJIBKO B T€X CIyYasx,
KOTJ]a O’KUTIaeMBIH KIIMHUYECKUH 2P (EKT MPEeBOCXOAUT BOSMOXKHBIH PUCK Pa3BUTHS MOOOYHOTO
neiictBust npenapara. Hopdiaokcaliu JOMmKeH MPUMEHSATHCS ¢ OCTOPOXKHOCTBIO y MAllMEHTOB,
OJTHOBPEMEHHO TMOJIyYaIOUIMX Mpenaparhl, CHIJKAIOIIME MOpPOr CYIAOPOXKHOH TOTOBHOCTH
rosioBHoro mosra (teodpwinuH, ¢GenOyben (1 apyrue NOMO0OHBIE  HECTEPOUTHBIE
npotuBoBocnanuTenbubie npenaparsl (HIIBIT))). IIpu Bo3HMKHOBEHUU CynOpOr IPUMEHEHUE
HOpQJIIOKCAIMHA CIIeAYeT MPEKPATHUTb.

DTOPXMHOIOHBI MOTYT Takke ctumyiupoBath [THC, BbI3bIBas TpeMOp, TOKCUUYECKHE MCUXO3BI,
OECIOKONCTBO, CIIyTaHHOCTh CO3HAaHUS M TaJUIIOIMHALIMM, TIOBBIIIEHWE BHYTPUYEPEITHOTO
JTaBJICHMUSL.

VY manueHToB C YCTAHOBICHHBIMH WM TOJO3PEBAaEMbIMHM TCHUXWYECKHMHU PACCTPOHCTBAMH,
TaJUTIOLMHAIMAMA U (WIM) CIIYTaHHOCTBIO CO3HAHMs TNPUMEHEHHE HOpP(IOKCcAalMHA MOXKET
MPUBECTU K UX OOOCTPEHUIO U YCUJICHUIO.

IIcuxoTHUUECKHE PEAKIINU

[IcuxoTnueckre MOOOUHBIE pCaKknuu, BKIIO4YasA CYUIHIAJIbHBIC MBICJII/I/HOHI:ITKI/I, MOTYT

OTMCHATHCA Y MALMCHTOB, IMPUHUMAIOMIUX Q)TOPXHHOHOHBI, BKJIOYas HOpq)JIOKcaI_II/IH, nuHoraa



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 09.10.2024 N2 2 2

MocJIe MpuemMa pa3oBoil 103bl. B ciydae pa3BuTufi J0GBIX H%%@@E%%b&gﬁoﬁﬂf%&

BKIIIOYAsl HAPYIICHUS TICUXUKH, JICYeHUE HOP(IIOKCAITMHOM CIIeyeT HEMEICHHO MPEKPaTUTh U
HA3HAYUTh COOTBETCTBYIONIYIO TEpanuio. B 3TUX ciyyasx peKOMEeHyeTcCs eperTH Ha TePaIHIo
JIPYTMM aHTUOMOTUKOM, OTJIMYHBIM OT (PTOPXUHOJIOHOB, €CJIU 3TO BO3MOKHO.

Crenyer ¢ OCTOPOKHOCTHIO HaszHauaTh npenapatr Hopduokcanma — BEPTEKC namuenTtam ¢
MICUX03aMH WJIM MalleHTaM, UMEIOIMM B aHaMHE3€ NICUXUYEeCKre 3a00J1eBaHusI.

I[JII/ITGJIBHBIG, WHBAJIWINU3HUPYIOIMKWE W ITOTCHIHWAJIIBHO HGO6D3,TI/IMBIG CEPHE3HBIC HCXKCIATCIIbHBIC

pEaKIMU Ha JICKapCTBEHHBIN Iperapar

CooOmiasioch 00 OYeHb PEAKUX CIIy4asX pPa3BUTHS IJIUTEIbHBIX (MPOIOIKUTEIBHOCTHIO
HECKOJIbKO MECSIICB WJIH JIET) WHBAIUIUZUPYIONIUX U MOTCHIMAIBEHO HEOOPATUMBIX CEPbE3HBIX
HEXEJNAaTeNbHBIX PEeaKIMil CO CTOPOHBI Pa3IUYHBIX OpPraHOB M cucteM. MHorma mopakaauck
OJIHOBPEMEHHO HECKOJIbKMX OPraHOB M (WMJIM) CUCTeM (CKEIeTHO-MBbIIIeYHasi CUCTeMa, HepBHAs
CUCTEMa, TAaK)KE OTMEYAIIUCh HAPYIICHHs] IICUXUKU U HAPYILIEHHUSI CO CTOPOHBI OPTraHOB YYBCTB) Y
MAIUEHTOB, MOJIYYaBIIUX XWHOJIOHBI U ()TOPXHHOJIOHBI, HE3aBUCHMO OT BO3pacTa M HAIWYHS
daktopoB pucka. lIpumenenne HopdIIOKCaIMHA CIEIYeT HEMEJICHHO NPEKpaTUTh MpHU
MOSIBJICHUU TIEPBBIX CHUMITOMOB JIFOOON CEpbEe3HOW HEeXeNnaTeabHOW peakiuu, M MalueHTaM
PEKOMEHI0BAaHO 0OPATUTHCS 32 METUIIMHCKOM MTOMOIIBIO.

[lepudepuueckas HelponaTus

VY nmanueHToB, MPUHUMAIOIINX (PTOPXUHOJIOHBI, B TOM YKCIie HOP(IIOKCAIMH, 3aPETUCTPUPOBAHBI
CIIy4au CEHCOPHOM M CEHCOMOTOPHOM aKCOHAJIBHOW MOJIMHEMPONATHH, OPAKAIOIIEH MEIKUE U
(unmu) KpymHBIE aKCOHBI M MPUBOMSIIEH K MapecTe3wH, TUIECTe3UH, AU3ECTe3NMH U CIabOCTH.
CuMITOMBI MOTYT TIOSIBUTHCSI BCKOpE TOCIIE Havajaa MPUMEHEHUs U ObITh HeoOpatuMmbiMu. Eciu
y TalMEeHTa Pa3BUBAIOTCS CUMIITOMBI NepupepUIecKoil HelpomaTHH, BKIOYas 00Jib, XOKEHUE,
MOKAJNbIBAaHUE, OHEMEHWEe M (Wiau) cHaboCTh WIM JpYrHe HapylIeHUS YyBCTBUTEIBHOCTH
(TakTHIBHAS, OOTIEBAs, TEMIIEpaTypHAasi, BUOpAllMOHHAS YYBCTBUTEIBHOCTh U YYBCTBO MOJIOKECHHUS
TeJa B IPOCTPAHCTBE), HOp(IIOKCcAIMH HEOOXOTUMO OTMEHHT.

MuacTteHus gravis

VY manueHToB, MONyYaBUIMX HOP(IOKCALWH, OTMEYAIM Pa3BUTHE MHUACTEHUM gravis UM ee
oboctpenue. [lOCKOJIBKY 3TO MOXKET NPUBECTH K MOTEHIMAIbHO ONACHOW JJs >KU3HU
JBIXaTeJIbHOM HEJIOCTAaTOYHOCTH, NAaIlMeHTaM C MHAacTeHHEH gravis clielyeT PeKOMEHJI0BaTh
HEMEIJIEHHO 00paTUTHCS 3a METMIIMHCKON TTOMOIIIBIO PU 00OCTPEHUH CHUMIITOMOB.

Peakius d)OTO‘-IVBCTBI/ITCJ'ILHOCTI/I

[Tpu npueme HOpdIOKCAlMHA MOXKET BO3HUKHYTH peakius (OTOCEHCHOWIN3ALUHU, MO3TOMY
NalyveHTaM cieqyeT M30eratb KOHTakTa ¢ MPSAMBIMU COJHEYHBIMM JIy4aMH M HCKYCCTBEHHBIM

ynbTpaduoneroBeiM (YD)  wm3mydeHueM. B ciydae = BO3HUKHOBEHHS  CHUMITTOMOB



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 09.10.2024 N= 271932

OTOCEHCHOWIM3alMK (HApuUMep, W3MEHEHUE Komﬂﬂﬁ‘:ﬁbﬂﬁéﬁ'@ '“}irali__igln'i 'Flng_-éc';H'}'r—élxl'Hme
¢ (Hanpumep,

OKOTH) Tepanuid HOP(HIOKCAIIMHOM CJEIyeT NPEKPaTUTh W OOpPATUTHCS 3a MEIUIIUHCKOMN
[IOMOUIBIO.

Kpucramnypus

B cinyyae mpolo/KUTENBbHOTO JIEYEHMs CleAyeT KOHTPOJIMPOBATH AHAIM3 MOYM Ha IpPEIMeET
kpuctamtypun. [Ipu cobmonennn pexxuma gozupoBanus 400 Mr 1Ba pa3a B CyTKH BOSHUKHOBEHHE
KPUCTAILIYPUM HE O0XKHMJAETCsl, NI03TOMY B KaueCTBE MEphbl IPEJOCTOPOKHOCTU HE CIEAYET
IPEBBILIATh PEKOMEHIYEMYIO CYTOUHYIO J103Yy, @ TaKKe HE0OXOAMMO NMPUHUMAThH JOCTATOYHOE
KOJINYECTBO JKUAKOCTH ISl OOECleYeHUsl HaJJIeKallero BOCIOJIHEHHUsS MOTepU KUIKOCTH U
aJICKBaTHOTO JInype3a (101 KOHTPOJIEM TUype3a).

HaDVHIeHI/IG d)VHKHI/II/I IIOYCK

VY manueHToB ¢ HapylieHHeM (YHKIIMH MOYeK TSHKENOM CTENeHH ClIelyeT TIaTeIbHO OLIeHUBATh
COOTHOILIEHUE «II0JIb3a — PUCK» NpU MPUMEHEHUHU HOp(DIOKcalMHA B TableTKax B KaXIOM
ornenbHOM ciydae. C BoO3pacToM (YHKIHS TOYEK CHUIKACTCS, B YACTHOCTH, Yy IAllMECHTOB
noxwioro Bo3pacta. I[lpum Hapymenun (QYHKIMH TMOYEK TSDKEJIONW CTENEeHM KOHIIEHTpaIus
HOp(dIOKCallMHA B MOY€ MOXKET YMEHBIIAThCS, TaK KakK BbIBEICHHE HOPQIIOKCAIIUHA
OCYLIECTBIISICTCA MPEUMYIIECTBEHHO TOYKAMH.

IIpoTpOMOMHOBEIA HHIEKC

B mepuon Tepamuu BO3MOXKHO YBEIMYEHHE MPOTPOMOMHOBOTO HWHAEKca (TMPH TPOBEICHUU
XHPYPrHYECKOTO BMENIATENbCTBA CIEIyeT KOHTPOJIUPOBATH COCTOSHHE CUCTEMBI CBEPTHIBAHHS
KpPOBH).

TeHanHUT U pa3pbIB CYXOKUIUNA

Hopdnokcanun, kak u apyrue (QTOPXHMHOJIOHBI, MOKET BBI3BIBATH TEHIUHUT U pa3pblB
CYXOXXMJIUHM, 0COOEHHO MpPU HAIMYMU CIEAYIOIMX (akTOpPOB pUcCKa: Bo3pacT crapue 60 Jjer,
IIPUMEHEHHUE TJIIOKOKOPTUKOCTEPOUAOB, TPAHCIUIAHTALMs IIOYKHM, CEpAUa WM JETKOro,
MOBBILICHHAs] (pU3MUecKasi akKTUBHOCTh, XPOHHYECKAsl MOYEYHAsi HEAOCTaTOYHOCTh, MOpakeHHe
CYXOXXWIHM B aHaMHe3e. [laHHbIe SBJIEHUSI MOTYT BO3HUKATh U Y€pe3 HECKOJIBKO MECSIIEB TOCTe
3aBepLIeHMs Npuema npenapara. [Ipy nepBbIX NpU3HaKax TEHIWHUTA WU pa3pblBa CyXOXKHIIUS
cllieflyeT TpeKpaTUTh IMpueM HopQiokcannHa U oOpaTuThCsl K Bpauy. Bo Bpems Tepamuu
HOp(DIIOKCAIITMHOM pEKOMEHIyeTCsl U30eraTh upe3MepHbIX puznyeckux Harpy3ok. Hopduokcanux
MPOTUBOMNOKA3aH MalueHTaM C TEeHAMHUTOM M (WJIK) pa3pblBOM CYXOXKHJIUS, CBSI3aHHBIM C
NpUMEHeHHEM (PTOPXUHOJIOHOB (B TOM YHCIIE B aHAaMHE3e).

AHeBpHu3Ma B paCCIOCHUE a0PThI, DCTVDFHT&HI/IH/HCZ[OCTB.TO‘-IHOCTL KJ1arada cepAana

[To maHHBIM YTUAEMHUOIOTHYECKUX UCCICIOBAHUM, COOOIIATIOCH O TMTOBBIIICHHOM PUCKE Pa3BUTHS

AQHEBPU3MBI W PACCIOCHHSI aOpThl, OCOOECHHO Yy TMAIMEHTOB IIOXKHUJIOTO BO3pacTa, a TaKKe



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 09.10.2024 N= 271932

PETypPrUTalK a0pPTabHOTO M MUTPAILHOTO KIJaIlaHOB &EBE'&‘&%%&E%EEB %gﬁxﬁﬁdﬁoﬁ& y

MAIUEHTOB, MOTYYAIOINUX (TOPXUHOJIOHBI, OBLTM OTMEUEHBI CIIy4ad Pa3BUTHS aHEBPU3MBI U
pacciiOoeHUsl a0PThl, MHOTJA OCJI0KHEHHBIE Pa3pbIBOM (B TOM YHUCJE C JETaJIbHBIM HCXOOM), a
TaK)Ke perypruTainun/He0CTaTOYHOCTH JIF000T0 U3 KilanaHoB cepaua (cM. pazzaen 4.8.).

B cBsa3u ¢ 3TUM (TOPXMHOJOHBI CIEAYyeT MPUMEHSTh TOJIBKO IOCTE THIATEIBbHOM OICHKU

COOTHOIIIEHUSI «I10JIb3a — PUCK» U PACCMOTPEHUS IPYTHUX BAPUAHTOB TEPalvU y MALUEHTOB C

AHEBPU3MOM A0PTHI WJIM BPOKJICHHBIM MOPOKOM KJallaHa Ceplla B CEMEMHOM aHAMHE3E, WIH Y

NAlMEHTOB C JMarHOCTUPOBAHHOW aHEBPU3MOM aopThl M (WJIM) PACCIOCHHEM aopThl, WIIU

3a00JieBaHUEM KJIAMIAaHOB Cep/ia, WIM MPU HAIMYUU JPYTUX (HAKTOPOB pUCKA MU COCTOSHUM,

IIPEAPACIIONIATAIOIINX K PA3BUTHIO:

— KakK aHEBPHU3MBI M PACCIIOCHUS a0PTHI, TAK M PETryPTUTAIIMU/HETOCTATOYHOCTH KJIallaHa cep/Iia
(mampumep, 3a00JIeBaHUS COCIUHUTEIBHOW TKaHW, Takue Kak cHHIpoM Mapdana wuimu
cugapom Onepca-Jlannoca, cunapom TepHepa, Oone3np bexuera, aprepuanbHas
TUIEPTEH3Us, PEBMATOUIHBIN apTPHT);

WJIU IOIIOJIHUTEIIBHO:

— aHEBPU3MBI M PACCIOCHUS A0PTHI (HAIIPUMEP, COCYAUCTHIC 3a00JICBaHUS, TAKHE KaK apTEPUUT
Takasicy, THraHTOKJIETOYHBIM apTEPUUT, MOATBEPKICHHBIM aTEPOCKIEPO3, CHHAPOM
[llerpena);

WJIM JTOTIOJIHUTENBHO:

— peryprurtanuu/He0CTaTOYHOCTHU KJlanaHa cepAua (Hanpumep, UH()EKITMOHHBIN SHAOKAPINT).

Puck pa3BuTHs aHEBpPU3MBI U PACCIOEHUS a0PTHI, a TAKKE UX pa3pbiBa MOKET OBITH MOBHIIIEH Y

MaLMEHTOB, OAHOBPEMEHHO IOJYYAOIIUX CUCTEMHBIE TIIFOKOKOPTUKOCTEPOUIBL.

B cnydae mosiBneHus BHe3amHOM OOMM B JKMBOTE, TPYAWd WIM CIIHMHE TMAlUEHTaM CJeayeT

HEMEJJICHHO 0OpaTUTHCS K Bpady B OT/ICJIEHUE HEOTJIOKHOM TTOMOIITH.

[TaruenTaM crieayeT peKOMEHIIOBaTh HEMENJIEHHO OOpaTUTHhCS 32 METUIIMHCKOW MOMOIIBI0 B

Clydae TOSIBJICHUS OCTPOM OJBIIIKHA, BIEPBbIC BO3ZHUKILETO OMIYIICHUS YYallEHHOIO

cepaneOueH s WIIA Pa3BUTHS OTE€Ka )KMBOTA WJIM HUKHUX KOHEYHOCTEH.

Y urenne narepsaaa QT

Crnenyer coOmojaThb  OCTOPOXXKHOCTb  NPH  NPUMEHEHHUH  (TOPXMHOJIOHOB,  BKJIIOYas

HOpQIIOKCAIMH, y MAIMEHTOB C YCTAaHOBJIEHHBIMU (hakTopamMH pucka ymuinHeHus uarepsaia QT,

TaKUMU KaK, HAIIPUMeEp:

— BPOXACHHBIM CHUHApPOM YyaduHeHuss uHTepBasa QT wnm mnpuoOpeTeHHOe YUIMHEHUE
unrepBana QT;

— OJIHOBPEMEHHOC IPHUMEHEHHE JIEKAPCTBEHHBIX CPEACTB, YyMIMHAOMUX uHTepBan QT

(Hanmpumep, nM3anpua, antuapuTMuueckue npenapartsl [A u 111 kmaccoB, TpUIUKINYECKHE U
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npernaparsl, MPOU3BOAHBIE MMHJIA30J1a, HEKOTOPhIE AaHTUTHCTAMHHHBIC MpenapaTsl, B TOM
qHCIie aCTeMU30J1, TepdeHanH, Y0aCTHH);

— DIIEKTPOJIMTHBIN AucOananc (Hampumep, Mpu TUIMOKAIUEMUN, TUITIOMarHueMuHn );

— ¢ 3a0oneBaHusIMH cepaua (HampuMep, cepAeyHas HEeIO0CTaTOYHOCTb, MH(APKT MHOKapAa,
Opanukapus).

VY nmanueHTOB MOXKUIJIOTO BO3pAcTa M KEHIUH OTMEUYAETCsl TUIePYYBCTBUTEIBLHOCTD K JCHCTBUIO

MpenapaToB, BBI3BIBAIOIINX yIIuHEHHE KoppurupoBanHoro umHtepBasia QT (QTc). IToatomy

clieyeT COoOIII0IaTh OCTOPOKHOCTH MTPH MPUMEHEHUH (PTOPXHUHOIIOHOB, BKITIOUYAsi HOP(HIOKCAIMH,

y 3THX TPYII NMAalKUEeHTOB (cM. pazzaensl 4.5., 4.8.).

I'unornukeMus U TUIEPrIUKEMUs (I[I/ICI‘J'II/IKCMI/ISI)

Kak u npu npuMeHeHUH APYruX XMHOJIOHOB, IPU NPUMEHEHUU HOpQIIOKCcAalMHA HAOII0IAINCh
Cllydyau pa3BUTHS THUNEPIIuKeMun W runoriukemun. Ha ¢one Tepanmum HopdraokcarmaoM
JUCIJIMKEMHUsT MOJKET 4Yallle BO3HUKAaTh y IIAIMEHTOB IIOKMJIONO BO3pacTa M IALUEHTOB C
caxapHbIM  Jua0eToM,  MOJYyYaroIlUX  COMNYTCTBYIOIIYIO  TEpalui0  MepopabHbIMU
TUIIOTTIMKEMUUYECKUMH TIperapataMu Wi MHCyIuHOM. llpu npumeHeHuu HopQuiokcanuHa y
TaKUX ITAIUEHTOB BO3PACTaeT PUCK Pa3BUTHUS TMIIOINIMKEMUU, BILIOTH O I'MIOTIMKEMHYECKOU
koMbl. HeoOxonnMo MHQOpMUPOBATh MAIMEHTOB O CHUMITOMAaxX THIOIIMKEMHUH (CIIyTaHHOCTh
CO3HAHUS, TOJIOBOKPYXKEHHE, «BOJUYMI» allleTUT, TOJI0OBHas 00Jib, HEPBO3HOCTh, OIIYIIECHUE
cepAuneOMeHns WM YdYalleHHe myjbca, OJNEAHOCTh KOXHBIX IOKPOBOB, HCHApUHA, JPOXKb,
cnabocts). Ecnu y manyeHTa pa3BUBaeTCs TMIOTIIMKEMHUSI, HEOOXOJUMO HEMEIJIEHHO PEKPATUTh
JedyeHue HOpP(IOKCAIMHOM M HayaThb COOTBETCTBYIOLIYIO Tepamuioo. B a3Tux ciydasx
pPEKOMEHIyeTCsl MEPEeUTH Ha Tepanuio JIPyruM aHTUOMOTHUKOM, OTJIUYHBIM OT (PTOPXUHOJIOHOB,
ecnu 3To BO3MOXHO. [Ipu mpoBeaeHuu nedeHUs: HOP(IOKCAIMHOM Yy TAIMEHTOB IOXXKUJIOr0
BO3pacTa M y MAlMEHTOB C CaXapHbIM JUA0ETOM PEKOMEHAYETCS TIIATEeNbHbII MOHUTOPHHT
KOHIICHTpAINH TJIFOKO3bI B KPOBH.

HaDVHIeHI/Iﬂ CO CTOPOHEBI OpraHa 3pCHHUA

HpI/I MOSIBJICHUHW HAPYUICHUA 3pCHUA NN JI000M APYromMm U3MCHCHUU CO CTOPOHBI OpraHa 3pCHUA
CJICAYCT HEMCIJICHHO 06paTI/ITLCSI K OKYJIUCTY.

[IceBoMeMOpaHO3HBIN KOJUT

[MpumeHeHre HOpQIIOKCAI[MHA MOXET MPUBOIUTH K Pa3BUTHIO MCEBJIOMEMOPAHO3HOTO KOJIHTA,
BeI3BaHHOTO Clostridium difficile. B aToMm ciyyae He0OX0MMO OTMEHHMTH NpenapaT U Ha3HAYUTh
COOTBETCTBYIOIICE JIeYeHUE (IPUMECHEHHE BAaHKOMHIMHA BHYTPh WJIM METPOHHIA30I1a).

[TpoTuBONOKa3aHO MPUMEHEHUE MTPETIAPATOB, TOPMO3SAUINX NEPUCTATBTUKY KUILICYHHUKA.
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Hapymenne QyHKINN IEYeHH

[lpu npumeHeHnH HOpQIIOKCAIMHA COOOINATOCh O CIIydasX pa3BUTUS XOJIECTATUYECKOTO
rernatuTa. [lanuenTa cneayer npoMH(GOPMUPOBATE O TOM, YTO B CIy4yae MOSBICHHS CUMIITOMOB
HapylIeHus (QYHKIMM NeYeHU (AaHOpPEKCHUs, KENTyXa, MOTEeMHEHHE MOYH, 3y[, 00Jib B )KMBOTE)
HEO00XO0UMO 00pATUTHCS K Bpauy MPEk/e, YeM MPOJAOKUTH JIeUeHUE HOPPIIOKCAITUHOM.

BcnomorarennHble BEHIECTBA

JlexapctBennblii npenapar Hopdmnokcauun — BEPTEKC coxpepxxut menee 1 mmonb (23 wr)
HATpUs Ha OJHY TabJEeTKy, HOKPBITYIO ITUIEHOYHON 00OJI0OYKOM, TO €CTh MO CYTH HE COACPIKUT

HaATpUS.

4.5. B3aumojeiicTBue ¢ JIPYrMMH JIeKapCTBEHHbIMH TMpenapataMd M Jpyrue BH/AbI
B3aUMOJEHCTBUSA

Humpodgypanmoun

Kak u npu nmpuMeHeHMH APYrMX OPraHMYECKHX KHUCIIOT, 00JaJalolIMX aHTUOAKTEPHAIbHBIM

NeCTBUEM, MEXAy HOPQIIOKCAIIMHOM H HUTPOPYPAHTOMHOM B YCIOBUSIX Iin Vitro ObLI

IPOJIEMOHCTPUPOBAaH aHTaroHm3M. llosTomy HOpdIOKCauWH W HUTPODYPAHTOMH HE CIEHAYyeT

HIPUMEHSTH OIHOBPEMEHHO.

Juoanosun

[IpenapaTsl, comepkalmiye ITUAAHO3UH, HE CIIEAYeT MPUMEHSITh OJHOBPEMEHHO WM B TEYCHHUE

2 9yacoB TMOCTEe MPUMEHEHHWs HOPQIIOKCAlMHA B CBS3W C BO3MOXKHBIM BIHMSHHEM JIaHHBIX

IpenapaToB Ha BCachlBaHME HOP(IOKCAIIMHA U TIOCIEAYIOUINM CHH)KEHHUEM €T0 KOHIICHTPAIuU B

CBIBOPOTKE KPOBH U MOYE.

Kogeun

Hekoropbie XMHONOHBI, BKIHOYas HOp(IOKCAlMH, MHTUOMPYIOT MeTaboiau3M KodeuHa. ITo

MOXKET TIPHUBECTH K YMEHBIICHHIO KIUpeHca KojenHa ¥ yBEIWUYEHHIO TIepHoJa €ro

MOJIYBBIBEJICHUS, YTO B Cllyyae OJHOBPEMEHHOI'O NMPUMEHEHUs HOpQIIOKCAllMHA U IpenapaTos,

coJiepKalx Ko(ernH, MOXKeT IPUBECTH K YBEIMUECHUIO KOHIIEHTpAIMK Ko(hernHa B I1a3Me KPOBH.

HIIBIT

OnnoBpemennoe npumenenre HIIBII u xunonona, Bkito4ast HOpGIOKCALUH, MOXKET YBETUUYUTh

puck ctumynsinun LIHC u nmocneayromiero pa3BuTHs CyA0pOXKHbBIX NpUnaakoB. [lostomy y ami,

OJTHOBpeMeHHO monyyaromux Tepanuto HIIBII, HopdokcanuH cienyer NOpUMEHATH C

OCTOPOKHOCTBIO.
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Dentyden (NOCNELOBATENEHOCTL 0001)

JlanHble, TIONyYEHHBIC B WCCIEAOBAHUSAX HA >KMBOTHBIX, TOKa3aldHW, 4YTO OIHOBPEMEHHOE
MPUMEHEHUE XHWHOJIOHOB U (eHOy(deHa MOXKET BBI3BIBATH CyHOpOTd. [109TOMY XWHOJIOHBI U
dbenOyden He ciieyeT MPUMEHSITh OJTHOBPEMEHHO.

T'opmonanvHble KOonmpayenmugsl

Hekotopble aHTHOaKTepHalbHBIE CPEICTBA, TAKHE KaK XUHOJOHBI, OCHAOJISIOT JEHCTBHE
TOPMOHAJILHBIX KOHTPAICTITHBOB.

Luxnocnopun

CooOmasioch 00 yBeIMYEHUM KOHIEHTPAUMN LUKIOCIOPHHA B CBIBOPOTKE KPOBHU IPHU
OJTHOBPEMEHHOM TMpHMEHeHNH Hop¢okcanuaa. CrieayeT KOHTPOIMPOBATH KOHIIEHTPAIUIO
[IUKJIOCTIOPHHA B CBIBOPOTKE KPOBHU U B CITydae OJTHOBPEMEHHOTO MIPUMEHEHUS dTUX MPENapaToB
HaJJIeKAIUM 00pa3oM KOPPEKTHPOBATh /103y LIUKIOCTIOPHHA.

Bappapun

XWHOJIOHBI, BKITFOYasi HOP(IOKCAIMH, MOTYT YCUIUBATh ICHCTBUE AaHTUKOATYJISTHTOB JIJIS IIpUeMa
BHYTpb, B TOM YHCJIe BappapuHa, €ro MPOU3BOIAHBIX WM aHAJIOTHMYHBIX IMpermapaToB. Ecinu He
ynaercsi n3bexaTb OJHOBPEMEHHOTO MPUMEHEHHUsS STUX MPEnaparoB, CleAyeT KOHTPOIUPOBATh
MPOTPOMOMHOBOE BpPEMS UJTH JIPYT'He COOTBETCTBYIOLINE MapaMeTPhbl CBEPTHIBAEMOCTH KPOBHU.
XWHOJIOHBI, B TOM YHCIie HOPGIIOKCAIUH, B YCIOBUSX in vitro uHTuOupyrot nzopepment CYP1A2.
OnHOBpeMEHHOE TPUMEHEHUE C JIEKAPCTBECHHBIMU IpenaparaMu, MeTa0O0IH3UPYIONTIMUCS
uzopepmentom CYP1A2 (mampumep, kodeuH, KIO3amuH, POMHUHHUPOI, TaKpHH, T€O(QUIUIUH,
TU3aHUUH), IPU OOBIYHOM JO3MPOBAHHH MOXKET MPUBECTH K MOBBIIICHUIO KOHIIEHTPAILIUU €r0
cyOcTpaToB B IUIa3Me KpoBH. B CBsi3u ¢ ueM, HEOOXOAMMO HAOJIO/IEHWE 3a TaIlMeHTaMH,
MPUHUMAOIIMMH ITH TIPETapaThl OTHOBPEMEHHO ¢ HOP(IOKCAITTHOM.

Teogunnun

[Tpy oAHOBpEMEHHOM MPUMEHEHUH HOPQIIOKCAMHA W TEOPHIINHA CIeNAyeT KOHTPOIHPOBATH
KOHIICHTPAINIO TeO(QMILTHHA B TNIa3Me KPOBU U KOPPEKTHPOBATH €r0 J03Y, TaK KaK HOP(IIOKCAITHH
CHW)XaeT KIMpeHc TeodrumHa Ha 25 %, ¥ MOXKET HaOI0aThCS Pa3BUTHE COOTBETCTBYIOIINX
HEeKeNaTeNIbHBIX MOO0YHBIX A((HEKTOB.

Aumayuonvie cpeocmaa, codepicawyue 2UOPOKCUO ANIOMUHUA UTU MASHUSA, A MAK#Ce NPenapamol,
cooeparcawyue dcenezo, YUHK, Kaabyuil, Cykpaibgam

[TpemapaTsl KajbIUs, MpemapaTsl, COACpIKAIIAe KeJe30 WIIW IIHHK, aHTaIlUIbl, COJepIKaliue
TUAPOKCUJ ATIOMHHHS WIM MarHus, Cykpailb(darT He cleAyeT MNPUMEHSITh OJHOBPEMEHHO C
HOp(DIOKCAIIMHOM, TakK KakK JTO MOXET YMEHbBIIUTh BCAChlIBaHWE HOPQIIOKCALMHA U,

COOTBETCTBEHHO, CHU3UTh KOHIIEHTPAIMIO B CHIBOPOTKE KpoBU U Mode. Hopduokcanun cnemyet
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MPHHMMATE 32 2 Yaca /I0 HIH He MeHee 9eM depas 4 qaca Tbeie Hpresi STix Hperaparons BHyTp.

MY OTUETY

OTO OrpaHUYEHHE HE PACIIPOCTPAHSIETCA HA aHTArOHUCTHI TMCTaMUHOBBIX Ha-perentopos.
Ilumamenvhvie pacmeopvl 05l Npuema 6HYmpb U MOLOUHbIE NPOOYKMbL (MASKUE UU IHCUOKUE
MOJNIOUHBIE NPOOYKMbL, MAKUe KaK uocypm)

VYMeHbpLIal0T BcacklBaHUe HopduiokcanuHa. [loaTomy HOpdoKcaluH cienyeT NpUHUMATh, 110
MEHBIIIEH Mepe, 3a 1 yac 10 wiM yepes 2 yaca 1ocje npuemMa TaKuX MPOyKTOB.

Jlexapcmeennvie cpedcmea, chudcaioujue cyOopOoACHbIU NOPO2

OnHOBpEMEHHOE NPUMEHEHUE C JIEKAPCTBEHHBIMU CPEACTBAMH, CHIXKAIOLIUMH CYIOPOXKHBIN
HIOPOT, MOKET IPUBECTU K PA3BUTHUIO SMUIENTU(GOPMHBIX ITPUIIAJKOB.

I moxokopmuxocmepouowvt

OnHOBpeMEHHOE MPUMEHEHHE C  TJIIOKOKOPTHUKOCTEPOUJAMHU  MOXKET  CIIOCOOCTBOBATh
YBEJIMYEHHUIO PUCKA PAa3BUTHUS TEHAUHUTOB WM PA3PhIBA CYXOXKHIIUI.

T'unoenuxemuueckue cpedcmea

Hopdokcanun MOXET yCHIIMBATh TEPANIEBTUYECKOE JEHCTBUE TMIIOTIMKEMUYECKUX IPErapaToB
(mpon3BOAHbIE CYNb()OHUIMOYEBHHBI), IOITOMY HEOOXOJMMO KOHTPOJIMPOBATH KOHIIEHTPALIUIO
[JIIOKO3bI B KpoBHU. [Ipy OAHOBpEMEHHOM IpueMe ¢ INIMOCHKJIAMHJIOM BO3MOKHO pa3BUTHE
TSKEJION TUITOTIIMKEMHUHU.

OnHOBpeMeHHBIN IIpHeM HOpP(QIIOKCALMHA C npenapamamu, 001a0AOUWUMU NOMEHYUATbHOU
CHOCOOHOCMbIO NOHUNCAMb apMepUaIbHoe 0aeaeHue, MOKET BbI3bIBATh PE3KOE €ro CHIKeHHe. B
CBSI3U C 3TUM B TaKUX CIydasx, a TaKXKe MPHU OJHOBPEMEHHOM BBEJCHHUU C Oapbumypamamu U
opy2uMu JeKapcmeeHHbIMU cpeocmeamu O0as obuell axecmesuu CIEeIyeT KOHTPOJIUPOBATh
4acTOTy  CEpACUYHBIX  COKpalleHUuH, aprepualbHOE€  JaBleHWe M IOKa3aTelu
anektpokapauorpammsl (OKT).

IIpenapamul, yonunaiowue unmepsan QT

Hopdunokcanyn, xak u Apyrue (TOpXHHOJIOHBI, CIEAYyeT MPUMEHSATh C OCTOPOXKHOCTBIO Y
NAMEHTOB, MOJYyYaloUMX IMpenapaTsl, yMHsomue uuTepBan QT (Hampumep, mu3anmpuf,
anTHaputMudeckue mpenaparsl [A u Il kmaccoB, TpuUUMKIMYECKHE U TETPALUKINYECKHE
AQHTHUJETPECCAHTHI, MAKPOJIUIbI, HEHPOJIENTHKH, TPOTUBOIPUOKOBBIE MpenapaThl, MPOU3BOIHBIE
MMH/1a30J1a, HEKOTOphIe aHTUTMCTAMUHHBIE MPENaparthl, B TOM YUCIIE acCTEMH30J, TepheHauH,
sbactuH) (cMm. pasnen 4.4, moapazaen «Ocodbie yKazaHUs»).

IIpobeneyuo

MoeT CHUXKAaTh 9KCKPCUHUTIO HOp(bJ'IOI(CElLII/IHa.

10
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4.6. DepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTB

[TpenapaTt npoTUBOMOKAa3aH Npu OEPEeMEHHOCTH.

JlakTanms

[Ipenapat npoTHBOIIOKa3aH Mpu JakTauuu. [Ipy HeoOX0AMMOCTH Ha3HAYEHUS MIperapara CieyeT

MPEKPATUTh TPYJHOE BCKApMJIIUBAHUE.

4.7. Biusinue Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeICTBAMH M PadoTaTth ¢
MeXaHM3MaMu

HeoOxonumo co0uronaTh OCTOPOXKHOCTH MPU BOXKIEGHWW aBTOMOOWIIS W 3aHATUSX IPYTUMU

MOTEHILIMAIbHO OMACHBIMH BHJIAMU JI€ATEIHHOCTH, TPEOYIOIIMMH IMOBBIIIEHHOW KOHIICHTPAIIUU

BHUMaHUSI W OBICTPOTHI TCHUXOMOTOPHBIX peakuuii. CreayeT NpUHUMATh BO BHUMaHUE

MOTCHIMATBHYI0 BO3MOXKHOCTh Pa3BUTHS TaKUX MOOOYHBIX 3(P(HEKTOB, KaK T'OJOBOKPYKEHUE,

COHJIMBOCTb M PACCTPOMCTBA 3peHUs. [Ipu MOSBIEHMH ONMMCAHHBIX HEXKEIATEIbHBIX SBICHUN

CJICAYCT BO3ACPIKATHCA OT BBIIIOJIHCHUSA YKA3aHHBIX BUAOB ACATCIIBHOCTH.

4.8. HexxenarejibHbIEe peakuuu

TabnmuHoe PE3I0OME HEXKENATCIILHBIX PEAKINN

YacToTa BCTpeuyaeMOCTH ONpe/ieieHa CIeAYOMHUM 00pa3oM:

oueHb yacto > 1/10;

JacTo >1/100, HO < 1/10;
HEYaCTO >1/1000, "o < 1/100;
peako >1/10000, Ho < 1/1000;

oueHb penko < 1/10000;
qacToTa HEU3BECTHA (Ha OCHOBAHNU UMCHOIIINUXCA JAHHBIX OLICHUTH HeBOSMO)KHO).
Hexenarennuoie pE€aKru CrpyImnmrupoBaHbl B COOTBETCTBUH C IMMOPAIKOM HAa OCHOBAHHUU CUCTEMHO-

opransbix kiaccos (COK).

COK HexenaTenbHble peakuuu Yacrora BCTpeyaeMoCcTH
Nudexuuu u uHBA3UM BarunanpHBIN KaHIUIO3 Penxo
Hapymenusi co cropons! | Do3uHopuus, JEVKONEHNUS,

KPOBH U JIMM(ATHUYECKOi | HSUTPONEeHUsI, TPOMOOLUTOIEHHUS,
CHCTEMBI YJINHEHHE nporpombuHoBoro | Hewacro

BpPEMEHHU

11
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1

DR EHOCTE 000T)

CBsi3aHa C  HEJOCTATOYHOCTBIO
TJII0K030-6-

dbocharaeruaporeHassl)

Hapymenunst co cTopoHbI

I/IMMyHHOﬁ CHUCTEMbI

AnapmIakTH4ecKue peakuu

Penxo

Peaknuu runepuyBCTBUTEIBHOCTH

YacToTa HEU3BECTHA

Hapymenus Tspkenas runornukeMus, BIUIOTh 10 | Yactora HeU3BecTHA
MeTa00/1u3Ma U IUTAHUS | PA3BUTHUSA TUIONINKEMUYECKON
KOMBI
IIcnxuyeckne CMeHa HacTpoeHus, CHYTaHHOCTH | Penko
HapyUIeHHs CO3HaHUs, CTpax, TaJUTIOLUHALINY,
Jernpeccus, 0€ECIIOKONCTBO,
pa3apaKUTENIbHOCTD, siidopus,
JIe30pUEHTaLUS, HICUXUYECKUE
HapyleHUsT U IICUXOTHYECKue
peaxkuuu
Hapymenusi co croponn! | ['onoBHas 601k, rojoBokpyxenue, | Hewacro
HEPBHOM CHCTEMBbI ™ COHJIMBOCTD
ITapectesus, 6ecconnuna, | O4eHb peaKo

Ha €HHUsI CHA, MOJIMHEUPOIATH
9 b

BKJItOouast cuHipoMm ['miieHa-bappe,

cynoporu
Hapyumenusi co croponsl | Hapymenue 3penus, nosslieHHas | Peako
opraHa 3peHuss* CJI€30TOYMBOCTh
Hapymienusi co ¢cTopoHsl | 3BOH B yIlIax Penxo

oprana ciayxa u

JabupuHTa*

Hapymenusi co CTOPpOHBI

cepaua**

Taxukapaus, apuTMus, B TOM 9UCIIE

KEIyT0UKOBast apUTMHUS "
TaXMKapAus  TUOA  «IIUPYIT»
(3aperucTpupoBaHbl

MNPEUMYIICCTBECHHO Yy IMAIIUCHTOB C

dakTopamMu  pHuCKa  yJUIMHEHUS

untepBana QT na OKI'), ynnuHenue

YacToTa HEU3BECTHA

12
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unteppana QT | na ﬁﬁl-:..(gﬁ;':- BATENEROCTE 000T]
paznensi 4.4. 1 4.9.)
Hapymenusi co cropons! | Backymur ¢ nmerexuamu U | Peaxo
COCyIOB** reMOpPpPArnuyeCKUMHU NaryiaMu
Keaynouno-kumeunbie | M3:xora, 60oib U cria3mel B )kuBoTe, | Hewacrto
HApYyUIEHUs Juapes, TOLIIHOTa
PBora, aHopekcus, | Peako
MCEBIOMEMOPaHO3HBII KOJINT,
MaHKPEATUT
Hapymenusi co croponsl | X0JIeCTaTUYECKUN renatut, | Yacrto
ne4YeHun M | FenaTur
JKesTueBbIBOAAIIMX nyTel | XKenryxa Yacrora Hens3BecTHA
Hapymenust co cropons! | Ceinb Yacto
KO)KM W  NOAKOXKHBIX | KoxHbie peakuuu, | Penko
TKaHel 9KC(ONMATUBHBIN JIepMaTHuT,
TOKCHYECKUI SMUAEPMAIIbHBIN
Hekponu3  (cuaapom  Jlaiienna),

MHOro(opMHasi 3puTeMa (CHHIPOM

CruseHnca-/[>)xoHCOHA),

(OTOUYBCTBUTEIHHOCTh (cm.
pasnen 4.4.), 3yl, KpamuBHUIA,
AQHTMOHEBPOTUYECKUI OTEK.

Pa3Butie (POTOUYBCTBUTENBHOCTH

HaOJIFOJAJIOCH y MMalMEHTOB,

KOTOpBIE BO  BpeMsl  TEpalHH

XHHOJIOHOBBIMH aHTHOMOTHKAMU

HaxXoauJInChb Ha COJIHIIC N

noABEpTraaInucCh Ooinee CHUJIBHOMY

COJIHEYHOMY U3JTYYCHHIO
(poToTokcuueckue peaKiyu,
dbotoceHcubumM3aIus,

COMPOBOXK TAFOTIASICS

00pazoBaHHEM My3bIPHKOB,

13
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MOKpaCHEHUEM | otexdM “koxy- o ENTEAULTE UUUT)

(cm. paznen 4.4.)

Hapymenusi co croponnl | Pabnomuonus Heuacrto

MBILIEYHOM, CKeJIeTHOM U | TeHAUHUT, TEeHJOCUHOBUT, Muanrus | Peako
COCIMHUTEIBbHOM TKAHU® | 1 (WIM) apTpajirus, BOCIAJICHHUE

CYCTaBOB

Pa3peiBel cyxoxunuii (Hampumep, | O4eHb penko
aXWJJIOBA CYXOXXUJIHUSI) — OOBIYHO
MIPU HATMYUU TPEIPACTIONATAFOIINX
(bakToOpoB, yXyAlIEHHE CHUMIITOMOB

MHacTeHuu (cM. pazzaen 4.4.)

Hapymenns co cropons! | Kpucramnypus Heuacto

Mo4eK u | [ToBbienue KOHILIeHTpauuu | Peako
MOY€eBbIBOAALIMX IyTeil | MOYEBUHBI U KpeaTMHUHA B IUIa3Me

KPOBH, UHTEPCTULIMATBHBINA HEPPUT

O0mme HapymeHuss M | YCTalOCTb Penko

peakuuu B MmecTe

BBe/JeHUSA *

JlabopaTopHble u | [loBbimenue ypoBHel | Hewacto

HHCTPYMEHTAJIbHbIE TpaHCAMHHA3, MIETIOYHOH

AaHHbIE docaTassl u
JAKTATIErUAPOreHa3bl Jan,

CHHIXXCHHUC IrEMaTOKpHUTa

* B oueHb peAKuX ciydasix Npy IPUMEHEHUN XMHOJIOHOB U (TOPXUHOJIOHOB, UHOT/Ia HE3aBUCUMO
OT UCXOJIHO UMEIOIINXCs (PaKTOPOB pHCKa, OBIIN 3apETrUCTPUPOBAHBI ATTUTEIHHO COXPAHSIOLINECS
(10 HECKONIbKHX MECAIEB WM JIeT), WHBAJHIWZHUPYIONINE W TOTEHIMAJbHO HEoOpaTHMbIe
cepbe3HbIe MOOOYHBIC PEAKIINH Ha TIperapaT, 3aTparuBarolire HeCKOJIbKO, a HHOTJ]a i MHOXKECTBO,
KJIACCOB CHCTEM OPraHOB M OPraHOB YYBCTB (BKJIIOYas TaKHe pEakiMM, KaK TEHIUHUT, pa3pbiB
CYXOXKMJIIUS, apTpairus, 00k B KOHEUHOCTAX, HAPYIICHNE MTOXOAKH, HEWPONaTUH, CBSI3aHHbIE C
MapeCcTe3MsIMH, JICTIPECCHS, TOBBIIICHHAS YTOMIIIEMOCTh, HAPYIIICHNE TTAMSTH, HapyIlIeHHE CHa, a
TaK)Ke HapyIICHHs ClTyXa, 3peHHs, BKyca U 000HsHUsA) (cM. paznen 4.4.).

** 'V manueHToB, MOJMYYaBIIUX (TOPXMHOJIOHBI, OBLIM OTMEUYEHBI CIIyd4ad AaHEBPHU3MBI H
paccioeHus a0pThl, MHOT/Ia OCJIOXKHEHHBIE Pa3pbIBOM (B TOM YHCIE C JETaIbHBIM HCXOJO0M), a

TaK)Ke perypruTaruu/He0CTaTOYHOCTH JII000T0 KilanaHa cepamna (cM. pasaen 4.4.).
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CooO0ITIeHre 0 T0103PEeBAEMbIX HEKEIATSILHBIX peaKuHﬁQ'-':-:-jE-']-"—: BATENEHOCTE 0001)

BaxHo coo0mare O MOAO3pEBACMBIX HEXKENATSNbHBIX PEAKIHAX IOCIE PETUCTPAINH
JICKapCTBEHHOTO Tperapara ¢ [elibl0 00eCTieYeHNs HePEPhIBHOIO MOHUTOPUHTAa COOTHOIICHHS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOI'O Ipenapara. MeIuIUMHCKUM pabOTHUKAM PEKOMEH]yeTCs
coo0uaTe O MOAO3PEBAEMBIX HEXENaTeNbHBIX pPEaKLUAX JIEKAPCTBEHHOro Ipenapara depes
HAIlMOHAJIbHBIE CHUCTEMBI COOOIIEHUS O HEXeNaTeNbHBIX PEAKIHUAX TOCYJapCTB - YICHOB
EBpa3uiickoro 3K0HOMHYECKOr0 COI03a.

Poccuiickas @enepanus

DdenepanbHas cityx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

Anpec: 109012, r. MockBa, CiaBsiHcKast miomaib, 1. 4, ctp. 1.

Tenedon: 8 (800) 550 99 03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B HH(OpPMALIMOHHO-TEJIEKOMMYHUKALMOHHON ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMITOMBI

[Ipu mepemno3upoBKe BO3MOXHO BO3HUKHOBEHHE CIEAYIOIIMX CHUMIITOMOB: TOIIHOTA, PBOTA,
Iuapesi; B TSOKENBIX CIIydasX — TOJIOBOKPY)KEHHE, COHJIMBOCTb, «XOJIOAHBIN» MOT, CYIOpPOTH,

OAYTJIOBATOC JINIO 0e3 M3MEHEHHUS OCHOBHBIX reMOJNHAMHUYECKUX MOKa3aHUA.

Jleuenne

[IpombiBaHME KeNyaKa, aleKBaTHAsI THApAaTAIllMOHHAS Tepamnus ¢ GOPCUPOBAHHBIM TUYPE3OM U
cumnToMarudeckas Tepamnus. TpebGyercs obcienoBanre U HAOMOIEHUE B CTAI[IOHAPE B TEUCHUE
HecKoJbkHuX AHel. Cnenyet koHTponupoBaTh DKI' n3-3a BO3MoxkHOTr0 yanuHenus nareppaia QT.

Crenuduyeckoro aHTUI0Ta HET.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA
5.1. ®apmakoauHaMHYeCKHe CBOHCTBA
dapmakoTepaneBTUUYECKass TPYINa: aHTHOAKTEPHAIBbHBIC CPEACTBA CHUCTEMHOTO JICHCTBUS,

IMPONU3BOJHBIC XWHOJIOHA, (bTOpXI/IHOJ'IOHBI.

Kox ATX: JOIMAO6

MexaHusM aeiictus U hapMakoaruHaMudeckre dhheKThI

[IpornBOMUKpPOOHOE CpeACTBO W3 TpyMHIbl  (PTOpXHHOIOHOB. (OKa3biBaeT OaKTEPUIIHIHOES

neiicreue. BosneiictByer Ha Oakrtepuanbhblii  pepment JIHK-rupasy, obecreunBaronyio
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CBEPXCIMPAU3ALMIO U, TAKUM 00pa3oM, cTab LHOCTL'ﬁﬁﬁ%’é&%@iﬂﬁgéﬁgﬁﬁﬁﬁa;ﬁ11'{6111/1

JHK npuBomut k rubenu Oakrtepmii. OOMagaeT MIMPOKUM CIEKTPOM AHTHOAKTEPUATHHOTO
JICUCTBUA.

AKTHUBEH B YCIOBHSIX in Vifro W in Vivo B OTHOIICHUH CIEAYIOIIUX MHKPOOPTaHHU3MOB:
rPaMIIOJIOKHUTEIIbHBIC adpo0bl — Enterococcus faecalis, Staphylococcus aureus, Staphylococcus
epidermidis, Staphylococcus saprophyticus, Streptococcus agalactiae; TpaMOTpHUIIaTEIbHBIC
a’po6sl — Citrobacter freundii, Enterobacter aerogenes, Enterobacter cloacae, Escherichia coli,
Klebsiella pneumoniae, Neisseria gonorrhoeae, Proteus mirabilis, Proteus vulgaris,
Pseudomonas aeruginosa, Serratia marcescens, Salmonella spp., Shigella spp.

AKTHBEH B YCIIOBUSIX i7 Vi{r0 B OTHOIICHUU CJICIYIOIINX MUKPOOPTAaHU3MOB: TPAMOTPHIIATEIILHBIC
adpobe1 — Citrobacter diversus, Edwardsiella tarda, Enterobacter agglomerans, Haemophilus
ducreyi, Klebsiella oxytoca, Morganella morganii, Providencia alcalifaciens, Providencia
rettgeri, Providencia stuartii, Pseudomonas fluorescens, Pseudomonas stutzeri; mpouyne —
Ureaplasma urealyticum.

HeakTuBeH B OTHOIIEHUH OOJIUTAaTHBIX aHA3POOOB.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOcopOuus

Hopdnokcanun Ovictpo, HO He nosHOCTBIO (30 — 40 %) BcacwkiBaeTcs mocie MnpuemMa BHYTPb.
[Tunia 3amenmseT abcopOiuio mpemnapata. MakcumanbHast KOHIEHTPAUs (Cmax) B TJIa3Me KPOBU
nocturaercs dyepe3 1 — 2 gaca u cocrasnsger ot 0,8 mo 1,5 MKr/Mi B 3aBUCHMOCTH OT JIO3BI

(200 — 400 ).

Pacnpenenenue

Hwuskas BenuunHa cBsA3bIBaHUS HOpQIIoKcannHa ¢ 6enkamu mia3mbl Kposu (10 — 15 %) u Bbicokas
pPacTBOPUMOCTh B JIMIHAAX OOYCIIOBIMBAIOT OOJbIION 00BbEM paclpeneieHus Ipernapata u
XOpollee IPOHUKHOBEHHE B OPTaHbl M TKaHU (MTAPSHXUMY ITOYEK, SUIHUKH, )KUAKOCTh CEMEHHBIX
KaHAJIbLIEB, MPEICTATEIbHYIO JKeJe3y, MaTKy, OpraHbl OpPIOIIHOM MMOJIOCTH M MaJIOro Ta3a, XKeldb,
rpynHoe MoJoko). [Iponukaer yepe3 remarosHuehaTnyecKii U MIAlleHTapHbIH Oapbepsl.

Yepes 2 — 3 gaca mocie nmpueMa BHYTpb HOpduiokcanuHa B go3¢ 400 Mr KOHIIEHTpAIMs B MOYE
npesbiiaer 200 MKr/Mi, B TeueHue 12 yacoB oHa mojzepxuBaetcs Ha ypoHe 30 mkr/mu. Ilpu

pH Mouu 7,5 pacTBOpUMOCTh HOp(IIOKCALIMHA CHIXKACTCSL.

Buorpancdhopmarimsg

MeTabonu3upyeTcs B eUSHHU.
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(NOCNEQCBATENEHOCTE 0001)

DIMMUHALIUA

[Tepuon nmomyssiBeaenus (T1/2) cocraBnsier 3 — 4 yaca. BeiBoguTcs moukamu myTreM KiyOOuKOBOM
buapTpalM M KaHaJIbIEBON cekpenuu. B Teuenue 24 yacoB ¢ MoMeHTa npuema 32 % 1036l
BBIBOJUTCS MOYKAMH B HEHM3MEHEHHOM BHAE, 5 — 8 % — B BHIEe META0OJMTOB, C JKEIIUBIO

BbIIETsI€TCS OKOJIO 30 % MpUHATOM JO3BI.

6. PAPMAIIEBTHUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorateJibHbIX BellleCTB

[enmrosio3a Mukpokpuctamuimdeckas 102

Kpockapmenno3a Harpust

[ToBunon K-17 (monuBUHUINUPPOINIOH HUZKOMOJIEKYIISIPHBII)
Kpemuust 1MoKcu1 KOJITOUAHBIN

Marnus cteapar

I1nenouHas 000JI0UKA:

I'unpomennosa

['nnponos3a (ruaApOKCUIIPONMILIEIUIIIN03a)

Tanpk

Turana quokcuy

Kpacutens xeneza okcu KelThii (3Kene3a OKCHN)

unu cyxas CMecChb JJsi IUIEHOYHOTO IOKPBITUS, COJAepXKallas TUIIPOMEIUIO3Y, TUIPOJI03Y
(TMAPOKCUTTPONMIILEIUTIONO03Y), TalbK, TUTaHAa JMOKCHUJ, KPAacUTENb jKeje3a OKCHJA KEIThbIH

(>kenes3a OKcHI).

6.2. HecoBMecTHUMOCTH

He npumennmo

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IIPH XPAHECHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Boie 25 °C.

6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH
5, 10 wim 20 TabaeTOK B KOHTYPHOM SYEHKOBOM yIIakOBKe U3 TICHKH MTOJUBUHIIXIOPHIHON HITH
IUIEHKU TOJIMBUHIIXJIOPUHON/TOIMBUHUIMACHXIOPUIHON U (DOJIBIY ATFOMUHUEBOM.

10 rm 20 TabaeTok B OaHKE U3 IIOJIMATHIIEHA BHICOKOM IIOTHOCTH.
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2 uid 4 KOHTYpHBIE SYEHKOBBIE YMAKOBKH M@ 5 Ta6ﬂgjﬂglg,1lE%ﬁ_vﬁ'2T@g[IE%ﬁﬁg Sreiikonbie

ynakoBku 1o 10 Tabnetok, | KoHTypHas sueiikoBas ymnakoBka 1o 20 TabieTok win ofHa 6aHka

BMCCTC C JIMCTKOM-BKJIAJABIIICM B ITAYKEC U3 KApTOHA.

6.6. OcoOble  Mepbl  MPEIOCTOPOKHOCTH  NPU  YHUYTOKEHUM  HCIOJH30BAHHOIO
JIEKAPCTBEHHOT0 Tpenapara MJIM OTXO0/A0B, TMOJYYEHHBIX TOCJHe MPUMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHuMmyJIsilii4 ¢ MpenapaTom

Het oco6pix TpeGoBaHuii.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cankt-IlerepOypr, JJopora B Kamenky, a. 62, nut. A.
Tenedon: 8 (800) 2000 305

Anpec 3IeKTPOHHOM MOYTHI: vertex@vertex.spb.ru

7.1 IlpeacraBuTesb Jep:KaTeisi PerucTPALMOHHOIO Y10CTOBEPeHUs

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy.

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Canxt-IletepOypr, Jopora B Kamenky, a. 62, mut. A.
Tenedon: 8 (800) 2000 305

Anipec anekTpoHHOM nouTkl: pharmacovigilance@vertex.spb.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOM PEIMCTPAIIMM (IIOATBEPXJIEHHNS PETHMCTPAIIVH,
MNEPEPET'UCTPALIUN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO6mas xapakTepucTuka jJekapcTBeHHoro npenapara Hopdnokcanna — BEPTEKC noctynna Ha
MH(POPMALIMOHHOM ropraie EBpasuiickoro 9KOHOMMYECKOTO COr03a B

UH(OPMALMOHHO-TEIEKOMMYHUKaIMoHHOU cetn «MHTepHeT» https://eec.eaeunion.org.
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