MHCTPYKLUSA
110 MEJIMLIUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Ikranycr®

Perucrpaunonnsiii nomep: JIIT-Ne(004622)-(PI'-RU)
Toprosoe HauMeHoBaH#e: JKranycT”
MezkaynapoaHoe Henarenrt
MOHTEIIYKaCT
JlekapcrBennasi popma: TabICTKH, MOKPHITHIE INICHOYHOH 000I04KOM.

Cocras

Cocras Ha o1HYy TaOJIETKY:

deticmeyrowyee seujecmeo: MouTerykact Harpust 10,40 Mr, B nepecuere Ha MoHTenykact 10,00 mr;
scnomoeamensivie eeujecmsa: xanpuus ruapodocdar 50,0 Mr, kpockapmeruiosa Harpust 7,0
Mr, Maraus creapar 2,0 Mr, MaHHHTO 78,0 MI, Macj0o KacTOPOBOE rHAPOreHn3npoBantoe 2,0
wr, toBuaoH K-30 10,0 Mr, nemtonosa Mukpokpucrammyeckas 50,6 mr;

cocmag naenounotl obonouxu: Onaapait Genstit 6,000 Mr, B TOM YHCIIe: THIIPOI03a (THAPOKCH-
MpoNnmILesUIon03a) 2,025 Mr, rumpoMernIosa (ruIpoKCHIPONHIMETHINEILT0N03a) 2,025 Mr,
Tanbk 1,200 mr, Turana quokcu 0,750 mr.

Onucanne

TabneTkn Kpyrible JBOSIKOBBITYKIIbIC, HOKPHITHIC IICHOYHOI 000I04K0M OeI0r0 MK Mo4TH
6Geioro Bera. Ha nonepednom paspese — 0T 1104TH 6€J10r0 10 CBETIO-KEITOrO LBETA.
dapmakoTepaneBTHYECKas FPynna

TIpoTHBOBOCHANIHTEIBHOE AHTHOPOHXOKOHCTPUKTOPHOE CPEACTBO — JICHKOTPHEHOBBIX PELIeTI-
TOpOB OJ10KaTOP.

Kox ATX: RO3DCO03.

DapMakoI0OrHyecKue CBoiicTBa

Dapmakoounamura

Hucrennnn neiikorpuenst (LTC,, LTD,, LTE,) sBIst0TCS CHIBHBIME MEIHATOPaMU BOCIIA-
JICHHSE — DIKO3aHOMIAMHU, KOTOPBIE BBIJIEIISIOTCS PA3HBIMU KJICTKAMHU, B TOM YHCIIE TyYHBIMH
KJICTKAaMH U 303MHOQUIAMH. DTH Ba)XKHBIC POACTMATUYECKUE MEAHATOPBI CBSI3BIBAIOTCS C
LUCTEHHIIT JICHKOTPUEHOBBIMH perentopaMu. L{McTenHn JefiKoTpHeHOBbIE PeLenTops |
Tuna (CysLT, —penentopsr) mpHCyTCTBYIOT B JABIXATEIBHBIX ITyTSIX YeI0BEKa (B TOM YHCIIC, B
KJIETKAX [IaJKKX MBILIL OPOHXOB, MAKpo(arax) 1 APyrux KIeTKaX MPOBOCHAICHHMs (BKIIOYAs
903MHO(MIIBI ¥ HEKOTOPBIEC MHEJIOUHBIE CTBOJIOBBIC KiIeTKH). LIMCTEMHMII JIEHKOTPHEHBI KOP-
PENUpYIOT ¢ MaTO(GU3HOIOrHeil OPOHXHAIBHOM aCTMBI U AJUIEPrHYECcKoro puHuTa. [lpu actve
JICHKOTPUEH-0IIOCPEI0BAHHBIE (PPEKTBI BKIIOYAIOT OPOHXOCIA3M, YBEIMUCHHE CEKPELHH
CJIN3H, TIOBBIIIECHHE POHULIAEMOCTH COCY/IOB U YBEIMYEHHE KOIMYECTBA 203nHOpHI0B. [Tpn
AIUIEPrUYECKOM PHHHTE MOCIIE BO3ACHCTBIS aJICPIeHa IPOUCXOIUT BEICBOOOKICHHE LIHCTE-
WHUII JICHIKOTPUEHOB M3 MPOBOCHAINTEIBHBIX KIETOK CIIM3UCTONH ODOJIOYKH MOJOCTH HOCA
BO BPEMsi PaHHEH M MO3JHeH (a3 ayieprudeckoil Peakiu, 4T MPOSIBISETCS CUMIITOMAMI
ajutepruyeckoro puxnta. [Ipu HHTpaHa3a/IbHOM NPOOE ¢ LUCTEHMHUI JICHKOTPUEHAMH ObLIO
MPOJIEMOHCTPHPOBAHO TIOBBIIICHHE PE3UCTEHTHOCTH BO3IYXOHOCHBIX IyTeH M CHMIITOMOB
Ha3aJIbHOM 00CTPYKIIMH.

MOHTeIIyKacT - BBICOKOAKTHBHOE NPH MPHEME BHYTPb JICKAPCTBEHHOE CPEACTBO, KOTOPOE
3HAYMTENBHO YITy4IlaeT M0Ka3aTe/ i BOCIAICHHUs Py OpoHXuanbHoi actMe. CoracHo 6uo-
XHUMHYECKOMY M (JapMAKOJIOrHYECKOMY aHAIN3y NPENapar ¢ BBICOKON H30MPATElbHOCTBIO
M XHUMHYECKHM cpoznctBoM cBs3biBaetcst ¢ CysLT-penentopamu (BMecTo apyrux dapma-
KOJIOTHYECKHX BAJKHBIX PELENTOPOB JBIXaTe/IbHBIX IIYTEH, TAKHX KaK [POCTArIAHANHOBBIC,
XOJIMHEPTHYECKHE M B-apeHepruuecKue penentopsl). MonTenykactT HHrHOUpyeT pusno-
JIOTHYECKOE ACHCTBHE HNCTEHHMIOBBIX sieiikoTpueHoB LTC,, LTD,, LTE, myTtem cBsi3biBaHUS
¢ CysLT,-peuentopamu, He OKa3biBasi CTUMYIHPYIOLIETO JCHCTBUS HA JQHHBIC PELETITOPDI.
Monrenykact uaruoupyer ¢ CysLT, —perientops! SnuTeus AbIXaTeIbHbIX My Teil, 00mazas TeM
CaMBIM OIHOBPEMEHHO CIIOCOOHOCTBIO MHIHOMPOBATH OPOHXOCHA3M, 00YCIOBICHHbIH BJIbIXa-
HHEM HucTenHm neiikorpuena LTD, y nauunentos ¢ GpoHxuanbHoit actmoit. J{03b1 MOHTETyKa-
CTa, PaBHOMU 5 ML, JOCTATOYHO JUIs KYIIHPOBAaHUs OpOHXOCMa3Ma, HHayupyemoro LTD,.
MoHTenyKacT BbI3bIBAET OPOHXOIMIATALMIO B TEUEHHE 2-X YacOB MOCIIE MPUEMA BHYTPb U
MOJKET JIOIONHSTH OPOHXOANJIATALINIO, BBI3BAHHYIO (3,-aiPEHOMHMETHKAMH.

TIpuMeHeHne MOHTEyKacTa B 033X, NPEeBbIMIAOMMX 10 MI' B IeHb, IPHHUMACMBIX OJHO-
KpaTHO, 3 ()eKTHBHOCTD IPENapara He MOBBIIIACT.

DapmakoKunemuka

Bcacwisanue

MoHTeinyKacT ObICTPO M MPAKTHYECKH MOJHOCTBIO BCACBIBACTCS II0CIIE TIPUEMA BHYTPb. Y
B3POCIIBIX MALMEHTOB NPH IPHEME HATOIIAK MOHTEIYKacTa B BUIE TAONETOK, HOKPBITHIX ILjIe-
HOYHOIT 0001104KO# B 103upoBKe 10 MI, cpeaHee 3HAYCHHE MAaKCHMAIbHOM KOHIICHTPALNK B
mnasme kposu (C,,,) nocturaercs uepes 3 yaca. Cpenee 3HaueHne OHOIOCTYIHOCTH - 64%.
3HaueHus OMOZOCTYITHOCTH IIPH TepopainbHoM npueme u C,,, He HapyLIAKTCs PH [pHeMe
UL,

Pacnpedenenue

MonTenykacT cBs3bIBaeTCs OenkaMu ra3Mbl Kpou Ooiee yem Ha 99%. O6beM pacnpenene-
HHUsI MOHTEJIYKAacTa B PABHOBECHOM COCTOSIHUM COCTABIISET B cpeHeM 8-11 iuTpos.
HccnenoBanus, IPOBEICHHBIC HA KPBICAX € PAANOAKTHBHO MEYEHBIM MOHTEIIYKaCTOM, YKa3bl-
BAKOT HA MUHUMAJILHOE IPOHHKHOBEHHE Yepe3 reMarosHiedanuieckuii 6apsep. Kpome Toro,
KOHILICHTPALIUsi MEYCHOTO MOHTEJIYKACTa Yepe3 24 yaca Mocie BBEACHUs Oblla MUHHMAIIBHOM
BO BCEX JIPYTMX TKAHAX.

Memaborusu

MoHTelyKacT akTHBHO MeTadonu3upyercs. [Ipn ucronb30BaHNN TEPaneBTHYECKNX 103 KOH-
LEHTPALHsE METAbOIMTOB MOHTEIYKACTA B ILJIa3Me KPOBH B PABHOBECHOM COCTOSIHUH y B3POC-
JIBIX M JICTEH HE ONPEeIISeTCs.

HcenenoBanus in Vitro ¢ MCIIOJIB30BAHHEM MUKPOCOM IEYEHH 4YEIOBEKA MOKA3alM, YTO
uuroxpomsl P450, 3A4, 2C8 u 2C9 yuacTByoT B MeTabonu3me MoHTerykacTa. CortacHo
JIaJIbHEIINM Pe3y/IbTaTaM MCCIEJOBAHNH, MPOBEIACHHBIM N Vitro B MHKPOCOMAX IEUCHH
4e/I0BEKa, TEPANEBTUUECKAs KOHIIEHTPAIMs MOHTEIYKAcTa B IIa3Me KPOBH HE MHTHOMpyeT
um3opepments! utoxpoma P450 CYP: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

Buisedenue

Tleproz 10Ty BBIBEACHHS MOHTEIIYKACTA y MOJIOJBIX 30POBBIX B3POCIBIX COCTABISET OT 2,7
710 5,5 4. KimpeHc MOHTeITyKacTa COCTABIISCT y 30POBBIX B3POCIBIX B CpeaHEM 45 MII/MHH.
TTocne nepopanbsHOTro nmpueMa MOHTETyKacTa, 86% OT 00IIEro KojH4ecTBa BRIBOAUTCS Yepes
KHIIEUHHK B Teuenue 5 aueil n menee 0,2% - mouKaMH, 4TO MOATBEPHKIACT TO, YTO MOHTEIY-
KacT M €ro MeTabOIUThI BEIBOISTCS TIOYTH HCKIFOYHTEIBHO C JKEITUBIO.

DapMaKOKHHETHKA MOHTEITYKAaCcTa COXPAHSIET PAKTHYECKH JIMHEHHbII XapaKkTep IpH [pHemMe
BHYTPb 7103 cBbiue 50 mr. IIpn npueme MoHTemyKacTa B yTpEHHHE M BEYEPHUE YaChl Pas3in-
unit papmakokuHeTHKH He Habmogaercs. [Ipu nmpueme 10 Mr MOHTeTyKacTa B CyTKH HaOIIO-
jlaercst ymepenHast (0xoso 14%) Kymysisiius akTHBHOTO BEILECTBA B I/Ia3Me KPOBH.
Ocobennocmu g UHEMUKU Y PASTUYHBIX 2DV,

MJIM TpynIn

Ion

DapMaKOKHHETHKA MOHTEIIYKACTA Y MYKYNH H Y XKCHIIHH CXOIHA.

Bospacm

Ilpu ogHOKpaTHOM Hpreme BHYTph 10 Mr MOHTENyKacTa, papMaKOKHHETHICCKUH IPO(IIb 1
OHOIOCTYITHOCTD CXO/HbI y MOKHIIBIX U MALMEHTOB MOJIOZOTO BO3PACTa.

Tleproz 10JTyBBIBEICHHS MOHTEIYKACTa W3 ILIA3Mbl KPOBH HECKOJIBKO OOJIBIIE y MOXKUIBIX
nanuenToB. Koppekius 10351 mpenapara y HokHIbIX MalNEeHTOB He TpedyeTcs.

Omuuueckas npuHaOIeHCHOCMb

He BbIsiBiICHO pasnnuumii B KIMHHYCCKH 3HAYMMBIX (hapMakOKMHETHYeCKHX ddekrax y ma-
LIMEHTOB Pa3IN4HBIX Pac.
11 Hedoc.

V NauueHToB ¢ NEYCHOYHOI HE0CTATOUHOCTBIO JIETKOI U CPEIHEH CTENCHH TKECTH U KIlH-
HHMYECKUMHM ITIPOSBICHHSIMU LIPPO3a MEUEHH OTMEUEHO 3aMeUICHHe MeTaboianm3mMa MOHTe-
JIyKAacTa, COMPOBOKIAIONIEECS YBEINUECHHEM IUIONIAAN MO (hapMaKOKMHETHUECKOH KPUBOIL
«xonnenrpanus-spems» (AUC) npuGnusurensno Ha 41% 1ociae OIHOKPAaTHOrO IpHeMa
nperapara B 103¢ 10 Mr. BbiBeaeHne MOHTEIyKacTa y THX NALMEHTOB HECKOIBKO YBEIIH-
YHBACTCS [0 CPABHEHMIO CO 310POBBIMH CyOBEKTaMH (CpeHee BPeMs I0IyBbIBEACHHS — 7,4
4aca). M3MeHeHus 10361 MOHTEIYKACcTa /Ul NALMEHTOB C MEYEHOYHOH HE0CTaTOUHOCTBIO

mo

JIETKOI ¥ CPe/IHEH CTeNeHH TshkecTH He Tpebyercst. JlaHHbIX 0 Xapaktepe (apMaKOKHHETHKH
MOHTEJIYKAcTa y MALHEHTOB ¢ TSKEIOH MEYCHOUHOI HeJ0CTaTO4HOCThIO (Goee 9 Gamios mo
mkase Yaitna-I1s10) HeT.

Ioueunasn nedocmamounocmo

TTOCKOJIbKY MOHTEIYKACT M €r0 MeTabONMTBI HE BBIBOAATCS MOYKaMH, (hapMAKOKHHETHKA
MOHTEIIYKacTa y NAalMEHTOB C [I0YEYHOH HELOCTATOYHOCTBIO HE OLeHHBaIach. Koppextipos-
Ka J103bl IIpEnapara Juisi 9Tl rPyIiibl MALUEHTOB He TPedyeTcs.

IMoka3aHus K NPHMEHEHHIO

JlnuTensHOE NedeHne U MPOpUIAKTHKA OPOHXHATBHON aCTMBI (BKIIFOYAs IPEIYIPEKICHHE
JIHEBHBIX M HOYHBIX CHMIITOMOB 3a00JIeBaHHs) y B3pOCIIBIX U A€TeH cTapie 15 et
Jledenne GPOHXMANILHON ACTMbI Y MALMEHTOB C MOBBILICHHOI 4yBCTBUTEIBHOCTBIO K alie-
THIICAIMLIMIIOBOIT KHCIIOTE.

IIpodunakruka GpoHXOCHa3Ma, BEI3BAHHOTO (hU3UYECKON HArPy3KOH.

KynupoBaHue JHEBHBIX M HOYHBIX CHMIITOMOB MOCTOSIHHBIX Q/UICPrHYECKUX PUHUTOB M
CE30HHBIX AJUIEPIHYECKIX PHHUTOB y B3POCIIBIX U JeTeil crapiue 15 jer.
IporuBonoka3anus

* TloBBIIICHHAS YyBCTBUTEIIBHOCTD K JIFOOOMY H3 KOMIIOHEHTOB IIperapara.

« Jletckwuii Bo3pact 10 15 nert.

Ipumenenue npu Gep TH M B IIep rpyAHOro

IIpenapar Dxranyct® cieayeT NPUMEHSITh IPpH OEPEMEHHOCTH H B [IEPHOJ IPYAHOTO BCKapM-
JIMBAHMSL, TOJIBKO €CIIM OJKMIAeMast 110J1b3a JUIsi MATEPH NIPEBBIIIACT I0TCHIMABHBINA PUCK JUIs
L1012 MITH PeOCHKA.

CoracHO UMEIOIIMMCS Oy OTHKOBAHHBIM JAHHBIM IIPOCHEKTUBHBIX H PETPOCHEKTHBHBIX KO-
TOPTHBIX HCCIICA0BAHMIT IPUMEHEHISI MOHTEIIYKACTA Y XKCHIUMH BO BPeMsi OEPEeMEHHOCTH, y
JieTeil KOTOPBIX OLEHHBAJINCH TSKEIIBIC BPOKICHHBIE IIOPOKH PA3BUTHSL, HE BBISIBIICHO PHCKOB,
CBSI3AHHBIX C NPHEMOM mpernapara. JIOCTyIHbIE MCCIENOBAHUS HMEIOT METOIOIOIHYECKHE
OrpaHMYEHHMs], BKIIIOYAs MaJiblii 00beM BBIGOPKH, B HEKOTOPBIX CIIy4asX PETPOCICKTHBHbII
cOOp JaHHBIX U HECOIIOCTABHMBIC TPYIIIbI CPABHEHHS.

HensBecTHO, BBIACISETCS JIM MOHTEIIYKACT C TPYAHBIM MOIOKOM. [TOCKO/IbKY MHOTHE JIeKap-
CTBECHHBIC IPENAPAThI BBIAEISIOTCS C TPYAHBIM MOJIOKOM, HEOOXOAMMO y4HTBIBATh 3TO MPH
Ha3Ha4YeHHUH npernapara JKTanycT” B IEPUO IPYIHOIO BCKAPMIIHBAHHUS.

C110c00 npuMeHeHHs! H 10351

IIpenapar Dxranyct” NPUHUMAIOT BHYTPb, HE PA3KEBBIBAs, C JOCTATOYHBIM KOJIHYECTBOM
JKHJIKOCTH, HE3aBUCHMO OT TIPUEMA ITHILHA.

Jersm crapure 15 et u B3poCiabIM PEKOMEHIYETCsl IPUHUMATE | TabIeTKy, HOKPHITYI0 000~
110uKoit 10 Mr B cyTKH.

JUst jiedennst GPOHXMANLHON ACTMbl MOHTEIYKACT CIIAyeT NpUHUMATh BedepoM. [Ipu Je-
YEHHH AJUIEPrUYeCKHX PHHUTOB MPEHApaT MOXKHO NPUHUMATh B JII000€e Bpemsi CyTok. IIpn
codeTaHHOl maronorny (OpOHXHAIBHAS ACTMA U AJUICPIUYECKUIl PUHUT) IIpernapar ClIeayer
HPHHIMATB BEYEPOM.

Tepanesrudeckoe AeiicTBHE npenapara DKTanycT” Ha MOKA3aTelH, OTPAKAIOLIME TCYCHHE
OpOHXHMAJIBHOIT ACTMbI, PA3BUBACTCS B TEYCHNE NEPBOTro AHsL. IlalmenTy cieayer npoaoinkars
npueM npenapara JKranyct” Kak B IEPHOJ JOCTHKEHHUS KOHTPOIIS CHMIITOMOB OPOHXHAIIb-
HOI aCTMBI, TAK H B EPHOJ 000CTPeH s 3a001eBaHUS.

JUist MALMEHTOB TOXKHUIION0 BO3PACTA, MALMEHTOB C [OYEYHOI HEA0CTATOYHOCTBIO, MALUEHTOB
C JIETKMMHU WJIH CPEHETSKEIBIMU HAPYICHUSMU (DYHKLIMH [IEYCHH, CIICLUAIBHOTO 10A00pa
J103BI He TpeOyeTcs.

IIpenapar Dkranyct™ MOXKHO A00ABISTH K JICYCHHIO OPOHXOIMIATATOPAMH M MHIAJISLHOHHbI-
mu mmokokoprakocteponaamu (I'KC).

IIpenapar DkTamyct® BBITYCKAaeTCs TaK ke B (JOPME JKeBaTeIbHBIX TAONETOK 4 MI st jieve-
HHS IeTel B BO3pacTe OT 2 10 5 J1eT u B (hopMe IKEBATEIbHBIX TAOICTOK 5 MI JUIsl JICUCHHS
Jeteil B Bo3pacte oT 6 10 14 et

TloGounoe aeiicTBHe

B nenom monTemykact xopomo nepenocutcs. Iobounsie a(dexTsr 00bI9HO OBIBAIOT IETKHMI
U, KaK [PaBHIIO, He TPeOYIOT OTMeHBI mpemnapara. Ofmas yactora no6ouHsIx 3¢ dexroB npu
JICYCHUH MOHTEIIYKAaCTOM COIIOCTABMMA C MX YACTOTOM IPHU TpueMe mianeo.

[Memu 6 so3pacme om 2 00 5 nem ¢ GponxuanbHoit acmmoi

B KIMHHYECKHX MCCIIEIOBAHMSIX MOHTEIYKACTA IIPUHSIIM ydacTHe 573 malueHTa B BO3pac-
Te OT 2 10 5 1eT. B 12-HenensHOM mane60-KOHTPOIUPYEMOM KIMHUYECKOM HCCICA0BAHUI
€/IMHCTBEHHBIM HeKenaTenbHpiM siienneM (HSI), oleHeHHBIM Kak CBA3aHHOE C IPHEMOM
npenapara, HabmonaBmuMest y >1 % nanmeHToB, 4eM B IPyIIe MAlHMeHTOB, MPUHHMABIINX
ane6o, Obuta skaxaa. Pasmuuans no wacrore ganHoro HSl Mexy AByMs rpymnmnaMu JICUCHHs
OBLIN CTATHCTHYECKH HE3HAYMMBIMH.

B o6eit cioxkHOCTH 426 MALUEHTOB B BO3PACTE OT 2 0 5 JICT IOJIyYaly JICUCHUE MOHTEIY-
KaCTOM B TEUCHHE KaK MUHUMYM 3 MecsieB, 230 — B TedeHne 6 MecsieB win 60Jee JUTHTENb-
HO, ¥ 63 marmeHTa — B TedeHne 12 mecsues mim 6osee uurensHo. [pn Gonee JMTensHOM
neuennn npoduts H He m3meHmcs.

Memu 6 so3pacme om 2 0o 14 nem ¢ KUM |

B 2-HesenbHOM 1a1e060-KOHTPOIMPYEMOM KIMHHYECKOM HCCICI0BAHUM C IPHUMEHEHHEM
MOHTEIIYKaCTa JUlsl JICYCHNsI CE30HHOTO aIEPIHYECKOr0 PUHHUTA HpHHsUM ydactie 280 ma-
LHUEHTOB B Bo3pacTe ot 2 10 14 net.

MoHTeIyKacT MPUHAMAJICS MALMEHTaMH | pa3 B JICHb BEYEPOM H B LIEJIOM XOPOLIO HEPEHO-
cuIcst, pomib Ge30MaCHOCTH npenapara ObUT CXOKHM ¢ HpodiieM Ge30macHoCTH IIare-
60. B 1aHHOM KIIMHHYECKOM HCCIIEJOBAaHHM He ObUIM 3apeructpuposanbl HSI, xoTopsie Ob
PACLEHUBAIIMCH KAK CBSI3AHHBIC C IPUEMOM IIperiapara, Habioaaauch Obl y >1% HaluueHTos,
HPHHMMABLIMX MOHTEIYKACT, M Yallle, YeM B IPYIIE MALKEHTOB, IPHHUMABIINX IU1a1e00.
Memu 6 so3pacme om 6 0o 14 nem ¢ GponxuansHoit acmmoii

Ipoduns GesomacHoCTH nMpenapara y AeTelt ObLT B LEJIOM CXOKUM C mpoduiiem 6e30macHo-
CTH Yy B3POCIIBIX M COIOCTABHM C TIPo(uiiemM 6e301acHOCTH uiae6o.

B 8-HegenbHOM 11a1e00-KOHTPOIMPYEMOM KIIMHHYECKOM HCCIICAOBAHHH ©AMHCTBEHHBIM
HJ1, oneHeHHBIM KaK CBSI3aHHOE C IPHEMOM Iperiapara, Hadmomasmumest y >1% mauneHTos,
[PUHMMABLIMX MOHTEIYKACT, M Yallle, YeM B IPYIIE NALNEHTOB, MPUHUMABLINX IU1aLe00,
ObL1a rosoBHasi 6osib. Pasinume 110 4acTOTe MEXKLY AByMsI IPYIIIAMH JICUCHHS OBLIO CTATH-
CTHYECKH HE3HAYNMBIM.

B HcCcle0BaHUSX 10 OLEHKE TeMIa pocTa mpoduiib GE30MaCHOCTH y NALMEHTOB AaHHOM
BO3PACTHOI TPYIINIBI COOTBETCTBOBAJI PAHEE OINMCAHHOMY MPO(HII0 OE30IaCHOCTH MOHTE-
JlyKacTa.

IIpu Gosnee mmurensHoM nedeHuu (Gomee 6 Mec.) npoduis HS He n3MeHmICs.

B3y u demu ¢ 15 nem u 1y ¢ OpoHXUANBHOU acmMOoil

B aByx 12-HezenbHbIX MIaLe60-KOHTPOIMPYEMBIX KINHHYECKHX MCCIEIOBAHUSIX C aHAIIO-
THYHBIM JIM3aHHOM €MHCTBEHHbIMU HI, OLCHEHHBIMHU KaK CBSI3aHHBIC C IPHEMOM Ipenapa-
Ta, Habmonaumecs y >1% nalmueHToB, IPHHUMABIIMX MOHTENIYKACT, U Yallle, YeM B IpyIe
MAIMEHTOB, IPHHAMABIINX 1U1ane6o, Obuu 0B B XKHBOTE M TOJOBHAs 60ib. Pasmmuns mo
uactoTe JaHHbIX HS Mexty aBymst rpynnamu jiedeHns OblM CTATHCTHYECKH HE3HAYHMbIMH.
IIpu Gonee mmurensHOM JedeHnH (B TedeHue 2 eT) npodmis H ne m3menncs.

LM QL.

M .

B3y u demu ¢ 15 nem u cce:

i Kum |
MoHTeIyKacT NPUHAMAJICS ALMEHTaMH | pa3 B A€Hb YTPOM HIIM BEYEPOM H B LIEJIOM XOPOLLIO
MEepPeHOCHIICS, TPOQHIb OE30MaCHOCTH mpenapara ObLT CXOXKUM ¢ HpodHIeM 0e30macHoCTH
1ane6o. B miane6o-KoHTPOINPYeMbIX KIHHHYECKUX UCCIICIOBAHUSX HE ObLIM 3aPerHCTpH-
posasbl HSI, koTopble Obl pacLEHHBAIMCH KaK CBSI3aHHBIC C IPUEMOM IIperapara, Habmoza-
ek Ob1 'y >1% nanueHToB, NPUMHIMABIIMX MOHTEITYKACT, H Yallle, YeM B IPYIINe NalueHTOB,
HNPUHUMABIINX 111a1e00. B 4-HeenbHoM 1m1ane60-KOHTPOIHPYEeMOM KIHHHYECKOM HCCIIe10-
BaHUK IPO(HIL GE30MACHOCTH Mpenapara ObLT CXOKHM C TAKOBBIM B 2-HE/EIBHBIX HCCIIEI0-
BaHusX. YacToTa BOSHUKHOBEHHUS COHIIMBOCTH IIPH IIPHEME IIPEnapara BO BCeX HCCIeI0BaHH-
six ObLIA TAKOI 3Ke, KaK MPH IIpHEMe IU1anedo.

Bspocnsie u demu 6 gospacme 15 nem u cmapuie ¢ Kpy2inoz00uuHsiM annepeudecKum pu-
Humom

MoHTeIyKacT IPUHUMAICS IALMEHTaMK | pa3 B JICHb U B LIEJIOM XOPOLIO rnepeHocuicst. [1po-
e Ge3omacHOCTH mpenapara ObUT CXOXKUM ¢ IPOodIIEM 0e30MacHOCTH, HAOIIOIABIINMCS
[IPH JICYCHUH NALMEHTOB C CE30HHBIM aJUIEPrHYeCKMM PUHUTOM H IIPH IpHeMe maneto. B
JIAHHBIX KJIMHUYECKUX MCCIEIOBAHUsX He Obuin 3aperncrpuposanbl HSI, kotopsie Obl pac-
LEHUBAINCH KaK CBsI3aHHBIC C PUEMOM Iperapara, Habmomaanuce Ol y >1% maumeHTos,
HMPUHUMABIINX MOHTEIYKACT, M Yalle, YeM B IPYIIE HALHEHTOB, IPHHUMABIIMX ILIAe60.



YacToTa BO3HUKHOBEHHS COHJIMBOCTH NPH MPHUEME Tperapata Oblia Takoi ke, Kak Ipu npu-
eme manebo.

[ 7 it ananus pe: K. X
Beut nposesieH 0600menHbIit ananns 41 niaie60-KOHTPOINPYEMOTO KITMHHYECKOTO HCCIEI0-
BaHusA (35 MCCIIEIOBAHMI C yHaCTHEM MAlMEHTOB B Bo3pacTe 15 et u crapmie; 6 nccnenopa-
HHUI C y4aCTHEM MALMEHTOB B BO3PACTE OT 6 110 14 JIeT) ¢ MCMOMBb30BAHUEM YTBEPIKICHHBIX
METOJIOB OIEHKH cynimaanbHocTh. Cpean 9929 maiueHToB, NPUHMMABIINX MOHTCIYKACT, K
7780 manueHToB, MPUHNUMABIIMX B TAHHBIX MCCIICIOBAHUAX T1ANe00, ObLT BBISABICH OJIUH T1a-
LMCHT C CyMIIMIATbHOH HACTPOCHHOCTBIO B TPYTITIE MAIMEHTOB, TPHHUMABIIMX MOHTETYKACT.
Hu B 071HO# M3 rpynm jieueHus He OBLIO COBEPIICHO HU OJHOTO CaMOYOHIiCTBA, CyHIIMIAITb-
HOIT TIOMBITKM MM JIDyTHX TIOATOTOBUTCIIBHBIX JICHCTBUH, YKa3bIBABIIMX HA CYHIMIATBHOC
TIOBE/ICHHUC.

OrzenbHO ObIT MpoOBesieH 0000MIeH b aHam3 46 N1aNE60-KOHTPOTUPYEMBIX KITMHUYECKHX
MCCNeI0BaHui (35 MCCNeIoBaHMit ¢ yJacTHEM MalMEHTOB B Bo3pacte 15 ner u crapure; 11
HCCIIC/IOBAHMI C yJacTHEM TIAIMEHTOB B BO3PACTE OT 3 MeCALEB 10 14 JeT) s OUCHKH He-
GmaronpuaTHEIX moseeHYecKuX dppekton (HITD). Cpemm 11673 nanueHTos, NPUHUMABIIMX
B 9THX HCCIICIOBAHUAX MOHTEIYKACT, M 8827 MalMeHToB, MPUHUMABIIMX M1ane0o, MPOIEHT
MAlMEHTOB, NMEIOMMX Kak MuHUMYM o7mH HITD, coctasun 2,73% cpe/in maueHToB, NpHHH-
MaBIINX MOHTETYKACT, 1 2,27% cpein MPUHAMABIIMX 1aNe00; OTHOMICHHE IIaHCOB COCTa-
B0 1,12 (95% noseputenshbiit uurepsai [0,93; 1,36]).

HesxenaresnbHeIe SBICHUS, O KOTOPBIX COOOMIANOCH B MEPHO/ MOCTMAPKETHHIOBOTO TIPHME-
HCHMs TIpEnapara, TepednCIICHbl B Ta0IHIE HIKE B COOTBETCTBUM C CHCTEMHO-OPTaHHBIMI
KJIACCAMH 1 CTICIM(DUUCCKUMU HEKETATEITbHBIMU ABNCHUAMH. Kareropuu yacToTs ObLIH Otie-
HCHbI HA OCHOBE COOTBETCTBYFOIIMX KIMHUYECKUX HCCICI0BAHMIL.

HexenareabHble
SIBJICHHSA

CucremHo-
OpraHHblii Kiace

Kareropus
YacToThbl'

HWndexunn u napasurap-
Hble 3a00/eBaHus

HH(EKINN BEPXHHUX ABIXATENbHBIX ITyTeH? O4Y€eHb 4acTo

cucTeMBbl IMToOXpoma P450, oiHaKko MpH MCCIIEI0BAHNH JIEKAPCTBEHHOTO B3aUMONICHCTBUS i1
Vivo MOHTEITyKacTa i POCHIIIMTa30Ha (MeTabomu3upyercs ¢ yaactuem uzodepment CYP2CS
CHCTEMBI IHMTOXPOMA) HE MOJNYYEHO TIOATBEPXKICHUS HHIMOMPOBAHMS MOHTEIYKACTOM
CYP2C8-onocpeioBaHHOT0 MeTaboIu3Ma psijia JIeKapCTBEHHBIX MPEMapaToB, B TOM YHCIe,
MAKJINTAKCeNa, POCUITIHTA30HA, PENariHHIIA.

Hccnenopanus in vitro TOKa3ajiu, 4TO MOHTETYKACT ABJSAETCS CyOCTpaToM HM30(epMEeHTOB
CYP2C8, 2C9 u 3A4. JlanHble KIMHHYECKOTO HCCIEIOBAHUS JIGKAPCTBEHHOTO B3aHMOJEH-
CTBHS B OTHOIICHHH MOHTENyKacTa ¥ rempudposuna (maruouropa kak CYP2C8, rak u 2C9)
JICMOHCTPHPYIOT, 4TO TeM(pUOPO3HIT TIOBBIIIACT Y(PEKT CUCTEMHOTO BO3CHCTBHSA MOHTEITY-
kacta B 4,4 paza. COBMECTHBIH MPHEM HTPAKOHA30I1a, CHIILHOTO MHrHOMTOpa n3o(pepMeHTa
CYP3A4, Bvecte ¢ reM(pUOPO3NIOM ¥ MOHTEITYKACTOM HE TIPHBOIHII K JIOTIONTHUTEITEHOMY
TOBBIIEHHMIO () (eKTa CHCTEMHOTO BO3/ICHCTBIA MOHTEMyKacTa. Bnnsanue remgudposuna va
CHCTEMHOE BO3/ICHCTBHE MOHTEITYKACTA HE MOKET CUMTAThCA KIMHUYECKH 3HAYMMBIM Ha OC-
HOBAHMH JIAHHBIX 1O OE30MIACHOCTH MPH IPUMEHEHUH B J103aX, TIPEBBIIIAIONIMX 000PEHHYO
7103y 10 Mr ju1s B3pOCIbIX manneHToB (Hanpumep, 200 MI/aeHb JUis B3pOCIBIX AlMEHTOB B
TeueHne 22 Hezenb u 10 900 MI/eHb Ul B3POCIBIX TALMEHTOB B TeueHHe 22 HeJenb U 10
900 Mr/11eHb JUTA NAIMEHTOB, MPUHIMAIOIINX MPENapar B TCYEHHE PUMEPHO OITHOH HEJlemH,
He Ha0/TI01aI0Ch KITMHUYECKH 3HAYMMBIX OTPHIATEIBHEIX d(hdexToB). Takum obpasom, npu
COBMECTHOM TIpHEMe ¢ TeM(DHOPO3UIOM KOPPEKTHPOBKA 10361 MOHTEITYKAacTa He Tpedyercs.
ITo pesynbraTaM HCCIEIOBAHMI in Vitro He TPEANONATAeTCs KIMHUYECKN 3HAYMMBIX JIeKap-
CTBCHHBIX B3aUMOJICHCTBHIT ¢ IpyruMu u3BeCTHEIMU MHrHONTOpaMu CYP2C8 (Hanpumep, ¢
TPUMETONPUMOM). Kpome Toro, COBMECTHBIH NPHEM MOHTEITYKACTa C OTHUM TOTBKO HTPAKO-
Ha30JI0M HE TIPUBOIMI K CYNIECTBEHHOMY TOBBIIICHUIO d((eKTa CHCTEMHOTO BO3/EHCTBUS
MOHTEJTYKacTa.

Jleuenue 6ponxooL Mi: MOHTEITYKACT MOKHO JI0OABIIAT K JICYCHHUIO TIAIHEHTOB, Y
KOTOPBIX OPOHXHMaIbHAs aCTMA HE KOHTPOIMPYETCS MPUMEHEHHEM OJTHUX OPOHXOMIATaTO-
pos. Ilpn goctimikennn Tepanesrnueckoro s¢dekra (0ObIMHO MOCITE MEPBOIt 10361) Ha (hoHe
Teparuy npenapatoM IKTaxyct” 103y OPOHXOTUIATATOPOB MOKHO TTOCTETICHHO CHIKATH.

Hapymenns co cTopoHsl | MOBBILEHHE CKIOHHOCTH K KPOBOTEUCHHSIM peKo

KPOBHU U JTUM(ATHICCKOM
CUCTEMBI

TPOMOOIIHTOTICHHS OYCHb PEIIKO

Hapymiesunst co cTopoHsl
HMMMYHHO# CHCTEMBI

PEaKIK THIICPYyBCTBUTCIBHOCTH, B TOM
unce anapuIakcus

HECYacTto

903MHODUIBHAS HHOUIBTPAIHS TICYCHH OYEHb PEJIKO

Hapymeﬂm{ TICUXHKH HapyILICHHs CHA, BKJIKOYasi HOYHBIE KOLIMAPBbI, HeJacTto
6CCCOHHI/ILLEI., COMHH.MGYJ'IHSM, TPEBOXKHOCTBH,
Bo36y)|<,ueﬂne, B TOM YHCJI€ arpeCCUBHOE
TIOBEJICHUE W Bpa)l(HSGHOCTL, Jenpeccus,
TICHXOMOTOpPHAs THIEPAKTUBHOCTh (BKJ’I}O‘{a}{

Pa3IPAKATENBHOCTD, OECIIOKOICTBO, TpeMOp®)

HapylIeHHe BHUMAHMSI, HAPYLICHHE AMSTH, THK peKo

TaJUTIONMHALIMH, JIe30PHEHTAINS, JUChHeMHs
(3aMKaHue), CyHIHAATbHBIC MBICIH U TTOBE-
JieHne (CyMIHIanbHOCTB), 00CECCHBHO- KOM-
ITyJTbCUBHBIE CHMITTOMBI

OUCHB PEIKO

.ClleaTeﬂbHOi;l CUCTEMBI,
OPraHoB IPYAHON KICTKH
M CPElOCTEHHS

HapyImenus o CTOPOHBI | TOJIOBOKPYKEHHE, COHTMBOCTB, TTapecTe3us/ HEe4acTo
HEPBHOH CHCTEMbI THIECTE3Hs, CYI0POTH

Hapyurenust co CTOPOHBI | yyaleHHoe cepauebnene penko
cep/ua

HapyuieHus co CTOPOHBI | HOCOBOE KPOBOTEUECHHE HE4acTo

cunapom Yapmx-Crpocca (CUC)
(cm. paszen «Ocobbie yKa3aHUs»)

OUYEHb PEJIKO

JICTOYHast S03MHOBUIHS

OYCHB PEIKO

TICYCHHU M KCITICBBIBOJSI-
muX myTeit

Tpancamunas (AJIT, ACT)

Hapyurenus co cropons! | [mapes*, TomHora‘, ppora* 4acTo
HKETyN01HO-KHIIEIHOTO CYXOCTb CIU3UCTOI 000JIOYKH MOJIOCTH PTa, HEYacTo
TpakTa JIMCIIETICUS

HapyLﬂéHHﬂ CO CTOPOHBL TIOBBILICHHUE AKTUBHOCTH ChIBOPOTOYHBIX 4acTto

TeraTuT (B TOM YHCIIC XOJIECTaTHICCKOE, Te-

OYCHB PEIKO

TMATOLCIUTIOIIIPHOE U CMEIIAHHOC MOPAKCHUE

TICYCHH)
Hapymenns co cTopoHs! | chinp* 4acTo
KO2iH H TIOKONMHBIX CKJIOHHOCTB K ()OPMHPOBAHHIO T€MaTOM, HEYacTo
TKaHeH Kp 1, 3y

AHIMOHEBPOTHYECKHI OTEK penko

y310BaTas SpuTeMa, MHOrO(pOpMHast IpHTEMa OUYCHB PEIKO

HapyImenus co CTOPOHBI | apTpasITHs, MHAJITHs, BKII0UAs MBIIICUHbIS He4acTo
CKEJICTHO-MBIIICYHOH 1 CyZloporn

COEIMHUTENILHON TKaH!

Hapyurenust co CTOPOHBI | SHype3 y neTeit HEeJacTo
TIOYEK M MOYEBBIBOJIAIINX

myTei

Ooume paccrpoiicTsa nupexcus* 4acTo
M HapYLICHUs B MECTe acTeHHs / MOBBINICHHAs YTOMJIAEMOCTD, 4acTo

BBEJICHUS

YyBCTBO OOIIET0 HEJIOMOTaHHS, OTEKH

! Kateropus 4acToThl: ONpE/C/ICHa JUTs KaK/I0H HEKEIATeIbHOH PEaKIiH B 3aBHCHMOCTH OT
YaCTOTBI, YKa3aHHOH B 0a3¢ MaHHBIX KIMHHYECKHUX HCCIEA0BaHUii: oueHb yacTto (>1/10), ya-
cto (ot >1/100 10 <1/10), Hewacro (ot >1/1000 g0 <1/100), peaxo (ot >1/10000 g0 <1/1000),
oueHb pesiko (<1/10000).

? JlaHHOE HEXKCIATCIBHOC ABJICHHE, KOTOPOC OBLIO OTHECEHO K KATCTOPHH «OYCHB YacTo» Y
MAIMCHTOB, MOJTYYaBIIMX MOHTETYKACT, TAKKE OBLIO OTHECCHO K KAaTCTOPUH «OYCHb 4acTo» Yy
MAIMCHTOB, MOJTYYaBIINX MIaNeO0 B KIMHUYCCKHX HCCIICI0BAHMAX.

3 KaTeropys 4acTOThI: PE/IKO.

# JlaHHOE HEKeNaTe/IbHOE ABICHHE, KOTOPOE ObLIIO OTHECEHO K KATCTOPMH «YaCTO» y MAllMCH-
TOB, MOMy4aBIIMX MOHTETYKACT, TAKKe OBIIO OTHECEHO K KAaTCIOPHHU «4acTo» y MAIMEHTOB,
MOy YaBIIHMX T1ANe00 B KITMHMYCCKMX MCCIIC/IOBAHUAX.

Iepenosuposka

JIaHHBIX O CHMIITOMAX MEPEl03MPOBKU TIPH TIPUCME MOHTENTyKacTa MalMeHTaMu ¢ GpOHXH-
anbHOM acTMOI B J103¢, npesbimaronieii 200 Mr B cyTKH B TeueHue 22 Henenb 1 B 03¢ 900
MI' B CyTKH B TedeHHE | Hesenu, He BbIABICHO. MMeroTes coobmienus o6 ocTpoit mepeio-
3UPOBKE MOHTEMyKacToM (mpuem He MeHee 1000 mr mpenapara B cytkn). Kinnnuueckne n
11abopaTOPHBIC TAHHBIC MPH STOM CBHJICTEIILCTBYIOT O COOTBETCTBHH NPOdHIIA Ge30MacHOCTH
MOHTEJTYKacTa y JIeTei npouio 6e30MacHOCTH y B3POCIBIX M MOXKMIIBIX MalMeHToB. Ham-
Goee 4aCTEIMM HEKCITATCIbHBIMH ABJICHUAMH OBLIM YyBCTBO JKaX/Ibl, COHIMBOCTb, PBOTA,
TICMXOMOTOPHOE BO30YXK/ICHHUE, TOIOBHAS OO0ITb, MUJPHA3, THICPKMHE3bI K 6OIb B JKHMBOTC.
Jleuenue: JleueHue cuMnToMaTHueckoe. JlaHHBIX O BO3MOXKHOCTH BBIBC/ICHHS MOHTCITyKacTa
MyTEM MEPUTOHEANTEHOTO JIMATN3a HIIM TEMO/IaN3a HET.

B3aumoneiicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH CPEICTBAMH

MoHTeTyKacT MOXKHO Ha3Ha4YaTh BMCECTC C JIPYTMMH JICKADCTBCHHBIMU CPCJICTBAMH, TPajIH-
LIMOHHO MPUMCHACMBIMH JUISl PO(HUIAKTHKH U JUTHTCIBHOTO JICYCHUs OPOHXHAIBHOI acTMBI
W/MITM aIIepruueckoro puHUTA. PEKOMEHlyeMas TepaneBTHUCCKas 71032 MOHTEIYKAcTa He
OKa3bIBajla KIIMHUYCCKH 3HAYMMOro s dexra Ha (papMakOKHHETHKY CIICYIONINX TIPENapaTos:
TEO(MITMHA, IPETHM30HA, PETHU30I0HA, EPOPATbHBIX KOHTPAICHTHBOB (STHHUIICTPANON/
HOPATHHPOH 35/1), TepdeHamHa, TMrokcuHa n Bapdapuxa.

AUC ymeHbIaeTcs y JIni, 0HOBPEMEHHO nomydaomux Gpenobapoutan (mpumepto ua 40%),
OJIHAKO KOPPEKIIHS PEKMMA JI03UPOBAHIS MOHTEIIYKacTa TAKMM TIAlIMCHTaM He TpeOyeTcs.

B nccneoBanusX in vitro yCTaHOBIICHO, YTO MOHTEyKacT MHrHOupyet usopepment CYP2CS

HUhne [KC: JleueHue MOHTEIYKacTOM 0OECTICYHBACT JIOTIONTHUTEIBHBIN Tepares-
THYECKMi SQ(EKT narmenTam, nonydarumm iedenne unransuonneivu I'KC. Tlpu goctu-
JKCHUM CTAaOMJIM3allMM COCTOSIHUSA TIalMEHTa BO3MOKHO cHikenue no3el IKC. Jlosy I'KC
HY)XHO CHIKATh TIOCTENEHHO, MOJl HAaOJIIOJICHHEM Bpaua. Y HEKOTOPBIX TAIMEHTOB MpHEM
nHransauorHeX 'KC MokeT GBITH IOMHOCTRIO OTMEHeH. He pekomentyercs peskas 3aMeHa
Tepamuu urrapswonnsvi 'KC nasmauennem npemapara Dkramyct.

Ocodble ykazaHus

D DHexTHBHOCTL MOHTETyKACTa ISl IPUEMa BHYTPh B OTHOIICHUH JICYCHHUS OCTPBIX MPHUCTY-
0B OPOHXHMATBLHOI ACTMBI HE YCTAHOBJICHA, MT0ITOMY Tperapar JKTanyct” B TabneTkax He
PEKOMEH/IOBAHO HA3HAYaTh JUIS JICUCHHS OCTPBIX MPUCTYTIOB OPOHXHMaIbHOH acTMbl. ITamu-
CHTBI JIOJDKHBI BCETZIa MMETh MPH cebe npenapathl SKCTPEHHOH MOMOIIM JUT KyIHPOBAHUS
TPHUCTYTIOB OPOHXHMAJIBHOH aCTMBI (MHTAJISIMOHHBIC [3,-arOHUCTBI KOPOTKOTO JelcTeus). He
CIIE/TyeT MpeKpaIiaTh PUEM MOHTENYKacTa B MEepHOI 000CTpeHus OPOHXHATBHOI acTMBI 1
HEOoOXOIMMOCTH MPUMEHEHHUS TIPENapaToB KCTPEHHOH MOMOIIM JUTS KyITHPOBAHHS MPHUCTY-
TIOB.

ITarmenTh! ¢ MOATBEPKCHHON alepruei K aleTHIICATUIMIOBOH KUCIOTE ¥ JIPYTHM HECTe-
POMIHBIM TIPOTHBOBOCTIATMTEMbHBIM Tipertapatam (HITBIT) He jomkHEI NpUHUMATE 3TH TIpe-
HapaTel B TIEPHOJ JICUCHHS TIPErnapaToM DKTanycT”, MOCKOIBKY OH, YIydIlas ABIXaTCIbHYIO
(YHKIMIO y MAIMEHTOB C a/IePrUYeckoil GPOHXMANLHOM aCTMOM, TEM HE MEHEe, He MOKET
TOJIHOCTBIO MPEIOTBPATHT BhI3BaHHYH0 y HUX HITBIT GpoHXOKOHCTpHKIIHIO.

J103y TIpHMEHSEMBIX OJJHOBPEMEHHO C TpenapatoM Jkraryct” nHramsmonHsx IKC moxmHo
TIOCTETIEHHO CHIDKATh MOJ HabmoaeHnem Bpada. OyHako peskoit 3amensl I'KC npenaparom
DKramycT® MPOBONTE HEMb35.

Cumxenne J103b1 cuctemMubix ['KC 'y maimeHToB, MONyHaroMX MpOTHBOACTMATHUECKHE
CPE/ICTBA, BKITOUAss OIOKATOPHI JIGHKOTPHEHOBEIX PEIICNTOPOB, COTPOBOK/IAIOCH B PEIKUX
CTydasX TOABICHUEM J03MHO(DMIIMM, CBINH, YXYAIICHUEM JICTOYHBIX CHMITOMOB, KapiiH-
ONOTHYECKHX OCIOKHEHNH W/MITM HEHpOTaTHH, WHOTJA JMArHOCTHPYEMBIX KaK CHHJIPOM
Yapmxa-Ctpocca (cHCTeMHBIH 503MHOMUIBHEIA BacKyiuT). [IpuuMHHO-CNIEICTBEHHAS CBA3B
PA3BUTHS STUX HEKEIATENIbHBIX ABJICHUH C Tepamnueil aHTarOHNCTaMM JICHKOTPHEHOBBIX pe-
HENTOPOB He ObLIA JI0Ka3aHa, TEM HE MEHee, HeOOXOIMMO COOMIOIaTh OCTOPOXKHOCTB H TPO-
BOJIMTB COOTBETCTBYIOIIIEE KIMHHYECKOE HAOMIONICHHE PH CHUKEHUH JI03bI cucTeMHbIX ['KC
Y TIAlMEHTOB, TTPMHUMAIOIIMX MOHTEITYKACT.

V NanMeHToB, MPUHUMAIOIIMX MOHTEITYKACT, OBbITH OTIMCAHBI ICHXOHEBPOJIOTHYECKUE HAPy-
menns (cM. paszen «[lobounoe neficTBue»). YUUTHIBAS, YTO ITH CHMITOMbBI MOTJTH OBITh BbI-
3BaHBI JIPYTUMHA (hAKTOPAMH, HEM3BECTHO, CBA3AHbI JTH OHH C TIPHEMOM MOHTETyKacTa. Bpauy
HEoOX0MMO OOCY/THTh JIAHHOE HEKEJATEIbHOE SIBJICHUE C TAIMCHTAMM W/HIIM MX POIUTE-
namu/onekyHamu. [TarmenTaM w/wim uX POIUTENAMH/ONEKYHaMH HEOOXOMMO OOBACHHUTS,
4TO B CIydae TOABJICHUS TIOA0OHBIX CHMITOMOB HEOOXOMMO COOOIINTE 06 ITOM JleyareMy
Bpauy.

Biusinue na Th YIPABJISATH TP PTHBLIMH CPeICTBAMH, MEXaHH3MAMH
JIaHHBIX, CBUJICTEIBCTBYIONIMX O TOM, YTO TIPMEM MOHTEITYKACTa BJIMAET HA CTOCOOHOCTH
YNPaBIATh TPAHCTIOPTHBIMU CPEJICTBAMH WIIM JIBIKYIIMMHUCS MEXaHH3MAMH, HC BBISBICHO.
OyHako Npy MPUMEHEHNH TIPErapaTa MOTYT BO3SHUKHYTh TakKHe 0O0UYHbIE d((PEKTHI, Kak To-
JIOBOKPYKEHHE H COHIIMBOCTB. BBUJTY 9TOTO, Clie/lyeT coOoaaTh 0CTOPOKHOCTE MPH YHpaB-
JICHUM aBTOTPAHCIIOPTOM U paboTe, Tpebyromieit GICTPOTHI TICHXOMOTOPHBIX PEaKIIHii.
®opma BbINYCKA

TabneTky, MOKPHITHIE TICHOUHOH 0605104K0#, 10 M.

ITo 7, 10 mmm 14 TabneToK B KOHTYPHYIO AYEHKOBYIO YITAKOBKY 3 TICHKH MOJMBUHHIIXIOPH]I-
Hoit unn mienku [IBX/TIB/IX u onbru amoMUHNEBO# NeUaTHOM JIAKNPOBAHHOM.

ITo 1,2, 3, 4 KOHTYPHBIX STYEHKOBBIX YIAKOBKH 1O 7 TaOIETOK M 110 2, 3 KOHTYPHBIX sueiiko-
BBIX YMaKkoBKH 1o 10 TabneTok, miv 110 1, 2 KOHTYPHBIX AYCHKOBBIX yTIaKoBKH 110 14 TabneTox
BMECTE C HHCTPYKIMEH MO MPUMEHEHHIO TIOMEIIAIOT B TIaYKy W3 KapTOHA JUTA MOTPeOUTEb-
CKOIi Tapbl.

Yeosust xpanenust

ITpu Temneparype e Bbimne 25 °C BO BTOPHYHOH yIaKoBKe (TTayke KapTOHHOM).

XpaHuTh B HEIOCTYITHOM JUTA JIeTeit MecTe.

Cpok roHocTH

2 rona. He npuMeHATE MO HCTEYEHNHN CPOKA TOTHOCTH.

Yenosus oTnycka

OTIyCKaoT M0 PELenTy.

Buiajiesien perucTpanMoHHOro y10cToBepeHus/
Oprauu3auus, NPUHAMAIOIIAS NPETEH3UH NoTpedbuTe el
3A0 «Kanonpapma npojakusy, Poccust
141100, MocxkoBckas 0611., T. IllenxoBo, yi1. 3apeunas, 1. 105.
Temn.: +7 (495) 797-99-54, daxc: +7 (495) 797-96-63.
Dnektpounslit anpec: safety@canonpharma.ru
Tonyyums o 0 o0 npenay 1y
Ha €20 Ka4ecmeo, 6e30NaAcHOCmb, C y 0 HedlC x I X
peakyusx modicro no menepony: 8 (800) 700-59-99 (becrmarnas muums 24 waca)
WM Ha caiite www.canonpharma.ru B pasaene
«ITonnTnka B 0611acTH KauecTBa» - «5e30MacHOCTH NpenaparoBy.

npemensuio

Ipoussoauren
3A0 «Kanonpapma npojaxuny, Poccus.
Ipou3BoacTBO rOTOBOI JIeKapCTBEHHOI GpopMBbI:
Mockosekas 061., r.o. IIgnkoso, . [l{énkoBo, yi1. 3apeunas, 1. 105;
IepBuunas ynakoska:

Mockosekas 061., r.o. IIgnkoso, . [l{énkoBo, yi1. 3apeunas, 1. 105;
Bropuunas (MoTpeduTeIbeKas) ynakoBKa
Mockosekas 061., r.o. Ilgnkoso, r. [l{énkoBo, yi1. 3apeunas, 1. 105;
Brinyckaomuii KOHTPOJIb KauecTsa:

Mocxkosekas 0611, T.o. Lénkoo, r. IlgnkoBo, yi1. 3apeunas, ctp. 1055, . 11.
Temn.: +7 (495) 797-99-54, daxc: +7 (495) 797-96-63.
www.canonpharma.ru
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