COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 15.05.2025 N2 12378

(NOCNENOBATENBHOCTL 0002)

MHCTPYKLMA 110 MEJIN
JIEKAPCTBEHHOI'O ITPEITAPATA

UHAKAJBIET KAHOH

PerncrpanuoHHblii HOMep:

Toprosoe HanMeHoBaHue npenapara: [{unakansuer Kanon

MexayHapoaHOe HeNATEHTOBAHHOE WM IPYNIIHPOBOYHOE HAUMEHOBAHME: [[UHAKAJIBLIET
JlekapcTBeHHas popMa: TaGICTKH, TOKPHITHIE TUICHOYHON 000JI0YKOM

Cocras

1 TabneTka, MOKPLITAS MICHOYHOU 000J109K0M, 30 MI' COJICPIKHUT:

Oelicmeyowee gewecmeso. MHakapliera ruapoxiopun 33,06 Mr, B repecyere Ha IIUHAKAIBIIET
30,00 wmr;

6CHOMO2amenvbHble ewjecmaea. KpaxMman KyKypy3HBIM mnpexenaTuHuzupoBaHHbii 12,00 wr,
KpeMHUs Auokcull koyutouaubidi 0,90 mr, kpocnoBumoH 7,62 mr, marHusa creapat 0,90 wmr,
noBuoH K-30 3,70 mr, nemtronoza Mmukpokpuctaumnyeckas (tum 101) 121,82 mr;

niénounasn obonouxa: Onagpaii 03F190003 npospaunsiii 2,70 Mr, B TOM 4YuCle: TUIIPOMEIIO3a
(THIAPOKCUTIPOITMIIMETHIIIEIUIIONI03a) 2,16 Mr, Makporon (TOJUITWUICHTIMKONL) 0,54 wr;
Busakoar  PM-7P-182  3emensnii 7,30 Mr, B TOM  UHCle:  THIPOMEIUIO3a
(rugpokcunponuIMeTuieuionoza) 3,6500 wmr, rumposioza (TUIPOKCHUIIPOIUIIIEIUIION03)
0,3650 mr, makporod (MoJUATIICHTIINKOIIB) 0,3650 mr, Tanmek 0,5475 mr, TuTana auokcun 2,1710
MT, KPacCHTEIb XUHOJUHOBBIHN *xentThiit 0,1752 Mmr, kpacurens xkene3a okcu xenteiid 0,0241 mr,
Kpacutesb OpuimianToBblil roay6oit 0,0022 mr.

Onucanue

TabneTku Kpyrible ABOSKOBBIMYKIIbIE, MTOKPBITHIE TUIGHOYHON 000704YKO0# 3enmeHoro 1Beta. Ha
MOTIEPEYHOM pa3pe3e — MOYTH Oeoro IBeTa.

dapmakoTepaneBTHYeCKAas IPynmna:

AHTUNIAPATUPEOUTHOE CPEJICTBO

Kox ATX: HO5BX01

OAPMAKOJOI''NYECKOE JIEI?ICTBI/IE

dapMmakoIUHAMHMKA

Mexanuszm oeiicmeus

Kanbuuii-uyBCTBUTENBHBIE PELENTOPHI, HAXOJAIIMECSs Ha MOBEPXHOCTU TJIABHBIX KIIETOK
MapalMTOBUIHON KeJe3bl, SIBJSIOTCS OCHOBHBIMHU PETYJSTOPAMH CEKPELUH MapaTUPEOUTHOTO
ropmona (ITTT). [urakanbuer ob1agaeT KaablUMUMETHUECKUM JEHCTBHUEM, HETIOCPEICTBEHHO
cHmkaromuM koHreHTpanuio [ITI, moBeImas YyBCTBUTEIBHOCTH JAHHOTO peEIeNnTopa K
BHEKJIETOYHOMY Kanbluio. CHuxenue koHueHtpauuu IITIT compoBoxmaercss CHUXEHUEM
COJIEpKaHUs KAJIBIHS B CBIBOPOTKE KPOBH.

Cuaumxenne koHueHtpauu [ITT" koppenupyer ¢ KOHIEHTpalrel IMHAKAIbLETA.

[Tocne nocTuxeHus: paBHOBECHOTO COCTOSIHUSI KOHLIEHTPAIMsl KaJIbLIMs B CBIBOPOTKE OCTAETCs Ha
MIOCTOSIHHOM YPOBHE B T€UEHHE BCETO MHTEPBAJIa MEK/y IPUEMAMH Tperapara.

Bmopuunwiii cunepnapamupeos

B3spocnvie nauuernmot

Tpu KIMHUYECKUX HCCIEIOBAHUS TPOJIOJDKUTEILHOCTHIO IIECTh MECSIEB (JBOWHBIC CIIETIBIC,
1are00-KOHTPOJIMPYEMbIC) BKIIOYAJIM TAIMEHTOB C TEPMHUHAIBHOW CTaJWeH IMOYEYHOU
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runepnaparupeosa (1136 nmanuenrtos). [lemorpaduueckue U MCXOAHBIE XapaKTEPUCTUKU OBLIH
TUNUYHBIMU  JUISl  TIOMYJISIUMM  MAalMEHTOB €O BTOpUYHBIM rumnepnapatupeozom (I'TIT),
Haxojsamuxcss Ha auanuse. CpenHue HaydajdbHbIE I10KA3aTelIM KOHILIEHTpAlMM HMHTAaKTHOIO
naparupeouiHoro ropmona (ullTI") B Tpex KIMHUYECKUX MCCIEA0BAaHUAX cocTaBisuid 733 u 683
nr/mn (77,8 u 72,4 nMmonb/n) B rpynmnax HUHAKajiblleTa W Iianedo, cOOTBETCTBEHHO, 66%
NAIMEHTOB NMPUHUMaNU BUuTaMuH D mepes BKIIOYeHHEM B HccienoBaHue, U >90% npuHumanu
JIEKapCTBEHHBIE TMpenapatrhl, CBs3bIBatolmue ¢ocdarpl. Y MNalMEHTOB, MNPUHUMAIOLIUX
[MHAKaJbIET, OTMeuYanioch 3HauuTenbHOoe cHibkeHue ypoBHs uIITI, xanbuus u ¢ocdopa B
CBIBOPOTKE, Kanbluii-pochopruoro nmpomsseaenus (Ca x P) mo cpaBHEHUIO C MalMeHTaMH B
rpymnre miane0o, KOTopbIe MoJyJalld CTaHAAPTHYIO TEPAIHIO, U Pe3yabTaThl ObLIIM COTIOCTABUMBI
BO BCEX TPEX MCCIEN0BaHUAX. B KaXI0M M3 3THX MCCIEI0BaHUMN NEPBUYHAS KOHEUHas TOYKa
(mouts martmenToB ¢ ypoBHeM UIITT <250 nir/mi (<26,5 mmone/n)) Oblia mocturayra y 41%, 46%
u 35% mnauuMeHToB, MOJy4YarIIMX LUHAKaIbLET, B cpaBHeHUU ¢ 4%, 7% u 6% mnauueHTtos,
nonyyarouux miane6o. [Mpumepno 60% nanueHTOB, MONYYAIOIUX IMHAKAIBLET, AOCTUTIU
camkenus ypoBHsi ullTT >30%, u mannbi s dext HabMIOAANCA IO BCEMY CIEKTPY UCXOHBIX
ypoBHeit ullTI. Cpennee cHuxkeHHe ChIBOPOTOUHBIX ypoBHed Ca x P, kampuus u docdopa
coctaBisiio 14%, 7% u 8%, COOTBETCTBEHHO.

Cumxenue ypoBHsa ullTI' u Ca x P nmopnepkuBanoch Ha HNpOTSKEHUM 12 MecsleB Teparuu.
[unakansier camkan ypoBeHb ullTI, kaneuus u ¢pochopa u Ca x P, He3aBUCUMO OT HaYaTBHOTO
ypoBHs ullTI' mmm Ca x P, pexuma nuanusa (IEpUTOHEATbHBIM AUaNM3 MO CPAaBHEHUIO C
TeMOUAIN30M), IPOIOJDKUTEILHOCTH TUAIN3a, U OT TOTO, IPUMEHSUICS WX HEeT BUuTaMuH D.
CHmwxkenue ypoBHs IITI accounnpoBaioch ¢ HE3HAUUTEIBHBIM CHUKEHUEM YPOBHS MAapKEpOB
KOCTHOro MeTabonu3Mma (crneuupuieckoil KocTHOM menodHoit ¢ocdaraspl, N-teronentuaos,
0OHOBJIEHHSI KOCTHOM TKaHU M KOCTHOTO (prOpo3a). IIpu mpoBeaeHnu peTpoCHeKTUBHOIO aHAIN3A
MyJia JaHHBIX, COOPAHHBIX 10 UTOTaM 6 1 12-MeCSUHbIX KIMHUYECKUX UCCIET0BaHUH, C TOMOIIIBIO
metona Kamnana-Meiiepa, mokasaTenn KOCTHBIX IEPEIOMOB U MAPATUPEOUIPKTOMUMN ObUIN HIKE
B IpYMIE HUHAKAJBIETA 10 CPABHEHUIO C KOHTPOJIbHOM TPYIIIOM.

[IpenBapuTenbHble HCCIENOBAaHUS B OTHOLIEHMM MAIMEHTOB, CTPAJAIOUINX XPOHHUYECKON
6one3npto mouek (XbBII) m BTOpUYHBIM TrunepnapaTUpeo3oM, HE HAXOMALIUMXCS Ha JHUAJIM3E,
YKa3bIBalOT HAa TO, YTO LIMHAKAIBIET CHUXal ypoBeHb IITI' TOuHO Takke, Kak y MAlUEHTOB C
JTUArHO30M TEPMUHANBHON cTamguu moueyHod HenoctatrouHoct (TCIIH) u BTOpUYHBIM
TUIIEPIIapaTUPEO30M, HaXO AKX csl Ha quannse. OIHAKo Ul MAllMEHTOB B IPEANATIN3HOM CTaIun
MOYEYHOW HEIOCTaTOYHOCTH He OBUIM  YCTaHOBJIEHBI A(PQPEKTHUBHOCTb, OE30MACHOCTbD,
ONTUMAJIbHBIE JO3UPOBKU U LIE€TH Tepanuu. JaHHbIe NCCIIeIOBaHMS TOKA3alli, YTO y MAI[UEHTOB C
XBII, He HAXOANIUXCS HA TUATM3€ W MOTYYaAIONIUX ITHHAKAIBIIET, CYIIECTBYET OOJBIITUN PUCK
pa3BUTHS TUNOKAIbBLIMEMUU IO CPAaBHEHUIO C HAXOAAIIMMUCS Ha JUalii3e MallMeHTaMu C
TEPMHUHAJILHOM CTauel MOYeYHOW HETOCTATOYHOCTH, MOMYyYaIOUMMH [IUHAKAJIBIIET, YTO MOKET
ObITh OOYCIIOBJIEHO Oosiee HU3KON HadalbHOM KOHILIEHTpAIMed KalblUsl W/HIM OCTaTOYHOH
byHKIHEH ToYeK.

Hccnenosanne EVOLVE (Evaluation Of Cinacalcet Therapy to Lower Cardiovascular Events -
OLIEHKa TEepanmuM [MHAKAIbLIETOM JUIS CHI)KEHHUS YaCTOTHl CEpJIeYHO-COCYIHMCTHIX COOBITHIN)
MPEJICTaBIsI0 CO0OM paHJOMU3MPOBAHHOE [IBOMHOE CJernoe KIMHUYECKOE HCCielIoBaHue,
OILICHMBAIOIIIEe CHIYKEHUE pUCKa OOIIe CMEPTHOCTH U CEpJCYHO-COCYAUCTHIX OCIOXKHEHUHN Tpu
MPUMEHEHUN ITMHAKAJIbIETa THUAPOXJIOPHAA MO CpaBHEHHIO ¢ ruianedo y 3883 mamueHToB ¢
BropuuHbiM ['TIT u XBII, Haxonsmmxcs Ha quanuze. MccienoBanue He JOCTUIIIO MEPBUYHOM
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coObITHiA, BKIOYas WH(PAPKT MHUOKApJa, TOCIHUTAIU3AIUIO TI0 TIOBOJAY HECTaOWIHHOU
CTCHOKapIUH, CEpPICYHYI0 HEJIOCTaTOYHOCTh WK 3a0oneBaHmii nepudepuueckux cocynoB (OP
0,93; 95% AW: 0,85, 1,02; p = 0,112). Ilocie momnpaBku Ha MCXOJHBIE XAPAKTEPUCTUKU BO
BTOpUYHOM aHanu3e, OP 1i1s nmepBUYHON KOMOMHUPOBAHHOW KOHEYHOHM TOouku cocTtaBmiio 0,88;
95% JU: 0,79, 0,97.

Kapyunoma napawumosuonsix scenes u nep8uyHblll 2UNEpnapamupeos

B onHOM nccnenoBannu 46 B3pOCbIX MAIMEHTOB (29 — ¢ KapIIMHOMOM apanuTOBUTHBIX JKeJle3,
u 17 — c nepBuunbiM ['TIT 1 TsKE10M rUNEpKaTIbLIMEMUECH, Y KOTOPBIX MapaTUPEOUIIKTOMUS HE
Jlajia pe3yJbTaTOB MM ObLIa MPOTHUBOIIOKA3aHa) MOTyJalli IMHAKAJIBIET 10 3 JIeT (B CpeHeM —
328 nHel A1 NalMeHTOB ¢ KapIUHOMOM MapaniuTOBUAHBIX XKene3, u 347 nHel — 1)1 NalueHTOB
¢ nepsuuHbIM ['TIT). Huuakaneuer npumensuics B go3ax ot 30 mr (2 paza B cytku) 10 90 mr (4
paza B cytku). [lepBuyHOIl KOHEYHOW TOYKOW B JAHHOM HCCIICIOBAHUU SIBISUIOCH CHIDKEHHE
KOHIIEHTPAllMU KaJbIMs B CBHIBOPOTKE KpoBu> 1 mr/min (> 0,25 mmonb/m). Y HanueHToB ¢
KapIMHOMOM MapalUTOBUIHBIX >KEJIe3 CPeIHss KOHIIEHTpalMs KajbIMsl B CHIBOPOTKE KPOBU
cHmxkanace ¢ 14,1 mr/an go 12,4 mr/ma (¢ 3,5 mMons/n g0 3,1 MMonb/i1), B TO BpeMs Kak y
nanueHToB ¢ nepBuyHbM [TIT KOHIEHTpalus Kalbliig B CHIBOPOTKE KPOBH CHIDKANIACh C
12,7 mr/mn mo 10,4 mr/mn (¢ 3,2 mmons/a g0 2,6 mmonbe/in). Y 18 u3 29 manmentoB (62%) c
KapUUHOMOM TMapanuTOBUAHBIX >kene3 W 15 u3 17 maumentoB (88%) c mepBuunbiM [TIT
JOCTUTHYTO CHM)KEHUE KOHIEHTPAIMK KalblUs B CBIBOPOTKE KpoBH> 1 Mr/mi (> 0,25 Mmonb/m).
B nnane0o-koHTpoaupyeMoe UCCae0BaHNE IPOAOKUTEIBHOCTRIO 28 HEJeNb ObLIO BKIIOYEHO
67 B3pocnbeix mnanueHToB ¢ nepBuuHbM [TIT, KOTOphIE COOTBETCTBOBAIM KPUTEPHUSIM IS
MPOBEJICHUS MAPATUPEOUIDKTOMUN Ha OCHOBAaHUHM CKOPPEKTHPOBAHHOW OOIIEN KOHIIEHTpPAIUU
KanbpIusi B CHIBOPOTKE KpoBu >11,3 mr/mn (2,82 mmonw/n), Ho <12,5 mr/mn (3,12 mmons/m),
KOTOPBIM, OJTHAKO, TAHHOE BMEIIATeIhCTBO HE OBLIIO BhIMONHEHO. HauanpHas q03a MHAKaIbIeTa
coctaBmsia 30 Mr 2 pasza B CYTKH M €€ TUTPOBAIU UIS MOAJEP>KaHUSI HOPMAIBHOTO JHara3oHa
CKOPPEKTUPOBAHHOM 001Iel KOHIIEHTPAIIMU KaIbIUS B CHIBOPOTKE KPOBU. 3HAUYUTEIHLHOE YUCIIO
MAalMEeHTOB, TPUHUMAIOIIUX I[MHAKAJIBIET, JOCTUIJIM OOIIYI0 KOHIICHTPALUMIO KaJbIlUusi B
ceiBopoTke kpoBu <10,3 mr/mr (2,57 MMOJB/T) U CHIKEHUE OOIICH KOHIICHTPAIMH KaJIbIIHs B
ChIBOpPOTKE KpoBH Ha >1 mr/mi (0,25 MMoJIb/1T) IO CPAaBHEHUIO C MAllMEHTaMH, IPUHUMAIOIUMU
rtane6o (75,8% no cpaBuenuto ¢ 0% u 84,8% 1o cpaBHeHHIO € 5,9% COOTBETCTBEHHO).
DapMaKOKHHETHYECKHE CBOMCTBA

Bcacvisanue

[Tocne mepopanbHOTO MpUEMa, MaKCHUMallbHAsh KOHIIEHTpAlMs [MHAKAJbIETa B IJIa3Me KPOBU
JIOCTUTAETCS TPUMEpPHO 4epe3 2-6 dacoB. AOcomtoTHash OMOJOCTYIMHOCTh IMHAKAJIbIETa TPH
nMpuUeMe HaTOIIAK, YCTAaHOBJICHHAs HAa OCHOBAaHWW CPaBHEHUS PE3yJbTAaTOB Pa3IMYHBIX
uccienoBanui, coctasimsia npumepHo 20-25%. [lpu npueme npenapata BMecTe C MHILEH,
OMOJOCTYIMHOCTh IIMHAaKaNblleTa yBennyuBaeTcst npuMepHo Ha 50-80%. IlonoOHoe moBbIIeHNE
KOHI[EHTpAIIMHU [[MHAKAJBIIETa B TUIa3Me KPOBH HAOIIOAIOCh HE3aBUCUMO OT COACPIKAHUS )KHUpa
B MHUIIIE.

[Tpu mo3upoBkax cBeime 200 Mr HaOItO1ae€TCsl HACBIIEHHE a0COPOIINH, BEPOSITHO, BCIEICTBUE
MJI0XO0M pacTBOPUMOCTH.

Pacnpeoenenue

OtMeuaeTcst BRICOKUH 00beM pactipeaenenus (mpubnauszutenbHo 1000 tuTpoB), 4TO yKa3bIBaeT Ha
HIMPOKOE pacmpeneneHue B TKaHsaX. LluHakanpuer npumepHo Ha 97% cBs3bIBaeTcs ¢ OenkamMu
IJ1a3MBbl U pacipeneseTcsi B MUHUMaIbHOM KOJMYECTBE B SPUTPOLUTAX.
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MY OTYETY

MepBOHAYAJILHBIM MIEPUOJIOM TOJIYBBIBEJCHUS IPUMEPHO 6 YaCOB U OKOHYATEJIbHBIM MEPHOJIOM
nonyBbiBeieHUss oT 30 1o 40 yacoB. PaBHOBECHOE COCTOSSHME KOHLEHTpAlMU LIMHAKaJIblLETa
JIOCTUTaeTCsd B TEYEHHE 7/ JHEH C MUHUMAIbHOM Kymyisinued. DapMakOKMHETUYECKHE
napaMeTpsl HUHAKAIbIETa HE U3MEHSIOTCSA CO BPEMEHEM.

Memabonusm

[{unakanpieT MmeTabonusupyercs rpymmnoi pepmentos, npeumymecrBeHHo CYP3A4 u CYP1A2
(ponb CYP1AZ2 ne Obu1a moaTBepkieHa KITIMHUYECKUMH MeTo1aMK ). OCHOBHBIE ITUPKYJIUPYIOIITHE
MeTabOoIUThl HEAKTUBHBI.

CorjacHO JaHHBIM HCCIEAOBaHHM IN VItro, MUHAKAIBLET SBJISCTCS MOIIHBIM HHTHOMTOPOM
CYP2D6, ogHako, mpy KOHIIEHTPAIHSX, JOCTUTABIINUXCS B KITHHUYECKUX YCIOBHSIX, [IMHAKAIBIET
He nojiaBiseT akTuBHOCTH Ipyrux pepmentoB CYP, B tom uncine CYP1A2, CYP2C8, CYP2C9,
CYP2C19, u CYP3AA4, u Taxxe He sBisiercs uaaykropom CYP1A2, CYP2C19 u CYP3AA4.
Buviseoenue

[Tocne BBeneHuUs: 3A0POBBIM JOOPOBOJIbIIAM MEUEHOM PagMOU30TOMHBIM METOJOM J03bI 75 M,
[UHAKAJBIET MOJABEprajics OBICTPOMY W 3HAYUTEILHOMY OKHUCIUTEIHLHOMY METa0OIu3MYy C
nocleAyroleil Konbtoranueil. BeiBeneHne paanoakTUBHOCTH IMPOUCXOIUIO B OCHOBHOM IyTeM
BBIBEJICHHS MeTabomuTOB rmoukamu. [IpumepHo 80% BBOIMMOM /10361 0OHAPYKUBAIOCH B MOYE U
15% B kane.

Jlunetinocms/HenrunetiHocmy

VYBenuuenue rmiomaad moja KpuBoi «koHueHTparus-spemMs» (AUC) u Cmax HHHAKaIbLETA
MPOUCXOJUT MPAKTUYECKU JIMHEHHO B auanazoHe ao3upoBanusi 30-180 Mr oauH pa3 B JICHb.
Dapmarxokunemuueckue/papmaxoounamuyecKue 3aumooeticmeusl

Bckope mocne BBeneHus LuMHakanblera, ypoBeHb I[ITI HaumHaeT HOHMKATBCS; TPH 3TOM
MaKCUMaJIbHOE€ CHI)KEHHE IPOUCXOJUT TMPUMEPHO uepe3 2-6 YacoB MOCIE BBEIAECHUS, YTO
COOTBETCTBYET MaKCHMMAJIbHOU KOHIIEHTpaIuH IUHaKabieTa (Cmax). [T0ociie 3TOro KoHIeHTpaus
[IMHAKaJbIIeTa HAYMHAET CHUXKAThCs, a ypoBeHb IITI moBeimaercss B TeueHue 12 yacoB mocie
BBEJEHUS 103bl, 1 3aTeM cymnpeccus [T coxpaHsieTcs npuMepHO Ha OJTHOM U TOM K€ YPOBHE 10
KOHI[a CYTOYHOI'0 MHTEPBAJIA MIPU PEKUME JO3UPOBAHUS OJUH pa3 B 1eHb. Konunentpauus [1TT B
KJIIMHUYECKHUX MCCIIEJOBAaHMSIX [IMHAKAIbIIETa U3MEPSUIach B KOHIIE MHTEpBaia JO3UPOBaHUSI.
Toocunvle

B dapmakokuHeTHke MHAKATIBIETa HE OTMEUEHO KIMHUYECKU 3HAYUMBIX Pa3lIndHii, CBSI3aHHBIX
C BO3PacTOM OOJIbHBIX.

Iloueunasn nedocmamoyunocmy

dapMaKOKMHETUYECKUH Tpoduib [IMHAKAIBLIETA Y MAUEHTOB C MOYEYHOM HEIO0CTaTOUHOCTHIO
JIETKOW, CpeAHeW W TsDKEJIOW CTENeHH, M MAlUEeHTOB, HaXOASIIMXCS Ha TeMOAMaIn3e WId
NEPUTOHEAIbHOM JHallu3e, COMOCTaBUM C (PapMakKOKMHETUYECKUM MpOodUIeM 3T0pOBBIX
JI0OPOBOJIBIIEB.

Ileuenounas nedocmamounocms

[leyeHOUHAass HETOCTATOYHOCTH JIETKOW CTENEHU TSXKECTU HE OKa3bIBAET 3aMETHOTO BIMSHUS Ha
(dbapMaKOKMHETHKY IMHAKabIeTa. [1o cpaBHEHHIO C TPYIINON ¢ HOPMabHOU (YHKIIHEH meueHH,
cpennue mokaszarenn AUC nmHakanmeiieta ObUIHM NPUMEPHO B JBa pa3a BHINIE B TPYIIE C
YMEpPEHHbIMH HapylIeHUsIMU (YHKIIMU TEYeHHU, U MPUMEPHO B 4 pas3a BbIIIE MPHU MEYCHOYHON
HEJOCTAaTOYHOCTU TshKenoi creneHu. CpenHuid Nepuoja MOJYBBIBEIECHUS IUHAKajbleTa Yy
MAIMEHTOB C YMEPEHHON U TSKEJION CTENEHbI0 NMEYEHOYHON HEeI0CTAaTOYHOCTH, YBEINYMUBAETCS
cootBeTcTBeHHO Ha 33% m 70%. IleueHouHass HeIOCTAaTOYHOCThL HE BIIMIET Ha CTEIEHb
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napaMeTpoB APPEKTUBHOCTH U 0€30MaCHOCTH, JIsl AITUEHTOB C MEYCHOYHON HEJIOCTATOYHOCTHIO
He TpeOyercs TMPOBOIUTH JOMOJHUTEIBHYIO KOPPEKIHIO J03bl (cM. pasnmensl «Crocob
IPUMEHEHHS U 103bI» U «Oco0bIe yKa3aHUsI»).

Ilon

Knupenc nunakanpiiera MOKeT ObITh HIDKE Y KEHIIMH, YeM y MyK4uH. [lockonbKy moadop 103
MPOBOAMUTCS MHAUBHIYAIbHO, HE TPeOyeTcs MPOBOAUTH JOMOJHUTEIBHYIO KOPPEKIHUIO J103bI B
3aBHCUMOCTH OT T0J1a MMalKueHTa.

Jlemu

®apMaKOKMHETUKY LUHaKaibleTa usydanu y 12 npereit (6-17 ner) ¢ XbII, Haxonamuxcs Ha
JTUaln3e, Mociie OJHOKpaTHOro nepopaibHoro npuema 15 mr. Cpennue 3HadeHuss AUC 1 Crax
(23,5 (mmamazon ot 7,22 mo 77,2) mrxwac/mn u 7,26 (mmamazon ot 1,80 mo 17,4) Hr/wmu,
COOTBETCTBEHHO) HAXOIWIIUCH B Iipeaenax npuommsurensao 30% cpeaanx 3HaueHnit AUC 1 Crax,
HAOMIO/IaBIINXCA B OJIHOM HCCIIEIOBAaHUH Y 3JO0POBBIX B3POCIBIX JOOPOBOJIBLIEB MOCIIE
OJIHOKpATHOTO mepopaibHoro npuemMa 30 mr mpenapara (33,6 (amanazon ot 4,75 mo 66.,9)
Hrxyac/mia u 5,42 (nuanasoH ot 1,41 go 12,7) Hr/mi, cOOTBETCTBEHHO). BBUAY orpaHmueHHBIX
JTAHHBIX y JIeTeH, He UCKIII0YaeTCs MOTEHIIUAIbHO 00Jiee BhIpaskeHHAs SKCIIO3UIINS OpeIeICHHON
JI03bl IIMHAKAJbLIETA y JE€TeW MJIAIIIEro BO3pacTa, C MEHbUIEH MAcCOM Tena, M0 CPABHEHHIO C
JETbMH CTapIIero BO3PACcTa, UMEIOMIMMHU OOJBIIYIO Maccy Tena. PapMaKOKMHETHKA MTOBTOPHBIX
JI03 Y A€TEN HE U3y4aIach.

Kypenue

Knupenc nunakanplieta BbIlI€ y KYPUJIBIIUKOB, 4eM Yy Hekypsmux. [lo Bcelt BUAMMOCTH, 3TO
00ycJIOBI€HO MHAYKIMEH Merabonu3ma, npoxojsmero npu ydactun CYP1A2. Ecnu manuent
IpeKpalaeT Wik HauuHaeT KypuUTh BO BpeMsl TEpaluK, KOHLIEHTPAIMs [IMHAKAJIbIETa B IJIa3Me
MOYKET U3MEHUTBCS U MOXKET OTPEOOBATHCS KOPPEKLIUS T03bI.

JloKJIMHHYeCKHe UCC/IeJOBaHUs §e30MacHOCTH

[{uHakampIeT HE OKa3bIBAJl TEPATOT€HHOTO (P PeKTa y KPOJIUKOB MPU HCIOIH30BAaHUU B J103aX,
cootBeTcTBOBaBIIMX 0,4% (M3 pacuera 3HadeHuit AUC) MakcHMasbHOM 03Bl MpernapaTa MmpH
npuMeHeHun y uenoBeka npu BropuyHoMm [TIT (180 wmr/cytkum). Ilpemapar He mposBIIsI
TEpPaTOreHHON aKTUBHOCTH Yy KpbIC B J03aX, NpeBbllatomux B 4,4 pasza (M3 pacyera 3HaAUYCHUMN
AUC) MakcHMallbHYIO [03y HperapaTa IpH MPUMEHEHUH y denoBeka mpu BropuuHom [TIT.
[Tpenapat He oka3bIBaJ BIUSHUSA Ha GEPTUIBHOCTh CAMIIOB M CAMOK ITPH SKCIO3MIIMU B /103aX J10
4 pa3, mpeBbIIAIOIUX 103y Hpenapata y udenoBeka 180 Mr/cyTku (3HaueHHs O€301acHOTO
JMarna3oHa B HEOOJBINOW MOMYNSALUMU MAalMEeHTOB, MOJIYYaBIIMX Mpernapar B MaKCUMaJbHOU
KIMHHYecKor o3¢ 360 MTI/cyTKH, COCTaBHIM OBl MPHUOJIM3UTEIHHO IOJOBHHY MPUBEICHHBIX
BBIIIIC 3HAYCHUT ).

Y GepeMeHHBIX KPBIC PETUCTPUPOBAIOCH HE3HAUNTEIIFHOE CHIKEHHE MACChI TeJla U MOTPEOICHHS
UK TIPU UCTIOJB30BAHMH TIperapata B MaKCUMallbHOW f03e. CHIDKEHHE MacChl Tella TUIO/IOB
TaKXe OTMEYaJoCh NMPH HCIOJb30BAHUU Iperapara y caMOK B J103aX, BBI3BIBABIIUX TSDKETYIO
TUIOKATbLIMEMHIO. BBIJIO MoKa3aHo, 4TO IMHAKAIBLET IPOHUKAJ Yepe3 IUIAalleHTapHbIi Oapbep y
KPOJIMKOB.

He 65110 BBISIBIIEHO HM T€HOTOKCHYECKOTO, HU KaHIIEPOT€HHOI0 MOTEHIMajla IMHakasibiera. [1o
JAHHBIM TOKCUKOJIOTMUECKUX UCCIIEOBaHHM 0€30MacHbIN TUana3oH SBJISETCS T0CTATOYHO Y3KUM,
MOCKOJIbKY B O3KCHEpPUMEHTaX Ha >KMBOTHBIX OTrPaHUYMBAIOIIMM 1103y (akTopoM Oblia
runokanpiuueMus. Pa3BuTHe KarapakThl M TOMYTHEHHE XpyCTajluka HaOMOJanuch Mpu
MPOBECHNN TOKCHUKOJIOTMUECKUX M KaHIIEPOTEHHBIX MCCIEIOBAaHUN Ha TPBI3yHAX C
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cobakax i 00e3bsiHaX, I B XOJI¢ KIIMHUYECKUX UCCIICIOBAHUH, TJIe POBOIWICS MOHUTOPHHT
B OTHOIICHUH 00pa30BaHUs KaTapakThl. MI3BECTHO, UTO Y TPHI3YHOB KaTapakTa MOXET BOSHUKATh
Kak CJICJICTBUE THIIOKAIbIIHEMHH.

B uccnenosanmsx in vitro suauenus |Cso i Tpancoprepa ceporonnHa U Katp kKaHaIoB ObUTH
B 7 u 12 pa3 BbllIE, COOTBETCTBEHHO, MO CpaBHEHHIO cO 3HadeHueM ECsg miua KaibIui-
YyBCTBUTEIBLHOTO PEIETITOPA B TEX XKE YCIOBUSIX dKCIepuMeHTa. KilmHnueckas 3Ha9MMOCTb 3TOTO
(dheHoMeHa He U3BECTHA, OJJHAKO MOTCHIIMAJIbHAS CIIOCOOHOCTD IIMHAKANIBIIETA BO3ACHCTBOBAThH Ha
9TH JOIOJHUTENbHBIE MUIIIEHH HE MOKET OBITh IMMOJHOCTHLIO MCKII0OYEHA.

IHHOKA3AHUA K NIPUMEHEHUIO

Bmopuunwviii zunepnapamupeo3s

B3pocavie nayuenmoi

Jleuenne BTopuuHoro runepmaparupeo3a (I'TIT) y B3pocibIX MalMEHTOB C TEPMHUHAIBHOU
craaueit moueynout Henoctatounoctu (TCITH), Haxoasamuxcs Ha TUau3e.

[Munakaneier KaHoH MOKeT Takke Ha3Ha4yaThCcsl B COCTaBE KOMOWMHUPOBAHHOM Teparuu,
BKJIIOUAIOIIEH Tpernaparsl, cBsi3bIBatolue ¢ocdaTsl, W/uin BUTaMUH D COOTBETCTBEHHO (CM.
paznen «DapMaKoIUHAMUKA).

Kapuyunoma napawumosuonuix jxcenes u nepeuydHblil 2UNEPRAPAMuUpPeo3 y 63pocivblx
CHIKEHHE BBIPAKEHHOCTH TUMEPKAIBIIMEMHUH Y B3POCIIBIX MAIMEHTOB C:

® KapLUMHOMOM NapalluTOBUJIHBIX JKEJIE3.

e nepBuuHbIM ['TIT, npu KOTOPOM NOKa3aHa MMAPATUPEOUIIKTOMHUS 110 PE3yJIbTaTaM OLICHKH
KOHIIEHTPAllMU  KalbllUd B  CBHIBOPOTKE KPOBH  (COMVIACHO  COOTBETCTBYIOIIMM
PEKOMEHIAIMsIM M0 JIEYCHHIO0), HO €€ BBHINOJHEHHE HE OMPaBJaHO KIMHUYECKH WU
IIPOTUBOIIOKA3aHO.

MPOTUBOIIOKA3AHUS

IToBbImrennas YYBCTBUTCIIBHOCTb K AKTUBHOMY KOMIIOHCHTY WJIN JIFOOBIM APYIruM KOMITIOHCHTaM
npernapara, nepedrciIeHHbIM B pasnene «CocTasy.

[IMunokanbiemust (cM. pazaensl «Crocod mpuMeHeHus U A03b» U «Oco0ble yKa3zaHUs).

HNPUMEHEHUE IIPU BEPEMEHHOCTHM U B [NEPHUOA TIPYIHOI'O
BCKAPMJUIMBAHUA

bepemennocms

Knunudeckne naHHBIE O MPUMEHEHHM IWHAKaJIbIleTa MPU OEPEeMEHHOCTH OTCYTCTBYIOT. B
IKCIIEPUMEHTAaX Ha )KUBOTHBIX HE OBLJIO BRISBIEHO MIPSIMOTO OTPHUIIATETILHOTO BO3ACHCTBUS HA X011
OEpeMEHHOCTH, POJOB WM TOCTHAaTadbHOE pa3BuTHE. He OBLIO Takke BBISBICHO HU
SMOPHOTOKCHYECKOTO, HU TEPATOTC€HHOTO NIEWCTBHSI B XOJI€ IKCIIEPUMEHTOB Ha OEpeMEHHBIX
caMKaxX KpbhIC M KPOJHMKOB, 32 HCKJIIOYCHHEM CHIDKEHUS MAacCChl Tejla IUIOJI0OB Y KPBIC TMpHU
UCIIOJIb30BAaHUU TOKCHYECKUX J03 y OepeMeHHBIX caMoOK (cM. paznen «JlokinHuyeckue
uccienoBanus 6e3onacHoctuy). [Ipu 6epeMeHHOCTH IIMHAKANBIIET CIeyeT MPUMEHSIThH TOJIBKO B
TEX CIIyJasiX, €CJIU NOTEHIIMaIbHAs MO0JIb3a ONPaBIbIBAET MOTEHIIMAIBHBIA PUCK VIS TIIOAA.
I'pyonoe eckapmnusanue

Jlo HacTosIIero BpeMEHUM HE M3yuy€Ha BO3MOXKHOCTH BBIBEICHMSI IIMHAKAIIBLIETa C TPYIHBIM
MOJIOKOM. [{1HaKaNbLIeT BBIBOAUTCSA C TPYIHBIM MOJIOKOM KOPMSIIMX KPBIC, IPU ’TOM OTMEYaeTcst
BBICOKOE COOTHOIIEHHE KOHIIEHTPALMK B MOJIOKE K KOHIIEHTpaluy B ruiazme. [locrne TmarensHoi
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BCKapMJIUBaHUS WM MPUEMa IMHAKAIbIETA.

DepmunbHocmo

Knuaudeckue naHHbIE 10 BIMSHHUIO I[MHAKAIbIeTa Ha (EePTHIBLHOCTH OTCYTCTBYIOT. B
IKCIIEPUMEHTAX HA KUBOTHBIX, U3MEHEHUH (hePTUIHLHOCTH HE YCTAHOBIICHO.

CIIOCOb IPUMEHEHMUA U 103bI

Bmopuunwii czunepnapamupeos

B3pocnvie u nayuenmul nosicunoeo eospacma (> 65 nem)

Pexomennyemas HauanbpHas 1032 AJI B3pOcCiibIX cocTasisieT 30 Mr OMH pas3 B IeHb. TUTpOBaHUE
no3bl ipenapara [{unakaneier Kanon cinegyer npoBoAUTh Kax ible 2-4 HEIEIU 10 MAKCUMaIbHOMN
no3bl 180 Mr (oauMH pa3 B CyTKH), IPU KOTOPOW y MAIlMEHTOB, HAXOASAIIMXCS HA JUAIU3E,
nocruraercs neneBass konueHtpanus [T B gmamazone 150-300 nr/mn (15,9-31,8 mmois/m),
onpezenseMas MO YpPOBHIO HMHTAKTHOro naparupeouanoro ropmona (ullTI)). Omnpenenenue
ypoBHs [ITI" nomkHO NpoBOAUTHECSA HE paHblle, yeM 4epe3 12 yacoB mocie nmpuema mnpernapara
Hunakansuer Kanon. Cnenyer npuaepKuBaTbCsi COBPEMEHHBIX PEKOMEHAAINH.

Vposens IITT" cnenyer onpenensate uepe3 1-4 Hepenu mnocsie Havajla TEpalMyd WM KOPPEKLUU
no3bl npenapara [unakansuer Kanon. Ilpum mpueme noxanaep:kuBaromieid 103bl, MOHUTOPUHT
ypoBas [ITI" nomxen npoBoauthes npumepHo 1 pas B 1-3 mecsa. s onpenenenns yposus [ITT
MOYKHO HCTIOIB30Bath cojepkanue uHTakTHoro [T (ul1TT) wnu 6mounraktroro ITTI (6ullTI);
Tepanus MUHAKAIbLIETOM He MeHsieT cooTHoenus Mmexxay ull Tl u 6ullTT.

Koppexyus 003vl 6 3a6ucumocmu om KOHYeHmpayuu Kauibyus 6 CbleOPomKe Kpoeu

[Tepen mpuemom mepBoil 103wl npenapaTta {uHakaneuer KaHoH Heo0XonuMo yOeauThCSs, YTO
CKOPPEKTUPOBAHHAS KOHLEHTPALXS KaJIbLUS B CBIBOPOTKE KPOBH HaXOJUTCS HA YPOBHE HIKHEN
IpaHUIIBl Mana30oHa HOPMaJbHBIX 3HAYEHUH WM Bblme (cM. paszfaen «OcoOble yKazaHHs»).
Jlnana3zoH HOpMaJbHBIX 3HAYEHUIN KOHLIEHTPALMK KBS MOXET Pa3iINdaThCs B 3aBUCUMOCTU
OT METO/I0B, HCIIOJIb3YEMBIX B JIOKAJILHOW J1abopaTopuu.

Bo Bpems TuTpoBaHUS 10361 HEOOXOJMMO YacTO MPOBOAWTH MOHUTOPHHI YPOBHS KajbLUsl B
CBIBOPOTKE KPOBH, B TOM 4HcCJe uepe3 1 Hedemnto mociie Havajga Tepanuu Ui KOPPEKLUHU 1035l
npenapata [{unakaneuer Kanon. Ilocne noctmxkeHus: mojjaep:KuBaroIied 103bl HeoOxoauma
OlICHKa KOHIEHTPALMU KalbliUs B CHIBOPOTKE KpoBU IpuOiamu3utenbHo 1 pa3 B Mmecsau. [lpu
CHIKEHUM CKOPPEKTUPOBAHHOMN KOHIIEHTPALMU KaJbIIUs B CBIBOPOTKE KpOBU HIXKe 8,4 mr/ i (2,1
MMOJIB/JI) /WM  Pa3BUTUM KIMHUYECKHX MPOSBICHUI THUIOKAIBIHEMUH PEKOMEHIYETCs
CJIEIyIOIIIEE JIEUEHHE:!

CroppeKTHPOBAHHAS KOHLIEHTPALUA Pexomenpanun
KAJbLHS B CHIBOPOTKE KPOBH WJIU
HAJINYHe KIMHUYECKUX MPOsIBJICHUI
TUINOKAJIbIHEMHH

<8,4 mr/mn (2,1 mmons/n), HO> 7,5 Mr/an ®docar-cBa3pIBaONME TpermapaTbl Ha OCHOBE
(1,9 MMonb/n), WM HaMUYUEe KIMHUYECKUX |Kanbldsg, BuUTamMuH D w/uam  Koppekius
MPOSIBIICHU Y TUTTOKATBIIUEMUN KOHIIEHTPAllMK Kallbllis B JMATU3HOM PaCcTBOpPE
MOTYT MIPUMEHSIThCS JUTS MTOBBIIICHUS
KOHIICHTPAllMM Kb B CBIBOPOTKE KPOBH,

COrJIaCHO PpCHICHUIO JICHalICro Bpaya.
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<8,4 mr/m1 (2,1 MMonb/m), HO> 7,5 Mr/mit

(1,9 MMonb/) WM CTOMKHWE CUMITOMBI
TUTOKAIBIIUEMUH, HECMOTPS Ha TMOMBITKH
MTOBBICUTh

KOHOCHTpPALUIO KaJabl s B

CBIBOPOTKE KPOBH

Crusuts | OSHPOBRY WA OIMCHITE - Tibehapar

IMunakaneietr KaHoH.

<7,5 wmr/mn (1,9 Mmomb/1) wiM CTOHWKHE
CHUMITTOMBI THITOKATBIIAEMHUH "
HEBO3MOXKHOCTh  IOBBIIICHUST  JO3HPOBKHU

puTtamuaa D

Crnenyer MIPEKPaTUTh
[unakanpuer

npuem
hi(s)
KOHIICHTPAllUU KaJlbIUsi B CBIBOPOTKE KpoBH 8,0

npenapara
Kanon JOCTHKCHUS
Mr/ 1 (2,0 MMOJIB/IT) M/WNK pa3penieHns CHMITOMOB

TUIIOKAIbIUEMUH. Bozo6HOBNIEHHE Tepanuu
npenaparoM [{unakaneuer KaHoH npousBogutcs B

J103€, CHUKECHHOW Ha OJJHY CTYIICHb.

Iemu

HpenapaT ]_II/IHaKaJ'H:I_IeT Kanon He nokasan AJI IPUMCHCHUS Y I[eTeﬁ.

Ilepexo0 ¢ smenkanvyemuoa Ha YUHAKATbYEM
[lepexon c sTenkaiplieTH/ia HAa IUHAKAIBIET U COOTBETCTBYIONIMN TEPUOJ] BHIMBIBAHHUS Y

IIaMEeHTOB He wu3ydanu. Jledenume npenapatoMm llunakambuer Kanon y manueHToB, paHee

MMOoJIydaBIINX 3TCIKAJIBUCTU, MOKHO HAYMHATDH TOJIBKO ITOCJIC NPOBCACHUSA KAK MUHHUMYM TPEX

MMOCJICAOBATCIIBHBIX CCAHCOB IreMoJuain3a C HU3MCPCHHUEM YPOBHS CBIBOPOTOYHOI'O KaJlbIIU.

[lepen Ha3HaueHuWeM mpernapara

[Munakansiier Kanon HeoOxomuMo yOeauThCs,

qTo

KOHIOCHTpalusa CbIBOPOTOYHOI'O KaJIbIIWA HAXOAWUTCA B AWAIIA30HC HOPMAJIbHBIX 3HAYECHHI (CM.

pazzaensl «OcoObie ykazanusi» u «[lobounoe nericTBre).

Kapuyunoma napaujumosuonvix jcenes u nepeuyHblLl 2UNEPnapamupeos

B3pocnvie u nayuenmul nostcunoeo 6ospacma (> 65 nem)

Pexomennyemas HauanbHas qo3a npenapara [{unakansier Kanon aiis B3pocisix cocrasiseT 30
M, KpaTHOCTb IpUEMa: J1Ba pa3a B CyTKW. TurpoBaHue 103bl npenaparta [{nHakansner Kanon

CJeyeT MPOBOJIUTh KaXKIble 2-4 HEJeNH, YBETUINBas 103y Mperapara cieayromum oopazom: 30

MT J1Ba pa3a B cyTkH, 60 mr 1Ba pasa B cyTkH, 90 Mr aBa pas3a B cyTku 1 90 Mr Tpu WM 4eThIpe
pasa B CyTKH IO Mepe HEOOXOJUMOCTH JJISi CHUIKEHUs KOHLIEHTPAIMM KajlbliUsi B CHIBOPOTKE
KPOBH [JO BEPXHEro Ipejesa HOPMAJIbHOIO Juana3oHa WIM HIbKe. MakcuMmanpHas [103a,

MMPUMCHABIIAACA B XOAC€ KIIMHUYCCKUX HCCHGHOB&HHﬁ, cocrasisia 90 mr IIpHU KPATHOCTU IIpUCMa

YeThIpe pa3a B CyTKU. KOHIIEHTpaInIO KalbIus B CBIBOPOTKE KPOBH CIIEAYET ONPENesiTh uepe3 |
HEZIeNI0 Mociie Havana Tepanuy Wik Koppekuuu a03bl npenapara [Hunakansuer Kanon. C Toro

MOMCHTA, KOrJila YCTAaHOBJICHA MOAJACPKHUBaroIIas 1034, KOHHCHTpalus CBIBOPOTOYHOI'O KaJlblUA

JIOJKHA ONPENIENsAThCs Kaxaple 2-3 Mecsua. [lociie TuTpoBanust 10 MaKCUMalbHOM 0361, CIETYET

IIPOBOAMTDH MEPUOJNYECKUN MOHMTOPHUHI KOHIEHTPALlMU KaJbLUs B CHIBOPOTKE KpoBH. Ecim
KJIMHUYECKH 3HAUYMMOE CHM)KEHHE YPOBHSI KaJblIUS B CBIBOPOTKE KPOBHM HE JIOCTUIaeTCsl Ha
NONJEPKUBAIOLIEN J103€, CIEAYeT PEIINTh BONPOC O IMPEKPAIIEHUU TEpanuM INPernapaTom
[Munakaneuer Kanon (cm. paznen «@apMakoaMHAMUKA).

Jlemu

be3omacHocth W 3(QQEKTUBHOCTh LMHAKajdblleTa Yy JeTed MNpu JIEYEHUH KapLUHUHOMBI

MapalMTOBUIHBIX jKeJIe3 U IEPBUYHOT0 THIIeprapaTupeosa He ycTaHOBIeHbl. COOTBETCTBYIOLINE

JaHHbIE OTCYTCTBYIOT.
Ileuenounas nedocmamounocmo
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_NNEPTHOMY OTYETY

IIpenapar [{nnakansuer KaHoH ciieyeT Ha3HAa4aTh ¢ OCTOPOKHOCTBIO IMALIMEHTAaM C II€YEHOYHOU
HEJOCTAaTOYHOCTRIO CPEAHEH M TsDKEeNoW cremeHei. HeoOXonuMo TIiaTelbHOE KIMHHYECKOe
HaOJI0/IeHUE MTAIMEHTA B IEPUO/T TOAO0Pa 103bI (TUHTPOBAHMSI ) ¥ TIPU MPOIOJDKEHUH TEPAITUU (CM.
pazzensl «Ocobble ykazaHus» u «PapMaKOKUHETHUKAY).

Cnoco6 npumenenus

Jlns npuema BHYTpb.

TabneTkn HEOOXOMMO IPUHUMATH IIEJIMKOM, HE Pa3KeBbIBas, HE pa3iaMbIBasi U HE pa3/iesss uX.
[Tpenapar [{unakansier KanoH pekoMeHayeTcs MpUHUMATh BO BpEeMs €bl MM BCKOpE IMOCTe
npreMa MUK, TOCKOJIBKY B XOJI€ HMCCIEJOBaHHWH OBbLIO IOKa3aHO, YTO OWOIOCTYIHOCTBH
LMHAKajJblleTa YyBEIMYMBAETCA INpU [pueMe Ipemapata ¢ numed (cMm.  paszgen
«DapMaKOKUHETUKAY).

INOBOYHOE JIEMCTBUE

Pe3tome no npogunio 6e3onacuocmu npenapama

Bmopuuneiii  cunepnapamupeos,  KapyuHomMa —NApawyumMoSUOHbIX  Jicele3 U NepPEUYHbLLL
eunepnapamupeos

CornacHO HMEIONIIMMCS JAaHHBIM Yy TMAIUEHTOB, IMOJIyYaBIIUX IIMHAKalblET B Iulanebo-
KOHTPOJIMPYEMBIX  HWCCIICJIOBAHUSIX W  HECPABHUTEIBHBIX  HCCIICIOBAHMSX, HanOolee
pacnpoCcTpaHEHHBIMH HEXKETATSIbHBIMU PEAKIUSIMU ObLUTH TOIIHOTA W PBOTA. Y OOJBIIMHCTBA
MAIMEHTOB TOIIHOTA ¥ PBOTA OBLIH JICTKOM WIJTH CPEIHEH CTETICHH TSKECTH M HOCWITH ITPEX OIS IIAN
xapakrtep. [I[pparHaMu OTMEHBI TEPAITHH BCIICICTBUE HEXKEIATeIbHBIX YPPEKTOB ObLIH, IITABHBIM
00pa3oMm, TOIIHOTA U PBOTA.

Tabnuunbvlil nepeyenb HedcelameNbHbIX peaKyuil

Jlanee mepeuncieHbl HeXelaTelbHbIE PeaKIuu, KOTOphIe M0 pe3yabTaTaM aHaiu3a MPUYUHHO-
CJIEJICTBEHHOM CBSI3U Ha OCHOBE YOEIUTEIbHBIX JOKA3aTeIbCTB ObLIN PACIICHEHBI KaK MO0 MEHbIIEH
Mepe BO3MOXKHO CBsI3aHHBIE C Tepamued IUHAKalIbIeTOM B IJae00-KOHTPOIUPYEMBIX
MCCJICIOBAHUSIX U HECPABHUTEIBHBIX UCCIEIOBAHUAX: OUeHB yacTo (> 1/10); wacto (ot > 1/100 no
< 1/10); neuacro (ot > 1/1000 no < 1/100); peaxo (ot > 1/10000 go < 1/1000); ouens peako (<
1/10000).

UactoTa pa3BUTHS HEKENATEIBHBIX PEAKIUN 10 JaHHBIM KOHTPOJIUPYEMBIX KIMHUYICCKUX
MCCJICTOBAHUM U OTBITY IPUMEHEHHS B PyTUHHOM KIIMHUYECKOU MPAKTUKE:

Kaacc cucrem opranos MedDRA YacToTa HexenatenbHasi peakumst
Hapymenust co ctoponsl uMMmyHHOMH | YacTo* Peaknun
CHUCTEMBI TUIEPUYBCTBUTEIBHOCTH
Hapymenust co croponsl obmeHa|Yacrto AHoOpekcus, CHUKEHUE
BEILECTB U MUTAHUS anmneTuTa
Hapymenuss co cropoHsl HepBHOM | YacTo CynoposxHbie TIPUMAIKH
CHUCTEMBI TOJIOBOKPY)KEHHE, TapecTe3ns,

royioBHast 00JIb

Hapymenus co cropoHsl cepaia HewusBectHo* VYxyamenue TEUEHUS
CEepAEYHON HEIOCTaTOYHOCTH,
yniauHenue wuntepBata QT u

JKCIIYJOYKOBasgs apuUTMHA  Ha
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Hapymenuns co cTopoHbI cOCy10B Yacro ['unorensus
Hapymenuns co ctoponsl apixarenbHon | Yacro WNudexmmst BEPXHUX
CHUCTEMBbI, OPraHOB T'PYAHOU KIIETKH U JIBIXaTEJIbHbIX MYyTEH, TUCITHO),
CpenoCTeHus Kallesb
Hapyuienust co cTopoHsl kenyn1o4Ho- | O4eHb 4acTo TomHoTa,
KHILIEYHOT'O TPaKTa pBOTa

Yacto Hucnencus, amapesi, Oomu B

J)KUBOTE, OOJIM B SIUTaCTPHH,

3amnop
Hapymienuss co cropoHsl Koxu u|Yacto KosxHbIe BEICBITaHUSA
MMOJKOKHBIX TKaHEH
Hapymenuss co croponsl ckenetHo- | YacTto Muanrus,
MBIIIEYHON B COeTMHUTEIbHON TKAaHU MBIIIEYHBIC CIIa3MbI, 0O0JIb B
CIUHE
OO6mme paccrpoiicTBa U HapyuieHus B | Hacto Actenus
MECTE BBCIICHHUS
JlaboparopHble U MHCTpYMEHTalbHbIE | YacTo unokanpuueMus
JIaHHBIE TUIEPKATUEMUs], CHUKEHUE

KOHICHTpAaunu TGCTOCTGPOH&Jr

T - cM. pasmen «Ocobble yKa3aHH»

* - cM. pazaen «Onrcannue OTACIbHBIX HEXKENATEIbHBIX PEaKIIHii»

Onucanue omoenbHbIX HEHCETAMENbHbIX PeaKyUuil

Peaxyuu eunepuyscmeumenvrhocmu

[lpy npuUMEHEHWH [MHAKalblleTa B PYTHHHON TMpaKTHKE OBUIM BBISBICHBI PEaKIUU
THIIEPYYBCTBUTEILHOCTH, BKJIFOUYAIONIMNE AHTHOHEBPOTHUECKUN OTEK M KpamuBHHUIYy. Yacrora
pa3BUTHsSI OTIENBHBIX PEAKINi, BKIOYass aHTMOHEBPOTUYECKUI OTEK U KPAITUBHUILY, HE MOXET
OBITh OI[CHEHA HA OCHOBAHWU MMEIOIIUXCS JIAHHBIX.

Tunomen3zus u/unu yxyoulenue meuenus cepoedHou HedoCmamo4HoCmu

Y TanueHToB ¢ CEePJACYHON HEIOCTATOYHOCTHIO, TPUHUMABIINX ITUHAKAIBIET B XOJE
MOCTPETUCTPAIIMOHHOTO HAOTIOACHHUS 32 0€30MTaCHOCTHIO, PETUCTPHPOBAINCH OT/ICIIBHBIC CITydan
UMOCHHKPA3WUICCKOW THUITOTCH3UN W/WIM YXYIIICHHS] TECUYCHUS CEPACYHON HEIOCTATOYHOCTH;
YaCcTOTa Pa3BUTHSI JIAHHBIX CIIy4acB HE MOYKET ObITh OlICHEHA HA OCHOBAHUH UMCIOIIIUXCSI TAHHBIX.
Yonunenue unmepeana QT u stcenydoukogvie apummuu Kaxk ciedcmeue UunoKaibyuemuu

[lpy nmpuMEHEHUHU NHMHAKAIbIIETa B PYTHHHOM MPAaKTHKE OBUIM BBISIBICHBI CIy4YaW YIUTHHEHUS
untepBasia QT U KemyJOYKOBOW apUTMHUU, BOSHHUKIIUE BCIICJACTBUE THIIOKATBIIMEMHUH, OIHAKO
4acTOTa Pa3BUTHS TaKWX HAPYNICHUH HE MOXET OBITh OIICHEHAa HAa OCHOBAHHMHM WMEIONTUXCS
JTaHHBIX (cM. paznen «Ocolble yKazaHus).

Memu

[{uHakampIeTa THAPOXIOPH] HE TIOKAa3aH K MPUMEHEHHIO B TIEINATPUICCKOM MPAKTHKE.

B xnmuHMYECKOM HCCIeIOBAaHUU C YIaCTHEM MEeIUaTPUISCKUX MAIlMEHTOB ObLT 3aperuCTPUPOBAH
JIETAJIbHBIN CIydall y MalUeHTa C TSHKEJION TUIIOKAJIbIIUEMUEH.
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NEPE/IO3MPOBKA (MOCNEOCBATENEHDCTE 0002)

o031, TUTpOBaHHBIE 10 ypoBHS 10 300 Mr oAWH pa3 B JeHb, HA3HAYAIM B3POCIBIM MAI[MCHTAM,
HAXOJSAIIUMCS Ha JIUATN3e, TIPU ITOM HEXKENaTeIIbHBIX SBJICHUI HE OTMEUYaIOCh.

[Tepemo3upoBKa IMHAKATIBIIETOM MOXET IPUBECTH K TUIIOKAIBIIMEMHH. B clydae nmepeao3upoBKu
y TAIMCHTOB CJEAyeT KOHTPOJHUPOBATH KOHIICHTPAIMIO KaJbIUs, JJIsi CBOCBPEMEHHOTO
BBISIBIICHHSI THITOKAIBIIAEMHH.

Crnemyer mpoOBOIUTh CHMIITOMATHUECKYIO M TOAICPKUBAIOIIYIO0 Tepanuto. [IoCKoNbKy cTerneHb
CBSI3BIBAHMS IIMHAKajblleTa C OCJIKAMU BBICOKAs, TeMOJHMAIU3 TIPU MEPEIO3UPOBKE HE
¢ dexTuBeH.

B3AMMOJIEMCTBHUE C JIPYTUMHU JJEKAPCTBEHHBIMHU CPEJICTBAMUA
Jlexapcmeennvie npenapamol, O0OCHIOGEPHO CHUMCAIOW UE KOHUEHMPAUUIO KAalbUus 6
CblBOpOMKeE KPOosu

OnHOBpeMEHHOE TPUMEHEHHE IUHAKAIBIETa C JPYTUMH JIEKAPCTBEHHBIMH IIperapaTami,
KOTOpbIE JOCTOBEPHO CHMIKAIOT KOHLIEHTPALIUIO KaJblMs B CBIBOPOTKE KPOBHU, MOXKET MOBBICUTh
PHUCK pa3BUTHUS THIIOKaIbLUeMHU (cM. pa3zaen «OcoOble ykazaHus»). [lanuenTsl, nonyyaromue
[UHAKAJIBLET, HE JOJDKHBI OJIy4aTh TEeIKANbLETH ] (cM. pazaen «Ocolble yKazaHUus»).
Bnuanue opyzux nexapcmeeHHbIX NPenapamos Ha YUHAKAIbYem

[{unakaneer yactuano Metabonmusupyercs uzopepmenrom CYP3A4. OnHOBpeMeHHBIH npreM
200 Mr KeToKOHa301a JiBa pa3a B icHb (MoIlHbIi nHrunoutop CYP3A4) nprBOAMI K TOBBIIICHHUIO
KOHIICHTPAllMU IIMHAKAJbIETa MPUMEPHO B 2 pa3a. MoXeT moTpeOOBaThCS KOPPEKIHS 03B
[IUHAKAJIBIIETA, €CIIHM MAIlUeHT, TOTYJalOUINi IMHAKAIBLET, HAYMHACT WIH MPEKPAIIaeT TePAUI0
MOIIHBIM HHTHOUTOPOM (Hampumep, KETOKOHA30J1, UTPAKOHA30J1, TETUTPOMHULIUH, BOPUKOHA30J1,
PUTOHABHP) WIM UHAYKTOPOM (Hanmpumep, pudaMIHUIKH) 3TOro GepMeHTa.

JlaHHbIE, TMOJYYCHHBIC MPU IMPOBEICHUH SKCIEPUMEHTOB IN Vitr0 yKa3plBalOT Ha TO, YTO
[MHAKAJIbIET YacTUYHO MeTabommsupyetcs uzopepmentom CYPLA2. KypeHnue ctumynupyer
aktuBHOCTh CYP1AZ2. Bpu1o OoTME4eHO, 4TO KIMPEHC NMHakaiblieTa Ha 36-38% Belme y
KYPWIBIIUKOB, YeM y Hekypsanmx. D¢ ekt uaruoutopo CYPLA2 (manpumep, payBokcamuH,
UnpoQIoKcaiH) Ha IUIa3MEHHBIE KOHIICHTPAI[MHM ITUHAKAIbIETa HE u3ydayucs. MoeT
noTpeOOBaTHCSI KOPPEKIHSI I03bI, €CIIM BO BPEMs TEPAlMU [UHAKAIBIETOM MAIlMeHT HauWHAeT
WIN TIpEKpamaeT KypeHue, WM HaYMHACT WIM NPEKpamlaeT OJHOBPEMEHHBIA IMPHEM MOIIHBIX
unru6uropos CYP1A2.

Kanvyus xapbonam

OnHOBpeMeHHOE MPUMEHEHHE KaJbIusl KapOoHaTa (oaHOKpatHas go3a 1500 Mr) He M3MEHsIIo
(apMaKOKUHETHUKY LIHHAKAJIbLIETA.

Cegenamep

OnnoBpemMeHHOE MpUMeHEeHHE ceBenamepa (2400 mr Tpu pas3a B JIeHb) HE OKa3bIBAJIO BIUSHUS Ha
(apMaKOKUHETHKY IMHAKAIBIIETA.

Ilanmonpason

OnHOBpeMeHHOE TMpHMeHeHHe mnaHromnpazona (80 Mr oIuH pa3 B JI€Hb) HE H3MEHSIO
(apMaKOKUHETHUKY LIHHAKAJIbLIETA.

Bnuanue yunaxanvyema na opyzue nekapcmeennvle npenapamal

Jlexapcmeennvie npenapamul, memabonusupyrowuecs uzopepmenmom P450 2D6 (CYP2D6)
[{unakanbIeT sBseTcs MoIHbIM HHruOnTOpoM CYP2D6. MoskeT moTpeboBaThCsi KOPPEKITUS 103
OJTHOBPEMEHHO IPUMEHSEMBIX JIEKApCTBEHHBIX CPEJICTB, B OCOOEHHOCTH HCHOJIb3yEMBIX B
WUHAUBUAYAJIbHOM TUTPYEMOH J03€ M OOJIQJaoIUX Y3KMM TEpaneBTUYECKHUM HHJIEKCOM,
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npeumyiecTBeHHO MeTtabonusupytommuxcs CYP2D6 I(HEI;II'II?H}I@GT[I)C Ebﬁg%ﬁi; [:Eﬁb'lj[;&')%i'{om

METOMPOJION, IE3UTTPAMUH, HOPTPUNTHIINH, KIOMUIIPAMUH).

Jezunpamun

OpnHoBpemeHHBIN HpueM 103b1 90 MI MHaKanblieTa OJUH pa3 B JeHb ¢ 50 Mr ae3unpamMuHa,
TPUIMKIMYECKOTO aHTHJCIIPECCaHTa, NpEeUMYyIlecTBeHHO Metabonusupyromerocs CYP2D6,
3HAYUTENIbHO TMOBBIIIAT YPOBEHb AKCIIO3UIMU Ae3unpamuHa (B 3,6 paza) (90% noBepuTenbHbIN
unrepsai 3,0; 4,4) y nmaiueHToB ¢ akTUBHBIM MeTabom3zMom CYP2D6.

Lexcmpomemopgan

MHuorokpatHblil mpueM nuHakaneiera B go3e 50 mr yBenuuuBan AUC nexcrpomeropdana npu
npueme B 03¢ 30 mr (Metabonmsupyemoro npeumyiiectBeHHo CYP2D6), B 11 pa3 y ObIcTpbIX
meTabommzatopoB CYP2D6.

Bapgapun

MHOTrOKpaTHBI TMEpOpaIbHBI MpHUEM [HMHAKalblleTa HE BIWSI Ha (PApMAKOKMHETHKY WU
dapmakoguHaMuKy BapdapuHa (U3MEpSIUCh MPOTPOMOMHOBOE BpeMsi U aKTUBHOCTH (pakTopa
cBepThiBaHus kpoBu VII).

OtcyrcTBue »ddekra nuHakanpieTa Ha GapMakOoKHMHETUKY R- u S-BapdapuHa M OTCyTCTBHE
ayTOMHAYKLIUU (PEPMEHTOB Y MAIMEHTOB MOCIe MHOTOKPATHOTO MpUEMa IpernapaTa yka3blBaeT Ha
TO, 4TO NMHaKaNbLET He sBisgercs nHaykTropom CYP3A4, CYP1A2 umu CYP2C9 y uenosexka.
Muoaszonam

OpnHoBpeMeHHOE NpUMEHEHHEe IuHakanblera (90 mr) u nepopasbHOro Mujaszonama (2 mr),
cyocrpara CYP3A4 u CYP3AS5, He Biamsiio Ha apMakOKMHETHKY MHUAA30jaMa. DTU JaHHBIE
YKa3bIBAIOT HA TO, YTO LIMHAKAIBLET HE BIUSET Ha (hapMaKOKMHETHKY Kjacca JIEKapCTBEHHBIX
npenapatoB, Metabommsupyromuxcs CYP3A4 u  CYP3AS5, Takux Kak HEKOTOpbIE
UMMYHO/ICTIPECCAHTBI, BKJIIOYas IIUKJIOCIIOPUH U TAKPOJIUMYC.

Dapmayesmuieckas HeCOBMECMUMOCTb

He npumenumo.

OCOBBIE YKA3AHUA

Cvl60pomounslii Kanoyuii

VY B3pochbIX M JeTel, MPUHUMABUIMX IIMHAKAIbLET, ObUIM 3aperuCTPUPOBAHbl YIPOXKAIOIIKE
JKU3HM SIBJIGHMSI M ClIy4al CMEpTH, CBSI3aHHblE C Tunokaneiuemueil. Ilpossrnenus
TUIOKAJIBLIUEMUN MOTYT BKJIIOYATh NApECTE3MH, MHUAITUH, CNa3Mbl, TETAHUIO U CYIOPOTH.
CHuXeHne KOHIEHTPAIUU KaJIbLUs B CBIBOPOTKE KPOBH MOKET TakXke yUTMHATH uHTepBai QT u,
KaK CIIE/ICTBUE, IPUBOJIUTH K PA3BUTHIO KETYJOYKOBBIX apUTMHUIA Ha (pOHE TUIIOKATbIUEMUN. Y
NAalMEeHTOB, NPUHUMABIIMX LHMHAKAIbLET, OBUIM 3aperUCTPHPOBAHBI CIyYaud YAJUHEHHUS
uaTepBasia QT W pa3BUTHS JKETyJOYKOBHIX apuTMui (cMm. pasnmen «IloGouHoe mericTBHEY).
Cnenyer coOmogaTh OCTOPOXKHOCTh MPHU JICYEHUM MAllMeHTOB C JAPYrUMHU (pakTopamMHu pHCKa
yuuHeHus: nHTepBana QT, Hampumep, y TAIMEHTOB C JAMArHOCTHPOBAHHBIM BPOKICHHBIM
CHHJIPOMOM YIUTHHEHHOTO WHTepBana QT WM y ManMeHTOB, NMPHHUMAIONINX JIEKAPCTBEHHBIC
npernapaThl, KOTOpbIe, 0 UMEIOIIUMCS JaHHBIM, yJUTMHAIOT HHTepBan QT.

Tak Kak IUHAKaJIbIET MOHMYKAeT KOHIEHTPALUIO KajJblUi B CHIBOPOTKE KPOBH, HEOOXOIMMO
IPOBOJUTH TIIATEIbHBI MOHUTOPHHT MMAIUEHTOB B OTHOIIEHUH Pa3BUTHS TMIIOKAIBLIUEMHH (CM.
pazznen «Crnoco0 nmpuMeHeHHs U 103b1»). KOHIIEHTpaluio KalbI|s B CBIBOPOTKE KPOBHU CIIEIyET
OTIpeIeNiATh B TeueHre | Heenu mocie Havana Tepanuy Wik KOPPEKIUH 1035l IIMHAKAIIBLET.
B3pocnvie nayuenmol

JleyeHne MHAKAIBLIETOM HE CleAyeT BO30OHOBIATH y MAIlMEHTOB C KOHLEHTpaluel Kanblus B
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CBIBOPOTKE KPOBH (C MOMPABKOW Ha alIbOYMUH) HIXKE Hnﬁﬁgﬁ%ﬂﬁpﬁiﬁ 'T{BEM&H&&TX ﬁpr%n"étslea

Cpenu nanuentos ¢ XbII, HaxoquBIIMXCS HA JUAIM3€ U IPUHUMABUINX [IUHAKAJIBLIET, IPUMEPHO
30% nanueHTOB UMEIN KaK MUHUMYM OJHOKPAaTHO KOHLIEHTPALIMIO KAJIbLIUS B CBIBOPOTKE KPOBU
menee 7,5 mr/mi (1,9 Mmmonb/i).

Iayuenmui ¢ XBI1, ne noayuarowue ouanus

[{uHakanbleT He MOKa3aH B3pOCibIM manueHtam ¢ nuarHo3oM XbBII, He Haxonmgmmumcs Ha
nuanuse. [IpenBapuTenbHble HCCaeI0OBaHUS MOKA3aJId, YTO Y ManueHToB ¢ quarno3om XbII, He
HAXOJSIIMXCS Ha JAWalu3e, BO3pPAcCTaeT PHUCK pPa3BUTHUSA TUNOKAIbLHMEMUU (KOHIICHTpAIUs
CBIBOPOTOYHOTO KanibIus < 8,4 Mr/mi [2,1 MMOIB/1]) MO CpaBHEHHIO C MMAIIMCHTAMU Ha THAIU3e,
9TO MOXeET OBITh 00YCIIOBIIEHO 00JIee HU3KUM YPOBHEM HadaIbHOM KOHIIEHTPAIIMH KAJIbLIUS W/UIIN
HAJIMYMEM OCTAaTOYHON (DYHKIIMU MOYEK.

Cyoopozu

VY nanueHToB, MOIy4aBIIMX LIMHAKAJIBLET, PETUCTPUPOBAINCH CIIydan CYJOPOKHBIX IPUIIAIKOB
(em. pazgen «lloGouHoe neicTBUE»). 3HAYUTENHHOE CHIDKEHUE KOHIIGHTpAIMH KalblUS B
CBIBOPOTKE KPOBH MPHUBOJWIO K CHIKEHHUIO CyAopoxHoro mopora. [loatomy HeoOXxomum
TIIATENBHBIA KOHTPOJIb KOHLIEHTPALUU KaJIbIUs B CHIBOPOTKE KPOBH Y MAIIMEHTOB, MOTYYAOIINX
[IUHAKAJIBIIET, 0COOCHHO UMEIOIINX CYJOPOKHBIE PACCTPOICTBA B aHAMHE3E.

Tunomen3un u/unu yxyouienue meueHus cepoeyHol HedoCmMamouHoCmu

VY manyeHToB ¢ HapymeHHeM (YHKIUHU Cep/la pPeruCTPUPOBAIHMCH CIy4YaW TUIIOTEH3WU W/WIN
YXYALIEHUS TEUEHUS CEpJAEYHOM HEIOCTATOYHOCTH, Y KOTOPBIX HE MOTJIa OBbITh MOJIHOCTBIO
UCKJIIOYEHA IPUYUHHO-CIIEICTBEHHAs CBSA3b C MPUMEHEHUEM LMHAKaIbIETa, U KOTOPbIE MOTYT
OBITh OOYCJIOBIICHBI CHIDKEHHEM KOHIIGHTpAIlMM KaJbIMsl B CBIBOPOTKE KPOBH (CM. pasjaen
«IToGouHOE nercTBHEY).

Couemannoe npumenenue c OpycumMu 1eKapCmeeHHbIMU CPeOCmeamnu

Crenyer ¢ OCTOPOXKHOCTBIO TPUMEHATH IUHAKAJIBIET Y MAIUEHTOB, MOJYYaroIuX JII0ObIE Ipyrue
JIEKaPCTBEHHBIE CPEICTBA, KOTOPBIE JOCTOBEPHO CHUKAKOT KOHLIEHTPALMIO KAJIbLIUS B CBIBOPOTKE
KpoBH. HeoOxonuM THIaTeNbHbBIN KOHTPOJIb KOHLUEHTPALUU KalblMs B CHIBOPOTKE KPOBH (CM.
pasnen «B3aumoielicTBHE C IPYTUMHU JIEKAPCTBEHHBIMU CPEACTBAMUY).

[TarueHTsl, MOJyYaroIMe LHWHAKAIBLUET, HE JOJDKHBI IMONYy4aTh STENIKAJIbLETH, MOCKOJBKY
OJIHOBPEMEHHOE NPUMEHEHHUE ITHX JBYX IMPEnapaToB MOXET MPUBOJUTH K Pa3BUTHUIO TXKEION
TUMOKAJIBIUEMHUH.

Obuue

ITpu nocrossnHOM nogasneHuu yposHs [ITI' B 1,5 pa3a Huxke ypoBHS BEpXHEW I'paHUIbI HOPMBI
o pesyabTaram aHanuza ullTT, MoxeT pa3BUThCS ainHaMHUuecKas 601e3Hb KocTu. Eciu ypoBeHb
IITT cHuU3UTCS HUXKE PEKOMEHAYEMOIro JWana3oHa y MAIlMEHTOB, MOJYYAIOIIUX [MHAKAIBIET,
CJIeTyeT CHU3UTH 103y IIMHAKaJIbIIeTa W/WIM BUTaMUHa D, Ui npeKkpaTuTh Tepanuio.

Yposenv mecmocmepona

YpoBeHb TECTOCTEpOHA YacTO ObIBAET HUKE HOPMBI y MAIMEHTOB C TEPMUHAIBHON cTaauen
MIOYEYHON HEIOCTATOYHOCTH. JlaHHBIE KIIMHUYECKOTO HCCIIEIOBaHMS, BKJIFOYABILErO B3POCIBIX
narmenToB ¢ TCIIH, m Haxomdmmxcs Ha Juainu3e, IMOKa3ald, YTO YPOBEHb CBOOOIHOTO
TECTOCTEPOHA CHIXaJICA B cperHeM Ha 31,3% y manueHToB, NPUHUMAIOLINX [IMHAKAJIBLET, U Ha
16,3% y mamueHToB B rpymnme mianedo yepe3 6 MecsieB nocie Hayana tepanuu. OTKpbITas
npojuieHHas ¢a3za JaHHOTO HCCIEeNOBaHUS HE TMoKa3aja JaJbHEWIIero CHUXKEHHS YpPOBHS
CBOOOAHOIO 1 OOIIET0 TECTOCTEPOHA y MAIIEHTOB 3a 3-JIETHUI PO/ JI€UEHUS IMHAKAIBIETOM.
Knunuueckast 3HaUMMOCTh CHUYKEHUS! YPOBHSI CHIBOPOTOYHOI'O TECTOCTEPOHA HE YCTAHOBJICHA.
Ileuenounasa nedocmamoynocmso
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HEJI0CTaTOYHOCTBIO CpEeIHEH U TshKeoun creneHu (1o kinaccupukanun Yana-I1s10) MoxeT ObITh
BbIILIE B 2-4 pa3a, y TAKUX MMALIMEHTOB [IUHAKAJIBLIET CIEYET IPUMEHSITH C OCTOPOKHOCTHIO, U BO
BpeMs JIUeHUs HeOOXOAUM THIATEIbHBI MOHUTOPHHT (cM. pasaensl «Crocod mpuMEeHEeHus u
103bD» U «DapMaKOKUHETUKAY).

Ocoobie mepvl nPEOOCMOPOIHCHOCHIU RPU YIMUTIUSAUUU

CrneunanbHbie TpeOOBaHMS 110 YTUIIM3AIUN OTCYTCTBYIOT.

Bech Hencnonb3oBaHHBINA JIEKAPCTBEHHBIA Mpenapar WIK OTXOIbl CleAyeT YTHIM3UPOBaTh B
COOTBETCTBUU C TPEOOBAHUSAMU, U3TOKEHHBIMU B ICUCTBYIOIINX JOKYMEHTAX.

BJIUSIHUE HA CIIOCOBHOCTbD YHPABJIATH TPAHCIHHOPTHBIMHU
CPEACTBAMU, MEXAHU3MAMMU

VY manueHToB, MOJYYAIOMIMX LHWHAKAIBLET, PETUCTPHPOBAIUCH CIy4ad TOJIOBOKPYKCHHS W
CYZOpOT, KOTOpbIE CHOCOOHBI OKa3blBaTh CEPHE3HOE BIMSHUE HA CIIOCOOHOCTH YIPABIATH
TPAHCHOPTHBIMM CPEICTBAMH WJIM pabOTaTh CO CIOXKHBIMU MeXaHU3MaMH (cM. paszen «Ocobbie
YKa3aHUS).

®OPMA BbIITYCKA

TabyieTku, MOKPHITHIC INIEHOYHON 000109KOM, 30 MT.

[To 7, 10 mu 14 TabeToOK B KOHTYPHYIO SIUEHKOBYIO YITAKOBKY M3 TUICHKH MTOJIMBUHIIIXJIOPHTHON
¥ (OJIBTU ATFIOMUHHUEBOH MMEYaTHON JTAKMPOBAHHOM.

[To 60 wmm 90 TabneTok B OaHKY MOJTUMEPHYIO JUIsl JIEKAPCTBEHHBIX CPEACTB W3 MOJMITUIICHA
HU3KOTIO JaBJIEHUS C KpBIIKON u3 monumdTiiieHa (25 % IIDHI + 75 % I[19BJl) unu B GaHky
HNOJMMEPHYIO JUIS JIEKApCTBEHHBIX CPEACTB M3 MOJIMITWIIEHTepedTanaTa C KpPBHILKOH U3
MOJIMIIPOITMIJIEHA WM TTOJIMATUIIEHA BBICOKOTO JAABJICHUS.

ITo 2, 4 KOHTYpPHBIX TYEHKOBBIX YIAKOBKHU MO 7 TabyieTok wiu 1o 1, 3, 9 KOHTYpHBIX STYEHKOBBIX
ymakoBok 1o 10 tabnerok, i 1o 1, 2, 6 KOHTYPHBIX SYEHKOBBIX YIaKOBOK 10 14 TabneTok, nin
no 1 GaHKe MOTUMEPHOMN IS JIEKAPCTBEHHBIX CPEICTB BMECTE ¢ MHCTPYKIUEH MO MPUMEHEHUIO
MOMEIIAIOT B IAUKy U3 KapTOHA.

YCJIIOBUSA XPAHEHUSA
[Tpu Temneparype He Boie 25 °C.
XpaHUTb B HEJOCTYITHOM IS IETeH MecTe.

CPOK I'OJHOCTH
2 rona.
He npuMeHsTh MO HCTEUEHUHN CPOKA TOAHOCTH.

YCJIOBHUSA OTITYCKA
OTmycKaroT Mo peuenTy.

MPOU3BOJAUTEJIb

3A0 «Kanondapma npoaakmny, Poccuiickas denepariusi.

141100, MockoBckast 0011., r.0. LI{énkoBo, r. ll[énkoBo, yu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

www.canonpharma.ru

IIpou3BOaCTBO rOTOBOM J1eKAPCTBEHHOH (POPMBI:
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MockoBckast 0011, T.0. IllénkoBo, r. [1[énkoBo, yi1. 3ape4£L{§}jZé¥5.Q'§§i§§E.E%H'3 CThb 0002)

MockoBckas 00:1., T.0. [llénkoBo, r. Ill€nkoBo, yn. 3apeunas, ctp. 1055, k. 12;
IlepBuuHasi ynakoBka:

MockoBckas 00:1., T.0. lllénkoBo, r. IllénkoBo, yi. 3apeunas, ctp. 1056, . 16;
MockoBckas 00:1., T.0. [LlénkoBo, r. Ill€nkoBo, yn. 3apeunas, ctp. 1055, k. 12;
BropuuHnasi (moTpeduTEILCKAS) YIIAKOBKA:

MockoBckas 001., r.0. Lll€nkoBo, r. [1I€nkoBo, yi. 3apeunas, ctp. 1055, k. 16;
MocxkoBckas 001., r.0. Lll€nkoBo, r. [lI€nkoBo, yi. 3apeunas, ctp. 10556, k. 12;
MockoBckas 001., r.0. lllénkoBo, r. Ill€nkoBo, yi. 3apeunas, ctp. 1055, k. 1;
Boinyckawumii KOHTPOJIb KayecTBa:

MockoBckas 00:1., T.0. lllénkoso, r. [ll€nkoBo, yin. 3apeunas, ctp. 1056, k. 11.

BJAAEJIELL PETUCTPAHUOHHOI'O YAOCTOBEPEHUS/OPT'AHU3ALIUS,
IPUHUMAIOIIAS TPETEH3UU IOTPEBUTEJIEN

3A0 «Kanondapma nponakuin», Poccuiickas ®eneparnusi.

141100, MockoBckast 0611., r.0. Ll{énkoBo, r. Ll{énkoBo, yu. 3apeunas, a. 105.

Ten.: + 7 (495) 797-99-54.

DJeKTpoHHBIH aapec: safety(@canonpharma.ru

Tlonyuums oononrHumenvHuvle Oannvle 0 npenapame, HaNPAGUMb NPEMeEH3UI0 Ha e20 Kaiecmaso,

0e30nacHoCmb, COOOWUMb O HENCENAMENbHBIX JIEKAPCMEEHHBIX PEAKYUSX MOICHO NO MeNePOHY:
+7 (800) 700-59-99 (6ecrnarHas nuHus 24 yaca) WM Ha caiite www.canonpharma.ru B pasjese
«[Tonutuka B 001aCTH Ka4eCTBa» - «be30MacHOCTh penapaToBy.
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