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CMEPTHOMY OTUETY

OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Pesmanpen, 4 mr, TabneTKy.
PeBmarpen, 16 mr, TabneTky.

Pesmanpen, 32 mr, TabneTku.

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTBy1oIIIee BEIIECTBO: METHUJITTPETHI3OJIOH.

Pesmanpen, 4 mr, Tabnerku

Ka;xz[a;l TabneTKa COACPIKUT 4 mr MCTHJIIPCAHHU30JIOHA.

BemecTBa, Hamu4Me KOTOPBHIX HAJO YYUTHIBATH B COCTAaBE JICKAPCTBEHHOIO IMpemapara: JIAKTo3a,
caxapo3a (cM. pazzaen 4.4).

Pesmanpen, 16 mr, TabaeTku

Kaxxnas TabieTka comepuT 16 Mr MeTuimpe1Hu3010Ha.

BemecTBa, Hamu4Me KOTOPHIX HAJO YYUTHIBATH B COCTAaBE JICKAPCTBEHHOIO IMpemapara: JIAKTo3a,
caxapo3a (cM. pazzaein 4.4).

Pesmanpen, 32 mr, TabaeTku

Kaxxnas TabneTka comepuT 32 MI METHIIITPETHA30JI0HA.

BemectBa, Hanmu4Me KOTOPHIX HAJO YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO Mpemapara: JaKTo3a,
caxapo3a (cM. pazzaen 4.4).

ITonHbIit NEpCHUCHL BCIIOMOTAaTCIIbHBIX BCIICCTB IIPUBCACH B Pa3/1€JIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabaeTku.

Pesmamnpen, 4 mr, TabieTkn

Tabnerkn ©Oenoro wuaM Moyt Oeloro I1BeTa, KpyIJble, JBOSKOBBINYKIbIE, C JBYMS
MEPIEHIUKYISIPHBIMA PUCKAMH HA OJJHOM CTOPOHE.

Ta6J'IeTKy MOKHO Pa3aCJINTb Ha PaBHBIC OO3bI.

Pesmanpen, 16 mr, TabaeTku

Tabnerkn ©Oenoro wuiaM TMOUYTH Oeloro IBeTa, KpPYyIJble, JBOSKOBBINYKIBIE, C JIByMs
MEPIEHIUKYISIPHBIMA PUCKAMH HA OJHOM CTOPOHE.

Ta6J'ICTKy MOZKHO Pa3ACJINTb Ha PaBHBIC OO3bI.

Pesmanpen, 32 mr, TabiaeTku

Tabnerkn ©Oenoro wuiaM TMOUYTH Oenoro IBeTa, KpPYyIJble, JBOSKOBBINYKIbIE, C JIByMs
MEPIEHIUKYISIPHBIMA PUCKAMH HA OJHOM CTOPOHE.
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TabneTKy MOXKHO pa3fAenuTh Ha paBHBIE JO3bI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHH IO

IIpenapar PeBmanpes nokaszan K IpUMEHEHHUIO Y B3POCIIBIX U IETEH !

OcHOBHBIE TOKa3aHUs (KPaTKOBPEMEHHO B KaueCTBE JOMOIHUTEIHLHOM TEPAIMH ISl BBIBEICHUS U3
OCTPOTO COCTOSHUSI WJIM Tpu OOOCTpEHWHW, WU, B OTACIBHBIX CIydasX, B KauyecTBE
MTO/ICPXKUBAOIICH TEpaITUN):

e PeBMaTOMIIHBIN apTPUT, BKIIIOYAsl IOBEHUIbHBIA PEBMATOUIHBIN apTPUT (B OTACIBHBIX CIydasx
MOJKET OTPEOOBATHCS MOICPIKUBAIOIIAS Tepanusi HU3KUMHU JJ03aMH ).

e PeBmaTnyeckas NOJIMMHUANITHS.

e OcTpslif peBMOKapIuT.

e [Ilcopuarnueckuii apTpur.

e CHUHOBHT MPU OCTECOAPTPUTE.

e Ocrpelif Hecienu(HpUIECKU TEHTOCHHOBHT.
e ['MraHTOKJIETOYHBIN apTEPUUT.

e AHKWIO3UPYIOIIUNA CIIOHIUIINT.

e (CucteMHBIN JepMAaTOMHO3UT (TIOJTUMHO3HT).
e (CucremHasi KpacHas BOJYAHKA.

JlonoJHUTENIbHBIC NOKA3aHUS |

s nevenuss SHOOKPUHHBLX 3A00N€6AHULL:

o [lepBuuHass W BTOpPUYHAS HAJAMOYEYHUKOBAS HEJOCTATOYHOCTHh (TperapaThl BbIOOpa -
THJIPOKOPTU30H MM KOPTU30H; MPU HEOOXOJIMMOCTH CUHTETUYECKUE aHAJIOTH MOTYT IPUMEHSThCS
B COYETaHMM C  MHUHEpPAJOKOPTHKOCTEpoMJaMHu;  ocoboe  3HaueHue  jJo0aBieHUE
MUHEPAJIOKOPTUKOCTEPOUJIOB UMEET B NEAUATPUUECKOM MPAKTHKE).

e Bpoxnennas runepriazus HaIIOYEYHUKOB.

e  XPOHHMYECKHUH U MOJOCTPBIA TUPEOUIUT.

e T'unepkanpiyemMus Ha (poHE OHKOJIOTHUECKOTO 3a00JIeBaHHUS.
na nevenus neaHOOKPUHHBIX 3A001€8aHULL:

3abonesanus onopHo-08ucameibHo20 annapamad

e  OcTpblif ¥ TOJOCTPBIH OYpCHUT.

e OcTpslif mogarpuuecKuii apTpur.

e IlocTTpaBMaTH4ECKUN OCTEOAPTPUT.
e  DNUKOHAWIUT.

Koorcnwvie 3abonesarus

e [ly3pIpuarka.
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['eprieTudopMHBI OYJUIE3HBIN 1E€pPMATHUT.

Tsoxenas myabTrdopmHas sputema (cuaapom CtuBeHca-J[KOHCOHA).
OkchonuaTUBHBIN 1EpMaTHT.

I'pnOOBUIHBIN MUKO3.

Tsxenbli icopuas.

Tsoxenplil ceOOpeNHbIN 1epMaTUT.

Annepeuyeckue peaxyuu (TSODKENbIE WM WHBAIMIU3UPYIOMIME COCTOSHUSI, TIPU KOTOPBIX
Hed(pexTrBHA OOBIUHAS TEpPAITHS)

Ce30HHBIN UM KPYIJIOTOAUYHBINA allIepruYeCcKuil pUHUT.
CeiBopoTouHast 60JI€3Hb.

bponxuanbHas acTMma.

Peakuyuy noBBIIIEHHON 4yBCTBUTEIBHOCTH K JIEKAPCTBEHHBIM CPEICTBAM.
KonTakTHBIN n1epMaTHT.

ATONMYECKUIl AepMaTHT.

Tasuvle bonesnu (TSI)KCJ'ILIC OCTPBIC U XPOHHUYCCKHUC AJINICPIHYCCKHUEC U BOCIIAJIUTCIIBHBIC ITPOLIECCCHI C

MOpaXEHUEM IJ1a3 U UX MPUAATKOB)

AJulepruyecKkue KpaeBble 3Bbl POTOBHIIBI.
OnosicpIBaroIMi Teprec ¢ NOpaKeHUEM IJ1a3.
Bocnanenue nepenneit kamepsl riasa.
Juddy3Hblii 33101 YBEUT U XOPUOUINT.
Cumnaruyeckas opraabmusl.
Anepruyeckuii KOHbIOHKTUBUT.

Keparur.

XOpHUOPETHUHHT.

Hespurt 3purenapHOro Hepsa.

WpuT ¥ HpUIOLUKITUT.

bonesznu OpcaHos6 ObIXaHUsA

CumMnToMaTH4YECKUN CapKOUI03.
Cunapowm Jleddaepa, He TOAIAIOMIMIACS TepalIUU IPYTUMHU CPEICTBAMHU.
bepunnmos.

MoOnHUEHOCHBI WM  JUCCEMUHHUPOBAHHBIM  TyOepKyje3 JIeTKMX B  COYETaHUU C

COOTBETCTBYIOILIEH MPOTUBOTYOEPKYIE3HONH XUMHOTEPATTHEH.

AcnupanOHHBI THEBMOHMUT.

Temamonocuueckue 3abonesamnius

HWaouonatuyeckas Tp0M6OI_II/ITOHeHI/IquKaH ImypIiypa y B3pOCJIbIX.
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e BropuuHas TpOMOOIIMTONEHUS Y B3POCIIBIX.

e [IpuobpereHHas (ayTOMMMYHHasl) TEMOJIMTUYECKAsE aHEMUSL.
e DputpobnacroneHus (3pUTPOLUTAPHAS AHEMUS).
e BpoxzaeHHas (3pUTpouHas) TUIONIACTUYECKAs aHEMUSL.

Onxonozcuyeckue 3a601e6anus (B Ka4ecTBE NAIUTMATUBHOM Tepanum)

o Jleiiko3bl 1 TUMGPOMBI Y B3POCIIBIX.
e (OcTpbl€ JEUKO3bI y ACTEH.

Omeunbvlil cuHOpom

e Jlng cTUMYyIALIMM JAUYype3a U JIOCTUKEHUS PEMUCCUU MPOTEHMHYPUU y TALUMEHTOB C
He(POTUYECKUM CHHIPOMOM 0e€3 ypeMuu, WiIH He(HPOTUYECKUM CHHIPOMOM HJIMOMATHYECKOTO
THIA, WX BBI3BAHHOI'O CUCTEMHOW KPaCHOM BOJTYAHKOM.

3abonesanus srcenydouno-kumeuno2o mpaxkma (KKT) (11 BbIBEICHHS TAIMEHTa U3 KPUTHIECKOTO
COCTOSIHUS)

e SI3BEHHBIN KOJIHUT.
e PeruoHapHbIil SHTEPHUT.

3abonesanus HepEHOU cucmembl

e OOoCTpeHHs pacCeTHHOTO CKJIepO3a.
e OTeK roJIOBHOTO MO3Ta, 00YCJIOBJICHHBINA OMyXOJIbIO.

Tpaucnianmayus opearos

,Z]pyeue 3abonesanus

e TyOepkyse3Hblit MEHUHTUT ¢ CyOapaxHOUAAIbHBIM OJIOKOM WM NPH yrpo3e 010Ka (B COYETaHUH
C COOTBETCTBYIOLIEH MPOTUBOTYOEPKYIE3HOH XUMHUOTEPAIIHEN ).

e Tpuxunemies c NOpaKEHUEM HEPBHOM CHCTEMBI MM MUOKApAA.
4.2. Pe:xuM 103MPOBaHUS U CNIOCO0 MPUMEHEHHU s

PexxuM 103upoBaHus

HavanpHas 1o3a npenapara MOKET COCTaBIATh OT 4 MTI 70 48 MI METHJIIIPEIHU30JI0HA B CYTKH, B
3aBHCUMOCTH OT XapakTepa 3abosieBanus. [Ipy MeHee TsoKenbIX 3a001€BaHUAX OOBIYHO 10CTaTOYHO
npuema 0oJjiee HU3KHX /103, XOTS OTJENbHBIM NAallMeHTaM MOTYT MOTpeOoBaThCsl U 0oJjiee BHICOKHE
J03BI.

Bricokue 036l MOTYT MOTPEOOBATHCSI TIPH TaKUX 3a00JIEBAHUSAX U COCTOSIHHUSX, KaK PacCEeSTHHBIN
ckiepo3 (200 mr/cyTtku), orek mosra (200-1000 mr/cyTku) W TpaHCIJIAHTAlUS OPraHoB (0
7 mr/kr/cytku). Ecnum  uyepe3  OCTaTOYHBIA  Mepuoa  BpeMeHH He OyaeT  ToiydeH
VIOBJICTBOPUTEIIBHBIN KIMHUYECKHUH 3 (eKT, mpenapar cieayeT OTMCHUTh U Ha3HAYUTH MAIMCHTY
Jpyroi BUJ TeparuH.

Crnenyer mom4epKHYTh, 4YTO TpeOyemas J03a MOXET BapbUpPOBaTh W JOJDKHA MOAOUPATHCS
WHIUBUAYATbHO, B 3aBUCUMOCTH OT XapakTepa 3a00JeBaHUs U peaKlUy MalueHTa Ha TEPaIuio.

Ommena Memuﬂnpe()ﬁus’wloua

OTMCHy pemapara 1mocjie JIINTEIIbHOM TCpaIuu pCKOMCHAYCTCS NPOBOJAUTH IMOCTCIICHHO. Ecimm npu
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MO ACPKUBAIOILYIO 103y IIyTEM ITOCTENIEHHOIO YMEHBIIECHUS UCXOAHON 1036l YePEe3 ONPEIEIICHHBIC
IIPOMEKYTKH BPEMEHH JI0 TeX IOop, MoKa He OyneT HaiijeHa Hauboiiee HU3Kas /1034, I03BOJIAIOIIAs
MOJICP)KUBATh JIOCTUTHYTBIH KinHUYecKud s¢pdekr. Crnenyer MNOMHHTH, YTO HEOOXOAUM
ITOCTOSIHHBIA KOHTPOJIb PEKUMA JO3UPOBAaHUS IIpenapara.

Koppexyus 0o3bi

MoryT BO3HUKHYTb CUTYalllH, IPU KOTOPBIX NOTPeOyeTCsl KOPPEKIUS A03bl, HalpUMep, U3MEHEHUS
KIMHUYECKOTO  COCTOSIHHSI, OOYCIIOBIICHHBIC HACTYIUICHHEM PEMHCCHH WJIH  000CTpeHHUs
3a0oyieBaHus, UHIMBUyajbHAsl peaKklus MalMeHTa Ha MIperapar, a TakKe BIUSHUE Ha HalleHTa
CTPECCOBBIX CUTYalLUH, IPSIMO HE CBA3AHHBIX C OCHOBHBIM 3a00JIEBaHUEM, HA KOTOPOE HAIpaBJieHA
Tepamnusi; B IOCIEIHEM ClIyyae MOXKET BO3HUKHYTh HEOOXOIMMOCTh YBEJIMUUTD J03Yy Mpernapara Ha
OIpe/ieNICHHBIN IEPUO] BPEMEHH, 3aBUCSIIMI OT COCTOSHUS MallMEHTa.

AnvmepHupyrowas mepanus

AnpTepHUpYIOIAs TEpanus — 3TO TAKOW PEXKUM JI03UPOBAHUS, IPU KOTOPOM YJBOECHHAsI CyTOYHAs
71032 METUJIIPEIHU30JI0HA TPUHUMAETCS 4epe3 JeHb yTpoMm. Llenbio TakoW Tepamuu SBISETCS
AOCTHIXKCHUC Yy IMAUMCHTA, I[PUHUMAOMICTO MnIpcrapar B TCEYCHHUEC JIWTCIBHOIO BpPCMCHHU,
MaKCUMaJbHOTO KJIMHUYECKOr0 3(deKkra, U MpU STOM CBEIEHHE K MHUHUMYMY HEKOTOPBIX
HEXKECIIaTCIIbHBIX B(i)(beKTOB, TaKUX KaK IIOJaBJICHHUEC FI/IHO(l)I/ISapHOHaI[HOHGHHI/IKOBOﬁ CHUCTEMBI,
cunapoM Unenko-Kymunra, cuaapoM otMensl rimokokoptukocteporoB (I'KC) u 3amepxka pocra
y JETEeH.

eTH
Jlo3y omnpezenser Bpay ¢ y4ETOM MacChl WK OBEPXHOCTH Tela.

IIpy HEXOCTATOUYHOCTH HAATIOYEYHHKOB — BHYTPb 0,18 Mr/kr mmm 3,33 Mr/mM? B CyTKH B 3 IpHeMa,
TIpH JpyTUX Mokasanusax — o 0,42—1,67 mr/kr umm 12,5-50 mr/m? B cyTku B 3 mpuema.

Cnocob IIPUMCHCHU A

BryTpb.

TabneTky MOXXHO pa3feuTh Ha paBHbIE JI03BI.

4.3. TIpoTUBONOKA3aHUSA

e ['UnepuyBCTBUTEIBHOCTh K JICHCTBYIOIIEMY BELIECTBY WJIM K JOOOMY M3 BCIHOMOIAaTEIbHBIX
BELIECTB, IEPEUNCIICHHBIX B pasaene 6.1.

e (CucremHble TpUOKOBBIE HH(EKIINH.

e (OnHOBpEeMEHHOE MPUMEHEHHE KHUBBIX HJIM OCJIA0JIEHHBIX BAKIUH C MMMYHOCYIPECCUBHBIMU
J03aMHM Ipenapara Pesmanpen.

L4 HOBpC)KI[eHI/Ie T'OJIOBHOT'O MO3ra BCJICACTBUEC qepenHo-M03r0130171 TPaBMBI.

e [lepuoa rpyaHoro BckapminBaHus (cM. pasnen 4.6).
4.4. Oco0ble yKka3aHusl U Mepbl MPEJ0CTOPOKHOCTH NPU NPUMeEHEeHUH

ITpu npumenennu npenapata PeBmanpes cieayer coOmoaaTh OCTOPOKHOCTb:

SA3BeHHass 00Jie3Hb JKENMyAKa W JABEHAAINATHUIEPCTHOW KHUIIKH, 330(paruT, TacTPUT, OCTpas WU

TaTeHTHas MeNTUYecKas si3Ba, KUIIEUHbI aHacTOMO3 (B OyikaiiiieM aHaMHe3e), sSI3BEeHHBIN KOJHUT ¢

yrpo3oii nepdopauuu nim adcuecca, TMBEPTUKYIINT; CaXxapHbIi AMa0eT U MpeapacroNokKeHHOCTh K

HEMY; THICPIUIUACMUS; MHACTEHHsI Qravis, OCTeonopo3, THUIOTHPEO3, THUIEPTHPEO3, OCTPBIN
5
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apTepuanbHas TUNEPTEH3Us, CYJIOpPOTH, TSDKEJIoe HapylleHne (QYHKUMH TedyeHH (0coOeHHO
COIIPOBOJKAAOLIEECS TUIOATBOYMUHEMHUEH) MM IOYEK, OTKPBITOYTOJIbHAs TIJlayKoMa, MPOCTOH
repnec (rnaszHas opma), BeTpsiHast ocria, Kopb, ctporrmiono3, CIIN, BUY-unpekuus; akTHBHBIN
WM JIATEHTHBIN TyOepKyIie3, TsuKenble OakTepraabHbIC WM BUPYCHbIE MH(EKIIMOHHbIE 3a001€BaHUs
(YBeNMYMBAET PHCK Pa3BUTHUS CyNEpPUH(EKINH, MACKUPYET CUMIITOMBI 3a00JI€BaHUs), TOMYCTUMO
IPUMEHEHHE Ipernapara TOJIBKO Ha (oHe cnenuduueckod NPOTHMBOMHUKPOOHOM Tepamuu; y
[AIUEHTOB C TPOMOOSMOOIMYECKUMH OCJIOKHEHUSIMU B HAcTOSIIEE BPEMsl WIM HMEIOLIUX
IPEIPACIOI0KEHHOCTh K PAa3BUTHIO 3TUX OCIOXKHEHUH; Yy neTeil (0cOOEHHO B ciaydae AJUTEIbHON
Tepanuu); IMOKWION BO3pacT (TOBBIIIEHHBI PUCK pPa3BUTHS OCTEONOpO3a M apTepHaIbHOU
TMIIEPTEH3UN ); HETIEPEHOCUMOCTD JIAKTO3bI, PPYKTO3bI, NeUIMT JaKTa3bl, CaXapo3bl/U30MalbTa3bI,
[JIIOK030-TJIAKTO3HAs! MaibaOCOPOLMs; Y MAIMEHTOB C CUCTEMHOM CKJIEPOIEPMUEH B CBSI3U C TEM,
YTO IPU IpUEMe KOPTHUKOCTEPOMJIOB, BKJIIOYAs METUIINPEIHU3O0JIOH, HAOI0AaIach MOBBILICHHAS
94acTOTa Pa3BUTHUS OCTPOH CKIEPOAEPMUYECKON HEPpOmaTHH.

Oco0ble yka3zaHus Ipy IPUMEHEHUH TpernapaTta PeBmaripen:

L4 HOCKOHLKy OCJIOKHCHHUA TEpallikd MCETUIIPCIHU30JIOHOM 3aBUCAT OT BCIWMYMHBI OO03bI H
JJIUTCIIBHOCTU JICYHCHUS, TO B KAXKIAOM KOHKPCTHOM CJIy4aC Ha OCHOBAHHH aHAJIM3a COOTHOHICHHA
pI/ICK/HOJH)Sa MNPpUHHUMAIOT PCHICHUC O HCO6XOI[I/IMOCTI/I TAaKOro JICUCHHUA, a TAaKXE OIPCACIAIOT
AJATCIIBHOCTD JICUCHUSA U 4aCTOTY IIpUcMa.

e (ClregyeT NPUMEHATh MHUHHUMAJIBHO OJ(PQPEKTHBHYIO 03y TMperapara, OOeCIeYHBAIONIYIO
JOCTaTOYHBINA TepaneBTHYECKHH P PEKT, TPH HEOOXOAUMOCTH CHIKEHHE JI03bI CIIEYET MPOBOJAUTH
MIOCTETICHHO.

e Ha ¢one Tepanuu MeTWINPEIHU3OIOHOM BO3MOXKHO PAa3BUTHE PA3TUYHBIX MCUXUUYECKUX
paccTporcTB: OT 3Hpopun, OECCOHHUIIBI, HEYCTOMYMBOCTH HACTPOEHUS, U3MEHEHUH JIMYHOCTH M
TSKEIIOMN IEMIPECCUU 10 OCTPBIX IICUXOTUYECKUX NPOosABICHU. KpoMe Toro, MOryT yCUIIMBATHCS yKE
HMMEIOIINECS YMOIIMOHAbHAS HECTA0OUIIbHOCTh WIIA CKIIOHHOCTh K TICUXOTHYECKUM PEAKITUSIM.

e JloreHunanbHO TSAXKENbIE INCUXUYECKHE PACCTPOIiCTBA MOIYT BO3HUKAaTh IPU HPUMEHEHUU
npemnapara Pesmarnpen. CUMOTOMBI OOBIYHO MPOSBISIOTCS B T€YEHUE HECKOIBKUX JHEH WM HEJElNb
nocje Hayaja Tepanuu. boibIMHCTBO peakuuii Mcue3aeT 100 Mocie CHUKEHU 03bl, TM00 1mociie
OTMeHBl mpenapata. HecMoTps Ha 3TO MOXeT mOTpedoBaThcs crenupUUecKoe JIeYeHHUe.
[lcuxonornueckue 3PQPexTbl OTMEYATUCh B CBSA3M C OTMEHOM METHJINPEIHU30JI0HA; YacToTa
pa3BUTH 3THX 3P PEKTOB HEU3BECTHA.

e [lanMeHTOB W/WIM HMX POJCTBEHHUKOB CIEAyeT MpeaylpeIuTh, YTO B CIy4yae MOSBICHUS
W3MEHEHUN B TICHXOJIOTMYECKOM CTaTyce MamueHTa (0COOEHHO MPH Pa3BUTUU JIETIPECCHBHOTO
COCTOSIHMSI M CYUIMJANIBHBIX TMOMBITOK) HEOOXOAMMO OOpaTUThCS 3a MEAUIMHCKON MOMOIIBIO.
Taxxe crmenyeT mpeaynpelnuTh MANMEHTOB WJIM WX POACTBEHHUKOB O BO3MOXXHOCTH pPa3BUTHSA
MICUXUYECKUX HAPYILICHU BO BpEeMs WA Cpa3y MOCIJIE CHUKEHUS J03bI IIpernapara Wil IOJHON €ro
OTMEHBI.

e [lammeHntaM, KOTOpbIE MOTYT TIOJIBEPTrHYTHCS BO3ACHCTBUIO cTpecca Ha (¢GoHE Tepanuu
METWINPEIHU30JI0HOM, IIOKa3aHO YBEIUYEHUE J03bI Mpernapara 10, BO BpeMs U IMOCIE CTPECCOBOM
CUTYyallHH.

e XOTS KOHTPOJUPYEMbIC KIMHHYECKHE WCCIICIOBAHMS TMOKa3aJId, YTO METHJIPETHU30JI0H
3(p(HEeKTHBHO YCKOPSET MPOIECC BBI3OPOBICHUS TpH OOOCTPEHUH PACCESTHHOTO CKJIepo3a, He
YCTaHOBJIEHO, YTO METUJIIPEIHU30JIOH BIMSIET HAa MCXOJ M Ha MaTOreHe3 JaHHOIro 3a00JieBaHUS.
HccnenoBanus Taxke MOKa3ai, 4yTO JJIs JOCTHKEHHS 3HAUMMOTO 3 dexTa HeoOX0AUMO BBOJIUTH
JIOCTaTOYHO BBICOKHUE J103bl METUJIIPETHU3O0JIOHA.
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MCTUJIIIPCAHU30JIOH, O0OBIYHO npu Z[HHTCHBHOﬁ TCpaIru BBICOKUMU J103aMHU.

e [JanueHram, IOJIy4YarouM UMMYHOCYIIPECCUBHBIE J103bI METUIIIPEAHU30JI0HA,
IIPOTHBOIIOKA3aHO BBEAECHUE KUBBIX UJIM KUBBIX OCJIA0JEHHBIX BaKIIMH, HO MOKHO BBOJIUTh YOUTHIE
WIA MHAKTHUBUPOBAHHBIC BAKIMHBI, OJHAKO PEAKIMs HA BBEICHHE TAaKUX BaKLIMUH MOXXET OBITh
cHwkeHa. [lanuenTam, noay4yaronyM JICYEHUE METWIIIPEIHU30JI0HOM B [103aX, HE OKa3bIBAIOIIUX
MMMYHOJCIIPECCUBHOIO JIEUCTBUS, IO COOTBETCTBYIOLIMM IIOKA3aHUSAM MOYKET IIPOBOJUTHCSA
MMMYHH3A1UA.

e Ha ¢done Tepanuu MeTUINPEAHU3OIOHOM HEKOTOPbIe MH(MEKIIMH MOTYT IPOTEKaTh B CTEPTOM
¢dbopme, BOBMOXKHO yCyryOieHne CyniecTBYIOIMNX HH(EKINA, TOBBIIIEHNE PUCKA PEAKTUBAIIUH HITH
o0oCTpeHusl JATEeHTHbIX WHQEKUUH, KpoMe TOro, MOTYT pa3BUBaThCsi HOBble uHGpekuuu. [Ipu
MPUMEHEHUH METHIIPEIHU30I0HAa BO3MOXKHO CHIDKEHHE YCTOWYMBOCTH K MH(EKIMAM, a TaKkKe
CHIDKAeTCSl CHOCOOHOCTh OpraHuM3Ma K JIoKalu3auud WHGEKIHOHHOro mpouecca. Pa3Butue
MH(EKIHHA, BBI3bIBAEMbIX Pa3IMYHBIMU MATOTCHHBIMUA OPTaHU3MaMH TAKUMH KaK BUPYCHI, OaKTEepHH,
rpulbl, MPOCTEHUIIINE UK TEIbBMUHTBI, KOTOPBIE JIOKATU3YIOTCS B PA3JIMYHBIX CUCTEMax OpraHu3Ma
YeJl0oBeKa, MOXKET ObITh CBA3aHO C IPUMEHEHUEM METWINPEAHU30J0HA, KaK B KauyecTBe
MOHOTEpAINUH, TaK U B COYETAHUU C JAPYTMMH HMMYHOJEIpPECCAaHTaMH, BO3JCHCTBYIOIIUMH HA
KJICTOYHBI IMMYHHUTET, T'YMOPaJIbHBIH HMMYHUTET WM Ha QYHKIUIO HEUTPOPHIIoB. DTH HHPEKINN
MOTYT IIPOTEKaTh JIETKO, OJIHAKO, B PsI/I€ CIIyYaeB BO3MOXKHO TSKEIIO€ TEUEHUE U JaXe JIeTalbHBIN
ucxop. Ilpuuem, yem Oosiee BBICOKME [03bl METUJIIPEIHU30JIOHA IMPUMEHSIOTCS, TEM BBIILE
BEPOATHOCTH PA3BUTUS UH(EKIIMOHHBIX OCTIOKHEHUH.

L4 CJ'Ie,I[I/ITC 3a Pa3BUTUCM I/IHCI)GKI_II/Iﬁ " 11pu HCO6XOI[I/IMOCTI/I paccMOTPUTE BO3MOKHOCTb OTMCHBI
TIIIOKOKOPTUKOCTECPONA0B NI CHUKCHHUA OO3bI.

e [lpumenenue npemnapata PeBmanpen mnpu akTUBHOM TyOepKyse3e ClelyeT OrpaHUYUTh
ClIyyasiMM MOJIHUEHOCHOTO M JAMCCEMHHMPOBAHHOTO TyOepkyies3a, korga ['KC mpumenstorcs uis
nedeHust 3a00JIeBaHUS B COUETAHUN C COOTBETCTBYIOIIEH MPOTHBOTYOCPKYJIC3HON XUMHUOTEPATUEH.
Ecnu nmpenapar Ha3HayaloOT HAlMEHTaM C JIATEHTHBIM TyOepKyJe30M WIN C I0JIOKUTEIbHBIMU
TyOEpKyJIMHOBBIMH IPOOAMH, TO JIEYEHHE CIIEYET MPOBOUTH MO CTPOTUM BpauyeOHBIM KOHTPOJIEM,
IIOCKOJIbKY BO3MOXKHA pEakTuUBalMs Iporecca. Bo BpeMs MNPONOIKUTEIBHOIO JICYECHMS
MCTUIIIPECAHU30JIOHOM TAKUEC MAIMCHTHBI JOJIKHBI ITOJTY4YaTh COOTBETCTBYIOIICC HpO(bI/IJ'IaKTI/I‘IGCKOG
JICYCHHUE.

e [Ipemapar cienyer NpUMEHATH C OCTOPOXKHOCTBIO IIPU IOPAKEHUH I71a3, BBI3BAHHOM BHUPYCOM
IIPOCTOTO reprieca, BBUAY BOZMOXKHON nep(opaiy poroBHIIbI.

e T'KC, BKitodas METHJINIPETHU30I0H, MOTYT IPUBOJUTH K MOBBIIIEHUIO KOHIIEHTPALIUU TITFOKO3bI
B KPOBH, yXyJIIaTh T€YEHHUE HMEIOIIErocsl caxapHoro nuadera W Ha (oHE UIMTENbHOM Tepamuu
MOTYT NPUBOAUTH K MPEAPACIIOIOKEHHOCTH K CaXapHOMY JAHA0ETY.

e JlnurenpHOE NMPUMEHEHHE METWINPEIHU30JIOHA MOXKET MPUBECTH K BO3HUKHOBEHHUIO 3aJIHEN
CyOKarcyJIpHOM KaTapakThl, IJIAayKOMbl C BO3MOKHBIM IOpPa)K€HHUEM 3pPUTEIBHOTO HEpBa U
IIPOBOLIMPOBATH MPUCOEANHEHNE BTOPUYHOM I1a3HOM IpUOKOBOI MM BUPYCHON MH(EKINH.

L4 TepaHI/IH MCTUIIIPCAHU30JIOHOM MOXKCET TIPHUBCCTH K PA3BUTHIO LICHTpB.HLHOfI CCpO3HOI71
XOPUOPETHHOIIATUH, YTO B CBOIO OUYCPEAb MOXKET NPUBECTHU K OTCJIOMKE CETYaTKH.

e MoryT pa3BuUTbCS alJiepruyeckue peakuuu (HampuMep, aHTMOHEBpOoTHYecKUd orek). [lpu
NPUMEHEHUH METHIIIPETHU30JI0OHA CJeyeT MNPHHATh MEpbl IMPEeIOCTOPOKHOCTH, OCOOEHHO Yy
MMAHEHTOB C AJUIEPrUYeCKUMHU PEAKIUSIMU Ha JIEKapCTBEHHBIE ITpenapaThl B AHAMHE3E.

L4 Cpe,ZIHI/Ie U OOJbIIHE A03BI TUAPOKOPTHU30HA WM KOPTH30HA MOT'YT BbI3bIBATh IMOBBIIICHHE
ApTCPUAIBHOTO AABJICHUSA (AI[), 3aICPIKKY HOHOB HATPH U BOJAbI U TOBBINICHHYTO SKCKPCIHUIO KaJIn .

7



COOTBETCTBYET 3KCNEPTHOMY OTU
o1 1810 » N2 3055

| ||
Ot 3ddeKkThl MeHee BEPOSTHBI MPH  HCIIONN soBanmd | n HeCkux I:FI'{C' fB

METWINPEAHU30JI0HA), 3@ HUCKIIIOUEHUEM CIIydyaeB, KOTJa OHHU INPUMEHSIOTCS B BBICOKHX [03aX.
Heo6xonumo orpanndeHue notpebiieHus MOBapeHHOM COJM ¢ MUIIeH M Ha3HAaYeHHE INpernapaTroB
kanus. Bee 'KC yBennunBaroT BbIBEICHUE KaJIbLIUS.

e Cucremnsle 'KC, B Tom uncne npenapat PeBmanpes, He oKa3aHbl U HE JOJKHBI IPUMEHATHCS
JUIsL JICYEHUs] TPaBMAaTUYECKOIO IIOBPEKICHHUs TOJIOBHOIO MO3ra. DBBUIO BBISBIICEHO YBEIUYCHHE
JIETAIBHOCTH 4Yepe3 2 HeAeNU MU 6 MECSLEB I0CIE TPABMBbI I'OJIOBBI Y MMALIMEHTOB, IOJy4YaBIIUX
JIeYCHUE  METUIIIPEIHM30JIOHA  CyKIMHAaToM  Hartpus. IIpsaMoil  CBA3M € BBEIEHHUEM
METHUJIIPEAHU30JI0HA CYKI[MHATA HATPUS OTMEYEHO He ObLIO.

L4 OCTGOHOpO3 SIBIISICTCSA 4acToM U, B TO KC€ BpPEMA, PCAKO HHaFHOCTpreMOﬁ HEXeIaTeIIbHOU
peaKuHeﬁ, paSBI/IBaIOH_ICf/’ICSI IIpH AJIUTCIIBHOM IMPUMCHCHHWU BBICOKHX 103 MCTHUJIIPCAHNU30JIOHA.

e [IposiBieHus BTOPUYHON HETOCTATOYHOCTH KOPHI HA/AMOYEYHUKOB, pa3BUBAOIIEiics Ha (oHe
Tepanuy METHIIIIPEIHNU30JIOHOM, MOXKHO CBECTH K MUHUMYMY IIOCTEIICHHBIM CHUKEHUEM 103bI. DTOT
TUI OTHOCUTENFHON HEIOCTATOYHOCTH MOKET HAOII0IaThCS B TEUEHUE HECKOJIBKUX MECALEB TIOCIIe
OKOHYaHUs JIEYEHUs, MI03TOMY B JIFOOBIX CTPECCOBBIX CUTyalMsIX B 3TOT HEPUOJI CIIEAYeT BHOBb
Ha3HAYUTh  METWINPEJHU30JI0H. Tak  Kak  MOXeT  ObITb ~ HapylleHa  CEeKpeLus
MUHEPAIOKOPTUKOCTEPOUJIOB,  CIEAyeT  OAHOBPEMEHHO  BBOJUTH  3JEKTPOJUTHl  W/WIH
MHHEPaTOKOPTUKOCTEPOUIBI.

e Otmeuaercs Ooiiee BRIPKEHHBIN A(PPEKT METHIIIIPETHI3O0IOHA Y MTAIUEHTOB C THIIOTUPEO30M U
LUPPO30M IICUEHHU.

e [lanmenTsl, moOJyyaroIlMe NpenapaThl, MOJABIAIOLIME HMMMYHHYI cHCTeMy Ooee
BOCTIPUMMYHUBBI K MHPEKIHIM, YeM 3J0pOBEIe Jito1u. Hanpumep, BeTpsiHast ocia 1 KOpb MOTYT UMETh
Oosiee TsDKeJIO€ TEYEHHUE, BIUIOTh JI0 JETAIbHOI'O MCXOAA y HEMMMYHHU3UPOBAHHBIX JAETel MM y
B3POCIIBIX, OJy4aroUuX npemnapar Pesmanpen.

e He cymecTByeT eIMHOTO MHEHUS O BEPOSITHOCTH Pa3BUTHS MENTUYECKOM SI3BbI B XOJI€ Tepanuu
METHJIIPEAHU30JI0HOM. Tepamusi METWINPEIHU30JIOHOM MOXKET MAacKMpOBaTh  CHUMITOMBI
MENTHYECKOH SI3BBI, B CBSA3M C YEM BO3MOYKHO BO3HUKHOBEHHUE Nepdopaiyy Win KpoBOTeUeHUs 0e3
BbIpakeHHOTro OosieBoro cuapoma. Tepanus I'KC moxeT MackupoBaTh CUMITOMBI IEPUTOHMTA, &
TaK)Xe Jpyrue NMpU3HAKU U CUMIITOMBI, cBsizaHHble ¢ HapymeHueMm ¢ynkuuu JKKT, Takue kak
nepdoparusi, oOCTpyKIUs U HaHKpeaTUT. [IpM OHOBpPEMEHHOM NPUMEHEHHH C HECTEPOUIHBIMU
npotuBoBocnanuTenbHbiMU npenaparamu (HIIBIT) puck oopazoBanus 538 )KKT nmoseimaercs.

L HpI/IMeHeHI/Ie MCTUIIIPECAHU30JIOHA B BBICOKUX M03aX MOXKET MPHUBOJUTH K Pa3BUTUIO OCTPOro
IMaHKpeaTura.

L4 HmeroTcs COO6I_I_ICHI/I$I O pa3BUTHUU O6paTI/IMOl"O MOopaKE€HUA NCUYCHU, KOTOPOC KYIIUPYCTCA Ha
(I)OHC OTMCHBI TCpaIInu. B cBs3u ¢ 3THM CJICaYyCT IPOBOANTD COOTBCTCTBYIOH_II/Iﬁ MOHUTOPHUHT.

e Takue HexenaTelbHbIE peaklUU Ipenapara PesBmamnpen co CTOPOHBI CEPAEUHO-COCYIAUCTOU
CUCTEMBI, KaK JUCIUIUAEMUS, NMOBbIIEHHE AJ], MOTyT MpoBOLMPOBATH y IPEAPACIOIOKEHHBIX
MIALMEHTOB HOBBIE pEaKIUU B Clly4ac IPUMEHEHHs BBICOKMX J03 Ipenapara Pesmamnpen u
JUIMTENIBHOTO JICYEeHMs. B CBSA3M € 9TUM, CIIEIyET C OCTOPOKHOCTHIO IPUHUMATh METHIIIIPEIHU30JI0H
y TPEeIpacrloiokeHHBIX K CepAeYHO-COCYIUCTHIM 3a00JIeBaHUSIM MAallMEHTOB M YJENATh 0coboe
BHMMAaHUE JONOJHUTEIIbBHOMY MOHUTOPUHTY COCTOSIHUS CEPIEYHO-COCYAUCTON CHCTEMBI.

e (Coobmanock 0 ciaydasx TpoMOO30B, BKIIIOYasi BEHO3HYIO TPOMOOIMOOINIO, TPU MPUMEHEHUU
I'KC. IToaromy I'KC cnenyet npuMeHSTh C OCTOPOKHOCTBIO Y MAIUEHTOB ¢ TPOMO0IMOOINIECKUMU
OCJIOXKHCHHUAMHU B HACTOAMIECC BPEMA WM HUMCIOIIUX IMPEAPACIIONOXKCHHOCTE K PAa3sBUTUIO ITUX
OCJIOKHEHUH.




ooy

oT 18

2 2026 Mz 3055
ATENEHOC TR 0002)

e  MeTunpeHU30J0H CIEAyeT Ha3HayaTb C OCT ODO)KHOCTLIO H%'I;Il' “S3BEHEOM _KOJNUTE, eCili

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

cyiecTByeT yrpo3a nepdoparuu creHok JXXKKT, pazButus adcriecca Wiu Ipyroi THOMHON HH(pEKINH,
a TaKKe IIPU JTUBEPTUKYJIUTE, IPU HAJTUYUN CBEKUX KHUIIECYHBIX aHACTOMO30B, IIPU aKTUBHOM WU
JJATEHTHOM IIENTUYECKOM s3B€, I[OYEYHOM HEAOCTaTOYHOCTH, AapTEPUAIbHOM T'UIIEPTCH3UU,
OCTEOIOPO3€e, MHACTECHUH Jravis.

e (Coobmanock o ciayyasx (B TOM YHCIE C JETaTbHBIM UCXOAO0M) Pa3BUTHUS KPU30B y MAIUEHTOB,
cTpajaroumx (peoxpoMouuTOMOi, momydaroumx cuctemuyro Tepanuio ['KC, B TOM wumcne
METHJINPEAHU30JIOHOM. Y MAIMEHTOB C MOI03pEHUEM Ha (heOXPOMOIIUTOMY MIIH C TIOJITBEPKICHHBIM
3a0ojeBaHreM. METWINIPETHU3O0IOH CJeIyeT MPUMEHSATh TOJBKO IOCHE TINATEIbHON OLIEHKU
COOTHOIIEHUS PUCK/TIONb3A.

e B mnocrpeructpallioHHOM THepuojae coobmanoch o cuHiapome juzuca omyxonu (CJIO) y
IIanucHTOB CcO 3JIOKaQ4YC€CTBCHHBIMH HOBOO6p8,30BaHI/I$IMI/I, BKJIKOYas reMaToJIOIrn4CCKuc
3JI0KQYECTBEHHbIE HOBOOOPA30BaHMSI M COJMIHBIC OIYXOJM, IOCIE MPUMEHEHUS CHCTEMHBIX
KOPTUKOCTCPOUAOB OTACIBHO WX B KOM6I/IHaI_[I/II/I C JApyruMu XHUMHUOTCPAIICBTUUCCKUMU
cpenctBamu. IlanuenTsl ¢ BeicokuM puckoMm CJIO, Takue Kak MalMeHThl ¢ OMYXOJISIMU C BBICOKOU
CKOPOCTBIO Tposudeparnuu, OOJBIION OIMyXOJIEBOH MAacCoi W BBICOKOH YYBCTBHTEIBHOCTHIO K
[UTOTOKCUYECKUM areHTaM, JOJDKHBI HAXOJUTHCS MOJ TUIATENbHBIM HAOIIOACHUEM M MPUHUMATh
COOTBETCTBYIOIIME MEPHI IIPETOCTOPOKHOCTH.

L4 OTMeueHBI clydan pasBUTHUA CAPKOMBI Kanomu Y HTanguCeHTOB, IIOJyYaBIIMX TCPAIIUIO
MCTUJHIPECAHU30JIOHOM (HpI/I HUX OTMCEHE MOXKCET HACTYIIUTh KIIMHUYICCKast pCMI/ICCI/IH).

e DOddexTuBHOCTh mpemnapara PeBmanpen mpu CENTUYECKOM IIOKE COMHHUTENIbHA. Pe3ynbraThbl
CUCTEMAaTHYECKOro 0030pa NpPHUMEHEHHUs Ipernapara KOPOTKMMHM KypcaMHM B BBICOKMX J03aX HeE
MOAJEP/KUBAIOT BO3MOXKHOCTh €0 NPUMEHEHMSI B TaKOM pexkume. OJHAKO NPEeArnosaraercsi, 4yro
IpUMeHeHue npenapara PeBmaripen niauTenbHbIMU KypcaMu (5—11 nHeil) B HU3KHX J03aX MOXET
CHM3HTD JIETAIbHOCTb.

e [Ipu nmpumeHeHun mpenapara PeBmarpen B TepamneBTUYECKUX J103aX B TCUCHHE JUTHUTEIBHOTO
MeproJia MOXKET Pa3BUTHCA CYIPECCHs TUIOTATIaMO-THIIO(QHU3apHO-HAIOUYCYHHKOBOW CHCTEMBI
(BTOpHUYHas aIpEHOKOPTUKATIbHAS HEJ0CTaTOYHOCTB ). CrermneHb u JUTUTEIHHOCTh
aIPEHOKOPTUKAIHHOW HEJJOCTATOYHOCTH MHIUBUIYATBHBI Y KaXI0TO MAIUEHTA W 3aBUCST OT JIO3BI,
4acTOThl MPUMEHEHHUS, BPEMEHHM MpHeMa U JIUTENbHOCTH Tepanuu. BBIpakeHHOCTh aHHOTO
3¢ (eKkTa MOKHO YMEHBIITUTH C MIOMOIIBIO MPUMEHEHHS TIperapaTa 4epe3 JIeHb JIN00 MOCTETICHHBIM
CHHKEHHUEM J103bI (CcM. pasnen 4.2).

e Kpome TOro, pa3BuUTHE OCTPOH HAANOUYEYHUKOBOM HEJOCTATOYHOCTH, MPUBOIALIEH K
JIeTaTbHOMY MCXO0J1y, BO3MOXKHO MPHU PE3KOM OTMEHe npenapara Pesmamnpen.

e Heo0xonumo cobm0aTh OCTOPOKHOCTD Y MAIIEHTOB C CUCTEMHOMN CKIIEPOJEPMUEH B CBS3H C
T€M, YTO TMpU TpHUEeMe KOPTHUKOCTEPOUIOB, BKIIOYAas METWINPEIHU3OJIOH, HaldIo1a1ach
MOBBIIIEHHAs YaCTOTA Pa3BUTUS OCTPOM CKJIEPOJepMHUUECKO HedponaTuu.

e Tak Kak METHIIIIPETHU30JIOH MOXKET YCHUIIMBATh KJIMHUYECKHE NPOSIBICHUs cuHapoMa MiieHko-
Kymmunra, cnenyer nusbderarb NpuMeHEHUsT METHIINIPEIHU30JI0HA y TTAIlIMEHTOB ¢ 0oJe3Hbt0 MieHko-
Kymmnra.

e Octpas wmuonatus HauboJee YacTo pa3BUBAeTCAd MpPHU TNPUMEHEHHUH BBICOKUX 103
METWJINPEAHU30JI0HA Y TTAIIMEHTOB C HApyIIEHHOW HEPBHO-MBIIIEYHOHN Mepeaayeil (Hanpumep, npu
MHACTeHUU Qravis), Wiy y MalueHTOB, OJHOBPEMEHHO MOTYYalONINX H-XOJHMHOIUTHUKH, TAKHE KAk,
nepudepruyecKkue MHOpPEIaKCaHThl (Harpumep, maHkKypoHus Opomuna). Takas octpas mMuonarus
HOCHUT T'€HEpAJIM30BAHHBIN XapaKTep, MOXKET MOpakaTh MBIIIIBI I71a3a M JbIXaTEIIbHON CHCTEMBI,
MIPUBOJIUTH K Pa3BUTHIO TETpamnapes3a. Bo3Mo>kHO MOBBILIEHHE YPOBHS KpeaTHHKUHA3bl. Coolmianoch
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COOTBETCTBYET SKCTIEPTHOMY OTYETY

MCTUJIIIPCAHU30JIOHA MOXKET HpOHBOﬁTH JIMIIb 4Y€pC3 MHOTMEC HCACIU WIIW OAXKE YCPE3 HCCKOJIBKO
JICT.

e CHHIPOM OTMEHBI», IO-BHIUMOMY, HE OTHOCSIIUICS K HAJAIMOYECYHUKOBOW HEJOCTATOYHOCTH,
TaK)Ke MOYKET BO3HUKATh BCJICICTBHE PE3KOW OTMEHBI mpemapara Pesmanpen. JlaHHbIH cHHIpOM
BKJIFOUAET TAaKUE CUMIITOMBI, KaK aHOPEKCHs, TOIIHOTA, PBOTA, JIETAPTHSsl, TOJIOBHAs 00JIb, TUXOPAJIKA,
OoJb B CycTaBax, IICNYIICHUE KOXH, MHUAITHS, CHIKCHHE MacChl Tena W/win cHmwkenue AJl.
[Ipenmonaraercs, uto gaHHbie 3()(HEKTH BOSHUKAIOT B CBSI3U C PE3KUM KOJICOAaHUEM KOHIIEHTPAIIUH
METHJIIPEAHU30JI0HA B IUIa3ME€ KpPOBH, a HE 10 MPUYMHE CHUXKCHUS KOHICHTPAIUU
METHJIIPEAHU30JI0HA B IUIa3M€ KPOBH.

e KanneporeHHoe U MyTareHHOE JICHCTBUE Mpemnapara, a Takke ero HebJIaronpusTHOE BIUSHUE HA
PENpOAYKTUBHBIE (PYHKIIMH HE YCTAaHOBJICHO.

BcnomorarennHble BEIECTBA

[Ipemapar PeBmanpen coaepXuT akTo3y. JlaHHBIM JIEKapCTBEHHBIM Mpenapar HE CleayeT
MIPUHUMATh MAIMEHTaM C PEJIKO BCTPEUAIOIICHCS HACIESACTBEHHON HEMEPEHOCUMOCTBIO TalaKTO3HhI,
JIAKTa3HON HEIOCTATOYHOCTHIO WIIH TIFOKO30-TaIaKTO3HON MallbabcopOLuen.

[Ipenapar PeBmanpen comepxut caxaposy. [lanmeHTam ¢ peako BCTpedaromencsl HacueICTBEHHOM
HEMEPEHOCUMOCThI0  (DPYKTO3BI, TJIIOKO30-TaJaKTO3HOW ManbaOcopOuuei win  JaeduiuToM
caxapasbl-U30MAJIBTO3bI HE CIIEYET IPUHUMATh JAaHHBIN JIEKAPCTBEHHBIN IIpenapar.

CTH

e V gnerel, MONy4yaroUUX Ipenapar JAJIUTEIbHO €XKEIHEBHO MO HECKOJIBbKO pa3 B CYTKH, MOXKET
OTMEYAaThCs 3a€PAKKA POCTa, IOITOMY TAKOW PEKUM JO3UPOBAHMS CIEAYET IPUMEHATH TOJIBKO I10
abCoMIOTHBIM MOKa3aHusIM. [I[puMeHeHne anbTepHUPYIOUIeH Tepanuu 0OBIYHO MO3BOJISIET U30€KaTh
WJIM CBECTH K MUHUMYMY 3Ty HEKEIaTeNbHYI0 peakiuto. [Ipu npumenennu npenapara Pesmanpen y
JIeTei cielyeT TUIaTebHO Ha0MI0AaTh MAMEHTOB Ha MPEMET HOPMAJIbHOTO POCTa M PA3BUTHSL.

e Jlery, MOIydYaroIIME MIUTEIBHYIO TEpaluio IpenapatoM PeBmampen, HaxoAsTcs B IPYIIIE
MTOBBIIIEHHOTO PUCKA Pa3BUTHSI BHYTPUYEPEITHON THUIIEPTEH3UH.

[ ] HpI/IMeHeHI/Ie BBICOKHX 103 MGTI/IJ’IHPGILHI/I3OJ’IOH3 MOXET HpI/IBOI[I/ITI) K paSBI/ITI/IIO HaHeraTI/ITa y
neTe.

4.5. BzaumojeiictBue ¢ JPYrHMH JIEKAPCTBEHHbIMM MNpenapataMd W Jpyrue BH/IbI
B3aNMMOJAEeHCTBUA

Hneubumopor uzogpepmenma CYP3A4 — nexapcTBEHHBIC CpEACTBa, yTHETAromme u3o(epMeHT
CYP3A4 cHWXKAIOT MEUYEHOYHBIN KIMPEHC U MOBBIIIAIOT MJIA3MEHHYIO0 KOHIICHTPAIMIO CyOCTpaToB
aTOoro m3o(depMeHTa, HampuMep, METHINpPEAHH30I0HA. [IpW OZHOBpEMEHHOM TNPUMEHEHUH C
uHruouropom uzodpepmenta CYP3A4 moxkeT mOHaT0OUTHCS KOPPEKIUS J03bI METHIIIIPETHU30II0HA,
BO M30eKaHue SIBICHUH MepeI03UPOBKH.

Hnoykmoper uzogpepmenma CYP3A4 — nekapCTBEHHBbIE CpeJICTBA, MHIYLUPYIOUIME H30(EpMEHT
CYP3A4, 00BIYHO TIOBHINIAIOT NIEYEHOYHBIN KIMPEHC, YTO B CBOIO OUYEPEh MPUBOIUT K CHIKEHHIO
IUTa3MEHHOW KOHILEHTpAIMK MpenapaToB, ABistomuxcs cyocrparamu nzopepmenta CYP3A4. Ilpu
OJTHOBPEMEHHOM TPUMEHEHUH C METHJIIPEIHU30JIOHOM MOXKET TOTPEeOOBATHCS yBEITUYECHHUE O3B
METHIIIPEIHU30I0HA [T JOCTHXKEHUST He00X0AMMOoro 3¢ dekra.

Cyocmpamut uzogpepmenma CYP3A4 — onpu 0THOBPEMEHHOM MPUMEHEHHUH C IPYTHM CyOCTpaTom
nzopepmenta CYP3A4 nedyeHOUHBIH KIMPEHC METHIIPEAHU30I0HA MOXKET JHO00 YMEHBIIATHCH,
00 yBeNMUYMBATHCS. B 3THX cioydasx HEOOXOJMMa COOTBETCTBYIOIIAS KOPPEKIHUS JIO3BI.
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MOTYT BO3HMKATh Yalle MpU OJHOBPEMEHHOM NPUMEHEHUHU C APYTrUM cyOcTpaTtoM m3odepmeHTa
CYP3AA4.

JlekapcTBeHHOE Cpe/CTBO (mexanu3m | BzaumopeiicrBue: usMeHeHUs1 (PapMAKOKMHETHYECKHX

B3auMo/ieicTBHA) napametpos (%)

AHTHOaKTEpHAFHBIE TIPETIapaThl Wurnburop wm3odepmernta CYP3A4. Kpome Toro,

- N30HUA3H] CYIIECTBYET  BEPOATHOCTh, HYTO  METHIIIPEIHH30JI0H
YBEIMUYUBACT CTENECHb ALCTWIMPOBAHUS W  KIHMPEHC
M30HUA3HIA.

AHTHOHOTHKH, IPOTHBOTYOCPKYIIE3HBIE TIperapaThl Wnpyxrop m3opepmenta CYP3A4.

- pudaMnuIyH

[TepopasnbHble aHTHKOATYJISIHTHI Brusinne MeTnnnpeHU3010Ha Ha JISHCTBUE aHTarOHUCTOB

- aHTaroHMcThHl BuTaMuH K ButamuHa K (Hanpumep, BapdapuH, alneHOKyMapoll,

¢GuynHanoH) pa3nuyHo. MMmerorcsi cooOuieHus, Kak 00
YCWIEHWH, TaKk W ociabieHnd ux dddexra mnpu
OJTHOBPEMEHHOM IIPUMEHEHHH C METHJIIPEIHU30IOHOM.
Takum o00pa3om, cliefyeT peryjiaspHO KOHTPOJIUPOBATH
KOAryJorpaMmy JUTsl OAJCPIKaHHs 103kl aHTUKOAryJISTHTOB
JIOCTaTOYHOH Juts obecniedeHus ajeKBaTHOTo Y deKTa.

[IpoTHBOAIHIIEITHYECKUE CPEICTBA Wupykrop mopepmenta CYP3A4 (u cyOerpar).

- kapbamazenuH

[IpoTHBOAIIIIIENITHIECKHE CPEACTBA Wupyxropst m3odepmenta CYP3A4.

- perobapOuTaN

- (beHUTOMH

H-xonuHONMMTHKH MeTrimnpe THI30I0H MOXKET BIHMATH Ha XOJIMHOJIUTHIESCKUE

(MHOpeTaKcaHTHI) Ipenaparsl.
Hmerorcst cooOlieHus 0 pa3BUTHH OCTPONH MUOTNATHHU TIPH
OJTHOBPEMEHHOM NPUMEHEHUU BBICOKHX J103
METUIIITPEAHN30JI0HA U H-XOJIMHOJIUTUKOB.
v MalUeHTOB, MOJTYYaIOIIUX OJTHOBPEMEHHO

METHINPEAHA30JIOH, OTMEYAld AaHTAaroHU3M 3(PQPEKTOB
MAHKYpOHUSI W BeKypoHus. Jlauublii 3(hdexT MOKHO
OXHMJAaTh TMPH TNPUMEHEHWH BCEX KOHKYPEHTHBIX H-

XOJIMHOJIUTUKOB.

WHrubuTOpH X0MHHECTEPA3BI MeTunnpeaHu30J10H MOXET CHIDKATh ekt
I/IHFI/I6I/ITOp0B XOJIMHECTEepa3 y HAlMCHTOB C MHUAaCTCHHEH
gravis.

I'nnornukeMu4eckne npenaparhbl Tak Kak MCETHUJIIPEAHU30JIOH MOXET IIOBBIIIATH

KOHILICHTPALIMIO TJIOKO3bl B IUIa3Me€ KpOBH, CIEIyeT
KOPPEKTHPOBATh 103y THIOTJIMKEMHUYECKUX MTPErapaTosB.

IIpoTHBOPBOTHEIE WNurudurops! m3opepmenta CYP3A4 (u cyOcTparst).

- alpenuTaHT

- ¢ocampenuTaHT

WHruburops! apoMaTasbl [Monapnenue GyHKIMM HAIIIOUYESUHHKOB, WHYLIUPOBAHHOE
- aMHHOTJTYTETUMH ] AMHMHOTIIYy TETUMHIOM, MOXeET NPensTCTBOBATh

OHJAOKPUHHBIM H3MCHCHHUAM, BbI3BaAHHBIM HHHTCHBHOﬁ
Teparmeﬁ MCTHJIIPECAHU30JIOHOM.

BrokaTopsl «MeUTIeHHBIX» KAJTBIIUEBBIX KAaHAIOB Wuruburop modepmenra CYP3A4 (u cyOctpar).

- JWITHA3EeM

['peiindpyToBEIi cOk Wurudurop mzodepmenra CYP3A4.
HMmyHOIEIpecCcanThl Wuruburop mzopepmenta CYP3A4 (u cyberpar).

- OUKJIOCTIOPUH [Ipn onHOBpEMEHHOM INPHMEHEHHH LUKJIOCIOPHHA H

METWINPEAHU30JI0HA OTMEYAETCS] B3aUMHOE yYrHETEHUE
MeTaboNM3Ma, YTO MOXKET MPUBECTH K ITOBBIIICHUIO
IUTA3MEHHBIX ~ KOHICHTpPAaMH  OJHOTO WM  000HX
mpenapatoB. TakuM 00pa3oM, CYyIIECTBYET BO3MOKHOCTB,
YTO HEXKeNaTeJIbHbIE peaklyu, BO3HHUKarouue Ha (oHe
MPUMEHEHHST KaXKIO0TO W3 MpEenaparoB, MOTYT BO3HHKATh
qalie Mpyu UX OJHOBPEMEHHOM MPUMEHEHHUH.
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JlekapcTBeHHOE CPEeACTBO (MexaHU3M BsaqMoneﬁcnﬂly:-'MM'@BW&M%&R&&M’

B3aMMO/IeiicTBHUS) napametpos (%)

HpI/I COBMCCTHOM IMPUMCHCHUHN I3THUX MpPErapaToB ObLIH
OTMCYCHBI CJIy4ad BOBHUKHOBCHHUA CYy1OPOr.

HIMMmyHOIenpeccaHThl Cyb6crpats! m3opepmenta CYP3A4,

- nukiopochamun

- TAKPOJIMMYC

AHTHOMOTHKN-MaKPOJIUJIBI Wurudurops! mopepmenta CYP3A4 (u cyOeTparsr).

- KJIapUTPOMULIH

- SPUTPOMHULUH

AHTHOMOTHKU-MaKPOJIHIBI Wuruburop m3odepmenrta CYP3A4.

- TPOJICAaHAOMHLIUH

HecTeponaHble NPOTHBOBOCIANUTENIBHEIE Hpenapartsl | [Ipu olHOBpeMEHHOM NPUMEHSHUH METHINIPEAHM30JI0HA U
(HIIBIT) HIIBII MoeT TOBBIIATECA PUCK BO3HUKHOBEHHS
- BBICOKHE JO03bl acnupHHa (ALSTHICATIHIMIOBAS | XKENTyJOYHO-KHUIISYHOTO KPOBOTCUCHUS M U3BA3BICHHUS.
KHUCJIOTA) MeTHIIIpe THU30JI0H MOXKET ITOBBILIATH KIMPESHC aCIIUPUHA,

NIPUHMMAEMOI'0 B BBICOKUX A03aX JUIMTenbHOe Bpems. [Ipu
3TOM CHIKEHUE KOHUECHTpalUU CAJIMLUIATOB B IUIa3Me
KPOBU MOKET IPUBECTU K MOBBILICHHOMY PUCKY Pa3BUTHS

TOKCUYHOCTH CaJIMLIUIIATOB npu OTMEHE
METHIIIPEAHNU30JIOHA.
IIpenapatel, CHWKArOLIUME KOHLEHTpauuioo Kanus B | IIpu 0IHOBpEMEHHOM NPUMEHEHUM METUIIPEAHU30I0HA U
Ij1a3Me KpOBHU IIPENapaToB, CHIKAIOWINX KOHIEHTPALKIO KalKs B IUIa3Me

KpPOBH (Hampumep, IUYPETHKOB), MAaLUCHTOB CIEIyeT
TIIATEJILHO ~ HAOMIOmath  Ha  OpPeOMeT  Pa3BHUTHA
rHHoKanueMud. Taxke  cleayeT  y4YuTBIBaTh, 4TO
CYILECTBYET MOBBIICHHBI PUCK Pa3BUTHS THIIOKAIUCMHH
NPH OJTHOBPEMEHHOM IPHMEHCHUH METHIIIPEIHU30JI0HA U
KCAaHTHHOB MJIM [32-arOHHUCTOB.

IIpoTuBOBUpPYCHBIE ITpETIapaThl WNurudurops! m3opepmenta CYP3A4 (u cyOcTparsr).
- uHruouTOpHI NpoTeassl BUY Wuruburopsr mpoteasst BUY, Takue kak MHAMHABUP U
PUTOHABHD, MOTYT TOBBIIIATh KOHIIEHTPAIHIO

METUIIPEAHU30I0HA B IJIa3Me KPOBH.

MeTUnnpenHU30JI0H  MOXET YCHIMBAaTh MeTabosu3M
uHruouTopoB mpoteassl BUY, uto Oymer npuBOIUTH K
CHI)KEHHIO KOHIICHTPAINH B IIJIa3Me KPOBH.
HpI/IBeI[eHHBIe HHWXKC TIPUMCEPBI B38.HMO,H€I>'ICTBI/IH JICKAPCTBCHHBIX CPEACTB MOI'YT UMCTH BAKHOC

KIIMHUYCCKOC 3HAYCHHC.

TepaneBTuyeckoe JAEHCTBHE METHUIIIPEIHU30JI0HA CHUXKAECTCA T0J BIUSHUEM HWHAYKTOPOB
MHUKpPOCOMAJIbHBIX (EpMEHTOB TneueHu (3deapuH, TeoPuuinH, QeHobapouTan, (EHUTOUH,
pU(aMIIUIIH), YTO MOXET NOTpeOOBaTh MOBBILIEHUS J03bl IpenapaTa /Ui HOJIy4YeHUs JKeIaeMoro

s dexra.

OJ'IG&HI[OMI/IIII/IH, KC€TOKOHA30JI, MTPAKOHA30JI, AWJITHA3€M, IICPOPAJIbLHBIC I3CTPOrCHCOACPKAIIUC
KOHTpAUCITUBLI, FpeﬁH(bPYTOBBIﬁ COK MOr'yT IIOAAaBJIATH MeTa00In3M MCTUJHIPCAHU30JIOHA U
CHMXXATb €ro KIUPCHC, YBCIWYMUBATHL NCPUOA IOJTYBBIBCACHHUA, TCPAIICBTUUCCKHUE WU TOKCHYCCKUC
3(1)(beKTbI MCTUJHIPCAHNU30JIOHA. B sTom cjiydace, YTOOBI N30€KATh SIBICHUN MNEepeAO03UPOBKH, CIICAYCT
CHU3HUTH 103y MCTUJIPCAHU30JIOHA.

Cnemyer ¢ 0co00i OCTOPOKHOCTBHIO MPUMEHSTH aleTWICANuIIoBylo kucinoty u HIIBII B
COYETaHWH C METHJIITPETHU30JIOHOM.

N3-3a BO3HMKAIOLIEH TUIOKAIMEMHUHM METUIIPEIHU30JIOH IOBBIIIAET TOKCUYHOCTh CEPIASYHBIX
TJIMKO3UJIOB (pa3BUTHE apUTMUI).

Tuazunable TUypeTuku, MHrHOuTOpHI Kapooanruapassl, apyrue ' KC n amdorepunna B nosslimaior
PHUCK pa3BUTHS TUIIOKATHMEMUHN, HATpUNCOIeprKallie penapaTbl — OTEKOB U MoBbIIeHUS A/l.
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B xomOunarmu ¢ HIIBIT u1st neyenus apTpuTa BOZMOKHO CHIDKEHHE J03bI METHIIIPEHU30I0HA U3~
3a CyMMallMM TepaneBTHYECKOro dPQeKTa.

B koMOuMHamum c mapameramoioM BO3PacTaeT PHUCK Pa3BUTUS T'€MAaTOTOKCHYHOCTH (MHIYKLIHUS
[IEYEHOUYHBIX (DEPMEHTOB U 00pa30BaHKE TOKCUYECKOI0 METa00IMTa apaleraMmora).

MeTtunnpe IHU30JI0H CHUKAET JEUCTBUE TUIIONTMKEMUYECKUX CPEJICTB.

OnHOBpEeMEHHOE Ha3HAYEHUE aHTA[M0B CHH)KAET BCACBIBAHUE METHIIIIPEIHU30JI0HA.
Bricokue 10361 METUIITIPEHU30JIOHA CHUXKAIOT 3P PEKTUBHOCTh COMATOTPOIIHHA.
AHJporeHsl B KOMOWHAIIUY C METWINPEIHU3OIOHOM YBETMUUBAIOT PUCK PA3BUTHS OTEKOB.

MeTunnpeaHn30NI0H  CHUKAeT A(PQPEKTUBHOCTh BAaKIMH (KUBbIE BaKIMHBI Ha  (oOHE
METWIIITPETHU30JIOHA MOTYT BBI3BAaTh OOJIE3HB).

MutoTan W Jpyrue HWHTUOMTOPHI (PYHKUMH KOpPBI HAAMOYEYHHKOB MOTYT OOYCIIaBIMBAThH
HE00XOIMMOCTb TOBBIILIEHHS 1O3bI.

AHTUTHPEOUIHBIE ITPpENApaThl 1 THPEOUIHBIE TOPMOHBI: KIIMPEHC METUIIIIPEIHU30JI0HA CHUKACTCS
[IPU TUIIOTUPEO3€E U IOBBILIACTCS IIPU THIEPTUPEO3€, IIOITOMY 103y METUIIPEIHU30JI0HA CIENYET
010MpaTh HA OCHOBAHUM PE3YJIbTATOB (DYHKIIMOHAIbHBIX TECTOB.

MeTtunnpeaHn30JI0H yCKOPsIeT MeTa00IM3M MEKCUIIETHHA, YTO IPUBOAUT K CHUKEHHUIO TJIa3MEHHON
KOHIICHTPALIMH TIperapara, OCOOCHHO Y «OBICTPBIX» alleTUIISITOPOB.

Bo3MmoxHO mojaBieHue peakiuil MpH MPOBEISCHUU KOXHBIX Mpo0 Mpu MPUMEHEHHH IMperapara
Pesmanpen.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb M JIAKTAIUSI

bepemeHHOCTD

B psine uccnenoBaHuii Ha KMBOTHBIX ITOKa3aHO, 4yTO BBeneHUE BhICOKMX 103 I'KC camkam moxer
IIPUBOJUTh K BO3HUKHOBEHHMIO IIOPOKOB pa3BUTHS y Iulofa. IIOCKOIBKY COOTBETCTBYIOIIMX
uccnenoBanuii BausiHus I'KC Ha penpoyKTHBHYIO (YHKIIHIO YETIOBEKa 10 HACTOAIIETO BPEMEHH He
MMPOBOAWIIOCH M TaK KaK HCJIb3sA MCKIIIOYUTH BO3MO>KHBIN BpCa NpUMCHCHUA MCTUIINIPCIHU30JI0HA,
npueM Impenapata Pesmampen BO BpeMs OEpeMEHHOCTHM WM Yy OJKCHIIUH, IUIAaHUPYIOIIUX
OepeMEeHHOCTh MT0Ka3aH TOJIbKO B TOM CIIy4ae, KOrja OKuJgaeMbli JeueOHbIN 3PPEeKT OT IpUMEHEHUs
METWINPEAHU30JI0HA Y MAaTEPU NPEBBIIIAET PUCK OTPULIATENBHOIO BIMSAHUSA Ha MaTh U 1uioa. ['KC
ClIelyeT Ha3Ha4aTh IpU OEPEMEHHOCTH TOJIBKO 110 A0COIIOTHBIM ITOKa3aHHSIM.

I'KC nerko npoHHKaroT yepes IUIaleHTy. B 01HOM peTpocrieKTHBHOM HCCIIeJOBAaHUH ObLIO OTMEUEHO
YBEJIMUEHUE YaCTOThI POXKICHUS IeTel ¢ HU3KOM Maccoil Tena y matepel, kotopble mpuHuManu ['KC
BO BpeMs OepeMeHHOCTH. B uccienoBaHusax ObUIO YCTAaHOBJIEHO, UTO PUCK POXKJICHHS I€TeH ¢ HU3KOM
Maccoi Tena SABISAETCA JO303aBUCHUMBIM M, TaKUM 00pa3oM, MOXET ObITb MHHMMHM3UPOBaH
nocpeicTBOM BBesieHus Oonee Hu3kux 103 ['KC. [letu, poxkaeHHbIe OT MaTepei, KOTOpbIE MOTydalln
3HauuTenbHble 1036l ['KC BO BpeMst 0€peMEHHOCTH, JOJIKHBI TIIATEIbHO 00CIEI0BAaTHCS C LIETbIO
BBISIBIICHUSI BO3MOKHBIX CHMIITOMOB THIO(QYHKLUUU HAAMOYEYHUKOB. XOTSA HAAMOYEYHUKOBAsS
HEJIOCTaTOYHOCTh PEIKO BCTPEUAETCS Y MIIAJICHIEB, KOTOPBIE ToABepraiuck Bozaecteuio ['KC go
POXKIECHHUS.

OTMedaInuch Cllydan pa3BUTHUA KaTapaKTbl Y HOBOPOXIACHHBIX, MAaTCpU KOTOPBIX IIPUHHUMAIIN
MCTUJIIPCAHU30JIOH BO BPEMS 6€pCMeHHOCTI/I.

Bmustane I'KC Ha TeyeHune u ucxo poJoB HEM3BECTHO.
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

I'KC npoHukaioT B TpyAHOE MOJOKO, MOATOMY NP HEOOXOJMMOCTH Ha3HAueHHs Iperapara
PeBmanpen rpyaHoe BCKapMIIMBaHUE CIEAYET IPEKPATUTD.

DepTiIbHOCTD

B wuccienoBaHusx Ha JKUBOTHBIX IOKa3zaHo, 4yrto mnpuMeHeHue ['KC mpHBOAMT K CHIDKCHHUIO
(bepTUIBLHOCTH.

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

B cBs3M C BO3MOXKHOCTBIO Pa3BUTHUSI TI'OJIOBOKPY’KEHMsI, HapylIEHUs 3peHHs U ciaabocTu, IpU
IpUMeHeHHH Ipenapara PeBmamnpen ciienyer coOuoaTh OCTOPOXKHOCTh JIMIAM, YIPABIISIOIIUM
TPAHCHOPTHBIMM ~ CPEACTBAMH U  3aHUMAIOLIMMCS BHJAMM  JIEATEJIBHOCTH, TPEOYIOLMMHU
MOBBIIIEHHOW KOHIIEHTPAIIMK BHUMAHUSI U OBICTPOM IBUTaTEIbHOMN PEaKIIHH.

4.8. HexenarebHbIe PeaKIuu

TabaudHOE pe3roMe HexeNaTeIbHBIX PeaKIun

B Tabnwuiie npeacTaBieHbl HeXelaTeIbHbIE PEaKIUM M0 cUCTeMHO-opraHHbM kiaccam (COK) u
gacToTe. BHYyTpH KaKI0i 9aCTOTHOHM TPyNIIbI HEXKENATEIbHBIC PEAKIIUU PACTIONATalOTCs B MOPSIKE
yObIBaHUsI BBIPAKEHHOCTH. YacToTa pa3BHTHsS OINpeneseTcss Kak: odeHb 4acto (>1/10 ciyuaeB),
gacto (>1/100, HO <1/10 cmyuae), meuacto (>1/1000, HO <1/100 ciyuaeB), peako (>1/10000, HO
<1/1000 cnyuaeB), oueHb peako (<1/10000 cmy4yaeB) W wyacTtoTa HeW3BeCTHa (HAa OCHOBAHUH
UMEIONIUXCS TAHHBIX OIEHUTh HEBO3MOXHO).
CHCTeMHO-OpFaHHBIﬁ HexenareabHas peakuusa
KJIace

Karteropusi 4acToTsbl
Ungpexyuu u uneasuu:

YacToTa HEM3BECTHA OMIIOPTYHHUCTHYECKAsT MHMEKIU, WHPEKIH, MAaCKHPOBaHHE WH(QEKIIHY,
AKTHBU3AIMs CKPBITOH MH(EKIMH, TEPUTOHUT*

Hapywenusi co cmoporbl Kposu u ium@amuyeckoli cucmemsi:

YacToTa HEU3BECTHA JICHKOLIUTO3

Hapywenusi co cmoporvl uMMyHHOU cucmempl.
Yacrora HEU3BECTHA peakiuu TUIIEPYYBCTBUTEILHOCTH (anadunakTuueckas u
aHadWIAKTOWTHAS PEAKIIHs)

OHOOKpUHHbIE HAPYUWIEHUSL:
YacTtoTa HEU3BECTHA cuaapom «otmens» ['KC, passutue cunapoma MHnenko-Kymmnra,
M0JIaBJICHHE THIIOTAIAMO-TUIO(U3aPHO- HAIOYEYHHKOBOH OCH
Hapywenus memabonuzma u numanus:

YacroTa HEM3BECTHA METa0OJIMYEeCKUH anuao3, 3alepXKa HaTpHsl, 3aJep)KKa >KUAKOCTH B
OopraHu3Me, TIOBBIIIEHWE BBIBEJEHUS Kaldd U3 OpraHu3dMa u
TUIMOKAJTUEMUYCSCKUN  ajKaio3, OTPHILATENIbHBIN a30THCThIA OallaHc,
00yCJIOBJIEHHBIH KaTaOOIM3MOM O€JKOB, AWCIWIHAEMHS, HapyLICHUE
TOJIEPAHTHOCTH K TJIOKO3€, TIOBBIIIEHHAs MOTPEOHOCTh B MHCYJUHE (MIIH
MEPOPATHHBIX TUIOTIIMKEMUYECKUX CPEJICTBAX Y MAIMEHTOB C CaXxapHBIM
auabeToM), JMIIOMAaro3, IOBBILIEHHBIM anmeTuT (MOXET BBI3BIBATH
yBEJIMUEHHE MacChl TeJIa)

lcuxuueckue HapyueHus:
YacTtoTa HEU3BECTHA HeaJIeKBaTHOE TMoBeneHue, adeKTUBHBIE HAPYIIEHHS (B TOM 4YHCIE,
SMOLMOHANBHAS JTa0WIBHOCTB, JAerpeccus, siidopusi, nexapcTBEHHAs
3aBHCUMOCTb, CYMIHMIAJIBHBIC MBICIH), OECIOKOHWCTBO, CHYTaHHOCTb
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Hepena/ibl HACTPOCHUS, N3MEHEHHS IMYHOCTH, ICUXOTHIECKOE ITOBEICHHE,
NCUXOTUYECKUE HapymeHus (B TOM 4YHWCIe, MaHHs, JENIO3HH,
TAJUTIOLMHALMY B u30QpeHus (uian 00ocTpeHue mmu30hpeHun))

Hapymenuﬂ CO CIMOPOHbL Hepeyoﬁ cucmemol.

YacToTa HEM3BECTHA MOBBIIIICHHE BHYTPHUYEPEITHOTO NABIEHHS (C OTEKOM AWCKAa 3PUTEIHHOTO
HepBa (moOpokadecTBeHHAS BHyTpHUUEpEITHAS TUTICPTEH3U)),
MICEBMIOOMYXO0Nb T'OJIOBHOTO MO3Ta, CYIOpPOTH, aMHE3Us,, KOTHUTHUBHBIC
paccTpoiicTBa, TOJNOBOKPY)KEHHE, TOJOBHAs OONb, 3MIHIypaTbHBIN

JTUTIOMATO3
Hapywenus co cmoponwvl opeana 3penus:
YacToTa HEU3BeCTHA KaTapakTa, IIOBBILICHUE BHYTPUIJIA3HOTO  JABJICHUS C  PHUCKOM

MOBPEXICHUS 3PUTEIHHOTO HEPBa, HK30()TaIbM, XOPHOPETHHOIATHS,
TJIayKOMa, NICTOHYSHHE POTOBUIIHI M CKJISPHI

Hapywenus co cmoponvl opeana cnyxa u 1abupunma:

YacToTa HEeU3BECTHA | BEPTHIO

Hapywenus co cmoponwl cepoya:

YacToTa HEU3BECTHA XpOHUYECKass CepJiedHas HeIOCTaTOYHOCTh (y TPeapacroIOKEHHBIX
MAIEHTOB)

Hapywenust co cmoporwl cocydos:

YacToTa HEU3BECTHA TpoM003, moBbimieane AJl, cHmkenne AJl, mpummBBI, TPOMOOIMOOIHSL
JICTOYHOM apTepuu

Hapywenus co cmoponvl dvixamenvHoll cucmemvl, 0p2ano8 2pyOHOU KIemKU U CPpeQOCmeHUs.:

YacToTa HEU3BECTHA | HKOTa

Hapymesz CO CIMOPOHDbL :)fcefzy()oqno-icumelmozo mpakma.

YactoTa HEM3BECTHA MenThdeckas s3Ba (C BO3MOXKHBIM TPOOOJCHHEM W KPOBOTEUYECHHEM),
KETyZI0YHOe KPOBOTEUEHHE, TAHKPEATHT, 330(aruT, sI3BEHHBIH 330(arur,
nepdopanns CTCHKH KHIIEYHHKA, B3JyTHE >XUBOTa, 00ib B o0Oiactu
YKMBOTA, JIMapesi, AUCIICTICHS, TOIIHOTA

HapymeHuﬂ CO CMOPOHbL KOJXCU U NOOKONCHBIX MKAHELL:

YacToTa HEU3BECTHA AQHTMOHEBPOTHYECKUH OTEK, aKHE, TUPCYTH3M, MEAJICHHOE 3a)KUBJICHUE
paH, IeTeXUH M SKXUMO3bl, ICTOHYEHHE M CHIDKEHHE MPOYHOCTH KOXKH,
spuTeMa, TUNEPIUApPO3, KOXKHBIM 3yA, ChIllb, arpodusi KOXH, CTPHUH,
KpanuBHUIIA, TAHHUKYJIUT

Hapymeﬁuﬂ CO CIMOPOHDbL Mblme'lHOﬁ, KOCIMHOU U COCOUHUMENILHOU MKAHUL.

YacToTa HEM3BECTHA apTpairusi, MUAITUsS, «CTEPOHIHAS» MHOMATHUS, MBIIIEYHAs CIaboCTh,
pabnomMuonu3, MblLe4Has atpodus, HeHWponarudeckas apTpoIaTHs,
0CTEOII0PO3, OCTEOHEKPO3, IATOJIOTUIECKUE TIEPETIOMBI, 3a/IePXKKa pocTa y

neren

Hapywenusi co cmoponvl penpodyKmueHoU cucmembvl U MOJLOUYHBIX HCEAe3.

YacroTa HEeHM3BECTHA | HapYLIEHUS MEHCTPYaJbHOTO LIMKJIA

Obwue Hapywienus U peaxKyuy 8 Mecme 86e0eHUs.:

YacToTa Heu3BeCcTHA MOBBIIIICHHAS ~ yTOMJISIEMOCTb,  CJa00OCTh, mepudepuueckue OTEKH,
HEJOMOTaHNE

JlabopamopHvle u uncmpymenmanvhsvlie OaHHble:

YacroTa Hen3BeCTHA MOBBIILICHUE CONEPKAHUS KalbLUs B MOYE, CHUKEHUE KOHLIEHTpaLUUU

KaJIds B TJIa3Me KPOBH, MOJABJICHHUE PEAKITHi TIPH TPOBEICHUN KOMKHBIX
po0, CHIKEHHUE TOJICPAHTHOCTH K YTIICBOIaM, TTOBBIIICHUE KOHIICHTPAITUH
MoueBMHBI B Im1a3Me KkpoBu. Ilocie neuenus ['KC nabnromanock
MOBBILLICHHE AKTUBHOCTHU aJaHUHTPAaHCAMUHA3bI (AJIT),
acmaprartpancamuHasel (ACT) u menounoit gocdarassl B miasMe KPOBH.
OOBIYHO 3THM HW3MEHEHHs HE3HAUMTENIbHBI, HE CBS3aHBI C KAaKUMHU-JIA0O
KIIMHUYECKUMHU CUHJIPOMaMH 1 00paTHMBI ITOCIIe TIPEKPAIICHHUS JICUCHHS
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T AEQOBATEREROCTE 0002)

|

Tp(l@Mbl, UHMOKCUKayuu U OCJH0MHCHEHUA npoue()yp

YacroTa HEM3BECTHA KOMITPECCUOHHBIHN nepeaom MMO3BOHOYHUKA, acenTUYEeCKUM
SMU(PU3NOHEKPO3 KOPTUKAIHHOTO CJOS KOCTEH, pa3phlB CYXOXWIHA, B
YaCTHOCTHU aXWJIJIOBA CYXOXHUIIHS

* OCHOBHBIM M TSDKEIIBIM OCIIOKHEHHEM IpH 3aboneBanusx opranoB JKKT (mepdopammu creHOK
KeTyJKa U KUIICUHHUKA, TAaHKPEaTUTE) SIBJISETCS IEPUTOHUT (CM. pazzen 4.4).

COO6IHCHI/I€ O ITOA03PEBACMBIX HCXKCJIATCIBbHBIX PCAKIIUAX

BaxxHo coo0mare O TOA03PEBAaEMBbIX HEKENATENbHBIX pEaKUHUAX II0CIE PErucTpalnuu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCHeueHUs] HeMpPepbIBHOIO MOHMTOPUHIA COOTHOILLEHHS
«I0JIb3a — PHCK» JIEKApCTBEHHOTO Tpenapata. MeAMIMHCKUM pPa0OTHUKAM pPEKOMEHIYeTCs
coo01IaTh O JIOOBIX M0103PEBAEMBIX HEKEJIATEIIBHBIX PEAKIMAX JEKAapCTBEHHOr0 IpenapaTa yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOLIEHUM O HEXENaTeNbHbIX pEeakLUUsAX TIOoCylapcTB — YJICHOB
EBpa3zuiickoro s5KOHOMHUYECKOro COr03a:

Poccuiickas @enepanus

denepanbHas ciry:x0a 1Mo Haa30py B cdepe 3ApaBOOXPAHCHUS

Anpec: 109012, r. MockBa, CnaBsiHCKast TUI0MIanb, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnektponHas moura: pharm@roszdravnadzor.gov.ru uwiu npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

Pecrry6nuka Kazaxcran

PecniyOnukanckoe rocyJapCTBEHHOE MPENNpHUSATHE Ha TpaBe XO3SMCTBEHHOTO  BEACHUS
«Hanmonansnsli LIeHTp SKCIIepTU3BI JIEKAPCTBEHHBIX CPEICTB U MEAMIIMHCKUAX u3aenuin» Komurera
MEAUIIMHCKOTO M (hapMalleBTUUECKOTO KOHTpoisi MuHuUCTepcTBa 3/ApaBooxpaHeHus PecrnyOnuku
Ka3zaxcran

Anpec: 010000, r. Actana, paiion baiikonsip, yn. A. Umanosa, 13 (BL| «Hypcayner 2»)

Tenedon: +7 7172 235-135; +7 7172 78 98 90

Dnextponnas nmouta: farm@dari.kz; pdlc@ dari.kz

Caiit B MH(GOPMAIIMOHHO-TEIIEKOMMYHHUKAIIMOHHOM ceTH « HTepHeT»: Www.ndda.kz

Pecnybnuka benapych

PecniyOnukanckoe yHuTapHoe npeanpustue « L{eHTp skcrnepTH3 1 UCTIBITAaHUM B 31paBOOXPaHEHUN
Anpec: 220037, r. MuHck, nep. ToBapuiueckuii, 2a

Tenedon: +375 17 231-85-14; +375 17 354 53 53

OnekTpoHHas moura: rceth@rceth.by

Caiit B mH()OpPMALIMOHHO-TEIIEKOMMYHHUKAIIMOHHOM ceTn « HTepHeT»: Www.rceth.by

PecniyOnuka ApmeHust

«HayuHbIi1 1EHTp OSKCHEPTU3bl JIEKAPCTB M MEAMIMHCKUX TEXHOJOTMA HM. aKaJeMHKa
3. 'abpuensHa»

Anpec: 0051, r. Epesan, np. Komuraca, 49/5

Tenedon: +374 60 83-00-73; +374 10 20 05 05

OnektponHas mouta: info@ampra.am

Caiit B mH(OpPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHOH ceTn « MHTepHeT»: Www.pharm.am

Keipreisckas PecniyOmnnka

JlemapTaMeHT JICKQpCTBEHHBIX CPEJACTB M MEIUMUMHCKUX U3Jenuil mnpu  MuHHCTEepcTBe
3npaBooxpaHeHust Keiproizckoit PecriyOmmku

Anpec: 720044, r. buiikek, yin. 3-a Jlunus, 25

Tenedon: 0800 800-26-26; +996 312 21 92 86

OnekrponHas moura: pharm@dlsmi.kg
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4.9. Tlepeno3upoBka

CHUMOTOMBI

Knuauyeckuii CHHAPOM OCTPOH MEpe03UPOBKH METHIIIPEIHI30JI0HOM He omucaH. CooOmieHus o
Clly4asgX OCTPOM TOKCHYHOCTH IIPU IEPENO3UPOBKE METWIIIPEAHU30J0HA KpalHE pEIKH.
Crnenuduueckoro aHTHAOTa HE CymecTByeT. YacThlii MOBTOPHBIH NpueM (€KEIHEBHO WU
HECKOJIbKO Pa3 B HEZIEJI0) B TEUEHHUE AJITUTEIHOIO BPEMEHU MOKET IPUBECTH K Pa3BUTHIO CUHIPOMA
Nuenko-KymnHra u Jpyrux ociaoXHEHUH, XapakTepHbIX 171 anuTenbHoi Tepanuu ['KC.

JleueHue

JleueHne CUMIITOMAaTHYECKOE. MGTI/IHHpeHHI/I?;OJIOH BBIBOAUTCA IMPU AUATINU3C.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA
5.1. ®apmakoaMHaMHUYecKHe CBOlicTBA

dapMakoTepaneBTUYECKas IpyIIa; KOPTUKOCTEPOU bl CUCTEMHOTO JEHCTBUS; TIIIOKOKOPTUKOMIBI.
Kox ATX: HO2ABOA4.

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)d)eKTBI

I'KC, mponukass depe3 KIETOYHBIE MEMOpaHbl, 00pa3ylT KOMIUIEKCHI CO CHenu(pUIecKuMU
LUTOIIa3MAaTUYECKUMHU PELIENTOPaMU. 3aTeEM 3TH KOMIUIEKCHl NPOHMKAIOT B KJIETOYHOE SO,
cesasbiBatoresa ¢ JJHK (xpomarunom) u crumynupyror tpanckpunuuioo MPHK u nocnenyromuit
CHHTE3 pa3iINuHbIX (epMEeHTOB, 4yeM u oObscHsaeTcs 3pdext I'KC npu cucteMHOM NpUMEHEHUH.
I'KC He TonpKO 0Ka3bIBalOT CYLIECTBEHHOE BO3/IEHCTBUE HAa BOCIIAIUTEIbHBIN TPOLECC U UMMYHHBIH
OTBET, HO TAaK)X€ BIUAIOT Ha YIJIEBOJHBIN, OCNKOBBIM M KUpOBOWH 0OMeH. OHU TakkKe OKa3bIBalOT
BIIMSHHE Ha CEPACYHO-COCYIUCTYK) CHCTEMY, CKEJIETHBIC MBIIIIBI U LEHTPAJIbHYI) HEPBHYIO
CUCTEMY.

Brusnue na 6ocnanumensvuwiil npoyecc u UMMyHHbIIZ omeeni

bonpmmHacTBO mokazanuii k npuMeHeHuto ['KC 00ycnoBieHO UX HPOTHBOBOCHAIMTENbHBIMH,
MMMYHOJETIPECCUBHBIMU ¥ IPOTHUBOAIIEPTUYECKMMHU CBOMCTBAMM. biarojgapss 3TUM CBOWCTBaM
JOCTHUTalOTCs CeIyolue TepaneBTuieckue 3G exTor:

*  YMCHBIICHHE KOJINYECTBA MMMYHOAKTUBHBIX KIIETOK BOJIM3M OUYara BOCIAIICHUS;
* yMEHbILICHHE Ba30AnJIaTaliH;

*  CcTaOMIM3aIMs JIN30COMATbHBIX MEMOpaH;

* uHruOupoBaHue (HaronuTo3a;

*  YMEHBIICHHE MPOAYKIIUH MTPOCTATIAHIMHOB M POJCTBEHHBIX UM COSIMHEHUM.

Jlo3a, cooTBeTCTBYIOMIAS 4 MI' METUJITIPEAHU30JI0HA, OKA3bIBAET TAKOE K€ MPOTUBOBOCIATIUTEIBHOE
JercTBUE, Kak U 20 MT THIPOKOPTU30HA.

MeTtunnpeaHn30I0H 001aaeT JUIb HE3HAYUTEIbHON MUHEPAIIOKOPTUKOCTEPOUTHONU aKTUBHOCTBIO
(200 Mr MeTHUINPETHN30JI0HA SKBUBAIECHTHBI | MI' I€30KCUKOPTUKOCTEPOHA).

Brusnue na yeneeoonwiii u 6enxoswiii 0omeH

I'KC okaspiBaloT KaTaOOJIMYECKOe [AEHCTBHE B OTHOIIEHHH OenkoB. BricBoOOXOaromuecs
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aMHHOKHCJIOTBI IPEBPAIIAIOTCS B IIPOIECCE TIIIOKO eoreHesérg:lﬁ:e]{%%:Ei"%"};E)JEéQ':I/F IJ‘H/I%'OI‘G‘H.

[Torpebnenue TIIOKO3bI B TEepUPEPUUYECKUX TKAHAX CHUXKAETCS, YTO MOXET MPHUBECTH K
TMIIEPIIIMKEMUN U TIIIOKO3YPUH, OCOOCHHO Y IAllMEHTOB C PUCKOM PAa3BUTHUS caXxapHOro quadeTa.

Bruanue na srcuposoii obmen

I'KC o6nagator TUHIOIUTHYECKUM JIEHCTBUEM, KOTOPOE B MIEPBYIO OYEPE/Ib MPOSBIIAETCSA B 001acTH
koHewuHocTel. ['KC Takke OKa3bpIBalOT JIMITOTCHETUIECKOE IEHCTBUE, KOTOPOE Haubojee BRIPaKEHO
B 00JIaCTH TPYJIHOM KJIETKH, IIEH U TOJIOBbL. Bce 3T0 MpUBOAUT K mepepacrpeeieHHI0 KUPOBBIX
OTJIOKEHHI.

MakcuManbsHas (bapMaKOJ'IOI‘I/I‘IeCKaH akTuBHOCTL ' KC IIPOSABJIACTCA, HC HAa ITMKE KOHICHTPALUN B
IJ1a3Me, a y>Ke€ 11ocCJji€ Hero, CJICI0BaTCIIbHO, JIeiicTBHe npernapaTroB 06YCJIOBJI€HO B IICPBYIO O4YCPCIb
X BIIMAHHUEM Ha aKTHBHOCTD (bepMeHTOB.

MeTtwminpenHn3onoH sBusercs cuarerndeckum 'KC.

5.2. @apMaKkoOKHHeTHYeCKHeE CBOiiCTBA

AOGcopbrms

BcacbiBanne MeTUINPETHU30JI0HA MPOUCXOIUT OBICTPO, B OCHOBHOM, B NMPOKCUMAIBHOM OTEle
TOHKOW KHUIIKH, TJI€ OHO IPUMEPHO B 2 pa3a 0oJblle, YeM B JUCTAIHHOM OTAeNe. MaKkcuManbHas
KOHIIeHTpanus B 1ia3zme KpoBU (Cmax) TocTUraeTcst mpubim3uTenbHo yepes 1,5-2,3 yaca.

CBsi3b METHIIIPETHU30JIOHA ¢ Oenkamu (arbOyMUHOM U TpaHckopTHHOM) — mpumepHo 40-90 %.
BromOCTYIHOCTh METHINPEAHU30JI0HA P NPHEME BHYTPb OOBIYHO BbICOKas (82-89 %).
Kaxymmiics o0beM pacripeneneHusi cocrapisier 1,4 j/kr, a ero o0muil KIMpeHe IpuOIU3UTEITHEHO
COCTAaBJISIET OT 5 10 6 MJII/MUH/KT.

Pacopenenenne

MeTtunanpeaHn30JI0H IUPOKO paclpesienseTcss B TKaHU, IPOHUKAET Yyepe3 reMaro-3Huepatnyeckui
Oapbep U BBLIENACTCS B TPYAHOE MOJIOKO.

BI/IOTDaHCd)ODMaHI/IH

Merabonu3M METWINPEJHU30JIOHA OCYIIECTBISIETCS B TEYEHH U KadeCTBEHHO CXOAEH ¢
MeTaboau3MoM KopTuzona. OcHoBHble MeTabonutel — 20B-ruapokcuMeTminpeHu30ia0H u 20p3-
THIPOKCH-O0-MeTHINpeTHU30H. MeTaboai3M OCyIIeCTBIAETCS MPEHMYIIECTBEHHO IMTOCPEICTBOM
usopepmenta CYP3A4 (cm. pazaen 4.5).

Kak m muorme apyrme cyocrparsl m3opepmenta CYP3A4, MeTHINpenHu30JI0H MOXKET TaKkke
ABIATHCS cyOcTpaTroM AT®d-CBA3aHHBIX TPAHCIOPTHBIX OEIKOB P-TIMKONPOTEHHA, BIUSIOMIMX Ha
pacnpeziesieHue B TKaHSAX U B3aUMOJICHCTBHUE C JPYTUMHU JIEKaPCTBEHHBIMH CPEACTBAMU.

ONIUMUHALIMSA

MeTabonuThl BBIBOJASTCS, B OCHOBHOM, IMOYKaMH B HECBs3aHHOW ¢opme, a Takxke B ¢opme
TJIIOKYPOHHJIOB U CyJb(AaTOB, KOTOPbIE 00pa3yroTcs NPEUMYLIECTBEHHO B MEYEHU M YaCTUYHO — B
noykax. MeTWINpeaHU30J0H, KaKk M JApyrue BEIecTBa, MeTabONM3UPYIOUIHECS MOCPEACTBOM
nzopepmenta CYP3A4, MmoxeT Takke BKIIOYATBCS B IpoLEcC MEMOPaHHOTO TpaHCIOpTa
aZieHo3uHTpHUdocdarta, yTo BIUSIET HA €r0 paclpe/ielieHne B TKaHAX U B3aUMOJIEHCTBUE C IPYTUMU
JEKapCTBEHHbIMU  cpeacTBaMH.  Mertunnpenauzoniod  — IKC ¢ mpomexyTouHOM
MPOJOJIKUTENBHOCTBIO IEHCTBUS. 3a CUET BHYTPUKIIETOUHON aKTUBHOCTH BBISBIIIETCS BBIPAXKEHHOE
pasznuyre MeXay MeprUoIOM MOTyBbIBEICHHS METUIIPEAHU30JI0HA U3 T1a3Mbl KpoBH (0T 1,8 "aca 1o
5,2 yaca) W TNEpPUOJOM TOJYBBIBEJEHUS U3 OpraHu3Ma B I1enoM (mpumepHo 12-36 uacoB).
dapMakoTEpaNleBTUYECKOE JIEHCTBUE COXPAHIETCS JaXe TOrAa, KOIAa YXKe KOHIECHTpalus
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(NOCNEQCBATENEHOCTE 0002)

MCTUIIIPECAHU30JIOHA B IIJIa3ME KPOBU HE ONIPEACTIACTES.

JInHeNHOCTh (HEINHEHHOCTD)

CDapMaKOKI/IHCTI/IKa MCTUIIPCIHU30JI0OHA JIMHEMHAA U HE 3aBUCHUT OT METOJda BBEACHUS.

6. PAPMAIIEBTUYECKHE CBOUCTBA
6.1. Ilepeuyennb BCoMoOraTeJibHbIX BellleCTB

Pesmanpen, Tadnerku, 4 Mr

JlakT03BI MOHOTHIpAT
Kpaxman kyKkypy3Hblii
Caxapoza

Kansuus creapar

Pesmanpen, Tabnerku, 16 Mr

JlakT03BI MOHOTHIpAT
Kpaxman kykypy3Hslii
Caxapo3sa

Kanbuus creapar
[Mapadun xuaKwuii

Pesmanpen, Tabnerku, 32 Mr

JlakT03BI MOHOTHIpAT
Kpaxman kykypy3Hslii
Caxapo3sa

Kanpnus creapar

[Tapadun xuaxuit

6.2. HecoBMecTHMOCTDH

He nmpumenunmo.

6.3. Cpok roqHocTH (CpOK XpaHeHus )

3rona.

6.4. Oco0Oble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

Xpanuth mpu Temreparype He Bbime 25 °C. XpaHHTh B OpUTHHAIBHOW YIAKOBKE (Mayke) ISt
3aILUTHI OT CBETA.

6.5. XapakTep u cojep:KaHHe YIAKOBKH

Josupoexa 4 me

[To 10 TabseTok B KOHTYPHYIO SIUCHKOBYIO YITAKOBKY W3 TUICHKH moiuBuHUIXIOpuaHOH ([TBX) u
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(honbru aTIOMUHUEBOM.

COOTBETCTBY ET SKCTNEPTHOMY OTYETY

ITo 30 mnu 100 TabneTok B 0aHKY U3 MOJIUITHIICHA BBICOKOW IIIOTHOCTH, YKYTTOPEHHYIO KPBIIIKOH 13
HOJIUIPONIUJIEHA C KOHTPOJIEM BCKPBITUS CO BCTABKOW U3 CHIIMKAreJIsl.

Onny 6anky nim 1, 3 win 10 KOHTYpHBIX SYEHKOBBIX YIIaKOBOK BMECTE C JIMCTKOM-BKJIAJBIIIEM
[IOMENIAIOT B IAUKy KapTOHHYIO.

Jo3zuposka 16 me

ITo 10, 14 TabmeTOK B KOHTYPHYIO SIMEHKOBYIO YIAKOBKY M3 IUICHKH MOJHUBHHHIXI0pHIHOH (ITBX)
1 GOJIBTU ATIOMUHHUEBOA.

ITo 30, 50, 100 TabneTox B OaHKY M3 MOJIMATHIICHA BEICOKOH IJIOTHOCTH, YKYTIOPEHHYIO KPBIIIKOH 13
MOJIMIIPONUIICHA C KOHTPOJIEM BCKPBITHS CO BCTABKOW M3 CHJIMKAredsl.

Onny OaHKy Wiau 1 KOHTYpHYIO SYEHKOBYIO yHakoBKYy ¢ 14 TaGmerkamu, wim 5, 10 KOHTYpHBIX
STUEUKOBBIX YMakoBOK ¢ 10 TabierkamMu BMeCTE€ C JUCTKOM-BKJIQJBIIIEM MOMEIIAIOT B MayKy
KapTOHHYIO.

Jozuposka 32 me

ITo 10 TabeToK B KOHTYPHYIO SIUCHKOBYIO YITAKOBKY W3 IUICHKH mojuBHHUIXIOpuaHOH (ITBX) u
(OJIbru ATFOMUHUEBOM.

ITo 20 mn 50 TabneTok B OaHKY M3 MMOJMATUIICHA BBICOKOW IUIOTHOCTH, YKYTIOPEHHYIO KPBILIKON U3
MOJIMIIPOIIMJIEHA ¢ KOHTPOJIEM BCKPBITHS CO BCTaBKOM U3 CUIIMKAres.

Onny GaHKy WM 2, 5 KOHTYPHBIX SYEHKOBBIX YIAKOBOK BMECTE C JINCTKOM-BKJIAJBIIIIEM TOMEILAIOT
B [1AYKY KapTOHHYIO.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPH YTHIU3ANUU MCIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara MM OTXO0J0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHsI JeKAPCTBEHHOr0 Mpenapara, u
Apyrue MAHMIYJSIIMU € PenapaTomM

Oco0sbie TpeOOBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOTI' O YOCTOBEPEHU A

Poccuiickas @enepanns

000 «ITPOMOME/]] PYC»

Anpec: 129090, r. MockBa, mpocriekT Mupa, nom 13, crpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnekTpoHHas mouta: reception@promomed.pro

7.1. IlpeacTaBuTeb AEprKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un notpeduTesell HanpaBIATh MO aAPeECy:

Poccuiickas ®enepanus u Pecybnuka Apmenus

000 «ITPOMOMEJ PYC»

Anpec: Poccuiickas ®enepanus, 129090, r. Mocksa, nmpocnekt Mupa, 1om 13, crpoenue 1, opuc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyriiOCyTOUHO)

OnektponHas nmoura: hot_line@promomed.pro, armenia@drugsafety.ru

Koipreisckas PecniyOmnmka

OcOO0 «JIACMEl»

Anpec: Keipreizckast Pecniyommka, 720040, r. bumikek, yi. Tokroryna, 1. 108
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Tenedor: 8 800 222 95 63; 8 800 777 86 04 (kpyriocyTouno). +(994T 7035695466 U = 0002)

OnexrponHas noura: hot_line@promomed.pro, pv@dasmed.kg

Pecny6nuka benapychb

000 «MEATEXIIPOM»

Anpec: Pecniybnuka benapyce, 220118, r. MuHck, yi. Mamubaoctpoutene, a. 29, mom. 1
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyrioCyTOUYHO);

+ (375) 17-336-04-51, + (375) 17-336-04-20

OnekrponHas nouta: hot_line@promomed.pro, belarus@drugsafety.ru

Pecry6nuka Kazaxcran

TOO «Decalog» (JIEKAJIOI)

Anpec: Pecriyonuka Kazaxcran, 050050, r. Anmatsl, yiu. ['mazyHoBa, 41A-4
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (xkpyrmocyrouno); +7 (701) 731-52-18
Dnexrponnas moura: hot_line@promomed.pro, decalog@list.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKA 110 PELETY.

O61ua;1 XapaKTCPHUCTUKA JICKAPCTBCHHOI'O IIpCIiapaTa PeBMaHpeI{ AOCTYIIHA B CAUHOM pPEECTPC
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3sMHCKOro 3KOHOMHUYECKOrO COK3a U Ha
oduIaILHOM caiite YIOJIHOMOYEHHOTO oprasa (3KcriepTHOM OpraHU3aIINH )
https://Ik.regmed.ru/Register/EAEU_SmPC
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