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OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTO TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Hop6axkTtun, 400 Mr, TabIeTKH, TOKPHITHIE TUIEHOYHOW 000JI0YKOH.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

Heticmsyrowee sewyecmeo’ HOp(PIOKCAUH
Kaxknas TabneTka, moKphITas INIEHOYHOU 000J109K0i, coaepkuT 400 Mr HOpdIoKcaIuHa.

[Tonublii nepeyeHs BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOneTku, NOKPHITHIE MJIEHOYHOU 000I0YKOM.

TabneTku, MOKPBHITHIE IUIEHOYHOW 000J0YKOM, OBaJbHONH (OPMBI CO CKOIICHHBIMH KpasMH,
JIBOSIKOBBIITYKJIBIC, OT OCJIOTO 10 TMOYTH OEJOro I[BETa C BHITPABUPOBAHHBIM B BBIJABICHHOM
yeTblpexyroyibHuke «NBT 400» Ha 0qHOM CTOPOHE U PUCKOM Ha APYTOi CTOPOHE.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHHU IO

[Ipenapar noka3aH K NPUMEHEHUIO y B3POCIIBIX.

WHeKmoHHO-BOCTIAIMTENbHbBIE 3a00J1€BaHNUs, BbI3BAHHBIE YYBCTBUTEIBHBIMU K HOP(IOKCAIIUHY
MUKpPOOPTraHU3MaMU:

- OCJIO)KHEHHbIE MHPEKIIUU MOYEBBIBOJSAIIMNX MyTEH;
- XpOHMYECKHH OakTepualbHbIA MPOCTATHT.

Jlig nedeHus ClenyromuX HH(EKIMOHHO-BOCHAIUTEIbHBIX 3a00JIeBaHUN HOPQIIOKCAIUH MOXET
IPUMEHATHCS TOJIBKO B KAYECTBE aJIbTEPHATHBBI IPYTMM IPOTUBOMUKPOOHBIM Ipenaparam:

- HCOCJIO)KHCHHBIC I/IH(i)eKIII/II/I MOYECBBIBOIAITNX HYTGfI.

IIpu npumenenun mnpenapara HopOGakTuH cienyeT yduThIBaTh O(UIMANbHBIE HAIMOHAJIbHBIE
pPEeKOMEHallMK 10 HaJleXkalleMy HIPUMEHEHHI0 aHTHOAaKTepHAbHBIX IpPEnapaTroB, a TakKke
YyBCTBUTEJIBHOCTh IATOTEHHBIX MUKPOOPIaHU3MOB B KOHKPETHOM CTpaHE.

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

Ilpu ocnoscnennvix ungexyusax mouesvleooawux nymeti HazHadaercs mo 400 mr 2 pasa B CyTKU B
teueHue 10-21 qus.

Ilpu xporuueckom bakmepuanbHom npocmamume HazHadaetcs o 400 Mr 2 pa3a B CyTKH B TEUEHHUE
4 nenens unu Ooee.

Ilpu HeocnoscheHHbIX UHGEKYUAX MOUEBbIBOOAWUX nymell Yy Myxcyun Ha3HadaeTcs 1o 400 mr 2 paza
B CYTKH B TeueHHe 7-14 nHei.
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3-7 nHeii.

Oco0ble rpynIsl MaluesToB

Hab;uenmbz C NOYeYHOoU HedoCMAamo4HOCMbIO

ITpu kupeHce kpearnnuHa 6osee 30 MII/MUH KOPPEKIMU PeXUMA JO3UpPOBaHUs He Tpedyercs. [lpu
KJIMpeHce KpeaTuHHa MeHee 30 MiI/MUH (WM ChIBOPOTOYHOM KOHLIEHTPALMK KPeaTUHHHA BbIIIE 5
Mmr/100 mi1) 1 manueHTaM, HaxoIAIIMMCSL Ha TeMOIUalin3e, Ha3HAYaroT MOJIOBUHY TepaneBTUYECKON
no3bl penapara Hop6axkTus 2 pa3a B CyTKH WM HOJHYIO 103y npenaparta HopGakTus 1 pa3 B CyTKH.
JUid NalnMeHTOB, HAXOAALIMXCS Ha IIOCTOSIHHOM aMOyJaTOPHOM IEPUTOHEAIbHOM JHaIM3€ C
COXPaHEHHBIM JUYPE30M KOPPEKIIHUHU 103bl HE TpeOyeTcs.

CTHU

HopOakTun npoTuBomnoka3an y nerei B Bo3pacte ot 0 g0 18 et mo BceM moka3zaHusM (CM. pasen
4.3)

Cnocob IIPUMCHCHU A

BuyTpb, HaToIak (HEe MeHee, ueM 3a 1 yac 10 Havaia npuema IUIlY, U He paHee, 4eM uepe3 2 yaca
1I0CJI€ €r0 OKOHYAHUS), 3alIMBasi JOCTATOYHBIM KOJIMYECTBOM JKUIKOCTH.

4.3. lIpoTuBoONOKA3aHUSA
- TUIEPYYBCTBUTEIBFHOCTh K HOP(IOKCAMHY WM K JIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zene 6.1;

- TUIICPYYBCTBUTCIBHOCTD K APYTUMU XUHOJIOHAM;

- TCHAUHUT, TCHAOBAIruHUT, PAa3pbIB CYXOXWJINA, CBA3aHHLIC C IIPUCMOM (1)TOpXI/IHOJIOHOB, B TOM
YHCJIC B aHAMHEC3C,

- 0epeMEHHOCTh U TIEPHOJ] TPYAHOTO BCKapMIIMBaHUA (CM. paszzen 4.6.);

- JeTH U noApocTKku oT 0 10 18 j1eT B CBA3M C HE3aBEPIIECHHOCTBIO POCTA CKEJIETA, TAK KaK HEJIb3s
MTOJIHOCTBIO MCKJIFOUUTB PUCK MTOPAKEHUSI XPALIEBBIX 30H POCTA KOCTEM.

4.4. Ocobble yka3aHus U Mepbl MIPeJ0CTOPOKHOCTH NPHU NPUMEHEeHUH

PeaKHI/II/I THNCPUYYBCTBUTCIIBHOCTH M AJJICPTUICCKUE PCAKIINN

B HEKOTOpBIX cilydasx y)Ke IOociie NEPBOro NMPUMEHEHUS Ipernapara MOTYT Pa3BUBAThCA pEaKLUU
TUIEPYYBCTBUTEIBHOCTH U AIJIEPTUUYECKHE PEAKIUHU, O YEM CIIEIyEeT HEMENJICHHO NHPOPMUPOBATH
Bpaua. O4eHb peAKOo Jaxke IMOocje MEepBOro NMPUMEHEHUs Ipenapara aHa(UIaKTUYECKHe Peakluu
MOTYT NPOrpPEeCcCUpPOBaTh [0 YrPOKAIOLIErO >KU3HM aHA(PUIAKTHYECKOro Hoka. B sTtoM citydae
JeyeHre HOP(IOKCALMHOM cJie/lyeT OTMEHUTh U MPOBECTH HEOOXOIUMBIE JIeuyeOHbIe MEPOIIPUATHUS
(B TOM 4mcIIe MPOTUBOLIOKOBBIE).

B pPeAKHUX ClIydadX Yy IMallMCHTOB CO CKPBITBIM WA (I)aKTI/I‘-ICCKI/IM I[e(I)I/II_II/ITOM TJII0K030-6-
(1)0C(1)aT21erH)1poreHasm, IMPpUHHUMABIINX XHWHOJIOHOBBIC aHTI/I6aKTepI/IaJ'IBHI)Ie Cp€acTBa, BKIIIOYaA
HOp(I)HOKCB.I_[I/IH, ObLIH 3apCruCTpUPOBAHBI TCMOJIMTHYCCKUC PCAKIIUH.

CvyI0opoKHBIM CHHIPOM

Hopdodnoxkcarus, kak u apyrue (pTOPXUHOIOHBI, MOKET IMPOBOIMPOBATH CYJOPOTH U CHUXKATh MOPOT
CyZI0pOkHOM roToBHOCTH. [laninentam c snuiternicueit u apyrumu 3adboneBanusmu LHTHC (nampumep,
MPEPACHOI0KEHHOCTh K CYAOPOXKHBIM pEaKIHsIM, aTepOCKIEpPO3 COCYAOB TOJOBHOTO MO3ra,
HapyIlIeHUss MO3TOBOTO KpoBooOpamieHus, opranuueckue 3adoneBanus [[HC) nHOpdmokcanmn
CIIeyeT MPUMEHATH TOJBKO B TE€X CIYy4asx, KOT/Ia O’KUAAeMbI KIMHUYECKUH 3(h(HeKT mpeBOCXOIUT
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BO3MOYKHBIN PUCK Pa3BUTHUS TOOOYHOTO JIEHCTBUS IpeHapaTa.

Hopduokcaniie  10JDKEH MPUMEHSTHCS € OCTOPOXKHOCTBIO Yy TAIIMEHTOB, OJHOBPEMEHHO
MOJIYYAIONUX TMpEnaparbl, CHUKAIOIIME IOPOT CYIOPOXHOH TOTOBHOCTH TOJIOBHOTO MO3Ta
(teopmimuH, hendyden (u npyrue nomoousie HIIBIT)). [Ipu BO3HUKHOBEHHH CY0pOT IPUMEHECHHE
HOp(QIIOKCAIMHA CIIEAYET MPEKPATHTb.

CDTOpXI/IHOJ'IOHI)I MOT'YT TaKXC€ CTHMYJIHNPOBATH HHC, BBI3BIBass TPEMOP, TOKCHYECKUEC IICUXO3EI,
6eCHOKOI\;ICTBO, CIIYTAaHHOCTb CO3HAHHA U I'AJUIIOIIMHAIINH, ITIOBBIIICHUEC BHYTPHUYCPCITHOTO JABJICHUS.

Y nauMeHToOB C YCTAaHOBJICHHBIMH WM I0JO3PEBAEMBIMH IICUXHYECKMMM pPacCTpOMCTBAMH,
TaJUTIOLMHAIMSIMA U (MJTH) CITYTAaHHOCTBIO CO3HAHUS IPUMEHEHUE HOP(IIOKCAIIMHA MOXKET IPUBECTU
K UX 000CTPEHHIO U YCHIIEHUIO.

IlcuxoTH4UeCcKHe peakiiuu

[IcuxoTuueckue mobOYHbIE peaKIMK, BKIIIOYAsi CyUIUAAIbHbBIE MBICIIN/TIONBITKA, MOTYT OTMEYaThCs
y MalueHTOB, MPUHUMAIONMX (HTOPXUHOJIOHBI, BKIOYas HOP(IOKCAIIMH, WHOTAA TIOCIe IpuemMa
pa3oBoil 103bl. B ciywyae pa3Butusa moObix moOouHbIX 3ddextoB co croponsl [IHC, Bkirouas
HApYIIEHHsI TICUXHUKH, JIeueHHEe HOP(IOKCAIMHOM CIIEAyeT HEMEIJIEHHO MPEKPAaTHTh U HA3HAYUTh
COOTBETCTBYIOIYIO TEepamuio. B 3TuX ciayyasx pEeKOMEHIYyeTCsl MEpPEeHTH Ha TEeparuio IpYyrum
AHTUOMOTHKOM, OTIIMYHBIM OT (PTOPXHHOJIIOHOB, €CIIH 3TO BO3MOXKHO.

CHGI[YGT C OCTOpPOXHOCTBIO Ha3Ha4daThb IIpcrapar H0p6aKTI/IH nmanueHTamM C IICMX03aMHM MK
nanmueHTaM, MMCIOIIIMM B aHAMHE3C IICUXHYCCKHEC 3a00JIcBaHUs.

JITuTenbHblC, MHBATUAUUPYIONINE Y TMOTSHIHAILHO H606D8.TI/IMLIC CCPBEC3HBIC HCKCIIATCIIBHBIC
pCaKIMU Ha JISKApCTBEHHLIN Mperapar

Coobmanoch 00 0OYeHb PeAKHX CIIydasX pa3BUTHUS JUIMTENBHBIX (MPOJOIKUTEIBHOCTBIO HECKOIBKO
MECAILIEB UIN JIGT) WHBAJIMAU3SUPYIOINHX WU IIOTCHIXAJIBHO H606paTI/IMI)IX CCPBE3HBIX HCKCIIATCIIbHBIX
peakiMii CO CTOPOHBI PA3JIMYHBIX OPraHoB M CUCTeM. [Horjga mnopaxkanauch OIHOBPEMEHHO
HECKOJIbKUX OpPraHoB M (MJIM) CHUCTEM (CKEJIETHO-MBIIIEYHAsl CUCTeMa, HEpBHAs CHUCTEMa, TaKkKe
OTMEYaJINCh HApYIIEHUS TCUXUKU M HapyIIEHUS CO CTOPOHBI OPraHOB YYBCTB) y MAallMEHTOB,
IMOJIy4aBIINX XHWHOJIOHBI U (1)TOpXI/IHOJ'IOHI:I, HE3aBUCHMO OT BO3pacCTa WU HAJIUYUA (1)aKTOp0B pHUCKa.
[Tpumenenue Hop(IOKcaMHa claeayeT HEeMEAJCHHO MPEeKpaTUTh IPU TOSBICHUU MEPBBIX
CHUMIITOMOB JIt000 cepbhe3HOI HexeNnaTelbHON peaklluy, U MallueHTaM peKOMEHI0BaHO 00paTUThCS
32 MEJULIMHCKOW ITOMOIIBIO.

Ilepudepnueckas HeliponaTus

VY nmanueHToB, MPUHUMAIOIIUX (HTOPXUHOJIOHBI, B TOM 4uCie HOP(IOKCAIMH, 3aPETUCTPUPOBAHBI
CIIy4al CEHCOPHOW M CEHCOMOTOPHOW aKCOHAJIbHOW MOJMHEHPONATHUH, MOPAKAKOIIEH MEITKUE U
(unn) KpymHbIE aKCOHBI U TIPUBOJIAIICH K TapeCTe3UH, TUIIECTE3UH, JU3ECTE3UN U CIa00CTH.

CHUMITOMEI MOTYT IMOABUTBCA BCKOPE MOCJIC HaYajla IPUMCHCHUA U OBITH H€O6paTI/IMI)IMI/I. Ecmu y
MalueHTa pa3BUBAIOTCS CUMOTOMBI TepuUepUuuecKoil HeWpomaTuu, BKIOUYas O0ib, MOKEHUE,
MOKaJlbIBaHUE, OHEMEeHHe W (Wiau) caabocThb WM Jpyrue HapylIeHUs YyBCTBUTEIHHOCTHU
(TakTHIIBHAsS, OOJIEBasi, TeMIIepaTypHasi, BUOPAIMOHHAS YyBCTBUTEIHLHOCTh M YYBCTBO MOJOXKEHUS
TeJa B IPOCTPAHCTBE), HOp(IIOKCaH HEOOXOIMMO OTMEHHTH.

MuacTeHus gravis

VY mnanueHTOB, MOJYYaBIIMX HOP(IOKCAIIMH, OTMEYaJd pa3BUTUE MHUACTEHUM gravis Win ee
oboctpenue. I10CKOIBKY 3TO MOXKET MPUBECTU K MOTEHIUAIBHO OMACHOM JJIS KHU3HH JIbIXaTeIbHON
HEJIOCTaTOYHOCTH, MAaIMeHTaM ¢ MHAcTEeHHEeW gravis CcleJyeT pEeKOMEHJOBaTh HEMEIJICHHO
00paTUTHCS 32 MEAULUHCKON TTOMOIIBIO IIPH OOOCTPEHUH CUMIITOMOB.

PeaKHI/IS[ d)OTO‘-IVBCTBI/ITeJ'II)HOCTI/I
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ManueHTaM clieyeT u30erarb KOHTAKTa C NPSIMBIMH COJHEYHBIMH JIy4aMH M HCKYCCTBEHHBIM
ynbrpaduoneroiM (YD)  usmydyeHmem. B ciydae = BO3HUKHOBEHHS ~ CHMIITOMOB
dbotoceHcubunuzanuu (Hanpumep, U3MEHEHHE KOKHBIX IIOKPOBOB HATIOMUHAET COJTHEYHbBIE 03KOTH)
Tepanuio HOPGIIOKCAIMHOM CJIETYeT MPEKPATHTh U OOPATUTHCS 32 MEIUITMHCKOM MTOMOIITBIO.

Kpucramnypus

B cnyuyae npoaoKHATENBHOIO JIEUEHUS CIEAYyEeT KOHTPOJIMPOBAaTh aHAIW3 MOYM Ha IpeIMeT
kpuctainypun. [lpu cobmoaenuun pexuma gozupoanus 400 Mr 1Ba pa3a B CyTKHM BOSHUKHOBEHHE
KPUCTAJUTYpUU HE OXXHJAETCA, IMOITOMY B KayeCTBE MEphl MPEJOCTOPOKHOCTH HE CIEAYeT
MPEeBBIIIATh PEKOMEHAYEMYIO CYTOUHYIO /03y, a TaKKe HeoOXOIUMO MPUHUMATh JIOCTATOYHOE
KOJIMYECTBO JKUIKOCTH JUIi OOECICUCHMsI HAJICKAIIET0 BOCIOJNHEHUS TOTEePH JKUIKOCTH U
a/IeKBaTHOTO quype3a (1Mo KOHTPOJIEM AUYpe3a).

Hapvyinenue @pyHKIIMY HOYEK

VY nmanueHToB ¢ HapylieHHeM (YHKIMH MOYEK TSHKEIOW CTENEHU CJelyeT TIIATeIbHO OLEHUBATh
COOTHOILIGHHE «II0JIb3a — PHCK» NpU NPUMEHEHHH HOpP(IOKCAIlMHA B TaOJeTKax B KaXKIOM
otaenbHOM citydae. C Bo3pacToM (PyHKIIMS MOYEK CHUYKAETCS, B YACTHOCTH, Y MAIIUEHTOB MOXKHUIOTO
Bo3pacta. [lpu HapymeHHH (YHKIMU MOYEK TSHKEJIOW CTENEeHH KOHIEHTpanus HopdIokcaruHa B
MOY€ MOXET YMEHbIIAThCA, TaK Kak BbIBEJCHHE HOPQIIOKCAllMHA  OCYIIECTBISETCS
IIPEUMYILECTBEHHO TOYKAMH.

I[IpoTpoMOMHOBEIA MHIEKC

B mepwox Ttepamuu BO3MOXXKHO YBEIWYEHHE IPOTPOMOMHOBOTO WHAEKca (TpU MPOBEACHUU
XHPYPrHYECKOTO BMELIATENBCTBA CIEIyeT KOHTPOJIMPOBATh COCTOSIHUE CHCTEMbI CBEPTHIBAHUS
KpPOBH).

TeHIMHUT U pa3pbIB CYXOKUINN

Hopdnoxcamun, kak u apyrue GTOPXUHOIOHBI, MOXKET BbI3bIBAaTh TEHAUHUT U Pa3pbIB CYXOXKUINH,
0COOEHHO NpPU HAIMYMU CIEAYOUMX (aKTOPOB pHCcKa: Bo3pacT cTapuie 60 jer, mpuMeHeHue
TJIIOKOKOPTUKOCTEPOUI0B, TPAHCINIAHTAIMS TTOYKH, CEp/illa WIIN JIETKOT 0, MOBbIIIEHHas pu3nyecKas
aKTUBHOCTb, XPOHHUYECKAas IOYEYHAs] HENOCTAaTOYHOCTb, IMOPAKEHUE CYXOKWIMM B aHaMHE3eE.
JlaHHblE SIBIEHUS MOTYT BO3HUKATh M UY€pe3 HECKOJIBKO MECSIIEB IIOCIE 3aBEpIICHHs IMpuema
npenapata. I[Ipyn nepBeIX Npu3HAaKax TEHAWHWUTA WM Pa3pblBa CYXOXKMIIUSA CIENYET NPEKPaTUTh
npueM HopQuiokcalmHa U o0paTtutbcs K Bpady. Bo Bpems Tepanuu HOp(dIOKCaMHOM
peKoMeHayeTcs n30eraTb Ype3MepHbIX (PU3NYECKUX HAIPY30K.

Hopdnokcanua npoTHBONoOKa3aH MalMeHTaM C TEHAMHUTOM U (WJIM) pa3pbIBOM CYXOXHINA,
CBSI3aHHBIM C IPUMEHEHHEM (TOPXUHOJIOHOB (B TOM YHUCIIE B aHAMHE3E).

AneBpr3Ma M pPacCIIOCHHE a0PThI, DCFVDFI/ITaHI/IH/ HCAOCTATOYHOCTDh KjIalriaHa Cepalia

[To maHHBIM 2MUIEMUOTIOTUYECKUX HCCIEI0BAaHUM, COOOIANOCH O MOBBIIIEHHOM PUCKE Pa3BUTUS
AQHEBPU3MBI M PACCIOCHHUS AOPTH, OCOOEHHO Yy TAIMEHTOB IIOKWIOTO BO3pacTa, a TaKKe
pETypruTalfi aopTaIbHOTO UM MHUTPAIBHOTO KJIAMAHOB TOCJIE MPUMEHEHHUS (DTOPXUHOIOHOB. Y
ManuEHTOB, ITOJYYarolInXx (i)TOpXI/IHOJ'IOHBI, OBUIM OTMEYEHEI CJIydyan pa3BUTUSA AHCBPHU3MbI H
paccioeH s A0PThI, MHOT/IA OCTIOKHEHHBIE pa3phIBOM (B TOM YHCIIE C JIETATbHBIM UCXOI0M),  TAKIKE
pEerypruTai/HeJOCTAaTOYHOCTH JIF000TO U3 KJIamaHoB cepana (cm. pazaen 4.8.).

B cBf3u ¢ 3TUM (PTOPXUHOJOHBI CIEAYET MPHUMEHATh TOJBKO IIOCHIE TIIATENBHOW OLIEHKU
COOTHOLIEHUS «I10JIb3a — PHUCK» M PACCMOTPEHMUS APYTMX BAPUAHTOB TEpalUU y IMAalHEHTOB C
AQHEBPU3MOW AOPTHI MU BPOKIECHHBIM IIOPOKOM KJIAllaHA CEepAla B CEMEWHOM aHaMHE3e, WIH Y
MAalUMEHTOB C JUarHOCTHUPOBAaHHOW AaHEBPU3MOM aopThl W (WMJIM) PACCIOEHUEM aOpThl, WU
3a00JIeBaHMEM KJIANIaHOB CepJilla, WM NMPH HAIWYUU JPYTUX (DAaKTOpOB pHCKA WM COCTOSIHHH,
IIPEIPacIoNaralouux K pa3BUTHIO:
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cepaua (Hampumep, 3a00JeBaHNsI COSTMHUTEIIBHON TKaHU, TaKUE KaKk CHHApoM Mapdana wim
cuaapom Dmnepca-annoca, cunapom TepHepa, Oone3nb bexuera, aprepuanbHas
TUIEePTEH3Us, PEBMATOUAHBIN apTPUT);

WJIIN JOIIOJHUTCIIBHO!

® AHEBPU3MBI M PACCIOCHHS A0PTHI (HAITPUMEP, COCYAMCTHIC 3a00JICBaHNs, TAKUE KaK apTCPUUT
Takasicy, THUTaHTOKJICTOYHBIH apTEPHHUT, MOITBEPKICHHBIH aTEPOCKIEPO3, CHHAPOM
[lerpena);

WJIU JIONOJIHUTEIIBHO:
® perypruTanuu/HeA0CTaTOYHOCTH KilanaHa cepAua (Hanpumep, HH()EKIMOHHbIN 3HJOKAPINT).

Puck Pa3sBUTHA aHCBPHU3MbBI U PACCIIOCHUSA A0PThI, @ TAKKC HUX pPa3pbiBa MOXKET OBITH ITOBBIIICH y
MalMEHTOB, OAHOBPEMCHHO ITOJYYAOIIUX CUCTEMHBIC INNTFOKOKOPTUKOCTEPOU L.

B CJIy4dac osIBJICHUA BHE3aIHO# 0011 B JKHUBOTC, I'PyAN WX CIIMHC MMAlITUCHTAaM CJICAYCT HCMCIJICHHO
O6paTI/ITBC$I K Bpady B OTACJICHHUC HEOTJI0XKHOU IIOMOIIH.

ITamuenTam CJICAYCT pPCKOMCHA0OBATH HEMCAJICHHO O6paTI/ITBC$I 3a MEIUITMHCKOMN ITOMOIIBIO B cj1ydac
IIOSABJICHUA OCTpOI71 OABbINIKH, BIICPBBIC BO3ZHUKUICTO OMIYHICHUS YYAIICHHOI'O CepI[I_IC6I/ICHI/I$I nin
Pa3BUTHA OTCKA JXUBOTA UJIW HUKHUX KOHEYHOCTCH.

VY uaenue narepsana QT

Cremyer cobmoaaTh OCTOPOKHOCTH MPH MTPUMEHEHHH (PTOPXHUHOJIOHOB, BKITIOYast HOP(IIOKCAIHH, Y
NAlMEHTOB C YCTAaHOBJIECHHBIMH (hakTopaMu pucka yaiauHeHHs wuHTepBada QT, Takumu Kak,
Hanpumep:

® BPOXJIEHHBbIH CcUHApOM yanuHeHus wuHTepBata QT wnm npuoOpeTeHHoe YAJUHEHHE
untepnaia QT;

® OJHOBPEMEHHOE NPUMEHEHUE JIEKapCTBEHHBIX CpPEICTB, Y/UIMHAIOMMX HHTepBan QT
(Hanpumep, nu3anpua, antuaputmMudeckue npenapatsl [A u [l knaccoB, TpunuKInYecKue u
TeTPALMKINYECKHE aHTHAENPECCaHTbl, MAaKpOJIH/bl, HEHpPOJENTUKH, MPOTHBOIPUOKOBBIE
npenapaTsl, IPOU3BOJHbBIE UMHUA30J1a, HEKOTOPbIE aHTUTHCTAMUHHBIE NpenapaThbl, B TOM
qHclie acTeMH30I1, TepheHaanH, Y0acThH);

® DJIEKTPOJMTHBIN IucOanaHc (Halpumep, Ipy IMINOKaJIueMUH, THIIOMarHUEMHH );

e ¢ 3a0osieBaHUSIMM cepAlla (HampuMep, cepieuHas HEeI0CTaTOYHOCTb, UH(APKT MUOKapAa,
Opaaukapaus).

VY NanueHToB MOXKUJIOro BO3pacTa M KEHIIUH OTMEYAeTCsl TMIEepUYBCTBUTEIBHOCTh K JEHCTBUIO
[IpenapaToB, BhI3bIBAIOIINX yaIuHEeHHe KoppuruposanHoro uurepsaia QT (QTc). [Toaromy cnenyer
CO0JII0IaTh OCTOPO’KHOCTh IPU MPUMEHEHUU (TOPXUHOJIOHOB, BKJIOYas HOPQIIOKCAIMH, Y 3THUX
TPYII NAUeHToB (cM. pazaensl 4.5., 4.8.).

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

Kak v npu npuMeHeHHM APYyTUX XUHOJOHOB, MPH MPUMEHEHHU HOpQIIOKcallHa HAaOIIOAAUCH
cllyyal pa3BUTHS TUNEPIIUMKEMHM M TunornukemMuud. Ha ¢one Tepanuu HoOpgIIOKCaIIMHOM
JTUCTJINKEMUS MOJKET Yalle BO3HUKATH y MAIlMEHTOB IMOXKUJIOTO BO3pACTa U MALMEHTOB C CAXapHBIM
IabeToM, MOJYYaloIUX COMYTCTBYIOUIYIO TEpalHio MEepOpPaTbHBIMU THUIOTIMKEMUYECKUMU
npenapaTamMy Wik MHCYIHHOM. [Ipu nmpuMeHeHnn HopQuioKcalliHa y TaKUX MallMeHTOB BO3pacTaeT
PUCK DPa3BUTHUSA THUMNOITUKEMHH, BIUIOTh [0 THUIOINIMKeMUYeckod Kombl. Heobxoanmo
uH(pOpMHUpOBATh  IMALIMEHTOB O  CHUMIITOMAax THUIOMNIMKEMHHM  (CIYyTAaHHOCTb  CO3HAHMUA,
TOJIOBOKPY’KEHUE, «BOJYHID) alllIETUT, FOJI0BHAs 00JIb, HEPBO3HOCTh, OLIYIIEHUE CepaLIeOneHHs WIn
yualieHle myJjbca, 0JIeJHOCTh KOKHBIX TOKPOBOB, HCIIapHHa, APOXKb, caadocTs). Ecnu y nanuenTa
pa3BUBAETCS TUMOTTIMKEMUS, HEOOXOMMO HEMEUIEHHO MPEKPaTUTh JIeYUeHHuEe HOPQIOKCALIMHOM U
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HayaTh COOTBETCTBYIOIIYIO Tepanuio. B aTux ciydasx DCKOMeﬁEyETcl%QW%TI/I g%éﬁnhnﬂ)y'r'ﬁM

aHTHOUOTHKOM, OTJIMYHBIM OT (PTOPXHMHOJIOHOB, €CIIM 3TO BO3MOXHO. IIpu mpoBeneHuu nedyeHus
HOP(DIOKCAIIMHOM Yy TAIMEHTOB MOXKUJIOTO BO3pacTa W Yy TMAIMEHTOB C CaXapHbIM IuabeTom
PEKOMEHIyeTCsl THIATeNbHbII MOHUTOPUHI KOHIIEHTPAIIUH TIFOKO3bI B KPOBU.

HaDVH_IeHI/IH CO CTOPOHEBI OpraHa 3pCHHUA

[Ipu nosiBeHUM HapYILICHUS 3PEHUS WIH JIFOOOM JIPYroM U3MEHEHHH CO CTOPOHBI OpraHa 3peHHs
CIIEYeT HEMEJICHHO 0OpPAaTUTHCS K OKYIIUCTY.

IIceBpoMeMOPaHO3HEINA KOJIUT

[Tpumenenne HOpQIIOKCAIIMHA MOXKET IMPHUBOIUTH K Pa3BUTHIO ICEBIOMEMOpPAHO3HOTO KOJHTA,
BbI3BaHHOTO Clostridium difficile. B aTom ciiyuae HeoOXoauMO OTMEHHUTH Ipenapar ¥ Ha3HAYUTh
COOTBETCTBYIOIIIEE JICUeHUE (MPUMEHEHHE BAHKOMUIIMHA BHYTPh HIIM METPOHHUIA3071a).

HpOTI/IBOHOKaBaHO IMPUMCHCHUC ITPEIIapaToB, TOPMO3AIUX MEPUCTAIIBTUKY KHUIIICYHHUKA.

HaDVHIGHI/Ie d)VHKIII/H/I IICUYCHU

[Tpu npuMeHeHnn HOpQIOKCAIIMHA COOOINAIOCh O CIy4YasX Pa3BUTHUS XOJIECTATUYECKOTO T'enaTHUTa.
[TaruenTa crnegyet MpouHGOPMHUPOBATH O TOM, YTO B Clydae TOSIBJICHUS CHMIITOMOB HapyIICHUS
GyHKIIUM TIeYeHU (AaHOPEKCHUs, KENTyXa, NOTEMHEHHWE MOYH, 3y/A, 0OJb B JKUBOTE) HEOOXOAMMO
0o0paTUThCs K Bpady NMPexkKe, YeM MPOIOJDKUTH JICYCHHE HOP(IOKCAITTHOM.

4.5. BzaumojeiicTBue ¢ JAPYrHMH JIeKADCTBEHHBIMH IMpenapaTamMm W Jpyrue BH/bI
B3aUMO/IeHCTBUA

Hurtpodypanrond

Kak W mpu NpUMEHEHHH JAPYrUX OPTaHWYECKUX KHCJIOT, OOJIAAroIINX aHTUOAKTepUATHHBIM
JecTBHEM, MEXIYy HOPQIIOKCAIMHOM U HUTPOPYPAaHTOMHOM B YCIOBUSAX 1In Vitro ObLI
MPOJICMOHCTPUPOBAH aHTaroHu3M. l[losTomy HOpdokcarmd W HHUTPODYPAHTOMH HE CIEAyeT
MPUMEHSITh OJTHOBPEMEHHO.

EI/IQ!aHOSI/IH

IIpenapatsl, coaepkamye ITUOAHO3MH, HE CIELYET NMPUMEHITh OJHOBPEMEHHO WM B TEUEHHUE 2
4acoB MOCJIe MPUMEHEHHS] HOP(IIOKCAI[MHA B CBA3M C BO3MOKHBIM BIIMSHUEM JIaHHBIX IIPENapaToB
Ha BCachlBaHHWE HOP(QIIOKCALIMHA M MOCIEIYIOIMM CHHXEHHEM €ro KOHIIEHTPALlUU B ChIBOPOTKE
KpOBH U MOYE.

Kodeun

HekoTopele XMHOIOHBI, BKJIIOYasi HOP(IOKCAIIMH, HHTUOMPYIOT METab0I13M KopernHa. ITO MOKET
MPUBECTH K YMEHBIICHUIO KIMpeHca KoernHa U yBeIMYeHHIO ero nepuoja noiysbiBeneHus (T%2),
YTO B CIIy4ae OJAHOBPEMEHHOIO IPUMEHEHUS HOp(IIOKCcallHa U ITpenapaToB, COAEPKAIUX KOPEUH,
MOJKET MPUBECTH K YBEIMYEHUIO KOHIIEHTPAaLUHU Ko(henHa B I1a3Me KPOBH.

HIIBII

OnnoBpemennoe npumenenne HIIBII u XxuHOIOHOB, BKIItOYask HOP(IOKCALMH, MOXKET YBEIUYHUTh
puck crumymsinun [THC u mocnenyromero pa3BuTus CylIOPOXKHBIX Npunagkos. [loatomy y nun,
OJHOBpeMeHHO mnoiyvaromux Tepanuio HIIBII, HopduokcanuH cinenyer NpPUMEHSTh C
OCTOPO’KHOCTBIO.

Denbyden

JlaHHBIE, TOTyYSHHBIE B MCCIICIOBAHISIX HA )XUBOTHBIX, ITOKA3aJIH, YTO OJTHOBPEMEHHOE TPUMEHEHHE
XMHOJIOHOB U (eHOy(eHa MokeT BbI3bIBaTh cy1oporu. [ToaTromy xuHos10HbI U peHOydeH He cnenyer
MIPUMEHSTH OJTHOBPEMEHHO.
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I"'opMoHaJIEHBIC KOHTPAIIENITHBEI

HGKOTOpBIC aHTI/I6aKTepI/IaJ'IBHBIC cpeacrBa, TaAKHC KaK XHWHOJIOHBI, 0CIa0JIAI0T ,Z[CI‘/'ICTBI/Ie
TOpMOHAJIBHBIX KOHTPAalUCIITUBOB.

! !I/IKJ'IOCHO[ YUH

Coobmanoc 00 yBeNMYEHHH KOHIIEHTPAIMM IUKJIOCIIOPHHA B CHIBOPOTKE KpPOBH IIPH
OJTHOBPEMEHHOM TpuMeHeHHH HopdaokcanuHa. CreayeT KOHTPOJIUPOBATH KOHIIEHTPAIUIO
LUKJIOCTIOPHHA B CHIBOPOTKE KPOBU U B CilIy4yae OJHOBPEMEHHOIO NPUMEHEHMsI ITHX INpEnaparoB
HaJJIexKaIuM 00pa3oM KOPPEKTHUPOBATh 103y LIUKJIOCTIOPHHA.

Bapdapun

XUMHOJIOHBI, BKIIIOYas HOP(IOKCAllMH, MOTYT YCHJIMBaTh AECHCTBHE AaHTUKOATYJISIHTOB AJIS IIpHeMa
BHYTpb, B TOM 4HCl€ BapdapuHa, ero MpOM3BOJHBIX WJIM AaHAIOTWYHBIX NpenapaTtoB. Eciu He
ynaercst u30exarbh OJHOBPEMEHHOIO NPUMEHEHUS 3TUX IpernaparoB, cIelyeT KOHTPOJIUpPOBATh
IIPOTPOMOMHOBOE BPEMsI UJIU IPYTUE COOTBETCTBYIOIIUE MTAPAMETPhI CBEPTHIBAEMOCTH KPOBH.

XWHOJIOHBL, B T. 4. HOP(IIOKCAIIH, B YCIOBUAX in Vitro HHruOupytoT nzopepment CYP1A2.

OnHOBpEMEHHOE MPUMEHEHHE C JIEKapCTBEHHBIMU IIpernaparaMmy, MeTaOOIU3UPYIOLIUMUCS
nzopepmentom CYP1A2 (nmanpumep, koderH, KJIO3alMH, PONMHUPON, TaKpHUH, TEO(PHIUIMH,
TU3aHUJIUH), TIPY OOBIYHOM JIO3UPOBAHHWU MOYKET MPUBECTH K IOBBIIIEHHWIO KOHUEHTPALUU €ro
cyOcTpaToB B IIa3Me KpoBU. B CBsA3M ¢ ueM HeoOXOAMMO HaOJIIOJCHME 3a NalUeHTaMH,
MPUHUMAIOIIMMHE 3TH MPETapaThl OHOBPEMEHHO C HOP(IIOKCAIITHOM.

Teodwmwinn

[Ipu ogHOBpEeMEHHOM NPUMEHEHUH HOPQIIOKCAlMHA W TEOPWLIMHA CIEIyeT KOHTPOJIHUPOBATH
KOHIIEHTPALMIO Te0O(PUIUINHA B IIJ1a3Me KPOBU U KOPPEKTHPOBATh €ro J103Y, TaK KaK HOP(IIOKCAIUH
CHIDKAeT KJIMpeHC TeopuuaiuHa Ha 25 %, U MOXKeT Hal/I0JaThCs pa3BUTHE COOTBETCTBYIOIIUX
HEeXeIaTeIbHBIX TOOOYHBIX 2P (HEKTOB.

AHTanuaHple CpeiCcTBa, COIEp KaIllhe THAPOKCUJ AJIOMHUHUS WM MArHUs, a TaK)Ke Ipenaparthl,
COJIEprKalIllfe KENe30, IIMHK, KaJbIUi, CYKpaabdar

[IpenapaTsl KanblMsl, Ipenaparbl, COIEpKallUe Xeje30, IMHK, aHTalUJbl WIH CyKpaib(aT, He
ClleAyeT TNPUMEHATh OJHOBPEMEHHO C HOP(IOKCALMHOM, TaK Kak 3TO MOXET YMEHBIIUTh
BcachlBaHHE HOp(JIOKCAllMHA U, COOTBETCTBEHHO, CHU3UTh KOHIIEHTPALIUIO B CHIBOPOTKE KPOBHU U
moue. Hopdrokcanun cneayer npuHuUMaTth 3a 2 4aca JO WM HE MEHee 4eM uepe3 4 yaca mocie
IpUeMa ITHX MpPenaparoB BHYTPb. JTO OrpaHWYEHHE HE PACHpPOCTPAHSAETCS HAa AHTAarOHHCTHI
rucraMuHOBBIX H2-penientopos.

IIutaTenpHBIC PacTBOPLL JId IIpHUEMa BHVYTPb M MOJIOYHBIC IIPOAVYKTHI (MHFKI/IG Wi XUJIKHEC
MOJIOYHBIC MPOAYKTHI, TAKHMEC KaK fIOl"VDT)

YMEHBINAIOT BcachlBaHWE HOpQuiokcanuHa. [loaTromy HOpQuiokcaluH cienyeT NPUHUMATH 110
MeHblIed Mepe 3a 1 yac 1o wiM yepe3 2 yaca mocie NMpuemMa TaKUX MUTATElIbHBIX pPacTBOPOB U
MIPOJYKTOB.

JIekapCTBEHHBIE CPEJICTRBA, CHIDKAIOIINE CYIOPOKHBIM TOPOr

OHHOBpeMeHHOG IPUMCHCHUC C JICKAPCTBCHHBIMHA CPEACTBAMU, CHUKAOIITNUMHU CYJIOPO)KHHﬁ Iopor,
MOKCT MPHUBCCTU K Pa3BUTUIO BHHHCHTI/I(I)OPMHBIX MMpUIIagKOB.

I TFOKOKOPTHUKOCTEPOUIEI

O,Z[HOBpCMCHHOe MNPUMCHCHUC C T'IFOKOKOPTUKOCTCPOUAAMU MOIKET CIIOCOOCTBOBATh YBCIUYCHHUIO
pUCKa pa3BUTHA TCHAWHUTA WA pa3pbiBa CYXO)I(HHI/Iﬁ.

I'unoravkeMHU4ecKre cpeicTBa
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Hopdnoxcaa MoxeT ycuiuBaTh TeparneBTHYECKOd I[GI/ICTBI/Q :FI;II'-II&"H'I/H(%M£EQkEL(‘ I'IJ a’ﬁaH‘éB

(mpou3BOAHBIE CYIb()OHUIMOYCBUHBI), MOAITOMY HEOOXOJAMMO KOHTPOJIUPOBATH KOHIICHTPAIHIO
TJIIOKO3BI B KpoBH. [Ipu 0JHOBpEeMEHHOM TTpHEMe ¢ TITMOCHKIAMH/IOM BO3MOXHO Pa3BUTHUE TSHKEION
TUIIOTJIMKEMUU.

IIpemapartsl, 06J'IaIIaIOI_HI/IC MOTEHIHATLHON CIOCOOHOCTHIO MOHMKATH apTCPHAJIbHOC AAaBJICHUC

OpHoBpeMEeHHBI TpueM HopQIOKcalMHa ¢ MpenaparaMy, o0O0JaJaloNMMH  MOTEHUUATbHON
CIOCOOHOCTBIO MOHMKATh apTepUaANbHOE JaBJICHHE, MOXKET BbI3BIBATh PE3KOE €ro cHuxeHue. B
CBSI3M C 3THUM B TaKUX CIIydasix, a TAKKe MNPy OJHOBPEMEHHOM BBeJIEHUU ¢ 6apOuTypaTamMu U APyruMu
JIEKapCTBEHHBIMU CPEACTBAMH JUIsI O0IIEH aHeCTe3UH CIIeIyeT KOHTPOIUPOBATh YaCTOTY CEpACUHbBIX
COKpallleHH, apTepualibHOE JaBJICHUE U MOKa3aTenu iekTpokapauorpamMmmsl (OKT).

IIpenapartel, yumnasonme uarepsait QT

Hopdmoxkcarus, kak u ipyrue GTOPXUHOIOHEI, CIISAYET MIPUMEHSTH C OCTOPOKHOCTBIO Y TTAIUEHTOB,
MOJIy4YaloluX Mpenapatsl, yummHsiomue uatepsan QT (Hanpumep, nu3anpu, aHTUAPUTMHUECKHE
npenapatsl [A u Il ki1accoB, TPULIMKINYECKUE U TETPAMKINIECKIE aHTU ICIIPECCAHThI, MAKPOIIUIBI,
HEHPOJENTUKYN, MPOTUBOIPUOKOBBIC IMpemapaThl, MPOWU3BOJHBIE HMHUJA305la, HEKOTOPHIE
aHTUTMCTAaMUHHBIE TIPETaparthl, B TOM YKCIe acTeMu30I, TepeHannH, 30actun) (cM. pazaen 4.4.).

[IpoGeHenua MOXET CHIKATh SKCKPELUIO HOP(DIIOKCaIllUHA.
4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JAKTALHA

bepemeHHOCTB

be3onacHocTh mpuMeHeHHs TIpenapara BO BpeMsi 0EpeMEHHOCTH HE YCTaHOBJICHA.

[IpemapaT mpoTHBOIIOKa3aH MpH OEPEeMEHHOCTH (CM. paznen 4.3.).

JlakTarms

be3onacHocTs IpUMEHEHUS NIpenapara B IEpUO IPyAHOTO BCKapMJIIMBaHUs HE YCTAHOBJIEHA.

[Ipu weoOxoammocTu Ha3zHadeHUsi mpenapara HopOakTWH TpyaHOE BCKApMIIMBAHUE CIEAYET

MIPEKPATHUTb.

4.7. BiusiHue Ha CIHOCOOHOCThH YHOnpaBJjsiTb TPAHCHOPTHBIMM CpEACTBAMHM H paﬁoTaTL C
MEXaHU3MaMHu

HeoOxonuMo co0moaTh  OCTOPOXKHOCTH IpPHU  YHOPABJIEHUU TPAHCIOPTHBIMH  CPEACTBAMH,
MexaHusmamu. Cieayer NpuHUMaTh BO BHUMAHHE MOTEHIIUAIIBHYIO0 BO3MOYKHOCTD PAa3BUTHUS TaKUX
1000YHBIX 3(PPEeKTOB, KaKk rOJIOBOKPYKEHHE, COHIIMBOCTh U paccTpoiicTBa 3peHus. [Ipu nosiBnenun
ONMCAaHHBIX HEXKENATENbHBIX SBJICHUN CIEAYeT BO3AEPKMBATbCS OT YKa3aHHBIX BHJIOB
NS TEIIBHOCTH.

4.8. Hexkes1aTeibHbIe peaKkuM

Tabnuynoe pE310ME HEKENATCILHBIX PeaKINI

HesxenarenbHble peakiuu pachpeaeacHbl mo cuctemam opranoB MedDRA B cOOTBETCTBHH C
YaCTOTOM MX BOHUKHOBEHUS: 04YeHb yacTo (> 1/10); wacto (> 1/100, o < 1/10); neuacto (= 1/1000,
Ho < 1/100); peaxo (> 1/10000, no < 1/1000); ouens peaxo (< 1/10000); gactora Hew3BecTHA (HA
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B COOTBETCTBUU C MOPSIIKOM Ha OCHOBAHUU CUCTEMHO-0OpraHHbIX ki1accoB (COK).

Yacrora
COK HesxkenarenbHble peakunu
BCTPe4aeMOCTH
Nudexmum ¥ | BarmnaanHBIN KaHAUI03 Penxo
MHBa3UH
Hapymenus co | DozuHodumms, JICKOIICHHS, HeuTponenus, | Heqacto
CTOPOHBI KPOBU H | TPOMOOIMTONEHHUS, YIJIMHEHHE MPOTPOMOMHOBOTO
auMpaTudeckoit BpPEMEHU
CUCTEMBI
l'emonutuueckas aHemuss (0OblYHO cBsizaHa ¢ | Penko
HEIOCTaTOYHOCTHIO TJII0K030-6-
docharaerunporenaspr)
Hapymenus co | AHapMIaKTUYECKHE PEAKIIUU Penko
CTOPOHBI MMMYHHOMU
CUCTEMBI
Peaknny runepuyBCTBUTEIBHOCTH Yacrorta
HENU3BECTHA
Hapymenus Tsxkenas TUNOIIMKEMHMs, BIUIOTH 10 pa3Burhd | Hacrora
MeTabonu3ma U | TUIIOIVIMKEMUYECKON KOMBI HENU3BECTHA
NUTaHUS
[Tcuxuueckue CmeHa HacTpoeHUs, CIyTaHHOCTh CO3HaHWS, CTpax, | Pemko
HapyILICHUs TaJTIOLUHALIH, Jernpeccus, 0ecroKONCTBO,
pa3pakuTeNbHOCTh,  dU(opus,  JIe30pueHTalus,
NICUXUYECKUE  HApyIIEHHs W IICUXOTUYECKUE
HapyILICHUs
Hapymenus co | ['onoBHas 601k, TOJIOBOKPYKEHUE, COHITUBOCTh Heuacro
CTOPOHBI  HEPBHOU
CUCTEMBI ™
[TapecTesns, OeccoHHUIIa, HapyILIEHUs cHa, | OueHsp penko
NOJIMHEWponaTus, BKIIodas cuHiapoMm ['mitena-bappe,
Cynoporu
Hapymenus co | Hapyiienue 3penus, OBBILIEHHAS CII€30TOYUBOCTD Penko
CTOPOHBI oprasa
3peHus ™
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acTOTa

COK HesxkenarenbHble peakuuu B

BCTPEYaeMOCTH
Hapymenus co | 3BOH B ymax Penko
CTOPOHBI oprasa

ciyxa u nabupunra*

Hapymenus co | Taxukapausi, apuT™Mus, B TOM 4YHCIE XKemyaoukoBas | Yacrora
CTOPOHBI cepana** | apurmus U TaxuKapAaus — TUma «IUPYIT» | HEU3BECTHA
(3aperucTpupoBaHbl MPEUMYIIECTBEHHO Y MAIIUEHTOB C
dakTopamu pucka yauHeHus narepBaia QT na OKI),
ymnuaenne uarepsaia QT nva OKI (cm. paznenst 4.4. u
4.9.)
Hapymenus co | Backynur ¢ merexusMu U remMopparudeckumu | Pemko
CTOPOHBI COCYIOB** | mamynamu
Kenynouno- W3sxora 60116 U Clla3Mbl B )KUBOTE, TUapes, TOLTHOTA Hewacro
KUILIEYHbBIE
HapylIeHUA PBora, anopekcusi, mceBIOMEMOpPAaHO3HBINM KOJHT, | Penko
MaHKPEaTHT
Hapymenus co | X0JeCTaTUYECKUH TeNaTUT, FelaTUT Yacto
CTOpPOHBI TICUCHH U
KEITIEBBIBOISIINX
. Yacrora
nyTeit
HEM3BECTHA
Kenryxa
Hapymenus co | Cpimb Yacto
CTOPOHBl KOXH U
IOMKOKHEIX TKAHEH Koxnpie peakuuu, 3KcoIUaTUBHBIN  JIepMaTuT, | Penko
TOKCHUYECKUI 3MuAepMabHbIi HEKpoIn3 (CHHIPOM
Jlaitenna), MHOrogopmHass  spuremMa  (CHHIPOM
CruBeHca-J[>)KOHCOHA), (POTOUYBCTBUTEIBHOCTH (CM.
pasnen 4.4), 3yA, KpalMBHMIA, aHTHOHEBPOTHUYECKHI
OTeK.
PazButue (OTOUYBCTBUTENBHOCTH HAOIIOIANOCH Yy
NalMeHTOB,  KOTOpblE  BO  BpeMs  Tepamuu
XUHOJIOHOBBIMA ~ QHTHOMOTHUKAMH  HaXOAWJIHCh Ha
COJHIIE WJIM TIOABEpPrajuch 0Ooiee  CHIBHOMY
COJIHEUHOMY H3IIYYCHHIO ((POTOTOKCHUUECKHE PEaKIIHH,
doroceHcuOumM3aus, COTPOBOKIAIOIIASICS
00pa30BaHUEM IYy3bIPbKOB, MOKPACHEHHUEM H OTEKOM
KOoxH) (cM. pa3aen 4.4.)
Pabnomuonus Heuacro
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(MOCHAEQCER ""':'_' H
COK HexenaTenbHble peakuuu rAcToTa
BCTPEYAEMOCTH
Hapymenus co | TenguuutT, TEHAOCMHOBUT, Muanrus u (uam) | Penko
CTOPOHBI apTpaJirusi, BOCIaJI€HUE CyCTaBOB
MBIIIICYHOM,
CKEJIETHOH 5 W | PaspeiBel  cyxXokmmuii  (Hampumep, — axuioBa | OueHb peaKo
COCAMHUTEIEHON CYXOKHUIIHS) — 00BIYHO npu HaJIU4YUU
TKaHH* TIpeapacIIONararomHxX daxTopos, YXY/IIICHHE
CUMIITOMOB MUacTeHuu (cM. pazjen 4.4.)
Hapymenus co | Kpucramnypus Heuacro
CTOPOHBI TIOYEK |
MOUEBBIBO/SILIX [ToBbIIeHNE KOHIIEHTPAIIMK MOYEBUHBI M KpeaTuHuHa | Penko
myTeit B TUTa3Me KPOBU, MHTCPCTUIHALHBIA HeQPUT
OO6mue HapymieHus | YCrajaocThb Penko
U peaklM B MECTe
BBEIECHUA*
JlaGopaTopHbie u | lloBpiieHne ypoBHEW TpaHcaMuHa3, Ieno4Hoi | HewacTo
UHCTpyMeHTanbHbIe | (hocdaTazwl u nakrataeruaporenassl (JIIAI'), cHikenue
JTAHHBIE reMaToOKpuTa

* B 04eHb peAKUX cIaydasix NPy IPUMEHEHUH XMHOJIOHOB M (PTOPXUHOJIOHOB, MHOT' /1A HE3aBUCUMO OT
HCXO/IHO UMEIUXCs (PaKTOPOB pHUCKa, OBLIM 3apErMCTPUPOBAHBI JTUTEIBHO COXpaHstomumecs (10
HECKOJIbKUX MECSIEB WIN JIeT), MHBAJIMIU3UPYIOIINE M MOTEHIMAIbHO HEOOpaTUMBbIE Cephe3HbIE
N0OOYHBIE PEaKIMU Ha Mpemnapar, 3aTparuBalolline HECKOJIbKO, a MHOTJa M MHOXECTBO, KJIAaCCOB
CHICTEM OPTaHOB M OPTaHOB YYBCTB (BKIIIOYAsl TAaKWE PEAKIMH, KaK TEHIHHUT, Pa3pbIB CyXOKUINS,
apTpairusi, 00Jb B KOHEYHOCTSIX, HAPYIICHNE TTOXO/KH, HEMPOIIATHH, CBSI3aHHBIE C TTAPECTE3UsIMH,
JeTIpeccus, MOBBIIIEHHAs YTOMIIIEMOCTh, HApyIIEHHE TaMSTH, HApyIIeHUE CHa, a TAK)Ke HapYIICHUS
cllyXa, 3peHHsl, BKyca u 00oHsAHUS) (cM. paznen 4.4.).

** V¥V nmanueHToB, NOJy4aBIINX (PTOPXUHOJIOHBI, ObUIM OTMEUEHBI CIIy4yau aHEBPU3MBI U PACCIOCHHUS
aopThl, MHOIJA OCJIOKHEHHbIE DPa3pblBOM (B TOM YHCJIE C JIETAIbHBIM HCXOJIOM), a TaKke
peryprutamnui/HeJ0CTaTOYHOCTH JIF000T0 KilanaHa cepama (cM. pasaen 4.4.).

COO6H_ICHI/ISI 0 MOJO03PE€BACMBIX HEXKCIATCIIbHBIX PCAKIIMAX

Baxno coo0marb O TOJO3PEBAaEMbIX HEKEJIATENbHBIX PEAKIUAX IOCIE€  PErucTpanuu
JIEKapCTBEHHOT'O Iperapara ¢ ILeJbl0 00ecrneueHus] HEMpPepbIBHOIO MOHHMTOPUHIA COOTHOLICHHS
«II0JIb3a — PHUCK» JIEKAPCTBEHHOro Ipemnapara. MeaunuHCKUM pabOTHHKaM PpPEKOMEHIYeTCs
co00MIaTh O JIOOBIX MM0I03PEBAEMBIX HEXKENIATEIbHBIX PEAKIMAX JEKapCTBEHHOTO MpenapaTa yepes
HalTMOHAJIbHBIC CHCTEMBbI COO6HIGHI/I${ (6] HCOXKCIATCIBHBIX  PCAKIUAX TOCYAAapCTB-UYJICHOB
EBpasuiickoro 5KOHOMUYECKOTO COHO3a.

Poccutickas ®@eoepayus
denepanbHas cinyx0a o Hag30py B cdepe 3apaBooxpanenus (PocsnpaBHaazop)

Anpec: 109012, r. MockBa, CnaBstHCKasi TU101aab, 1. 4, ctp. 1
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DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHUKAITHOHHON ceTH «MHTepHeT:!
https://roszdravnadzor.gov.ru/

Pecnybauxa Kazaxcman

PI'TT na IIXB «HamuoHanbHbId LEHTP 3KCHEPTHU3bl JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX
m3genuity  Komurera MemuUIMHCKOrO ¥ (papManeBTHYECKOTO KOHTpois MuUHHCTEpCTBA
3npaBooxpanenus Pecnybnuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonsip, yi. A. Imanosa, 13
Tenedon: +7 (7172) 235-135
DnektpoHHas noura: pdlc@dari.kz

Caiit B uHGOPMAIIMOHHO-TENIEKOMMYHUKAIIMOHHOM ceTH «VHTepHeT»: https://www.ndda.kz
4.9. llepeno3upoBka

CHUMIITOMBI

TOHIHOTa, PBOTA, AUapeCi; B TAKCIIBIX ClIydadX — I'OJIOBOKPYXCHUC, COHIIMBOCTD, «XOJIOI[HLIﬁ» 10T,
cyaoporu, oOAyTiioBaToc JIHUIO 0e3 HU3MEHEHHS OCHOBHBIX IréeMOAMHaAMHN4YCCKUX HOKa3aTeHeﬁ,
CIIYTaHHOCTb CO3HAHUA.

Jleuenue

[TpombIBaHME KemyaKa, aJeKBaTHAs THUApATAlMOHHAs Tepamust ¢ (OpPCHPOBAHHBIM JIUYPE30M U
CUMIITOMaTH4ecKasi Tepanus. Tpedyercs oOciieqoBaHue U HAOIIOACHUE B CTAlMOHApE B TEUEHUE
Heckonbkux IHel. Cnenyer koHTponupoBaTh DKI' u3-3a Bo3MokHOro y/umHeHnus unHtepsana QT.
Crnenuduueckoro aHTU0Ta HET.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiicTBa

q)apMaKOTepaHeBTI/I‘-ICCKaH rpymma. aHTI/I6aKTepI/IaHBHBIC cpeacrea CHUCTECMHOI'O ,HCI\/’ICTBI/ISI;
IMPONU3BOJHBIC XMHOJIOHA, q)TOpXI/IHOJ'IOHI)I.

Koxg ATX: [JO1IMAOQ6]

MexaHu3M aeicTBus

[IpoTnBOMUKPOOHOE CPEACTBO U3 IPYHIBl PTOPXUHONIOHOB. OKa3bIBaeT OaKTEPUIIMIHOE JECHCTBHUE.
BozaeiictByer Ha 6aktepuansubiil pepment JJHK-rupasy, obecneunBaroniyro cBepxXCrnupain3aluio
1, TakuM obpaszoM, ctabunbHOCTh JTHK 6akrepuii. lecrabunu3anus nenu JJHK npuBoauT k rubenu
OaxTepuit. ObMagaeT MIMPOKUM CIIEKTPOM aHTHUOAKTEPHATILHOTO ICHCTBUSI.

dapmakonnHamuueckue 3hGEKTHI

AKTHBEH B YCII0BUAX in Vitro u in VIiVO B OTHOIIIEHHH CJICAYHOIINX MUKPOOPIaHU3MOB:

rpaMIioIoKuTeNNbHbIe a’pobsl — Enterococcus faecalis, Staphylococcus aureus, Staphylococcus
epidermidis, Staphylococcus saprophyticus, Streptococcus agalactiae;
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rpamoTpuIarensHbie a3poosl — Citrobacter freundii, B nteroba&ﬂ:’;:éé?éq%ﬁ@féﬁtérlbﬁégge; aa;-;i@éé,

Escherichia coli, Klebsiella pneumoniae, Neisserria gonorrhoeae, Proteus mirabilis, Proteus
vulgaris, Pseudomonas aeruginosa, Serratia marcescens, Salmonella spp., Shigella spp.

AKTHBEH B YCJIOBHSIX IN VItrO B OTHOIICHUH CJCIYIOIIUX MUKPOOPTaHU3MOB:

rpamoTtpunartensasie  a’poosl  — Citrobacter diversus, Edwardsiella tarda, Enterobacter
agglomerans, Haemophilus ducreyi, Klebsiella oxytoca, Morganella morganii, Providencia
alcalifaciens, Providencia rettgeri, Providencia stuartii, Pseudomonas fluorescens, Pseudomonas
stutzeri; npouee — Ureaplasma urealyticum.

HeakTvBeH B OTHOIICHHH OOJIMTATHBIX aHAYPOOOB.
5.2. apMaKoOKHHeTHYECKHE CBOiicTBA

AOGcopbrms
Hopddmnokcamun 6picTpo, HO He monHOCThIO (30-40 %) BcacwiBaeTcst ocie npuema BHyTpb. [Ipuem
MUY 3aMeIsieT abcopOuuo npenapara. MakcumanbHas KoHueHTpauus (Cmax) B mjia3Me KpoBU

nocruraercs depe3 1-2 waca m cocrasiser or 0,8 mo 1,5 MKr/mMi B 3aBHCHMOCTH OT JO3BI
(200-400 wmr).

Pacnpenenenue

Huskas BenmunHa cBsi3biBanus HopgiokcannHa ¢ 6enkamu miaa3Mel kposu (10 mo 15%) u Beicokas
PacTBOPUMOCTD B JIMMHJIAX 00YCIIaBIUBaIOT OOJBIION 00BEM pacmpeieNieHus Ipernapara u Xopoliee
MIPOHUKHOBEHHUE B OPraHbl U TKaHM (MMapeHXHUMa MOYEeK, SIMUHUKH, KUKOCTh CEMEHHBIX KaHAJIbLIEB,
IpeJicTaTeNIbHas JKeje3a, Marka, OopraHbl OpIOIIHOM MOJOCTH M MAaJloro Tasa, JKeldb, IPyAHOE
MoJI0KO). IIpoHukaer uepe3 remaros’HieainyecKkuil U IulaleHTapHbiil Oapbepsl. Yepes 2-3 uaca
mocjiie mpuemMa BHYTpb HopduiokcanuHa B n03¢ 400 Mr KOHIIEHTpalus B MOYE IPEBBIIIAET
200 mkr/mi, B Teuenune 12 gacoB oHa mojjepxkuBaetcs Ha ypoBHe 30 mkr/mi. [Ipu pH moun 7,5
pPacTBOPUMOCTh HOP(IIOKCALIMHA CHUKAETCSI.

Mertabosmsm

Hopdnokcarun Metaboau3upyercst B eYEHH.

OnUMUHALNS

T1r cocTaBnsier 3-4 yaca. BeiBonuTCS MOYKaMu IMyTeM KJIYOOUKOBOW (DMIBTpAIlMK M KaHAJIBIIEBOM
cekpeunu. B Teuenne 24 yaco ¢ MomeHTa nnpuema 32 % 1036l BHIBOJAUTCS TOYKaAMH B HEU3MEHEHHOM
BHJIE, 5-8 % - B BUJIe METAOOJIMTOB, C JKETUBIO BBIACIAETCS 0K0JIo 30 % MpUHSTOMH JT036I.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuensb BcoMOraTejbHbIX BElIECTB
[emmono3a Mukpokpuctamndeckas PH-102;
Kpockapmenno3a Harpus;

Hatpus naypuicynbdar;
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Kpaxman kykypy3HbIid;

KpemHuust nnokcu 1 KOJTOUHBIN;
Maruus creapar;
Tajabpk OYUIIEHHBIN.

[Inenounas 000J0YKa:

['unpomennosa;
Maxporon-400;
TanbK OUUIIICHHBII;

Twurana quokcun.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoOK XpaHeHHs)

4 rona.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH MPH XPAHEHUH
XpaHuThb npu TemnepaTtype He Boiie 25 °C.

6.5. XapakTep U cojep:KaHHe YIAKOBKH

[To 10 tabnetox B Omuctepe u3 [IBX ruienku u amoMuHUEBOH ¢oinbru; 1o 1, 2 wim 3 Onucrtepa B
Mayke KapTOHHON BMECTE C JINCTKOM-BKJIA IBILLIEM.

6.6. Ocodble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3AIUU HCIO0JIb30BAHHOIO JIEKAPCTBEHHOT0
npenapara MM OTXOJ0B, IOJYYCHHBIX IOC/Je NMPUMEHEHHs JEKAPCTBEHHOr0 mpenapara, u
Apyrue MAHMIYJISILMU € IpernapaToM

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA

Nunus
Can ®apmacerotukan Mupactpus JItn.,

Can Xays, ITnot Ne 201 b/1, Becrepn Okcnpecc XaiiBait, ['operaon (Mcrt), Mymbaun — 400063,
Maxapamrpa

India
Sun Pharmaceutical Industries Ltd.,

Sun House, Plot Ne 201 B-1, Western Express Highway, Goregaon (East), Mumbai — 400063,
Maharashtra
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7.1. lIpencraBuTe b Aep:KaTe/isi PeruCTPANMOHHOIO yI0ocTOBepeHusi Ha TeppuTopun Corsa

[Iperen3un norpedbuTeed HaOPaBIATE 110 aAPECY:

Poccuiickas @edepayus
IIpencraButenbcrBo komnanuu Can ®apmacsrotukan Munactpus Jita.

Poccus, 107023, r. Mocksa, yi1. DnekTpo3aBojickas, A. 27, ctp. 8, odpucer 29, 30. Ten.: +7 (495) 771-
74-217.

Email: pv.eaeu@sunpharma.com

Pecnyonuxa Kazaxcman

[IpencraButenscTBo KoMnanuu «Can @apmacerotukan Mugactpus Jlumurten (Sun Pharmaceutical
Industries Limited)» B Pecny6nuke Kazaxcran

Anpec: Kazaxcran, ropon Anmartel, paiioH bocranapikckuii, ynuna Manaca, nom 32A, od. 602,
noutoBkIi naAekc 050040

Tenedon: 88000805202
DnekTpoHHas movra: pv.eaeu@sunpharma.com, Pharmacovigilance.kz@sunpharma.com

8. HOMEP (HOMEPA) PEITHCTPAIMOHHOI'O YAOCTOBEPEHUA
JIEKAPCTBEHHOI'O IIPEITAPATA

JITI-Ne(006258)-(PT-RU)

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

.HeKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCTOPUH OTITYCKa IO pCUCIITY.

10. JATA IEPECMOTPA TEKCTA

OOmass xapakTepucTUKa JIeKapCcTBEHHOro mnpenapara HopOakTuH [nocTynmHa B €IUHOM
peecTpe 3aperucTpUpPOBaHHBIX JIEKAPCTBEHHBIX CPeICTB EBpazniickoro 3KOHOMHUYECKOI0 COX03a U Ha
opUIMATEHOM caure YIIOJIJHOMOYEHHOTO oprasa (aKxcrepTHOM OpraHH3aIim)

https://pharma.eaeunion.org/
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