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OBIIASA XAPAKTEPUCTHUKA JIEK

1. HAMUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Honunun, 400 Mr, TabeTKH, TOKPHITHIE TUICHOYHON 000JI0UKOM

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHbBIN COCTAB

JleiicTByrol1ee BeecTBO: HOP(IOKCALUH.
Kaxxnas trabnetka cogepkut 400 mr HOpdIioKcaIHa.

BemectBa, HanMunMe KOTOPBIX HAJO YUYUTHIBATH B COCTABE JIEKAPCTBEHHOI'O Ipenapara: KpacuTelb
comHeuHbIi 3akat xentsiid (E110) (ecm. pazaen 4.4.).

IlonupIit NEPCUCHb BCIIOMOTaTCIIbHBIX BCIICCTB IPUBCACH B pa3JCiIic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku, MOKPHITHIE TNIEHOYHOI 000I0UKOH.

Kpyrnble, cnerka NBOSKOBBIMYKIIbIE TAaOJETKH, MOKPHIThIC IICHOYHOW 0O00JO0YKON OpaHXeBOTO
LIBETA, C PUCKOM Ha OJIHOM CTOpPOHE.

Ta6H€TKy MOZKHO Pa3gCJIUTb Ha paBHBIC JO3BbI.

4. KIMHNYECKHUE JAHHBIE
4.1. IloxazaHusi K NPUMEHEHHUIO

HpenapaT HonumuH mokaszaH K MNPUMCHCHUIO Yy B3POCJBIX B BO3PACTC OT 18 ner HJ1A JICYCHUA
I/IH(I)CKI_II/IOHHO-BOCH&J’IHTCJ’ILHHX 336OHeBaHHf/'I, BBIBBAHHBIX YYBCTBUTCIILHBIMU K HOp(I)J'IOKCB.I_II/IHy
MHUKPOOpPTraHU3MaMu:

® OCJIOXXHCHHBIC I/IH(I)CKI_II/II/I MOYCBBIBOJAIINUX Hy’Teﬁ;
L4 XpOHI/ILIeCKI/Iﬁ 6aKTepI/IaHLHBII>'I MMPpOCTATHT.

Z[J'IH JICYCHHA CIICAYIOIUX I/IH(I)CKHI/IOHHO-BOCHaHHTCHLHHX 3a00JIeBaHUH HOp(I)J'IOKCB.I_II/IH MOXKET
MNPUMCHATHCA TOJIBKO B KAYCCTBEC AJIbTCPHATUBLI APYTUM HpOTI/IBOMI/IKpO6HBIM npenaparam:

® HCOCJIOXHCHHBIC I/IH(pCKI_[I/II/I MOYCBBIBOAAIINUX l'[yTeﬁ.

HpI/I INPpUMCHCHUHN IIpCIiapara Homnuuun CJICAYCT YUUTHIBATH O(pI/II_II/IElJ'ILHLIe HallMOHAJIbHBIC
PEKOMCHAAIMU 110 HaMJIC)KalleMy IMIPUMCHCHUIO aHTI/I6aKTepI/IaJ'ILHBIX npenapaTroB, a TaK¥XKe
YYBCTBUTCIIbBHOCTH MATOI'CHHBIX MUKPOOPTaHU3MOB B KOHKpCTHOﬁ CTpaHe.

4.2. PeskuM 103MPOBaHUS U CNIOCO0 MPUMEHEHUs!

PexxuMm go3upoBaHus

IIpu ocnooicnennvix ungexyusax mouvevlgooawux nymeu HazHadaercs no 400 Mr 1Ba pas3a B CyTKH B
teuenue 10-21 nus.

IIpu xponuueckom bakmepuanrbHom npocmamume HazHauyaeTcs no 400 Mr 1Ba pas3a B CYTKU B
TedyeHue 4 Henenb wiu dosee.

IIpu HeocnodcHeHHbIX UHpeKYUAX MOUesbl8OOAWUX nymell Yy myxcyun HazHavaetcs no 400 mr nBa
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paza B CyTKM B TeueHue 7—14 nuen.

Ilpu ocmpom HeocnodcHenHom yucmume y dHceHwur Ha3HadaroT 1o 400 mr aBa paza B CyTKH B
TedyeHue 3—7 aHen.

Oco0nbIe T'PYIILI MAlIMCHTOB

Hauueﬂmm C NOYeuHol HedoCMamo4HOCMbIO

[Tanmentam ¢ HapyuieHueM ¢GyHKUUHU modek npu kiaupeHce kpearnHuHa (KK) Gonee 30 mur/mun
KOPPEKIHs pekuMa JI03UpOBaHUs HEe TpeOyeTcs.

ITpu KK menee 30 mui/MuH (W11 CHIBOPOTOYHON KOHIEHTpALMU KpeaTHHHHA Bbime 5 Mr/100 mi) u
MalUEeHTaM, HaXOAAIIMMCS Ha TIeMOJUAIM3€, HA3HAYalOT IIOJOBUHY TEPaleBTHUUECKON O3Bl
npenapata Honunue nBa pasa B CyTKM WIH MTOJIHYIO 103y Npenapara HoimnuH ouH pa3 B CyTKH.

JUis DanueHTOB, HaXOJSIIMXCS HAa MOCTOSHHOM aMOYJIaTOpPHOM HEpUTOHEATbHOM JHAajH3e C
COXPaHEHHBIM JINYPE30M, KOPPEKLHUS 1035l HE TpeOyeTcs.

CTH

[Ipemapatr HonuuuH mpoTHBOMOKa3aH y JAeTel W MOJIPOCTKOB B Bo3pacte oT 0 mo 18 met (cwm.
paznen 4.3.).

Cnoco0 npuMeHeHus

BHyTpB, HaTomakKk (He MCHEC, UEM 3a 1 gac A0 HavaJia npueMa Ui, 1 HC paHeC, YCM UCPC3 2 yaca
IIOCJC €TI0 OKOH‘-IE[HI/I}I), 3aluBasd JOCTAaTOYHBIM KOJIHUYCCTBOM XHUIAKOCTH.

4.3. [IporuBONOKA3aHUA

e [UNep4yyBCTBUTEIBHOCTh K HOPQIIOKCALIMHY WU K JIFOOOMY M3 BCIIOMOTaTeNbHBIX BEILECTB,
IIEPEUNCIICHHBIX B pa3zeine 6.1.

e [ 'UNepuyBCTBUTEIBHOCTD K APYTUM XUHOJIOHAM.

e TeHAMHUT, TEHAOBArMHUT, Pa3pbIB CYXOXHIIUs, CBI3aHHbIE ¢ IPUEMOM (DPTOPXHHOJIOHOB, B
TOM YHCJIE B aHAMHE3E.

e bepeMEHHOCTh U IEPUOJI TPYIHOTO BCKapMIIMBaHus (CM. pasnen 4.6.).

e JleTn u moxpoCTKU B Bo3pacTte A0 18 neT (B CBA3M C HE3aBEPIICHHOCTBIO POCTA CKEJIeTa, TaK
KaK HEJIb3sl UCKIIIOUUTh PUCK NTOPAKEHUS XPSIIEBBIX 30H POCTa CKEJIETA).

4.4. OcoOble yKka3aHus 1 MepbI PeI0CTOPOKHOCTH NPH IPUMEHEeHUH

Peakiyy runepyyBCTBUTENLHOCTH U AJNIEPTUYECKUE PeaKIINU

B HCKOTOPBIX CJIydasdaX YyKE IIOCJIC IICPBOTO IMPUMCHCHHS IIPCIIapaTa MOTYT PAa3BUBATHLCA PCAKIUU
THICPUYYBCTBUTCIBHOCTU U AJUICPIrUHUCCKHUEC PCAKIIMU, O YEM CJICAYCT HCMCIAJICHHO I/IH(I)OpMI/IPOBaTL
Bpauia. OueHb PEAKO HOaXXE IMOCJIC NCPBOIO NPUMCHCHHA IpCliapaTta aHa(I)I/IJ'IaKTI/I‘-IeCKI/IC pcaKkuuun
MOTYT IMPOrpeCCUPOBATbH OO0 YIpOKAKOLICTO KHU3HHU aHa(I)I/IJ'IaKTI/ILIGCKOFO moka. B stom cjIydac
JICYCHHUC HOp(I)J'IOKC&I_II/IHOM CJICAYCT OTMCHUTDL U IIPOBECTU HCO6XOILI/IMLIC JeucOHbIC MCPOIIPUATHA
(B TOM YHUCJIC HpOTI/IBOIJ_IOKOBLIe).

B peaAKUuX CliydasaxX Yy MNAOUCHTOB CO CKPBITBIM WA (baKTI/I‘{eCKI/IM ,[[e(l)I/II_II/ITOM TJII0K030-6-
(bocq)aTz[eerLporeHa%I, MNPpUHHUMABIINX XHWHOJIOHOBBIC aHTI/I6aKT€pI/IaJIBHLIe CpcacTBa, BKIIHOYaA
HOp(I)J'IOKCB.I_II/IH, ObLIN 3apCruCTpUpPOBaAHBI TCMOJUTHYCCKUC PCAKIIUH.

CynopOoKHBII CHHIPOM

Hopddnokcanun, kak u aApyrue GTOPXUHOIOHBI, MOKET MPOBOLIMPOBATH CYAOPOTH U CHUXKATh IOPOT
CYJIOpOXHON roToBHOCTH. [lamuenram c snuiencuedl U ApyrumMH 3a00JI€BaHUSMHU LEHTPaTbHOU
HepBHOM cucreMbl (ILIHC) (mampumep, mnpeapacrnosioKEHHOCTb K CYJOPOKHBIM —PEAKLMSIM,
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3aboneBanus [IHC) HopduiokcanuH cieayer MpUMEHATh TOJABKO B T€X CIIydyasiX, KOIJ1a OXKH1aeMbli
KIMHUYECKUH 3P (PEKT MPEeBOCXOAUT BO3MOXKHBIM PUCK Pa3BUTUS NOOOYHOTO JIeHCTBUS IpenapaTta.
Hopdnokcanua  JoKeH MPUMEHSATBCS € OCTOPOXKHOCTBIO Yy  MAIlMEHTOB, OJHOBPEMEHHO
MOJTyYaloUX Mpenaparhl, CHIKAIOIIUE TOPOT CYIOPOXHOH TOTOBHOCTM TOJIOBHOTO MO3ra
(reopumuH, ¢enOypen (u apyrue mnomo6usie HIIBII)). [lpu BO3HUKHOBEHHMH CyIOpOT
pUMEHEHHE HOP(IIOKCAIIMHA CIIeAYyeT IPEKPaTHUTb.

IlcuxoTHUYeCcKUEe peaKuy

IIcuxoTuueckue HexXeaaTeIbHbIC pCaKknuu, BKIIOYAsA CYUIHUAAJIBHBIC MBICJ'II/I/HOHBITKI/I, MOTYT
OTMCYATHCA Yy MAOUCHTOB, IMPUHUMAIOIINX (pTOpXI/IHOJ'IOHBI, BKJIrO4as HOp(I)J'IOKCElI_II/IH, nHoraa
nocie IpucMma pa301301?1 JO3BbI. cDTO}T)XI/IHOJ'IOHBI MOT'YT TaKXKX€ CTHUMYJIUPOBATH HHC, BbI3bIBas
TPEMOP, TOKCHUYCCKUC TICHUXO3bI, 6CCHOKOﬁCTBO, CIIYTAHHOCTb CO3HaHUA UW TaJUIIOLUHAIINU,
MOBBIIICHHUEC BHYTPHUYCPCITHOTO JABJICHUA. B CJIydac pa3BUTUA JIIOOBIX HEXKENIaTeIbHBIX peaKL{I/Iﬁ Cco
CTOPOHBI HHC, BKJIFOYasl HAPYHICHUSA IICUXUKU, JICHCHHUC HOp(bHOKC&HHHOM CJICAYCT HCMCIJICHHO
NPEKPATUThL U HA3HAYUTL COOTBCTCTBYIOIYIO TCPAIIUIO. B stux clIydadX pCKOMCHAYCTCA nepeﬁTH
Ha Tepaliro Jpyrum aHTI/I6I/IOTI/IKOM, OTJIMYHBIM OT (pTOpXI/IHOJ'IOHOB, €CJIM 3TO BO3MOXKHO.

Y DNanMeHTOB C YCTAHOBJICHHBIMH WJIM IOJ0O3PEBAEMBbIMU TCUXUYCCKHUMHU PACCTPOUCTBAMH,
TaJUTIONIMHAIMSIMA U (MJIM) CIIyTAaHHOCTBIO CO3HAaHUS TPUMEHEHHE HOP(QIOKCAlMHA MOXKET
NPUBECTH K UX OOOCTpeHHIO W ycwieHHio. CleayeT ¢ OCTOPOXHOCThIO HA3HAYaTh Mperapar
Homunue mnanpeHTaM ¢ ICMXO03aMH WM MalMEHTaM, HMEIONMM B aHaMHE3€ IICHXHYECKHE
3a00/1eBaHus.

JInuTenbpHbIC, MHBAIMAN3UPYIOIINE KM MHOTEHIIUAIbHO HCO6DaTI/IMLIC CEPLE3HBIC HEXKCIATCIIHLHBIC
DPEaKIMKU Ha JICKapCTBEHHBIN Mpernapat

C006111anoc1> 00 OueHb PCAKUX ClIydadX PasBUTUA NIIUTCIBbHBIX (HpOIIOJ'I)KI/ITeJILHOCTLIO HCCKOJBKO
MCECALICB nin J'ICT) HHBAJIMIUZUPYIOINHUX W [MOTCHLIHUAJIBHO H606paTI/IMBIX CCPBLE3HBIX
HCXCJIaTCIbHBIX peaKuHﬁ CO CTOpPOHBI PA3JIMYHBIX OPTraHOB MU CHUCTCM. HWuorna mopaxxajiucChb
OOTHOBPEMCHHO HCCKOJIbKO OpPTraHOB H (I/IJ'II/I) CUCTEM (CKCJ’I@THO-MBIIJ.IC‘-IH&H CUCTCMA, HCPBHAA
CHUCTCMA, TAKKC OTMCYHAINCH HAPYIICHHUA ICUXUKH W HAPYHICHUA CO CTOPOHBLI OPraHOB LIyBCTB) y
ManuCHTOB, IOJYYaBIINX XHWHOJIOHBI H (bTOpXI/IHOJIOHLI, HE3aBUCUMO OT BO3paCTa W HAJIHWYUA
(baKTOpOB pHUckKa. HpI/IMeHeHI/Ie HOp(I)JIOKcaLII/IHa CJICAYCT HCMCUICHHO MPCKPATUTD IIPU IMOABJIICHUN
MEPBLIX CUMIITOMOB 000 CepLC3HOﬁ HEXellaTelIbHON pCaKkiun, U IManueHTaM PCEKOMCHIOBAHO
O6paTI/ITI:>C$I 3a MEIUIIUHCKOM ITOMOIIBIO.

HCDI/Id)CDI/I‘{eCKaﬂ HelponaTus

VY manueHToB, MPUHUMAIOIINUX (TOPXUHOIOHBI, B TOM YHCIE HOP(IOKCAIIUH, 3aperuCTPUPOBAHBI
CJlydyal CEHCOPHOW M CEHCOMOTOPHOM aKCOHAJIBHOW IOJMHEUPOIIaTHH, MOPAXKAIOIIEH MEIKHE U
(unu) KpymHBIE AaKCOHBI M TMPHUBOJAIICH K MapecTe3u, THIECTEe3WH, NU3ECTe3MH U CIabOCTH.
CuUMIITOMBI MOTYT TIOSIBUTHCSI BCKOpPE TMOCIE Hauana MPUMEHEHUs U ObITh HeoOpaTumMbeiMu. Ecnu y
MalMeHTa pa3BUBAIOTCS CHUMIITOMBI Tepudepruueckoil HeWpomaTtuu, BKIHOYas OOIb, >KKEHHE,
MOKaNbIBaHWE, OHeMeHHe U (Wiu) cnaboCTh WM JApPYrHe HapyIIeHHs YyBCTBUTEIBHOCTH
(TakTHIBHAsA, OONEBas, TeMIEpaTypHas, BUOPALMOHHAST YyBCTBUTEILHOCTh U YYBCTBO MOJOKEHUS
TeJa B MPOCTPAHCTBE), HOP(HIOKCAIIMH HEOOXOIUMO OTMEHHTb.

MuacTteHus gravis

v ManuCHTOB, IMOJYyYaBIIUX HOp(pJIOKcaI_II/IH, OTMCHAJIX PAa3BUTHC MHUACTCHHUU gravis nin €€
O6OCTpeHI/Ie. HOCKOHBKy 9TO MOJKCT MMPUBECTU K MOTCHIHNAJIBHO OITACHOM IJIS KHU3HM JbIXaTeIIbHOM
HCAOCTATOYHOCTH, IMallMCHTaM C MHACTEeHHUEH gravis CJICAYyCT PCKOMCHAOBATL HCMCEIAJICHHO
O6paTI/ITLCSI 3a MEIMIIMHCKOM ITOMOIIBIO npu O6OCTpeHI/II/I CHUMIITOMOB.

Peaxkius (bOTO‘-IVBCTBI/ITCJIBHOCTI/I
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IIpu mpueme HOpdIOKCAMHA MOKET BO3HUKHYTE peaxuﬂ"‘&%@éﬁ@ﬂ%yﬁggﬂhﬂt THN0: ly

nayeHTaM ciefyeT u30eratb KOHTAaKTa C MPSIMBIMH COJHEYHBIMHM JIydaMH U HCKYCCTBEHHBIM
yaeTpaduonetoBbiM  (Y®)  uznmydeHuemM. B ciyyae = BO3HMKHOBEHHSI ~ CHMIITOMOB
¢boroceHcubuIM3aMK (HanpuMep, N3MEHEHNE KOXKHBIX MOKPOBOB HAIIOMUHAET COJIHEYHbIE 0KOTH)
TEpaIuio HOPQIIOKCAIIMHOM CJIEIYeT MPEKPATUTh U 0OPATUTHCS 32 MEAULUHCKON TTOMOIIBIO.

Kpucramnypus

B cinyuae npomoOKHATENBHOIO JIEYEHHUS CJIEAYEeT KOHTPOJIUPOBAaTh AHAIW3 MOYM HA IPEAMET
kpuctamutypuu. Ilpu cobmonenun pexxuma gozupoBanus 400 Mr 1Ba paza B CyTKH BOSHUKHOBEHHE
KPUCTAJUIypUM HE OXHUAAETCS, IOITOMY B KauyeCTBE MEpbl NPEJOCTOPOKHOCTH HE CIENYET
IPEBBILIATh PEKOMEHIYEMYIO CYTOYHYIO 103y, a TaKKe HEOOXOJUMO NPUHUMATH JOCTATOYHOE
KOJIMYECTBO JKUAKOCTH [UIi OOECIEUYEeHHs HaJUIeXkKallero BOCHOJIHEHUS TMOTepH >KUAKOCTH U
aZIeKBaTHOTO nype3a (M0 KOHTPOJIEM AUYPE3a).

IloyeyHas HETOCTATOYHOCTh

VY mauueHToB C HapylmeHUuEM (IJYHKL[I/II/I IOYEK TSDKEIOM CTEIeHU CJICAYCT TINATCIBbHO OLICHUBATDH
COOTHOLICHUC «II0JIb3a — PHCK» IIPU IMPUMCHCHHUU HOp(I)JIOKcaLII/IHa B TalJeTKax B KaXXaoM
OTACJIIBHOM ClIy4dac. C BO3paCcTOM CPYHKL[I/ISI MMOYCK CHHIKACTCA, B YACTHOCTHU, Yy IMAIMCHTOB
MMOXUJIOr0 BO3pacTa. HpI/I HapylmeHUHn (byHKI_II/II/I IMOYEK TSDKEION CTEeleHHu KOHICHTpAanus
HOp(I)HOKCElLII/IHa B MOUYC MOXKCT YMCHLIIATHCA, TaK KdaK BBIBCACHUC HOp(I)JIOKcaLII/IHa
OCYIICCTBJIACTCA IMPCUMYIUICCTBCHHO IMOYKAMMU.

HDOTDOM6PIHOBBII>1 HHIOCKC

B mepuon Tepamuu BO3MOMKHO yBEIWYEHHE INPOTPOMOMHOBOTO WHJIEKca (TPU TPOBEIACHUH
XHPYPrHYECKOTO BMEIIATEIbCTBA CIEAYET KOHTPOJIHMPOBATH COCTOSHHE CHUCTEMBI CBEPTHIBAHUS
KpPOBH).

TeHaUHUT U pa3phIB CYXO0KUIUU

Hopdnokcanus, kak u Apyriue GTOPXHUHOIOHBI, MOKET BBI3bIBATh TEHIAMHUT U Pa3pbIB CYyXOXKHIHUH,
0COOEHHO TNpH HAJIMYUU CIeIyoUMx (akTopoB pHcka: Bo3pacT crapiie 60 jer, nmpuMeHeHHe
[JIIOKOKOPTUKOCTEPOUIOB, TPAHCIIAHTAlMsL TOYKM, CEpAua WIM JIETKOTO, IOBBIIICHHAS
¢u3nueckas aKTUBHOCTb, XPOHHYECKAas MOYEYHas HEJOCTATOYHOCTb, MOPAKEHHE CYXOXXWIMHA B
aHamHe3e. JlaHHbIE SBJIEHMSI MOTYT BO3HUKAaThb M Y€PE3 HECKOJIBKO MECSILEB IOCIE 3aBEPILICHUS
npuema npemnapara. Ilpu mepBbIX MpHU3HAKAX TEHAWHUTA WM Pa3pbhlBa CYXOXKWIHMA CIEAyeT
IPEeKpaTUTh IpueM Hop(doKcalmHa U 00paTuThCs K Bpady. Bo Bpems Tepanuu HOpdIoKcamHOM
pexoMeHayeTcs u30eratb ype3MepHbIX (pU3MUecKuX Harpy3ok. HopdiokcauuH mpoTHBONOKa3aH
HalyeHTaM C TEeHIUHUTOM U (WIM) pa3pblBOM CYXOXKWIMSA, CBS3aHHBIM C IPUMEHEHHEM
(TOPXUHOJIOHOB (B TOM UHCIIE B aHAMHE3E).

AneBpu3Ma M paccilIOSHUE a0PTHI, Per VDFI/ITaI_II/IH/ HCAOCTATOYHOCTD KjallaHa ccpaua

[To maHHBIM 3MUAEMHUOJIOTMYECKUX HCCIIEIOBAHUM, COOOIANOCh O MOBBIIIEHHOM PHUCKE Pa3BUTHUS
aHEBPU3Mbl M PpACCIIOCHUS aOpThl, OCOOEHHO Yy TMALMEHTOB MOXKMUJIOIO BO3pacTa, a TaKxKe
pEeryprutaniy aopTaJbHOIO M MUTPAIBHOTO KJIAaHOB MOCJTE MPUMEHEHUS (TOPXUHOJIOHOB. Y
NAIMEeHTOB, MOJyJaomuX (TOPXMHONOHBI, OBUTM OTMEUYEHBl CIy4aud Ppa3BUTHS AHEBPU3MBI U
paccioeHusi aopThl, MHOTJA OCJIOXKHEHHBIE Pa3pblBOM (B TOM YHUCIIE C JIETAIbHBIM HCXOJOM), a
TaKXKe perypruTalu/He0CTaTOYHOCTH JIF0OOr0 U3 KJarnaHoB cepaua (cM. paszaen 4.8.).

B cBsa3u ¢ atuM (bTOpXI/IHOJIOHBI CJICAYCT HNPUMCHATH TOJBKO IIOCIIC TIIATEIbHON OIICHKHU
COOTHOLICHUSA «II0JIb3a — PUCK» H PACCMOTPCHUA APYIrUX BAPUAHTOB TCPAIIMU Yy IMAIIUCHTOB C
aHeBpI/I3MOﬁ A0pPThI WK BPOKIACHHBIM IIOPOKOM KJilallaHa CepJua B ceMeiiHOM AHaAMHE3€C, UJIU Yy
HalnucCHTOB C ﬂHaFHOCTHpOBaHHOﬁ aHeBpH3MOﬁ A0pThL " (I/IJ'II/I) pacCciIOCHUCM aOpThl, HIIU
3a00JICBAHUEM KJIAIIAHOB cepana, Wik IMpUu HaJIWYUHU APYTUx (paKTopOB pucCka HJIn COCTOHHHﬁ,
npeapacnojgaratomux K pasBuTHuIo:
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® KaK aHCBpU3MbI U pPACCIOCHUSA aOPThI, TaK (K DCTVI&H&%&UJIE%%}&EI@SEI!{BE&Tif;la;'%.- 'a

cepaua (Hampumep, 3a00JeBaHUsl COCAMHUTENLHOW TKaHH, Takhe Kak cHHApoM Mapdana
WM cuHIpoMm Onepca-annoca, cunapom Tepuepa, OGone3np bexuera, aprepuanbHas
TUIIEPTEH3Us, PEeBMAaTOUIHBII apTpUT)

I JOINOJHHUTCIBbHO:

® QaHEeBpPU3MBI M PACCIOCHHUS aOpThl (HAMpHUMEP, COCYIUCThIe 3a00eBaHMS, TaKHe Kak
aprepunt Takascy, THUTaHTOKJIETOYHBIM apTepUUT, TOATBEPKICHHBIH AaTEpOCKIEPO3,
cunapom lllerpena);

® pErypruTanvu/HEOCTaTOYHOCTH  KJamaHa  cepaua  (Hampumep,  MH(EKIIMOHHBIHA
SHIOKAPJINT).

Puck Pa3BUTHA aHCBPU3MBI U PACCIIOCHUSA AOPThI, 4 TAKKC HUX Pa3pbIBa MOXKCT OBITh ITOBBILICH y
ManuCeHTOB, OAHOBPECMCHHO MMOJTYYAOINUX CUCTCMHBIC TNIIIOKOKOPTUKOCTCPOUBI.

B cJIydyac IIOSBJICHUA BHE3amHON 00 B JKHUBOTC, I'pyAu WJIHW CHHUHC IMAOUCHTaM CJIICAYCT
HEMCIOJICHHO O6paTI/ITBC$I K Bpady B OTACJICHUC HEOTJI0KHOM MOMOIIIH.

ITanuenTam CJICAYCT PCKOMCHAOBATH HCMCIJICHHO O6paTI/ITLC$I 3a MEIMIMHCKOM IIOMOIIBIO B
CJIydac MoOsBJICHUA OCTpOfI OJBIIIKH, BIICPBBIC BO3HUKIICT'O OLIYIHICHUS YUYAIICHHOT'O CCp,[[I_Ie6I/IeHI/I${
HJIN pa3BUTHUA OTCKA KMUBOTA NI HUIKHUX KOHEYHOCTEH.

Vnuaenue uarepsaiga QT

Crnenyer cobmofaTh OCTOPOKHOCTh IPU MPUMEHEHUH (TOPXUHOIOHOB, BKJIIOYAsi HOPQIIOKCAIIMH,
y TMAIUEeHTOB C YCTaHOBJIECHHBIMU (akTopamMH pHcKa yanuHeHus uHTepBana QT, Takumm Kak,
HaIpuMep:

® BPOXACHHBIH CcHHIApPOM yiiuHeHus wuHTepBana QT wnmm mnpuoOpeTeHHOE YIITMHEHHE
untepsana QT;

® OJHOBPEMEHHOE TPUMEHEHHUE JIEKAPCTBEHHBIX CPEICTB, YyuHsAOmUX wuHTepBaT QT
(Hampumep, UU3anpua, anTuapuTMudeckue npenapatel [A u I1I knaccoB, TpUIUKINYECKHE U
TETPALUKINYECKUE aHTUACTPECCAHThl, MAKPOIUAbI, HEHPOIENTUKH, MPOTHUBOTPUOKOBBIC
MpemnapaTsl, MPOU3BOJHBIE MMHA30J1a, HEKOTOPbIE aHTUTHCTAMUHHBIC MpEnaparbl, B TOM
qHclie acCTeMH3071, TepdeHa nH, Y30acTUH);

® DIIEKTPOJUTHBIN AucOananc (Hampumep, Mpu TMIMOKATMEMUN, TUIIOMarHUEMUN );

e c 3a0oneBaHUsMHU cepila (HAmpUMep, CepledHas HEIO0CTaTOYHOCTh, MH(PAPKT MHOKApAa,
Opagukapaus).

VY ManueHToB MOXKUJIOr0 BO3pPAcTa M JKEHIIMH OTMEYAeTCs TMIEPYYBCTBUTEIBHOCTh K JIEHCTBHIO
IPEenapaToB, BbI3BIBAIOLIMX Yy UIMHEHHE KoppurupoBaHHoro wusrepsaia QT (QTc). Ilostomy
clieflyeT coOIoaaTh OCTOPOKHOCTD IPU MPUMEHEHUH (PTOPXUHOJIOHOB, BKJItOYask HOP(IOKCalUH, Y
ATUX I'PYyINI NaUEHTOB (cM. paznensl 4.5., 4.8.).

I'unoravkeMus ¥ TUIepriIuKeMus (Z[I/ICI‘ J'II/IKeMI/Iﬂ)

Kak ¥ nmpu nmpuMeHEHUW IpPYruxX XUHOJOHOB, NMPHU MPUMEHEHUH HOp(IIokcaluHa HaOIH0AaIHCh
cllyyau pa3BUTHUS TUNEPIIUKeMUM U runoriukemud. Ha ¢one Tepanmuu HopdiaokcanmHoM
JUCTIIMKEMUSI MOXKET Yallle BO3ZHUKAThH Yy MALMEHTOB MOKUJIOr0 BO3PACTA U MALIUEHTOB C CaXapHBIM
IabeToM, MOJYYAIOUMX COIMYTCTBYIOUIYIO TEpanuio MepOpalbHbBIMU TUIOTIMKEMUYECKUMU
npernaparaMy Wid UHCYTMHOM. Ilpu mpuMeHneHnn HOpQIOKcaluHa y TaKUX MAIleHTOB BO3PACTaeT
PUCK DPa3BUTHUA TUIOITMKEMHUM, BIUIOTH JI0 THUIIOIJIMKEMHUYeCKOl Kkombl. Heobxomumo
MHPOPMHUPOBATh  MAIMEHTOB O  CHUMIOTOMAax THUIOIJIMKEMUU  (CIyTaHHOCTb  CO3HAHMS,
TOJIOBOKPY>KEHHE, «BONYMI» amIeTuT, rojoBHAs 00Jb, HEPBO3HOCTh, OUIYILEHHE CEepALeOHEeHNUs
WIM yYallleHHe MyJbca, OJISAHOCTh KOXHBIX IMOKPOBOB, HCIApHHA, APOXKb, ciaabocts). Ecim y
NalMeHTa pPa3BUBAETCS TUIOIVIMKEMHUS, HEOOXOAMMO HEMEUJIEHHO MpPEKpaTUTh JIeYCHHE
HOpP(QIIOKCAIIMHOM M HayaTh COOTBETCTBYIOLIYIO Tepamuio. B 3TUX ciydasx peKoMeHAyercs
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HpI/I MMPOBCACHUU JICUCHUS HOp(I)J'IOKC&I_II/IHOM Yy NAlMCHTOB IMOXWJIIOTO BO3pacCTa U y IMAallUCHTOB C
CaxapHbIM ,Z[I/Ia6CTOM PCKOMCHAYCTCA TIIATEIbHBIN MOHUTOPUHT KOHIOCHTpPAIWU TJIFOKO3bI B KPOBHU.

HapyiiieHus co CTOpOHBI OpraHa 3peHus

HpI/I MOABJICHUW HApPYHICHHUA 3pCHUA UIIN I000M APYroM HU3MCHCHUH CO CTOPOHBI OpraHa 3pCHUA
CJICAYyCT HEMCIJICHHO O6paTI/ITI:>CSI K OKYJIUCTY.

HCCBHOMCM6D3H03HLIﬁ KOJIUT

[Tpumenenune HopdIOKcalMHa MOXKET MPUBOAUTH K Pa3BUTHIO ICEBIOMEMOpPAaHO3HOIO KOJIUTA,
BbI3BaHHOTrO Clostridium difficile. B 3ToM ciy4yae He0OXOAMMO OTMEHMTH IpenapaT U Ha3HAYUTh
COOTBETCTBYIOIIlee JieueHHEe (MPUMEHEHHWE BaHKOMHIIMHA BHYTPh MJIM METPOHHUIA307a).
[TpoTrBONOKa3aHO MPUMEHEHUE TPENapaToOB, TOPMO3AIINX IEPUCTATBTUKY KUIIIEUHUKA.

IleuyeHnoyHas HEAOCTATOYHOCTh

HpI/I MMPUMCHCHHUN HOp(I)JIOKcaLII/IHa COO6H_[8.J'IOCB 0 ClIy4dasaX pPa3sBUTHA XOJCCTATUYCCKOTO I'CIIaTHUTA.
ITanuenTa CJICOYyCT HpOI/IH(l)OpMI/IpOBaTL 0 TOM, YTO B CJIy4dac IOSABJICHHUA CUMIITOMOB HAPYHICHUS
(IJYHKL[I/II/I INCYCHU (aHopeKcm{, JKCIITyXa, MOTCMHCHUC MOUYH, 3Y[H, 00JIb B )KI/IBOTC) HCO6XOIII/IMO
O6paTI/ITBC$I K Bpaygy Opexkac, 4YCM MPOAOJIKUTDH JICUCHUC HOp(I)JIOKcaI_II/IHOM.

BcnomoratenbHbI€ BEIIECTBA

Kpacumenwv conneunsiti saxam scenmoii (E110)

Bxonsmmit B coctaB npenapata azokpacutenb (E110) (kpacuTenb COJIHEUHBINM 3aKaT >KENThII
(E110)) moxer BbI3bIBaTH ajiepruueckue peakuuu. llpemapar comepXMT KpacuTelb, KOTOPBIN
MOJKET OKa3bIBaTh OTPULIATEIBHOE BIMSHUE Ha aKTUBHOCTh U BHUMAHHUE JACTEH.

4.5. BzaumogeiicTBue ¢ [JPYrHMH JIEeKADCTBEHHBIMH IIpenaparamMM M Jpyrue BHABI
B3aMMOJAEHCTBUA

Hurpodypantoun

Kak ¥ npu mnpuUMEHEHMM [pyruxX OpraHMYeCKUX KHUCIOT, OONaJarolluX AaHTHOAKTepHaTbHBIM
JeicTBUeM, MEXIy HOP(IOKCAMHOM M HUTPOPYPAaHTOMHOM B YCIOBHSX in Vitro Obll
IPOJAEMOHCTPUPOBAH aHTAaroHu3M. lloaTomy HOp(IOKCAMH W HUTPOPYPAHTOUH HE CieryeT
IIPUMEHSTHh OJHOBPEMEHHO.

ﬂI/IgaHO3I/IH

HpenapaTLI, COACpIKAIINUEC OUAAHO3UH, HC CICAYCT NPUMCHATL OAHOBPCMCHHO HWJIM B TCYUCHUC
2 9acoB moOCie IMPUMCHCHU HOp(I)J'IOKC&I_[I/IHa B CBiA3M C BO3MOXHBIM BJIIMAHUCM JaHHBIX
npenaparoB Ha BCACBIBAHUC HOp(bJ'IOKcaL[I/IHa H NOCJICAYIOIIUM CHHKXCHUCM €Ir0 KOHLUCHTpAalWUu B
CBIBOPOTKC KpPOBH U MOYC.

Kodeun

HekoTopble XMHOIOHBI, BKJIIOYasi HOP(HIOKCAMH, HHTHOUPYIOT MeTaboIu3M KoernHa. IT0 MOXKET
IIPUBECTH K YMEHBIICHUIO KIMpPEHca KoperHa M yBeTUUYEHHUI0 ero nepuoja nonayseiseneHus (TV2),
YTO B ClIyyae OJHOBPEMEHHOI'0 MPUMEHEHUsI HOp(IIOKCAallMHA U IIPENapaToB, CoepKaluxX KopeuH,
MOJKET NMPUBECTHU K YBEJIMYCHUIO KOHIIEHTPALUHU Ko(ernHa B 1aa3mMe KpoBH.

HIIBII

OnnoBpemennoe npumenenue HIIBII (kpome aneTuncanuiuioBOd KHUCIOThI) U XUHOJIOHOB,
BKJIIOYass HOP(IIOKCAIlMH, MOXKET yBenuuuTh puck ctumyssaiuu [IHC u mocnenyromero pa3Butus
CYyIOpPOXHBIX mnpunaakos. Ilooromy y nun, oxHoBpeMeHHO nosydarommx tepanuto HIIBII,
HOP(QIIOKCAIMH CIIEIYeT IPUMEHATh C OCTOPOKHOCTHIO.
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Denbdyden (MOCNEQOBATENEHOCTE 0009)

JlaHHble, TONY4YEHHBIE B MCCIEAOBAHUSAX HA JKUBOTHBIX, IIOKa3ajid, 4YTO OJHOBPEMEHHOE
NPUMEHEHHE XHHOJIOHOB U (heHOypeHa MOKeT BbI3bIBaTh CyAOporu. [lo3TomMy XUHOJOHBI H
¢benOyden He cnenyeT IPUMEHSITh OJTHOBPEMEHHO.

I"'opMoHalbHBIE KOHTPAIICOTHUBEI

HeKOTopLIe aHTI/I6aKTepI/IaJ1LHBIC CpeACTBa, TAKUC KaK XHWHOJIOHBI, 0CIIa0JISIOT JIeiicTBUe
TOPMOHAJIBHBIX KOHTPALCIITUBOB.

EI/IKJ'IOCHOQI/IH

Coobmanocr 00 yBeIMYEHHMM KOHIIEHTPALUUU LUKIOCIIOPUHA B CBIBOPOTKE KPOBH MpHU
OJTHOBPEMEHHOM MpuUMeHeHHHn HopdiaokcanuHa. CreayeT KOHTPOJUPOBATh KOHIIEHTPALUIO
LIMKJIOCTIOPHHA B CBIBOPOTKE KPOBH U, B Clly4ae OJHOBPEMEHHOI'O IIPUMEHEHUS ITHX IPENnapaTos,
Ha/IIeKaIIuM 00pa3oM KOPPEKTUPOBATh 103y LIMKJIOCIIOPHHA.

Bapdapun

XI/IHOJ'IOHBI, BKJIrO4as HOp(bHOKC&HHH, MOT'YT YCHUJIMBATbh JIENCTBHE aHTHKOAr YJISAHTOB IJId IIpUeMa
BHYTPb, B TOM 4YHCJIC Bap(bapI/IHa, €TO0 MPOHU3BOAHBIX HJIM AHAJIOTHUYHBIX IPCIapaToB. Ecnu nHe
yAacTcd n30exKaTh OOAHOBPEMCHHOI'O IMPUMCHCHUSA JSTUX MpCHapaTroB, CICAYCT KOHTPOJIMPOBATH
HpOTpOM6I/IHOBOe BpeMs WK APYIrUe COOTBETCTBYIOIIUC MApaAMETPhI CBEPTHIBACMOCTH KPOBH.

XUHOJIOHBI, B T. 4. HOPQIIOKCAIMH, B YCIOBUAX in vitro MHrubupywot uzopepmeHt CYPIA2.
OnHOBpeMEHHOE TNPUMEHEHHWE C JICKapCTBEHHBIMHM IIpernaparaMu, MeTa0OoIU3UPYIOIIMMUCS
nzopepmentom CYPIA2 (Hanpumep, KoQeuH, KJIO3allUH, POMUHHUPOJ, TaKPUH, TEO(UIIIUH,
TU3aHU/IMH), TpU OOBIYHOM JO3MPOBAHUM MOJKET IMPHBECTU K IMOBBIIICHUIO KOHLEHTPAIMU €ro
cyOcTpaToB B Mia3Me KpoBU. B cBA3M ¢ uYeM HEOOXOQMMO HaOJIOJEHHE 3a NallMeHTaMH,
NPUHUMAIOIIMMHU 3TH NpenapaTbl OJHOBPEMEHHO C HOP(IOKCALUHOM.

Teodunnun

[Ipn omHOBpEeMEHHOM NPHUMEHEHWU HOpQIIOKCAlMHA W TEOPHUIMHA CJeIyeT KOHTPOJIUPOBATH
KOHIIEHTPAIIMI0 TeO(DUUTMHA B TUIa3Me KPOBU U KOPPEKTHPOBATH €ro /103y, TaK Kak HOP(IOKCAIMH
CHIDKaeT KIMpeHc TeopwuinHa Ha 25 % U MOXKeT HaOMI0AaThCs Pa3BUTHE COOTBETCTBYIOIIMX
HeXKeNaTeNbHBIX MOOOYHBIX (D (PEKTOB.

AHTanMaHBIE CPEJCTBA, COACpIKAIllMe THAPOKCHJ AJIIOMHUHUS WIM MarHus, a TakyKe Iperaparsl,
coJiepKallue Keae30, IMHK, KaJbIIHii, CVI(DaJ'ILd)aT

[IpemapaThl Kajbls, MpemapaThl, COAEpXKAllue Kelne30, IMHK, aHTAIlUAbl WIH CyKpaib(aT, He
ClieyeT MPUMEHSITh OJHOBPEMEHHO C HOP(IOKCAIIMHOM, TaK KakK d3TO MOXET YMEHBIIUTh
BcacbIBaHUE HOP(DIOKCAIMHA M, COOTBETCTBEHHO, CHU3UTh KOHIICHTPAIIMIO B CHIBOPOTKE KPOBU U
Moue. Hopdrnokcanun crnenyeT npuHUMAaTh 3a 2 4aca 70 WJIM HE MEHee ueM uepe3 4 yaca mocie
pueMa >THX MpenaparoB BHYTPb. JTO OrPAHMYEHHUE HE PACHpPOCTPAHSETCS HA aHTAarOHUCTHI
ructaMuHoBbIX Ho-penentopos.

IluTarenbHble pPacTBOPBI JUI NpPUEMa BHYTPb M MOJOYHBIC MPOAYKTHI (MATKHE WM KHUIKHUE
MOJIOYHBIE TNPOJYKTHI, TaKHE KakK HOrypT) YMEHbIIAIOT BcachlBaHuWEe HopgiokcanuHa. IlosTomy
HOp(QIIOKCAIMH ClIeyeT NPUHUMATh 110 MEeHbIIeH Mepe 3a 1 yac 70 miu uyepes 2 yaca rnocie npuema
TaKMX IUTATEIbHBIX PACTBOPOB U MPOAYKTOB.

JIeKkapCTBEHHbBIE CPEACTBA, CHILKAIOIINE CYIOPOKHBIM IOPOr

O,Z[HOBpeMCHHOC MNPpUMCHCHUEC C JICKAPCTBCHHBIMHU CPCACTBAMHU, CHUIKAIOINIUMU Cy,[[OpO)KHBIﬁ
Iopor, MOKCT NPUBECTU K PA3BUTHIO BHHHGHTI/I(I)OPMHBIX MMpUIagKoB.

' TFOKOKOPTHUKOCTEPOUIBI
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pUCKaA pa3BUTHA TCHAWHUTA WX PA3pbIBa CyXO)KH.IIPIfI.

I'unorinvkeMu4ecKre cpesicTsa

Hop(bnoxcauHH MOKCT YCWJIHNBATH TCPAIICBTHUYCCKOC JIECTBHE THIOTTTMKEMHUYECKUX npenapaTroB
(HpOI/I3BO,Z[HI:>Ie CyJ'IL(I)OHI/IJIMOLIeBI/IHLI), MMO3TOMY HCO6XOIII/IMO KOHTPOJIMPOBATh KOHUCHTpPALIUIO
TJIFOKO3bI B KPOBH. HpI/I OOIHOBPEMCHHOM IIPUCME C FJ'II/I6CHKJ'I3.MI/I,[[OM BO3MOXHO PpPa3BUTUC
TSDKEJI0M TMIIOTINKEMUH.

O,Z[HOBpCMCHHBIﬁ npuem HOp(I)JIOKcaLII/IHa C nOpfnaparamMu, O6JI8.I[&IOI_HI/IMI/I MOTCHIIMAITLHON
CIIOCOOHOCTBHIO IMOHMKATh ApTCPUAILBHOC HNABJICHUC, MOJKCT BBI3bIBATHL PC3KOC €r0 CHUIKCHUC. B
CBiA3HM C OTUM B TaKHX CJIydadX, a TaKXKC IMPU OJHOBPCMCHHOM BBCICHUU C 6ap61/ITypaTaMI/1 n
APYTUMH JICKAPCTBCHHBIMU CPCACTBAMUA JIA 0611_16171 AHECTEC3UU CJICAYCT KOHTPOJIHUPOBATH YACTOTY
CCPACUHBIX COKpB.IJ.ICHHfI, APTCPHUAIIBHOC JABJICHUC U ITOKA3ATCIIN 3JICKTPOKAPANOTPAMMBI (3KF)

[Ipenapatsl, yuiuHsronme uateppal QT

Hopdnokcanun, kak u japyrue (QTOPXHHOJIOHBI, CIEAYeT MPHUMEHSATh C OCTOPOXKHOCTBHIO Y
MAaIMeHTOB, TOJYYalOUIMX MpenapaTsl, yaauHsomue wuHTepBan QT (Hampumep, uum3anpui,
aHTuaputMuueckue npenapatel [A u Il ki1accoB, TPUIMKIMYECKHUE M TETPAIMKINYCCKHE
AHTUJICTIPECCAHTBI, MAaKPOJHJIbl, HEUPOJICNTUKH, MPOTHBOIPUOKOBBIC TMpenapaThl, MPOU3BOIHBIC
MMUJIa30J1a, HEKOTOPbIC AHTUTMCTAMHHHBIC Iperaparbl, B TOM YHCJIe acTeMHU30J, TepdeHalIuH,
s6actuH) (cM. paznen 4.4.).

H[)O6CHCQI/IQ MOKCT CHUKATb 9KCKPCIUTO Hop(bnoxcauI/IHa.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepeMeHHOCTD

[Ipenmapat Honumua mpoTuBomoka3aH Bo Bpemsi OepeMeHHOCTH (cM. pasznen 4.3.). besomacHocTh
MIPUMEHEHHUS NTPU OEPEMEHHOCTH HE U3YyYeHa.

JlakTanmsa

be3omacHoCTh MNPUMCHCHUA B IICPHUOA I'PYAHOTO BCKAPMIIMBAHUS HC U3YYCHA. HpI/I H606XOIII/IMOCTI/I
Ha3HaA4YCHUA IIpCIriapaTa Honumun TpyAHOC BCKapMJIMBAHUC CIICAYCT IIPCKPATUTDH (CM. pasacit 43)

4.7. BiusiHue Ha CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMH CpPeACTBAMHM M padoTraTth ¢
MeXaHU3MaMH

Heo6xoanmMo co0mroaTh OCTOPOKHOCTD HPU YIPABICHUH TPAHCIIOPTHBIMU CpPEACTBAMH, paboTe ¢
MexaHusmamu. CienyeT NpuHUMaTh BO BHUMAaHHE NOTEHIMAIBHYIO0 BO3MOKHOCTb Pa3BUTHUS TaKUX
00OYHBIX 3P PEKTOB, KaK rOJIOBOKPYKEHUE, COHJIIMBOCTh U paccTpoiicTBa 3peHus. [lpu nossneHun
ONHMCAaHHBIX HEKENATEJIbHBIX SBJIEHUN CIEAYeT BO3JAEPKHMBATbCSl OT YKa3aHHBIX BHJOB
JESATEIBHOCTH.

4.8. HexenaTenbHble peakuuu

Tabnuunoe pE3rOMe HEXKENaTeIbHBIX PEaKIINN

YacToTa BCTpEuaeMOCTH OIpeEeNieHa CIeAy0IUM 00pa3oM:

oueHsb vacto (> 1/10);

gacto (> 1/100, o < 1/10);
Hevacrto (> 1/1 000, vo < 1/100);
penko (> 1/10 000, Ho < 1/1 000);
oueHsb peako (< 1/10 000);
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4acTOTa HEM3BECTHA (Ha OCHOBAaHUHU UMEIOIINXCS JaHHBIX ouegﬁ%ﬁlgd—lsﬁg'ﬁ@j bHOCTL 0003)

HexenarenbHbie pCaKkun CrpyurnupoBaHbl B COOTBECTCTBUU C IMMOPAAKOM HAa OCHOBAHUH CHCTCMHO-

opransbix knaccos (COK).

COK HexesraTebHbIe peakunu YacroTa BCTpeyaeMoCTH
Nudexnnu u naBasun | BarmHanbHbIA KaHAUI03 Penko
Hapymenns co | DosuHoDuINs, neiikonenus, | Hewacro
CTOPOHBI KPOBH W | HEUTPONEHUS, TPOMOOIONICHHUS,
JUM(PATHICCKON yIUIMHEHHE  IPOTPOMOMHOBOTO
CHCTEeMBbI BpEMEHU
I'emonuTnyeckas anemus | Peako
(06b14HO CBsI3aHa C
HEJ0CTaTOYHOCTBIO  IUIIOK030-6-
docdaTneruaporeHasbl)

Hapymenns co | AHauIaKTHUECKUE peaKIu Penxo

CTOPOHBI  MMMYHHOMH

CHCTEMBI Peaxuu YacroTa HEU3BECTHA
TUIEPYYBCTBUTEILHOCTH

Hapymenns Tspkenas runornvkemMusi, BIUIOTH

MeTadoan3ma U | 10 pasButus | YactoTa HEU3BECTHA

NUTAHUA TUIOIIMKEMUYECKON KOMBI

IHcnxnueckne CMmeHa HacCTpOEHMUS,

HApyIIeHHA* CIyTaHHOCTb CO3HAHUs, CTpax,
raJTIOLMHALIHY, Jenpeccus,
0€eCIoKOHCTBO,

. Penko

pa3ApakuTeNbHOCTh,  didopus,
N€30pUEHTAlusl,  IICUXUYECKHE
HapylIeHUs M ICUXOTUYECKHE
peakuuu

Hapymenns co | ['onoBHas 6011b,

o Heuacro

CTOPOHBI HEPBHOIi | TOJIOBOKPYKEHHE, COHJINBOCTh

CHCTeMbI*
[Tapecresus, 0eccoHHUIIA,
HapyILIECHUS CHa,
MIOJINHENpOIaTHs, BKitouas | O4eHb penko
CHUHJIPOM I'mirena-bappe,
CyJIOpOTH

Hapymenus co

CTOPOHBI oprana Hapymenne SPEHIT, Penko

N MOBBILIEHHAS CJIE30TOYNUBOCTD

3peHHus

Hapymenus co

CTOPOHBI OpPraHa cjayxa | 3BOH B ylIax Penxo

u JadupuHTA ™
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Hapymenus co | Taxukapausi, apuTMusi, TOM
CTOPOHBI cepana** YHCIe KEyI04YKOBasi apUTMHUS U
TaxvKapauss THIA  «ITHPYIT»
(3aperucTpupoBaHbI
MPEUMYIIECTBEHHO y ManueHToB | YacToTa Hen3BecTHA
c (QakTopamMu puUCKa YyIITHHEHUS
untepana QT wna  OKI),
ynnuHenne wuHTepBania QT Ha
OKT (cm. paznensi 4.4.,4.9.)

Hapymenus co | Backymur ¢ nmerexuamMu U

e Penko
CTOPOHEBI COCY/10B reMOpparn4eCKUMU MaryjIaMu

Hapymenus co | MU3xora, Oomp u cma3Mmbl B
CTOPOHBI :KeJYI04HO- | )KHBOTE, AUapesl, TOLIHOTA
KHIIEYHOT 0 TPAKTa

Heuacto

PBOTa, AHOPCKCUA,
HCGB,[[OMCM6paHO3HBII71 KOJINT, Penxo
IMaHKpECaTUT

Hapymenus co | XoJlecTaTUYECKUN renaTur,
CTOPOHBI NEYEeHW M | FEIaTUT

JKeTYEeBbIBOAALINX
nyreu Kentyxa YacToTa Hen3BeCTHA

Yacrto

Hapymenns co | Cpimb Yacro
CTOPOHBI  KOXKHM H
NOAKOXHBIX TKaAHEH Kosxnble pceaKuunu,
9KC(OTUATUBHBIN JEepPMaTHT,
TOKCUYECKUN  SNHUAECPMaJIbHBIN
Hekponu3 (cunapom Jlaitenna),
MHOTro(hopMHast spuTemMa
(curnpom CrtuBeHca-/[>KOHCOHA),
(OTOUYBCTBUTEIBHOCTD (cm.
pasnen 4.4.), 3yl, KpaluBHUIA,
QHT'MOHEBPOTUYECKHUM OTEK.

PazButue
(OTOYYBCTBUTEILHOCTH
HAOTIOMANOCh Yy  MAIMeHTOB, | PEAKO
KOTOpbIE BO BpeMs TEpamuu
XMHOJIOHOBBIMUA aHTHOMOTHKAMU
HAaXOJWIMCh Ha COJIHIC WIU
MOJIBEPTaIUCh 00Jiee CHUIILHOMY
COJIHEYHOMY U3TY4CHHIO
(poToTokcHueckue peaKiuu,
dboToceHcHOUIM3ALINS,
CONPOBOXKIAIOIIASICS
oOpa3oBaHuEM MYy3bIPHKOB,
MOKPACHEHHEM M OTEKOM KOXKH)
(cm. paznen 4.4.)

Hapymenus co | Pabnomuonus Heuacro

10
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P, " (MOCHEQOEATENBROC TE U003)
POHBL - MBIMEUHOM, | 1oy iy, TEHIOCUHOBUT,

KocTHOH . " Muanrus  u (wm) aprpanrus, | Penko

COCAMHHUTEILHOH BOCIIAJICHUE CYyCTaBOB

TKaHH*
Pa3pbIBbI CYXOXKWIHN
(Hammpumep, axXHJuIoBa
CYXOXHIUsI) — OOBIYHO IIpH
Hanuuuu  npeapacnojaramomux | OueHs penko
¢bakTopoB, YXyALICHHE
CUMITOMOB  MHAacTeHHUu  (CM.
pasnen 4.4.)

Hapymenus co | Kpucramnypus Heuacro

CTOPOHBI  MOYeK |

MOYEBBIBOAAIINX IloBbi1IEHTE KOHIOCHTpAlluH

nyreii MOYEBMHBl U KpEaTHMHUHA B

v IJ1a3Me€ ’ KpOBHU, Penxo
MHTEPCTULUAIBHBIA HEPPUT

O0mme HapymieHuss

peaknuu B MecTe | YCTaJlOCTh Penko

BBeJCHUSA *

JlabopaTopHble u | [loBblieHue YPOBHEU

HHCTPYMEHTAJIbHbIEC TpaHCaMHHA3, LICJIIOYHOU

JaHHbIE docdaraszsl u | Heuacro
JIAKTATAETUAPOr€HA3bI (JIAn),
CHID)KEHUE FeMaTOKpUTa

* B o4YeHb PEAKMX CIydasx MPU NMPUMEHEHHH XHHOJOHOB W (DTOPXMHOJIOHOB, WHOTZIA HE3aBUCHMO OT HCXOIHO
UMerommxcsl (HaKTOpoOB PHUCKA, OBUIM 3apEerMCTPUPOBAHBI JUTUTENIBHO COXPAaHSIOMHMECS (10 HECKOJBKHX MECSLEB WIIH
JIeT), WHBATMIM3UPYIOIIME M TOTCHIMAIBHO HEOOpaTHMBIC CEphe3HBIC HEXKENATeNIbHbIC PEaKUUH Ha IIperapar,
3aTparkBarolINe HECKOJBKO, a MHOTJa U MHOXECTBO, KJIACCOB CHCTEM OpPraHOB M OPraHOB YYBCTB (BKJIIOYAs TaKUe
peakiMy, KaK TeHIUHUT, Pa3pbIB CyXOXKWIIHS, apTpairus, 00Jib B KOHEYHOCTSX, HapyIICHHE MOXOJIKH, HeHponaTHH,
CBSI3aHHBIC C MAPECTE3MSAMHM M HEBpAITHeH, IOBBINICHHAS YTOMIISIEMOCTb, NCHXHATPUYECKUE CHMIITOMBI (BKIOYAs
HApYIICHUS CHA, TPEBOTY, ITAHWYECKHE aTaKh, MACIPECCHI0 W CYULIUJAIBHBIC MBICIH), HapyLNICeHHE MaMATH H
KOHIICHTPALIMU BHUMAHMUS, a TAK)Ke HApPYIICHUS CIyXa, 3pCHIUs, BKyca M 000HSIHUsA) (cM. pa3aern 4.4.).

** VY manyeHToB, MOJy4aBIIMX (DTOPXMHOJIOHBI, OBUTH OTMEYEHBI CIydaW aHEBPHU3MBI M PACCIOCHUS aOpThl, HHOTJA
OCIIOKHCHHBIC Pa3phIBOM (B TOM YHCIE C JICTABHBIM HCXOJIOM), & TAKKe PEryprUTalldi/HEeJOCTATOYHOCTH JIF000TO
Kianana cepana (cM. pasnen 4.4.).

COO6IJ_ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 MOJ03peBacMbIX HEKENATEeNbHBIX PEAKUUAX IMOocie  perucTpanuu
JICKapCTBEHHOI'O Ipernapara ¢ IeJbl0 00ecrneueHus] HEeNpepbIBHOTO MOHUTOPHUHIA COOTHOLICHHS
«T0JIb3a — PHUCK» JIEKApCTBEHHOTO mpemnapara. MeIUUUHCKUM pPaOOTHUKAM pPEKOMEHIyeTCs
coo0mIaTh O JHOOBIX MM0J03PEBAEMBIX HEXKEIATENbHBIX PEaKIMAX JEKapCTBEHHOTO Iperapara yepes
HaIlMOHAJIbHBIE CHUCTEMbI COOOIIEHUS O HEXKEJaTelIbHbIX pPEeaKIHUAX TOCYAapCTB — YIICHOB
EBpa3uiickoro 5KOHOMUYECKOIO COI03a.

Poccuiickas @enepauvs

denepanbHas cayx0a 1Mo Haa30py B cdepe 31paBoOXpaHeHUs
109012, r. Mocksa, CnaBsiHcKas muiomanis, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

Anpec 31ekTpoHHOI nouTsl: pharm@roszdravnadzor.gov.ru win npr@roszdravnadzor.gov.ru
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COCTBETCTBYET 3KCMEPTHOMY OTUYETY
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Caiit B UH(GOPMAIMOHHO-TEIEKOMMYH KauHOHﬂgg“:'-l E":I"% '%TEHE'H';LEIEFGSEQ%;:

https://roszdravnadzor.gov.ru

Pecny6nuka benapych

VII «LleHTp dKCnepTu3 U UCHBITAHUHI B 3PaBOOXPAHCHUN

220037, r. Munck, ToBapuieckuii nep., a. 2a

Tenedon: +375 (17) 242 00 29

®axc: +375 (17) 242 00 29

Anpec anekTpoHHOU ouThl: repl@rceth.by

CaiiT B nH(pOpPMAaLMOHHO-TEJIEKOMMYHUKAIMOHHOU ceTu «MHTepHeT»: https://www.rceth.by

Pecnybnuka Kazaxcran

PI'TI na IIXB «HauuoHanpHBIM LEHTP DKCHEPTU3BI JICKAPCTBEHHBIX CPEICTB U MEIULIMHCKUX
w3nenuit»  Komurera MenumuHCKOro U ¢apMaleBTHYECKOro KOHTposis MuHHCTEepCTBa
3npaBooxpanenus Pecriyonuku Kazaxcran

010000, r. Acrana, paiion baiikonslp, yi. A. manoBa, 1. 13, B «Hypcayzer 2»

Tenedon: +7 7172 235 135

Anpec 31ekTpoHHOM nouTsl: farm@dari.kz

CaiiT B nH(GOpPMALIMOHHO-TEIEKOMMYHUKAIMOHHOU ceTu «MHTepHeT»: https://www.ndda.kz

Pecnybnuka Apmenus

I'HKO «IleHTp 2KkcniepTU3bl JEKAPCTB U MEAULIMHCKUX TEXHOIOTHII»

0051, r. Epesan, nip. Komuraca, 1. 49/5

Tenedon: (+374 10) 20 05 05, (+374 96) 22 05 05

Anpec 37eKTpOoHHOI mouThl: vigilance@pharm.am

CaiiT B nH(pOpPMALMOHHO-TEJIEKOMMYHUKAIIMOHHOU ceTn «MHTepHeT»: https://pharm.am

Keipreizckas PecryOmnmka

JlenapTaMeHT JIEKapCTBEHHBIX CPEACTB U METULIMHCKUX U3J1EIUN

720044, Yyiickast obnacts, r. bumikek, ya. 3-s Jluausg, 1. 25

Tenedon: +996 (312) 21 92 86

Anpec 3nekTpoHHO nouTsl: pharm@dlsmi.kg

CaiiT B uH(GOpPMaLIMOHHO-TEJIEKOMMYHUKAIMOHHOU ceTn «HTepHeT»: https://www.dlsmikg

4.9. Ilepeno3upoBka

CHUMIITOMBI

TOI_HHOTa, pBOTA, AUApECs; B TAKCIIBIX ClIydadX — I'OJIOBOKPYKCHUC, COHJIMBOCTD, «XOJIOIHBII 10T,
CIIYTaHHOCTDb CO3HAaHUs, cyaoporu, OoYyTJIOBATOC JIMIIO 0e3 HU3MCHCHMUA OCHOBHBIX
reMOJNMHaMHUYECKHX MOKa3aTeleH.

Jleuenue

HpOMLIBaHI/Ie JKCIIydKa, aACKBATHAA THApPATAllMOHHAA TCparus C (pOpCI/IpOBaHHBIM ANYypE30M U
CUMIITOMAaTUYCCKas TCparusi. Tpe6yeT051 O6CJ'ICI[OB3.HI/IC n Ha6J'IIO,ZLCHI/IC B CTalUOHApPE€ B TCUCHUC
HECKOJbKHMX JTHEH. Cnez[yeT KOHTPOJIMPOBATH OKI' m3-3a BO3MOKHOTO YAJIMHCHUA UHTCPBAJia QT
Cl’IeI_II/I(I)I/ILICCKOFO aHTUa0Ta HCT.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoanHaMHu4YecKHe CBOHCTBA

cDapMaKOTepaHCBTI/ILICCKaH rpymia: aHTI/I6aKT€pI/IaJIBHLIe cpeacrea  CHUCTCMHOI'O ,Z[CI\/'ICTBI/IH;
MMPOU3BOJHBIC XMHOJIOHA, (I)TOpXI/IHOJ'IOHLI.

Kox ATX: JOIMAO6.
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(MOCNEOCBATENEHOCTE 0009)

MexaHu3M eicTBUS

[TpoTHBOMUKPOOHOE CPEACTBO U3 TPYHIBI (TOPXUHOIOHOB. OKa3bIBaeT OAKTEPHUIIMIHOE JCHCTBHE.
BosneiictByer Ha 6aktepuanbubiii hepment JJHK-rupasy, obecrieunBaromyo cBEpXCIUpaIn3auio
U, TakuM obOpazom, crabunbHOCTh JIHK Oaktepmii. Jlecrabunuzauus nenu JHK mpuBogut
rubenu 6akrepuil. O0naaeT MUPOKUM CIIEKTPOM aHTUOAKTEPUATLHOTO JIEHCTBUSI.

dapmakonmaamMuueckue 3O GHEKTHI

AKTUBEH B YCJIOBHSIX in Vitro W In Vivo B OTHOIICHUHM CIEAYIOIIMX MHUKPOOPTraHU3MOB:
rpaMIoJIOKUTENbHbIE a3po0bl — Enterococcus faecalis, Staphylococcus aureus, Staphylococcus
epidermidis, Staphylococcus saprophyticus, Streptococcus agalactiae; rpaMoTpHULIaTENIbHBIE a3PO0BI
— Citrobacter freundii, Enterobacter aerogenes, Enterobacter cloacae, Escherichia coli, Klebsiella
pneumoniae, Neisseria gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Pseudomonas
aeruginosa, Serratia marcescens, Salmonella spp., Shigella spp.

AKTHUBEH B YCIIOBHSIX i1 Vifro B OTHOLIEHHUHU CIEAYIOIIUX MHUKPOOPIaHU3MOB: IPaMOTPHUIIATEIbHbIC
a’poOsl — Citrobacter diversus, Edwardsiella tarda, Enterobacter agglomerans, Haemophilus
ducreyi, Klebsiella oxytoca, Morganella morganii, Providencia alcalifaciens, Providencia rettgeri,
Providencia stuartii, Pseudomonas fluorescens, Pseudomonas stutzeri; npouune — Ureaplasma
urealyticum.

HeakTHBeH B OTHOLICHHH OOJUTaTHBIX aHaBp06OB.

Pe3ucteHTHOCTh, 0OOYCIIOBJIEHHAs! CIIOHTAHHBIMM MYTAalMsIMM, BCTpedaeTcst pelnko. B penkux
CllyyasiX SHTEpPOOAKTepUH TNPOSIBISAIOT PE3UCTEHTHOCTh K IHpenapaTy. Pe3UCTeHTHOCTh wyarle
pa3BUBAETCS CO CTOPOHBI Pseudomonas aeruginosa M METHUIMIUIMH-PE3UCTEHTHBIX IITAMMOB
cTapUIOKOKKOB. Pe3aucTeHTHOCTh HE omocperoBaHa ImiuazMuaaMu. OHa SBISETCS CIEACTBUEM
XpOMOCOMHBIX MyTanuii B OakrepuanbHoit JIHK-rupaze. Mexnay Hop¢iIoKcalluHOM M APYTHMHU
(TOPXHMHOIOHAMH BO3MOKHO Pa3BUTHE NEPEKPECTHOM pe3ucTeHTHOCTH. LlITaMMBbl, pe3UCTEHTHBIE K
HAJIMJUKCOBOM U MUIEMUA0BOM KUCIOTE, BOCIIPUMMYUBBI K HOP(IIOKCAIIUHY.

5.2. PapmakokMHeTHYECKHE CBOHCTBA

AOGcopbius

Hopdnoxcarun 6sicTpo, HO He monHocThIO (30—40 %) BcackiBaeTcs mocie npuemMa BHYTph. [Ipuem
MU 3aMeisieT abcopouuto mpemapata. MakcumanbHast KOHUEHTpalusl (Cmax) B IJIa3Me KPOBH
nocruraercsa depe3 1-2 gaca u cocrasuser ot 0,8 mo 1,5 Mxr/min B 3aBUCHMOCTH OT A03bI (200—
400 mr).

Pacrpenenenue

Huskas BenuunHa cBsi3bIBaHMS HOp(IOKcanuHa ¢ Oenkamu 1uiaszMbl KpoBu (10—15 %) u Bbicokas
pacTBOPUMOCTh B JHUMUIAX OOYyCIAaBIMBAIOT OONbLIOW O00BEM pacmlpenesieHus mpenapara u
XOpolIee NPOHUKHOBEHUE B OpraHbl U TKaHM (MapeHXHMMa MOYEK, SUYHHUKH, )KUJKOCTh CEMEHHBIX
KaHaJbLIEB, MpeAcTaTeIbHas Keje3a, MaTKa, OpraHbl OPIOLIHOM MOJIOCTH M MAJIOTO Ta3a, Keildb,
rpyzHoe MoJoko). [Iponukaer uepe3 rematosHuehaTUIeCKHi U MIALlEHTapPHbIH Oapbepsl.

Yepe3 2-3 yaca mocie mpuema BHYTpb HopduiokcanuHa B 03¢ 400 M KOHLIEHTpalus B Modye
npesbimaeT 200 Mkr/mi, B TedyeHue 12 yacoB oHa noanepxusaercs Ha ypoBHe 30 mxr/mi. IIpu pH
MOYH 7,5 pacTBOPUMOCTH HOP(IOKCAIIUHA CHUXKACTCS.

Meraboausm
MeTtabonu3upyercs B IeYEHU.

BriBegenue
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T2 coctaBnsier 3—4 vaca. BeiBoguTCsl moukaMu nmyTeM Kny6dﬂga@ﬁ%ﬁﬁgﬁwfﬁ%%ﬁﬁr€ﬁéﬁ

cekpeunud. B Teuenue 24 yacoB ¢ MomeHTa mnpuema 32 % 10361 BBIBOAMTCS TMOYKAMH B
HEU3MEHEHHOM Buje, 5—8 % — B BHJIe METa0OIUTOB, C JKETUbI0 BhIIENsAETCS 0K0I0 30 % mpuHATOM
JIO3bI.

5.3. lanHble TOKJIUHUYECKOH 0€30MaCHOCTH

HccnegoBanus OCTpOI71 TOKCUYHOCTH BBIABHUJIM HU3KYHO TOKCHYHOCTDb HOp(I)JIOKcaLII/IHa y
J]a60paT0pHBIX JKHNBOTHBIX.

LDS50 npu nepopanbHOM BBEICHUHU y MBbIIIEH, KPbIC U co0ak mpeBbliana 2 r/kr Maccsl Tena. LD50
IpU BHYTPUOPIOUIMHHOM BBeJIeHMM Yy Mblmel coctasisia 0,789 r/kr maccel Tena u 1,175 r/kr
Macchl Tela y CaMIIOB U CaMOK COOTBETCTBEHHO, y Kpbic — 0,769 r/kr maccel Tena u 1,295 r/kr
Macchl TeJla y CaMIlOB M CaMOK COOTBETCTBEHHO. LD50 npu BHYTpMBEHHOM BBEIECHUHU Y MBIIIEH
cocraBmsina 0,220 r/kr maccsl Tena u 0,237 /KT Macchl Tela y caMIlOB M CAMOK COOTBETCTBEHHO, Y
kpbic — 0,270 r/kr maccel Tena u 0,245 r/kr Macchbl Tella y caMIloB U CaMOK COOTBeTcTBeHHO. LD50
IIPY BHYTPUMBIIIEYHOM BBEZIeHUHU y Mbltiel coctasisiia 0,470 r/kr maccel Tena u 0,480 r/kr Maccsl
TeJa y CaMIIOB U CAMOK COOTBETCTBEHHO, Y KpbIC mpeBbimana 0,5 r/kr maccel Tena, Toraa kak LD50
IpU TOJKOXXHOM BBEIEHMM MpeBblaga 1,5 I/Kr Maccel Tena y camuoB U camok. llocne
[IEPOPAIBHOTO U MOJKOXHOI'O BBEAECHHUS MBIIIAM U KpbICaM IPU3HAKM TOKCHUYHOCTU U JIETAJIbHBIE
UCXOAbl OTCyTcTBOBainM. Kak y Mblel, Tak M y KpbIC OTMEYAJIUCh HAPYIICHHUs IOXOAKU H
3aTpy/[HEHHBIC JBIKEHHUsS TII0CJI€ BHYTPHOPIOIIMHHOIO BBEICHHUSA, a I[0OCJIE€ BHYTPUBEHHOTO
BBEJICHHS HAOIOATMCh TOHMYECKUE MBIILICUHbIE CIIa3Mbl U celaTUBHBIN 3 dexT. Paznuuus mexay
[oJIJaMH 3aMETHBI TNPH BHYTPUOPIOIIMHHOM BBEJCHHMM: CaMIlbl MBIIIEH W Kpbic ObulM Oosee
YyBCTBUTEJIbHBI, YEM CAMKH.

HccnenoBanus TOKCUYHOCTH IIpru MHOT'OKPAaTHOM IMPUMCHCHHUU Y KPBbIC, cobak 1 00€3bsIH BEISIBUIIN
HHU3KYIO TOKCHUYHOCTDH HOp(bJ'IOKC&I_[I/IHa. HpI/I MHOT'OKpPAaTHOM BBCACHHUHN BBICOKHX 03 OTMCYAJIACh
He(prTOKCI/I‘{HOCTB. v KpBIC 1 cobak Ha6moz(anac5 KpucCTaJurtypusda 1npu BBCACHHUU BBICOKHX 03 U
pH Moun >6. Y MOJIOABIX JKUBOTHBIX JIHUTCIBHOC IIPUMCHCHHUC TIIpCliapaTta IIPUBOAUIIO K
MOPaXKCHUIO CYCTABHBIX Xpﬁ].l.[efl.

HccnenoBanus penpoayKTUBHOW TOKCHYHOCTA HE TMOKas3ald BO3ACUCTBHUS HOp(QIOKCcAIlMHA Ha
GbepTUIBbHOCTh M PENpOAyKTHBHYIO GyHKIUIO. Hopduokcanma He o001agaeT TepaTOreHHBIM
MOTEHIIMAJIOM M TPOSIBISLT SMOPUOTOKCHYECKHE CBOMCTBA TOJBKO y MaTepeil ¢ MpU3HAKaAMHU
TOKCHYHOCTH Ha (OHE BBEACHHUS BBICOKUX J03 HoOpdrokcanuHa. BrnusHue Ha mepu- U
MOCTHATAJIbHOE Pa3BUTUE IOTOMCTBA OTCYTCTBOBAJIO.

My’TaFeHHOC BO3ACHUCTBHUE HOp(I)HOKC&LII/IHa OTCYTCTBYCT. B AOJITOCPOYHBIX HCCICAOBAHUAX HaA
J'Ia60paT0pHBIX JKUBOTHBIX KaHIICPOTCHHOTI'O JeHCTBUS HOp(I)HOKC&L[I/IHa OTMEUYEHO HE OBLIO.

3(1)(1)CKTBI npenapara B JOKIMHHUYCCKUX HCCICOAOBAHUAX Ha6J'IIO,Z[aJ'II/ICL TOJIBKO IIpU YPOBHAX
9KCIIO3UIHHU, KOTOPBIC JOCTATOYHO CHUJIBHO MPCBBLIINAJIN MAKCUMAJIbHYIO 3KCIIO3UIIUIO Y YCJIOBCKA,
4TO YKa3bIBACT HAa MAJTYIO 3HAYUMOCTb 3THUX B(b(bCKTOB JUJISI KITHHUYECKOM IMPAKTUKHU.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeuyeHb BciOMoOraTeibHbIX BelIECTB

IToBugon K-25
Kapb6okcumerunkpaxmain HaTpust
[enmono3a MEKPOKPUCTAILITHYECKAS
KpemHuust aokcu KOJIIOUTHBIH
Marnus creapat

Boga ouniienHas (15 TUApaTaIum)
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0O060J104Ka [UICHOYHAA

I'mnpomennosa

Tanpk

Turana nquokcun (E171)

Kpacutens conneunsiit 3akat xentoiii (E110)
[IponuneHrnukoab

6.2. HecoBmecTumMoCTH

Henpumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHH )

5 Jer.

6.4. OcoOble MepbI MPEAOCTOPOKHOCTH IPH XPAHECHHH

XpaHuTh Ipu TeMIeparype He Boiiie 25 °C, B OpUriHaIbHON YIIaKOBKE.
6.5. Xapakrep u coaepkaHue YIAKOBKH

IIpu opousBonctee Ha AO «KPKA. n.1.. HoBo MecTto», CioBeHnsa

ITo 10 Tabnerox B Onuctepe u3 kKoMmOMHHMpoBaHHOro wmarepuaia I[IBX/TIBAX wu ¢onbru
AJIFOMUHHUEBOM.

1 nnu 2 6rucTepa BMECTE € JIMCTKOM-BKIIAJIBIIIEM IOMEIIAIOT B MAYKy KapTOHHYIO.
IIpu pacgpacoske u (unu) ynaxosxe na OO0 «KPKA-PYC», Poccus

I[To 10 Tabnerox B Onuctepe u3 KoMmOMHHMpoBaHHOro wmarepuana I[IBX/TIBAX wu ¢onbsru
AJIFOMUHHUEBOM.

1 nnm 2 GnucTepa BMeCTE C IMCTKOM-BKIIAJIBIIIEM IOMEIIAIOT B MAYKy KapTOHHYIO.
IIpu ynaxosxe na AO «Bexmop-Meouka», Poccus
1 nnu 2 GrucTepa BMECTE € JIMCTKOM-BKIIAJIBIIIEM IOMEIIAIOT B MAYKy KapTOHHYIO.

IIpu opousBoactee Ha OO0 «KPKA-PYCy». Poccus

ITo 10 tabnerox B Onucrepe u3 komOuHUpoBaHHOro wmarepuana I[IBX/IIBJAX wu ¢onsru
AJIFOMUHHUEBOM.

1 un 2 6JII/ICTepa BMCECTC C JIMCTKOM-BKJIAJABIIICM IMOMCIIAIOT B ITAYKY KaPTOHHYIO.

He Bce pa3MEphbl YITAKOBOK MOT'YT OBITh JOCTYIIHBI JIA pCaIn3aliuu.

6.6. OcoOble MepbI NMPEIOCTOPOKHOCTH NMPH YTHWIM3ALNH HCHOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara WJid OTX0J0B, NMOJYYEHHBIX MOcJe NMPUMEeHEeHHs JIEKApCTBEHHOro mpemnapara, u
Apyrue MAaHUMYJSIUHU ¢ PenapaTomM

Oco0ble TpeOoBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

CnoBenus
AO «KPKA, a.1., HoBo mecto»
[IImapremika necra 6, 8501 HoBo mecTo
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Teﬂe(pOHI +386 73312111 |:|_|l:“:.-| E.:I.'::E!'-'TE.HIZH'::I: T;’ ':l : ':'El :'

daxc: +386 7332 15 37
Anpec anexrponHoii noutsl: info@krka.biz

7.1. IIpeacTaBUTENb AEPKATESA PETHCTPANMOHHOIO YI0CTOBEPEHHA

[Iperen3uu notpedbuTeneil HaNPaBIIATh O aIPecy:

Poccuiickas @enepauvs

000 «KPKA-PYC»

143500, MockoBckas o6m., 1. Mctpa, yn. MockoBckas, a. 50
Tenedon: +7 (495) 994 70 70

daxc: +7 (495) 994 70 78

Anpec 3nexTpoHHO# nmouTsl: krka-rus@krka.biz

Pecny6nuka benapych

IIpencraBurensctBo AxkuuonepHoro o6mectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnyonuka Cnosenusi) B Pecniy6niuke benapyce

220114, r. MuHnck, yn. @unumoHnoBa, 1. 2507, oduc 315

Tenedon: 8 740 740 9230

daxc: 8 740 740 9230

Anpec snekTpoHHoi noutsl: info.by@krka.biz

Pecny6nmka Kazaxcran

TOO «KPKA Ka3zaxcran»

050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
Tenedon: +7 (727) 311 08 09

Anpec snextponHoi noutsl: info.kz@krka.biz

Pecnybnuka Apmenus

IIpencraBurensctBo «Kpka, 1.1., HoBo mecto» B PecnyOnuke ApmeHus

0001, r. EpeBan, yn. Han6aunsu, 1. 106/1 («CAAT-HOBA» BUSHEC-HEHTP), oduc 103
Tenedon: +374 11 560011

Anpec s3nexTpoHHoi noutsl: info.am@krka.biz

Keipreizckas PecryOmnmka

IIpencraBurensctBo AO «KPKA, ToBapna 3apasui, a.4., HoBo mecto» B Keipreizcrane
720040, Yyiickast o6nacts, r. burmikek, OynbBap IpKUHIUK, A. 71, 610K A

Tenedon: +996 (312) 66 22 50

Anpec anexTponHoii noutsl: info.kg@krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O YOCTOBEPEHUA

JITI-Ne(000785)-(PT-RU)

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O IIPETTAPATA

HeKapCTBCHHLIﬁ npemnapaTt OTHOCHUTCS K KaTCrOpruU OTITYCKaA «I10 PCUCIITY>.

OOmrasi xapakTEepHUCTHKA JIEKAPCTBEHHOTO Mpenapara HoJWIMH JOCTyImHAa B €IUHOM peecTpe
3apETUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB EBpa3suilcKOro SKOHOMHYECKOTO COK3a U Ha
ourmanibHOM caiite YIOIHOMOUYEHHOTO opraHa (9KCIIepTHOM OpraHu3aIum)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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