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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1703

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Cunrymsp, 4 Mr, TaOJICTKH KEeBaTEIbHBIC.
2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
Heticmeyowee eeujecmeo. MOHTEITYKACT.
Kaxnas Tabnerka sxeBaTenbHas coaepkuT 4,16 Mr MoHTeykacTa HaTpus (9kBHUBajeHTa 4,0 Mr
CBOOOJTHOM KHCIIOTHI).
BcnomoraTenbHble BelecTBa, HaJM4YKUe KOTOPBIX HAJ0 YUYUTHIBATh B COCTAaBE JIEKAPCTBEHHOTO
npemnaparta: acrmaptam (cm. pasaensl 4.3., 4.4.). Kaxnas tabnerka xeBaTeinbHast COAEPKUT 1,2 Mr
acraprama.
[TonHbIM IepeyeHb BCIIOMOTaTeIbHBIX BEIIECTB MPUBENIECH B pa3aene 6.1.
3. JEKAPCTBEHHAS ®OPMA
TabneTku xeBaTeIbHBIC.
Po3oBbie, oBanbHBIC, TBOSIKOBBITYKIIbIC Ta0NETKH C BhIIaBIeHHONW Haamuchio « SINGULAIR» Ha
oaHoit ctopone u «MSD 711» Ha npyroi cTopoHe.
4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHus1 K IPUMEHEHHIO.
[Ipenapat Cunrymnsp, TabIeTKu XeBaTenbHbIC, 4 MT, TOKa3aH K MPUMEHEHUIO Y JIeTel B BO3pacTe
oT 2 5o 5 ner:
e [Ipodunaktuka u JIUTEIHHOE JIeUeHUE OPOHXUATBLHOM aCTMBbI, BKJIIOYAsl MPEAYPEXKICHUE
JTHEBHBIX 1 HOYHBIX CHMIITOMOB 3a00JIeBaHus, JIedeHe OPOHXUAIBHON aCTMBI y TAI[UEHTOB
C TIOBBIIIEHHON 4YBCTBUTEIBHOCTBIO K allETUJICAIMIUIOBON KUCIOTE U MPEAYpeKIeHUE
OpoHxocma3Mma, BEI3BAaHHOTO (PM3UYECKOM HArpy3KOM.
e (OOmerueHue [HEBHBIX W HOYHBIX CHMIITOMOB CE30HHOTO W/WIIM KPYTJIOTOJUYHOTO
aJJIEPrU4ecKoro puHUTAa.
4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHHsI.

PexxuM 103upoBaHus

1 pa3 B cyTku. Jlnsa nedenust o6pouxuanvuou acmmsl nipenapatr CUHTYISP cleAyeT MPUHUMATH
BeuepoM. [Ipu neuenun anrepeuveckoeo punuma 103a MOXKET IPUHUMATHCS B JTF000€ BPEMsI CyTOK
10 YKeJIaHUIO manueHTa. [larueHTs! ¢ OpOHXUANTBHON aCTMOM U aJNIEPTUYECKUM PUHUTOM JIOJKHBI
IPUHUMATD OJIHY Ta0seTKy npenapata CUHTYIsIp 1 pa3 B CyTKH BEUEpOM.

Jletu B Bo3pacTe OT 2 110 5 jeT ¢ OpOHXHAILHON acTMOH W/WIN ajIEpTHUYECKUM PUHUTOM

JlozupoBka Juis gereit 2—5 neT cocTaBisieT OHY KEeBaTENbHYIO Ta0JIETKY 4 MI' B CyTKH.

O01IMe peKOMEH AU
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TepanesTuueckoe aeiictBue npenapara CHHIYIAP 4| Hoxhsaternt, | o1paratonme - Tedenue

OpOHXMANBbHON aCTMBI, Pa3BUBACTCS B TeUeHHE mepBoro aHsA. [lamueHty cieayer mpoxoykarh
npuHuMath CUHTYJSp Kak B MEPHOJ AOCTHXKEHHS KOHTPOJIS HaJl CUMIITOMAMHU OpOHXHAJIbHOU
aCTMBI, TaK ¥ B TICPHOIbI 000CTPEHHSI OPOHXUATBHON aCTMBI.

JInst IOKUJIBIX MAIMEHTOB, MAI[MEHTOB C MOYEYHOH HEJOCTATOYHOCTHIO, a TAKXKE MAI[HEHTOB C
JICTKUMHU WIN CPCAHCTSKCIIBIMUA HAPYIICHUAMU q)yHKI_[I/II/I INEYCHHU, a TaKXKC B 3aBUCUMOCTH OT
MoJia CTIeHALHOTO MoAO0pa 1036l HE TpedyeTcs.

Hasuauenne npenapara CHHTYISAP OJHOBPEMEHHO C JAPYTMMM BUJIAMH JICUCHHUS 6DOHXPI3JIBHOI>'I

ACTMBEI
[Ipenmapar CuHrymssp MOXHO JJ00aBIATH K JICYCHHWIO IMMallMEHTa OpOHXOIMIATaTOpaMu U
WHTAJISIIUOHHBIMU TJTIOKOKOPTUKOCTEpOUAaMHu (CM. pasaen 4.5.).

Croco0 IIpuMeHeHus

BHyTpp, He3zaBucumo or npuema nuuu. Ilpuem mnpenapata AeTbMH OCYIIECTBISETCS IOJ
HaOJII0ICHUEM B3POCIIBIX.
4.3. [lpoTuBONOKA3aAHNS.
e ['unep4yBCTBUTEIBHOCTh K MOHTEIIYKACTy WM K JIFOOOMY U3 BCIOMOTaTENbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.
e JleTckuii BO3pacT 10 2 JET.
e  (DEHWIKETOHYPHUSI.
4.4. OcoOble ykazaHHMsl M Mepbl NPeJI0CTOPOKHOCTH NPH NPUMEHEHHUH.

Oco0snle yKazaHus

OddexTuBHOCTH Mpenapara CUHTYIISP AJIs IEPOPATBHOTO IMpUEMa B OTHOLIECHUH JIEUEHUS OCTPBIX
IPUCTYIIOB OpOHXMAFHON aCTMBI HE YCTaHOBJICHA, [T03TOMY Ipenapat CHHTYJsp B TabIeTKax He
pEeKOMEHAyeTCsl Ha3HAa4YaTh JUISl JIYSHUSI OCTPBIX MPUCTYIIOB OpOHXHANBHON acTMbI. [larentam
JOJIKHBI OBITh JaHbl MHCTPYKIIMU BCETJa UMETh MpHU cebe mpenapaThl IKCTPEHHON MOMOIIH AJis
KyINUPOBaHUS MPUCTYNOB OPOHXUANBHON acTMbl (MHTAJISIMOHHbBIE OeTa 2-arOHUCThI KOPOTKOTO
JEUCTBUS).

He cnenyer mnpekpamarts mnpueMm npenapata CHHTYISIp B TNEpUOA OOOCTPEHHUS aCTMbl H
HEOOXOJUMOCTH TPUMEHEHHS MPErnapaToB SKCTPEHHON MOMOIIM AJis KYNHPOBAHUS MPUCTYIIOB
(MHTAIAIIMOHHBIX 0eTa 2-arOHUCTOB KOPOTKOTO JICUCTBHS).

[TanveHTBl ¢ TOATBEPKIACHHOM aiIeprued K aleTWICATULUIOBOM KHUCIOTE U JAPYyTHM
HECTEPOUIHBIM POTUBOBOCTANUTENbHEIM Tipenapatam (HIIBIT) He MOMKHBI TPUHMMATH 3TH
npenaparsl B Iepuo jgedeHus npenapatoM CHHIYIsIp, HOCKOJIBKY npenapat CHUHTYIISp, yTydiias
JBIXaTeNbHYI0 (DYHKIMIO Y OOJBHBIX aJllIepruuecKkoil OpOHXHaIbHOW acTMOW, TEM HE MEHEe He

MOYET MOJHOCTHIO MPEAOTBPATUTh BbI3BaHHYI0 y HUX HIIBIT OpOoHXOKOHCTPUKIIHIO.
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CuHTYIISIp, MOKHO TOCTENIEHHO CHM)XKATh TOJ| HAaOJIOJICHWEM Bpada, OJHAKO PE3KOW 3aMEHBI
WHT IS IIMOHHBIX WU IIEPOPATBHBIX IITIOKOKOPTUKOCTEPOUAOB pernaparoM CHHTYIISp TPOBOAUTH
Henb3s. Y  TalUeHToB, npuHuUMaBmmMX  npernapar  Cusrynsap, ObUIM  ONUCaHBI
MICUXOHEBPOJIOTHYECKHE HapyleHus (cM. pazznen 4.8.). YuuTsiBas, 4TO 3TH CUMITOMBI MOTJIU
OBITh BBbI3BaHBI JIPYTHUMH (DaKTOpaMHu, HEU3BECTHO, CBS3aHBI JTU OHU C MPUEMOM IMpernapara
Cunrynsp. Bpauy HeoOxomumo oO0cyauth nanHeie HP ¢ mamuentamm w/mmm  wux
poauTtensmu/onexkyHamu. [TanpenTam n/wimm ux onekyHaM HeoO0X0IMMO OOBSCHUTD, UTO B CITydae
MOSIBJICHUS MTOAOOHBIX CUMITTOMOB HEOOXOAMMO COOOIIUTH 00 3TOM JieUaleMy Bpady.

B peaxux cinyyasx ManMeHTHI, MOJyYaBIIUE MPOTHBOACTMATHYECKHE IMpENapaThl, BKIIIOYas
AHTarOHUCTHl JICHKOTPUEHOBBIX PEIENTOPOB, HWCIBITHIBATM OJHO WIH Heckoilbko HP wu3
HUOKETIEPEUUCTICHHBIX:  303MHO(MUIIMIO,  ChIllb,  yXYALIEHUE  JIETOYHBIX  CHMITOMOB,
KapAHOJIOTMYECKHE OCIOKHEHUsS W/WIIM HEeHpPONaTHIO, MHOT/IA TUArHOCTUPYEMYIO KaK CHHIPOM
Uapmxka-Ctpoce, CUCTEMHBIN 203MHOMMIBHBIN BACKYJIUT. DTH CIIy4ad HHOTIA OBLIU CBS3aHBI CO
CHI)KCHHMEM J103bl HJIM OTMEHOH Tepanuu MepOpaIbHBIMH TIIOKOKOPTHKOCTEpOUaaMH. XOTs
MPUYMHHO-CIIEICTBEHHON CBsi3M 3Tux HP ¢ Tepanumeld aHTaroHucTtaMu JIEUKOTPUEHOBBIX
peuenTopoB He ObUIO YCTAaHOBJEHO, MAallME€HTaM, MpUHUMarmMUM npenapatr CHHTYISp,
HE0O0XO0UMO COOI0OaTh OCTOPOXKHOCTH, y TaKWX TMAIMEeHTOB HEOOXOAMMO TPOBOJIUTH
COOTBETCTBYIOIIEE KIIMHUYECKOE HAOII0ACHNE.

BcnoMorarebHEIC BEIISCTBA

[Ipenapar Cunrynsap, TabmeTKu KeBaTeldbHbIE, 4 MI, COIEPKUT acmapraM — HCTOYHHUK
¢dernnananuna. [lanuenTs! ¢ GeHUIKeTOHYpUel JOIKHBI OBITh TPOMH(YOPMUPOBAHBI, UTO KAXK1ast
TabJleTKa JKeBaTellbHas, 4 MT, COIEPKUT acmapTaM B KOJHMYECTBE, dKBUBaJIeHTHOM 0,674 mr
(GenunananuHa, u npenapar CHHIYJSIp, TaOJIETKU >KEBaTelIbHbIE, 4 MI, HE PEKOMEHJO0BaH K
IPUMEHEHUIO MAlMeHTaM ¢ (eHUIKETOHYpHUEH.

4.5. B3amMmopeiicTBMe ¢ JPYrHMH JICKAPCTBEHHBIMH INpenaparamMM M JApyrue BHIbI
B3aMMO/eHCTBHA.

[Ipenapat CuHTYISp MOXXHO Ha3HayaThb BMECTE€ C JAPYTMMH JIEKAPCTBEHHBIMU CpEJCTBAMH,
KOTOPbIE OOBIYHO MPUMEHSIOT 1151 TPO(UIAKTUKU U JUTUTEIBHOTO JIEYEHUsI OPOHXUAIBHON aCTMBI
W/WIIN JICUCHHSI aJUIEPTUYECKOTO pUHUTA. PekoMeHayemas TeparneBTudeckas /1032 MOHTEIIYKacTa
HE OKa3bIBaJla KIIMHUYECKH 3HAYMMOT'O BIMSHUS HAa (JapMaKOKWHETHKY CIEAYIOLINX MpenapaTos:
Teo(hUIINHA, IpEeJHNU30Ha, IIPEJHU30JI0Ha, nepopanbHbBIX KOHTpPALENITUBOB
(aTuHIIICTpaaARO/HOpITUCTEPOH 35/1), Tepdenanuna, TMTOKCHHA U BapdapuHa.

3nayenne AUC MOHTeNyKacTa CHMKaeTcs IpU OJHOBPEMEHHOM mpueme ¢eHobapourana

npumMepHo Ha 40%, HO 3TO He TpeOyeT U3MEHEHUH pekrMa 103upoBaHus rpenapara CUHTYISp.
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B uccle0BaHusX in Vitro yCTaHOBJIEHO, YTO HTenyIé&';' ﬁ&%@ﬂ@ﬂ%ﬂﬂ%‘ﬁﬁeﬂ? EXPhCs

cucteMsbl iuToxpoma P450, onHako mpu uccie10BaHUU JIGKAPCTBEHHOTO B3aUMOJICHCTBUS in Vivo
MOHTEIIyKacTa M pOoCUTIIMTazoHa (Merabonmsupyercs ¢ ydactuem wuzopepmenta CYP 2C8
cucteMbl 1utToxpoma P450) ObuTo MOKa3aHO, YTO MOHTEIYKAcT HE MHTHOMpPOBaI M30(epMEHT
CYP2C8. Takum o0pa3om, HE TpeAnojaraercss  BIUSHUAS  MOHTENyKacTa  Ha
CYP 2C8-omocpeioBaHHbIii ~ MeTa0OIM3M  JIGKAPCTBEHHBIX  MpemaparoB  (Hampumep,
NaKJIMTAKCeNa, POCUTIINTa30Ha, pEeNariuHuIa).

HccnenoBanus in vitro moka3aiad, YTO MOHTEIYKAacT SBIsETCS CyOCTpaToM H30(epMEHTOB
CYP 2C8, 2C9 u 3A4. JlanHbIe KIMHUYECKOTO UCCIEIOBAHUS JIEKAPCTBEHHOTO B3aMMO/ICHCTBHS
B OTHOIIGHUM MOHTelykacta u remduOposuna (unrubutopa kak CYP 2C8, tak u 2C9)
JEMOHCTPHUPYIOT, YTO TeM(PUOPO3WIT MOBBIIIAET (P (HEKT CHCTEMHOTO BO3/ICHCTBUS MOHTETYKAcTa
B 4,4 paza. CoBMECTHBII TpHeM HTpakoHa3oya, MorrHoro uHrHOMTOpa CYP 3A4, BMecTe ¢
reMmpuOpo3uIOM U MOHTEIYKACTOM HE MPHBOJMI K JOMOJHUTEIHPHOMY TOBBIMICHUIO 3¢ deKTa
CHCTEMHOT'O BO3/ICHCTBUSI MOHTENyKacTa. BausHue rem¢puOpo3miia Ha CUCTEMHOE BO3JICHCTBHE
MOHTEIIyKacTa HE MOXKET CUYMTAThCsl KIMHHYECKHM 3HAYUMBIM Ha OCHOBAHHUU JAHHBIX IO
0€30MacHOCTH IPU MPUMEHEHHUH B J103aX, MPEBHIIIAIONINX 0100peHHYI0 103y 10 MI 11 B3pOCIBIX
NalUeHToB (Hampumep, Nmpu npuMeHeHuu B go3e 200 Mr/meHp Uis B3pOCHbIX IMAlUEHTOB B
Teuenune 22 Heaenb U A0 900 Mr/neHp B TeUEHUE MPUMEPHO OJHOM HeIenu He HaOIt01anoch
KJIMHUYECKH 3HAYMMBbIX OTpULIATENIbHBIX AP PekToB). Takum 00pa3om, Mpu COBMECTHOM IIpHEME C
rempuOpo3uIOM KOPPEKTHUPOBKA J03bl MOHTENyKacta He Tpedyercsa. I[lo pesynbraram
UCCIIEIOBAaHUM  in vifro He TpeAnojaraeTcss KIMHUYECKH 3HAUYUMBIX JIEKapCTBEHHBIX
B3aUMOJICHCTBUI ¢ JpyruMu  u3BecTHbIMM uHruoutopamu CYP 2C8  (manpumep, ¢
TpumeTorpumMoM). Kpome TOro, COBMECTHBI TpHEM MOHTEIyKacTa C OIHHM TOJBKO
UTPAKOHA30JI0M HE MMPUBOJINJI K CYIIECTBEHHOMY MOBBIIIEHUIO 3P PEeKTa CUCTEMHOTO BO3IEHCTBUS
MOHTEJyKacTa.

KoMOuHMpOBaHHOE JicueHne ¢ OPOHXOAUIATATOPAMU

[Mpenmapar  Cunrynsip  siBiseTcss  OOOCHOBAaHHBIM  JIOMOJHEHWEM K  MOHOTEpANUU
OpOHXOJMIIATATOpaMH, €CIM  MOCJeTHHE He O00eCleYMBAaIOT  aeKBaTHOTO  KOHTPOJIS
OponxuanbHOW acTMbl. [0 mocTKEeHHUH TepameBTUYECKOTO 3¢ (deKTa OT JICUEeHHUs IpenapaToM
CHHTYIISIp MOXHO HA4aTh MOCTETIEHHOE CHUKEHUE JTO3bI OPOHXOIMIATATOPOB.

KOM6I/IHI/IDOBaHHOG JICYCHHUEC C UHTAJIAIIMOHHBIMU TIFOKOKOPTHUKOCTCPOHUAaMU

Jleuenne npemaparom CHHTYJSp oOecredrBaeT JOMOJHUTENBHBIA TEepaneBTUUECKHN YPGheKT
OOJbHBIM, TMPUMEHSIONUM HMHTAISIIIMOHHBIE TIIOKOKOpPTHKOcTepouasl. Ilo  mocTmkeHun
CTaOUITU3alMK COCTOSIHHSI MO’KHO Ha4aTh MOCTETICHHOE CHIDKEHUE JT03bI TIIFOKOKOPTUKOCTEPOH 1A

nmoa Ha6JIIOI[eHI/IeM Bpaya. B HCKOTOPBIX ClIydadX AOIyCTHMaA MOJIHAaA OTMCHA WHIAJIALIMOHHBIX
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npenapat CUHTYJISIp HE PEKOMEH1yEeTCSl.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS.

bepemeHHOCTD

[Ipenapar CuHrynassp ciaeayeT NPUMEHATh TpH OEPEeMEHHOCTH W B TIEPHOJ TPYIHOTO
BCKapMJII/IBaHI/I}I, TOJIBKO €CJIN OXXuJgacmas 110Jib3a JJIs1 MaTepI/I HpeBbIHlaeT HOTGHI_[I/IaJIbHBII\/'I pI/ICK
JJIA 111014 UJIIN pGGGHKa. COI‘JIaCHO UMCHOLIINMCSL OHy6HI/IKOBaHHbIM JaHHBIM HpOCHeKTI/IBHbIX nu
PETPOCTIEKTUBHBIX KOTOPTHBIX MCCIICIOBAHUM MPUMEHEHHSI MOHTEITYKACTa y KEHIITUH BO BPEMs
OCpEeMEHHOCTH, y JIETEH KOTOPBIX OIICHUBAIUCH TSKENIbIC BPOXKICHHBIC MOPOKH Pa3BUTHA, HE
BBISIBJICHO pI/ICKOB, CBSI3AHHBIX C HpI/IeMOM npenapaTa. HOCTYHHBIG HUCCJICOOBAaHUS HWMCHOT
METOAOJOTHUYECCKHUEC OI‘paHI/I‘-IeHI/I}I, BKJIFO4Uas Mabli O6I>GM BI:I60pKI/I, B HGKOTOprX cnyqaﬂx
PETPOCTIEKTUBHBINA COOp JAHHBIX U HECOTIOCTABUMBIE TPYIIIBI CPABHEHUS.

JlakTamus

HeussectHo, Belnensercs iu npenapat CHHIYJIsSp ¢ TPyJIHBIM MOJOKOM. IlockoibKy MHoOrue
.HGKapCTBGHHbIe npenapaTbl BBIACIAKOTCS C I‘py,Z[HI:IM MOJIOKOM, H€O6XO,Z[I/IMO y‘II/ITBIBaTI: 3TO HpI/I
Ha3HaueHuH npernapata CHUHTYIISIp B IEPUOJ TPYTHOTO BCKApMITUBAHHUS.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeACTBAMH M PadoTaTth €
MeXaHH3MAaMH.

JlaHHBII pazen He NpUMEHHUM K npenapaty CHHTYISIp, TaOJIeTKH )KeBaTeNIbHbIC, 4 MT, TOCKOJIbKY
OH TIpeAHa3HayeH I JedeHus aereil or 2 go 5 xaer. Takum oOpa3om, uHpopMmanus,
MIpEICTaBICHHAS HUKE, OTHOCUTCS K JISHCTBYIOIIEMY BEIIECTBY MpermapaTta MOHTEIYKACTY.

He oxwmpmaercs, uro npuem npenapata CuHrynsp OyAeT BIUSATh Ha CIIOCOOHOCTH YIPABISATH
TpaHCHOpTHBIMI/I CpGI[CTBaMI/I n paGOTaTB C MCEXaHHuU3MaMHu. TGM HEC MCHEEC I/IHI[I/IBI/I,Z[yaJIbHBIG
peakIMu Ha TMpenapar MOTyT ObITh pasIuYHbIMH. HekoTopble HeXenaTenbHbIe Peakinu (TaKue
KaK TOJIOBOKPY>KEHHE M COHJIUBOCTH), KOTOPBIE, KaK COOOINAIOCh, 0YEHb PEIKO BO3HHUKAIHN MPH
npuMeHeHur mpenapara CHHTYISp, MOTYT BIMATH Ha CIOCOOHOCTh HEKOTOPBIX MAllMEHTOB
YIPaBIATh TPAHCIIOPTHBIMU CPEACTBAMH U Pa0OTaTh C MEXaHU3MaMH.

4.8. HeikenaTesibHbIE peaKkium.

Pesrome mpoduiist 6e3onacHOCTH

B uenom mpenapar Cunrymsip xopomio nepeHocutcsi. Hexenarenpabie peakiiuu (HP) o0braHO
OBIBAIOT JIETKUMHU M, KaK MpaBHIIO, HE TpeOyIOT oTMeHbl mpemnaparta. OOmas yacrora HP npu
nedeHuu npenaparoM CHHTYJISIP COMOCTaBUMA C UX YaCTOTOM MpHU MpHeMe Iianedo.

Jlemu 6 6o3pacme om 2 0o 5 1em ¢ 6POHXUANLHOU ACMMOLUL

B xnuHMueckux wuccienoBaHusx mpenapata CHHIYISp NpUHSUIM ydacThe 573 mauuMeHTta B

Bo3pacte OT 210 Sner. B 12-HegenpHOM  1U1a1e00-KOHTPOIMPYEMOM  KIMHHUYECKOM
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HabmoaBIeiics y > 1 % manueHToB, MPUHUMABIIUX MpernapaT CUHTYIISP, U Yallle, YeM B TPYIIe
MAIMEHTOB, MPUHUMABIINX TuTane6o, Obuta kaxaa. Pasnmuuus mo dactore manHoit HP mexmy
JBYMsI TPYIIIIaMU JIeYeHUs! ObUTH CTaTUCTUYECKU HE3HAYMMBIMHU.

B obmieli cioxxuHOoCTH 426 MAallMEHTOB B BO3pAcTe OT 2 JI0 5 JIET MOJydaliy JICUeHHUEe TpernapaTomM
Cunrynsgp B TeueHHE Kak MHMHUMYM 3 mecsueB, 230 — B TedeHue 6 mecsleB WM Oosee
JUIMTENIbHO, W 63 manueHTa — B TeueHWe 12 mecsneB wim Oonee amutensHo. [Ipu Oonee
T TEbHOM JiedeHu npoduibs HP He n3menurcs.

Jlemu 6 6o3pacme om 2 0o 14 nem ¢ ce30HHbIM alIepeUYECKUM PUHUIMOM

B 2-#enmenpHOM m1aie00-KOHTPOIMPYEMOM KIMHUYECKOM HCCICIOBAHUH C TMPUMEHEHHUEM
npenapara CHUHTYJAp Ui JICYEHUSI CE30HHOIO AJUIEPTUYECKOr0 PUHUTA MPUHSIU YydacTue
280 marmenToB B Bo3pacte oT 2 10 14 nert. [Ipenapatr CuHrysasip npuHUMacs namueHTamMu 1 pas
B JICHb BEUECPOM W B IIEJIOM XOPOIIO MEPEHOCHICH, MPOouiIs 0E30MacHOCTH MpemnapaTra ObLI
CXO0XHM ¢ nipodriieM 6e3onmacHoCTH 1ane6o. B 1aHHOM KIMHUYECKOM HCCIEI0BAHUN HE ObLIH
3apeructpupoBanbl HP, xoToppie OBl paclieHHBAJIMCh KaK CBS3aHHBIE C MPHEMOM IIperaparta,
HabOmo1anuch Obl y >1% nmanueHToB, MPUHUMABIIKX npenapat CUHTYISp, U Yallle, YeM B TpYIIe
MAMEHTOB, IPUHUMABIIUX IJ1Ae00.

Jlemu 6 6o3pacme om 6 0o 14 nem ¢ OpoHXUATLHOU ACMMOU

[Ipodunes Ge3omacHOCTH Mpemnapara y aeTeil ObLT B IIEJIOM CXO0XKHM ¢ MpoduiieM 0€30IacHOCTH Y
B3pOCJIBIX U COMOCTaBUM ¢ IipoduiieM 0e30MacHOCTH TUIanedo.

B 8-HenmenpHOM MmIaneb0-KOHTPOIUPYEMOM KIMHUYECKOM HWCCIEIOBAaHUM eIUHCTBeHHONW HP,
OLICHEHHON KaK CBS3aHHOM C MpHEMOM Ipemnapara, HaoOmonaBmumcs y >1% mnanueHToB,
NpUHUMABIIKX npenapat CUHTYISAp, U Yalle, YeM B IpyIIe NalueHToB, IPUHUMAaBIINX IU1ane6o,
ObUta TOJNOBHAas Oo0ib. Pasmuuyme mo dYacToTe MeXay JBYyMS TpyINIaMd JIeYeHHsS OBLIO
CTATUCTUYECKU HE3HAUMMBIM.

B wuccrnenoBanusix mo oneHke Temma pocta npoduis 0e30macHOCTH Yy MAalUEeHTOB JaHHOU
BO3PACTHOM TPYMIIBI COOTBETCTBOBAJ paHee OMHCAHHOMY Mpoduio 0e30macHOCTH Mpenapara
Cunrymsp.

[Tpu Gonee pnutenpHOM JiedueHuu (Oomnee 6 mec.) mpoduns HP He n3menwmcs.

B3pocnvie u 0emu 6 6ospacme 15 nem u cmapuie ¢ OpOHXUATLHOU ACMMOU

B nByx 12-HenenbHbIX M1a11e00-KOHTPOIUPYEMbIX KITMHHUYECKUX UCCIIETOBAHUSIX C AHAJIOTUYHBIM
JIA3aiHOM €IMHCTBEHHbIMM HP, OLICHEHHBIMM Kak CBSI3aHHBIE C IPUEMOM Ipemnapara,
HabmoaBimecs y >1% nanueHToB, MpuHUMAaBIIKMX npernapaT CUHTYISAp, U Yallle, 9YeM B TPYIIe

MAIMEHTOB, MPUHUMABIINX IUIaned0, ObTM 0ONb B )KMBOTE M TOJIOBHAs Ooyb. Pazmuuus mo
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yactote qaHHbix HP mexny nByms rpynnamu ndueHus G CTATHCT HieCkH HESHATHMBIMIL [pu

OoJiee ATUTETHLHOM JiIeueHuH (B TeueHue 2 net) npoduias HP He uzmenumcs.

B3pocnvie u 0emu 6 6ospacme 15 nem u cmapuie ¢ c€30HHbLIM ANNEPSUUECKUM PUHUINOM
[Tpenapar Cunrynsp npuHuUMalcs NalueHTaMu | pa3 B J€Hb YTPOM MM BEUEPOM M B IEJIOM
XOpOIIO TepeHocusics, Npoduib O€30MacHOCTH Tpemapara ObUT CXOXKHM ¢ Tpoduiem
6e3omacHocTH TUianedo. B miane6o-KOHTPOIMPYEMBIX KIMHHUUYECKUX HCCIEOBAHUAX HE ObUIN
3apeructpupoBanbl HP, koToppie OBl pacIieHMBAIMCh KaK CBS3aHHBIE C MPHEMOM IIperaparta,
HabOmo1anuch Obl y >1% nmanueHToB, MPUHUMABIIKX npenapat CUHTYISp, U Yallle, YeM B TpYIIe
NAIMEHTOB, MPUHUMABLINX IuTane6o. B 4-HepenpHOM M1ane00-KOHTPOIUPYEMOM KIMHHYECKOM
UCClIeIOBaHUKM TPOo(UiIs 0€30MacHOCTH Mpemnapara ObLT CXOKHM C TaKOBBIM B 2-HEAENbHBIX
uccieoBaHusaX. YacroTa BO3HUKHOBEHHMS COHJIMBOCTH IpU IpUEME Ipenapara BO BceX
UCCJICIOBAHMIX ObLIa TAKOU XKe, KaK Mpy mpueMe ianedo.

B3pocnvie u 0emu 6 6ospacme 15 nem u cmapuie ¢ Kpyeno200udHbiM anlepeuieckum puHUmom
[Ipenapar CuHrynsp npuHUMAaJICS NManyMeHTamMu | pa3 B J€Hb U B II€JIOM XOPOIIO MEPEHOCHIICS.
[Ipoduns Ge3omacHOCTH Mpenapara ObLUT CXOXKUM ¢ MpoduieM 6e30MacHOCTH, HAOTIOAABIIUMCS
IpH JICYCHUH TAIMEHTOB C CE30HHBIM aJNIEPTUYECKUM PUHUTOM M TpU npueme mianebo. B
JaHHBIX KIMHUYECKUX HCCIeOBaHUAX He Obuin 3apeructpupoBanbl HP, xkotopbie Obl
pacleHHBAIUCh KaK CBSI3aHHBIE C MPUEMOM Ipernapara, HaOmoaanuch Obl y >1% manueHTos,
NpUHUMABIIWX npenapat CUHTYIISp, U Yalle, YeM B IpyIIe NalueHToB, IPUHUMABIINX TU1aneoo.
YacroTa BOZHUKHOBEHUSI COHJIMBOCTH IPU MPUEME Ipernapara Oblia Takoil ke, Kak MpHu ImpueMe
iane6o.

Ob600wennblll ananus pe3yibmamos KIUHUYeCKUX UcCCied08anull

bein  mpoBenen  0000meHHBIM  aHanu3 41 MIanebdo-KOHTPOIMPYEMOTO  KIMHHUYECKOTO
uccienoBanus (35 uccienoBaHW ¢ y4YacTHEM TAIMEHTOB B Bo3pacTte 15 7meT u crapiie;
6 uccneqoBaHUN C y4yaCTMEM MAlMEHTOB B Bo3pacte OT 6 A0 14 jmer) ¢ HCmojab30BaHUEM
YTBEPKJICHHBIX METOJOB OLEHKH cyunuaanbHocTH. Cpenu 9929 manueHToB, TPUHUMABIINX
npenapat Cuaryssp, u 7780 marueHToB, MPUHAMABIINX B JaHHBIX UCCIIEIOBAHUSIX TUTae00, ObLT
BBISIBJICH OJIMH MALUEHT C CYUIUAIbHON HACTPOCHHOCTHIO B TPYIIIE MAlMEHTOB, IPUHUMABIINX
npermapatr Cunrynsp. Hu B omgHOW W3 Tpynm JiedeHHWs HE OBLIO COBEPIICHO HU OJHOTO
caMOyOMiiCTBa, CYMIHMJAIbHON TOMBITKM WM JIPYTHX IOATOTOBUTENBHBIX JCHCTBHIA,
YKa3bIBaBLINX Ha CyULIUJAIBHOE MIOBECHHE.

OtnenpbHO OBUT TIpOBEACH OOOOIICHHBINH aHamu3 46 MIaned0-KOHTPOIUPYEMBIX KIMHUYECKUX
uccienoBanuil (35 vcciieqoBaHUKA € ydacTHEM IMallMeHTOB B Bo3pacTte 15 7er u crapiie;
11 uccnenoBanuii ¢ yyacTueM MAalMEHTOB B BO3pacTe OT 3 MecsleB A0 14 jer) ans OLEHKU

HeOmaronpusaTHeIX noBeAeHUeckux dddexros (HIID). Cpeau 11673 nmanueHTOB, MPUHUMABIINX
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MPOLICHT MallMeHTOB, UMEIOIMX Kak MuHUMyM ojnuH HIID, cocraBuin 2,73% cpenu mnaiueHToB,

npunumaBiiux Cunrymsap, u 2,27% cpeau NpUHUMABIIUX IUIane00; OTHOLICHHE INIAHCOB

cocraBuiio 1,12 (95% nosepurensusiit unTepsai [0,93; 1,36]).

TabauyHOE pe3roMe HEXKENATENbHBIX PEAKIINI

Hexenarenpapie peakiuu (HP), o koTophix cooOmanioch B MEPUOI MOCTMAPKETHUHTOBOTO

IMPUMCHCHUA ITpeIiapara, ICPCUnCICHLI B Ta6J'II/II_[e HUKC B COOTBCTCTBUU C CUCTCMHO-OPIraHHbBIMU

kmaccamu u cnenuduueckumu  HP. Kareropum yactoTsl

COOTBETCTBYIOIINX KIMHUYCCKUX HCCHGHOBaHHﬁ.

OBUIM OIICHEHHI Ha OCHOBE

CucreMHO-OpraHHbIN Ki1acc

HesxenarenbHple peakuuu

KaTteropust uactoTs!'

Nudexnnn u nHBa3zun

MH(EKIIUNA BEPXHUX
JIBIXATENbHBIX MyTeii?

OYCHBb 4acCTO

Hapymienust co cTopoHsl MOBBILIEHUE CKIIOHHOCTH K penko
KpPOBH ¥ TUM(PATHICCKON KPOBOTEUYEHHSIM

CHCTEMBbI TpombouuToneHus OYEeHb PEIKO
Hapymienust co cTopoHsl peakuuu HEYacTo

VMMYHHOU CUCTEMBI

runcpYyBCTBUTCIBHOCTU, B TOM
qyucie aHaQUIaKCUs

503MHO(MIEHAS UHOUIBTpALIUS
HeYCHU

OYCHb PEIIKO

IIcuxuyeckue HapylIEHNUs

HapYIICHHUS CHA, BKJIFOYas
HOYHBIC KOIIIMapbl, 0ECCOHHMIIA,
COMHaMOYJTU3M, TPEBOXKHOCTb,
BO30YXCHHUE, B TOM YUCIIE
arpecCUBHOE MOBEJICHUE WITH
BpaXaeOHOCTD, JeTpeccus,
MICUXOMOTOPHAS
TUIICPAKTHBHOCTH (BKJIFOYAS
pa3apaKUTEINBHOCTD,
6ECIIOKOICTBO, TPEMOP®)

HCYaCTO

HapylICHUE BHUMAHU,
HapyILIEHHUE ITaMATH, TUK

penKo

TaJUTIOIIMHAIIIH,
ne30pHeHTalMs, AucheMust
(3aukaHue), CyuluIaabHbIC
MBICJIN U ITOBCACHUC
(CynmaanbHOCTh ), 00CECCUBHO-
KOMITYJIbCUBHBIC CUMIITOMBI

OYEHB PEIIKO

Hapyenust co cTopoHsl TOJIOBOKPY>KEHHUE, COHJIMBOCTb, | HEYAcTO
HEPBHOW CUCTEMBI napecTe3usi/ TunecTes3ns,

CYJOpOTH
Hapymenust co cTopoHsl y4aIieHHoe cepAieOneHne penko
cepala
Hapymenust co cTopoHsl HOCOBOE KPOBOTEUEHHUE HEYacTo

JBIXaTEIbHON CUCTEMBI,
OpPraHOB I'PYAHOU KJIIETKU U

cunzpom Yapxk-Crpocca
(CYC) (cm. paznen 4.4.,

OYEHB PEIIKO
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CpeIOCTEH S nozapasaen «Ocqoble yrdsadmsyy - oo TEHBAUL TS UUUS)
JIErO4Has 303UHOPUIINS OYEeHb PEIKO
KenymouHo-KUIIeYHBIC nuapest*, Tomnora*, ppora? 4acTo
HapyLICHUS CYXOCTb CIIM3UCTON 000JIOUKH HEYacTo
MIOJIOCTH PTa, TUCTICTICHSI
Hapymienust co cTopoHsl MOBBILLIEHUE AKTUBHOCTHU 4acTo
MEYCHU U CBIBOPOTOYHBIX TPaHCAMHUHA3
YKETUCBBIBOISAIINX MTyTEH (AJIT, ACT)
remarur (B TOM 4HCIie OYEHb PENIKO
XOJIECTAaTUYECKOE,
TemaToIEIUTIONSPHOE U
CMENIaHHOE MOPAKCHUE TICYCHHM )
Hapymienust co cTopoHsl chInp* 4acTo
KO>KH U IOAKOXKHBIX TKAHEH | CKIIOHHOCTh K JOPMHUPOBAHUIO HEYacTo
reMaToM, KparnuBHHUIIA, 3y
AHI'MOHEBPOTUYECKUM OTEK peaKo
y3J10BaTas 3puUTeMa, OYEeHb PEIKO
MHOro(OpMHasi SpuTeMa
Hapymenust co cTopoHsl apTpaJirusi, MUAJITHsI, BKIIIOYast HEYacTo
MBILIEYHOM, CKEJIETHOU U MBILIEYHBIE CYIOPOTH
COCTUHUTEILHON TKaHU
Hapyienus co cTtopoHbl JHype3 y aeren HEYacTo
MOYEK ¥ MOUYEBBIBOIALINX
nyTen
OO61ue HapylIeHus U nupekcus’ 4acTo
peaKuuu B MECTE BBEJICHUS | acTECHUs / TIOBBIIIICHHAS 4acTo
YTOMJIIEMOCTD, UyBCTBO OOILEr0O
HEJOMOTaHHUs, OTEKH
! Kareropus uyacToThI: ONpejeNeHa Ul KakIOH HeKeNaTelbHOW pPeaKIMu B 3aBUCHMOCTH OT
4aCTOTHI, YKa3aHHOHW B 0a3e JaHHBIX KIIMHUYECKUX MUCCIIeI0OBaHM: oueHb yacTto (>1/10), gacto (ot
>1/100 o <1/10), meuacro (ot >1/1000 mo <1/100), penko (ot >1/10000 mo <1/1000), oueHb penko
(<1/10000).
2 JlaHHas HexenaTelbHAas pEaKIys, KOTOpas ObIa OTHECEHA K KATETOPUH «O4YeHb YacTo» Y
MAlMEHTOB, MOTYYaBIIUX MOHTENYKAcCT, TakKe ObUla OTHECeHa K KaTeropuu «OY€Hb 4YacTo» Yy
MAIMEHTOB, MOMyYaBIINX IJ1ae00 B KIIMHUYECKUX UCCIICTIOBAHUSX.
3 Kateropus 4acToThI: PEJIKO
4 Jlannas HexKenaTenbHAs PEakis, KOoTopas OblIa OTHECEHA K KATErOPHH «YacTo» Yy MAIUEHTOB,
MOJIy4aBIIUX MOHTEIYKACT, TAaKXKe Oblila OTHECEHA K KAaTErOPUH «4acTO» y NAIlMeHTOB, MOJIy4aBIINX
m1ane00 B KIIMHUYECKUX HCCIICIOBAHUSX.

COO6H_IGHI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare 0 MOA03pEBAEMBIX HEXKENATEeIbHBIX pPEAKLUUAX [OCIEe pPEerucTpanuu
JIEKapCTBEHHOTO Tperapara ¢ 1esIbl0 00eCeyeHns HEMPEPbIBHOTO MOHUTOPUHTAa COOTHOILICHHS
«T0JIb3a — PHUCK» JIEKapCTBEHHOTrO Mpemnapara. MeAUIUMHCKUM pPaOOTHUKAM PEKOMEHIyeTcs
coo0IaTe O JIIOOBIX MOJO3PEBACMbIX HEKENATENbHBIX PEaKIUAX JIEKapCTBEHHOI'O Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIIEHUSI O HEXKEIATENbHbIX PEAKLUAX FOCyIapCTB — YWICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI03a.

Poccus
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4.9. Ilepeno3upoBka.

CuMnTOMBI

CuUMNITOMOB NEPeI03UPOBKU HE HAOIIOAATIOCH B X0/1€ KJIMHUYECKUX MCCIEAOBAHUN JUIUTEIBHOTO
(22 Henenu) JeYeHUST B3POCIBIX OONBHBIX OpPOHXMATBHOW AacTMOM C CYTOYHBIMH J[03aMHU
npernapata Cunrynsp g0 200 mr, mu6o B Xoae KOPOTKUX (OKOJO 1 Hemenw) KIMHUYECKHX
MCCIIEIOBAHUI C CYTOUYHBIMU J03aMu 110 900 mr.

Nmenu mecto ciiydam ocTpoi mepeno3upoBku (mpuem He meHee 1000 mr mpemapara B CyTKH)
npermapatoM CHHTYISIp B TOCTPETUCTPAIIMOHHBIA TMEPUOI U BO BpeMs KIMHHUYECKHX
WCCJICIOBAHMM y B3pOCIBIX U AeTel. Knnanueckue u m1abopaTopHbie TaHHbIe CBUAECTEIHLCTBOBAN
0 cormocrtaBuMocTH mpoduielr Oe3onacHocTy mpenapara CHHTYNsIp y JeTed, B3POCHBIX W
MOXKWIBIX ManueHToB. Hanbonee wacteiMu HexenatenbHbIMUA peakuusimu (HP) Obimn ayBCcTBO
KaXKIbl, COHIIMBOCTh, PBOTA, ICUXOMOTOPHOE BO30YKJeHHE, TOJIOBHAs 00Jb M 0OJIb B JKHUBOTE.
Hannsie HP cornacyrotcst ¢ mpoduiem 6e3omacHocTr npenapata CUHTYIISP.

Jleuenue

Her cnenuduanoit nadopmaruu o JedeHUN nepeno3upoBku npernapatom Cunryisp. Jleuenue B
Clly4ae OCTpOM Nepen03uPOBKU CUMITOMAaTUYECKOE.

Janabix 00 3hPeKTUBHOCTH IEPUTOHEATLHOTO IUATH3a WM TeMOANAIN3a MOHTEITyKacTa HeT.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHE CBOICTBA.

dapMakoTepaneBTUYECKass TPYMIa: CPEeICcTBa IS JICUYCHUS OOCTPYKTHBHBIX —3a00JIeBaHMIA
JIBIXaTEIbHBIX IIyTEH; NPyrue CpPEICTBa CHUCTEMHOTO JCHCTBHUSI ISl JICYCHUs] OOCTPYKTHBHBIX
3a00JIeBaHM IbIXaTEIBHBIX MyTeH; OJIOKATOPhI JISHKOTPHUEHOBBIX perenTopos, ko ATX: RO3DCO03.

MexauusM aeiictus U hapMakoaruHaMudeckre YO hEKTHI

Hucrennun nevikorpuensl (LTC4, LTDs4, LTEs) sBasioTcss CUIBHBIMH MEIUATOPAMHU
BOCHAJICHUS — 3IIKO3aHOUJaMU, KOTOPbIE BBIEISIOTCS Pa3HBIMU KJIETKaMH, B TOM YUCJIE TYYHBIMU
KJIETKaMd M 303MHO(GMIAMU. OTH Ba)KHbIE MPOACTMATHYECKHE MEIUATOPhl CBS3BIBAIOTCA C
IUCTEUHUIT JIEHKOTPUEHOBBIMH perentopaMu. LlucTenHmn neiKkoTprueHOBbIE pelenTopsl 1 Tuma
(CysLTi-peuientopbl) MPUCYTCTBYIOT B JIBIXaTEIBHBIX MyTSX YEIOBEKa (B TOM YHUCIE, B KJIETKAX

[NIQJAKUX MBI OpOHXOB, Makpodarax) © JApYrHX KIETKax IpOBOCHAaJeHUus (BKIOYas
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203MHODHUIIBI U HEKOTOPhIE MHUETOWIHBIC C1 BOHOBHQ—I%;&;EPB; ﬁrﬁ%ﬁ; ':JIeﬁIg(;T':f)—i!/feHbl
P

KOPPENHPYIOT ¢ MaToPu3noIorueil OpOHXUATBHON aCTMBI U ajuieprudeckoro punuta. [Ipu actme
JEUKOTPUEH-0NOCPEIOBAHHBIE 3(PPEKTHI BKIIIOYAIOT OPOHXOCHAa3M, YBEITUYEHUE CEKPELIUHU CITU3H,
MOBBIIICHHE TMPOHUIIAEMOCTH COCYJOB U YyBEIMYEHUE KojiuuecTBa »o3uHoduioB. Ilpu
aJJIEPTUYeCKOM PUHUTE TOCJIe BO3ICHCTBUS ajlllepreHa MPOUCXOAUT BEICBOOOKICHUE LIUCTEMHII
JEUKOTPUEHOB U3 MPOBOCTATUTEIBHBIX KJIETOK CIM3UCTONW OOOJOYKH TMOJOCTH HOCAa BO BpEeMs
paHHel U mo3Hel (a3 aepruuecKoi peakiium, 4To MPOSIBISIETCS CUMIITOMAMU aJUIEPTUYECKOT0
punuta. [Ipu naTpaHa3aIbHOM MPOOE C MUCTEHMHWI JIEHKOTPUEHAMHU OBLITIO TIPOJIEMOHCTPHUPOBAHO
MOBBIIICHUE PE3UCTEHTHOCTH BO3JYyXOHOCHBIX HOCOBBIX IYT€M M CHMITOMOB Ha3aJbHOU
OOCTPYKIIHH.

MoHTenyKkacT — BBICOKOAKTUBHOE IIpU INPUEME BHYTPb JIEKAPCTBEHHOE CPEICTBO, KOTOPOE
3HAYUTENIbHO YIy4dlllaeT TOoKa3aTesid BOCHaleHus Mpu OpoHxuanbHOM actMe. [lo gaHHBIM
OMOXMMHYECKOTO M (DapMaKOJIOrMYecKOro aHajlu3a MOHTEIYKAacT C BBICOKUM CPOJICTBOM U
u30upaTenbHOCThIO cBsi3biBaeTcss ¢ CysLTi-penentopamu, HE B3aUMOJCHCTBYS C IpYyrMMHU
(dbapMaKkoIOTHYECKH  BaXKHBIMH  PELETITOPaMU B JBIXATENBHBIX MOyTSIX (TakuX  Kak
MPOCTAarjJaHAMHOBbIE, XOJMHEPrUUecKHe WM [-aJpeHepruuyeckre perenTopbl). MoHTemyKacT
WHTHOMpYeT (HU3MOIOrHUecKoe elcTBre UcTenHUIOBRIX JeiikoTprueHoB LTCy, LTDs u LTE4
nyteMm cBs3biBaHusa ¢ CysLTi-penentopamu, He oOKa3biBash CTUMYJMPYIOIIErO AEMCTBHS Ha
JTaHHBIE PELIETITOPHI.

MonTtenykact uHruOupyer CysLT-penientopsl B IBIXaTE€NbHBIX IMYTAX, YTO TMOATBEPKIACTCS
CIOCOOHOCTHIO OJIOKMPOBATH Pa3BUTHE OpOHXOCTa3Ma B OTBET Ha BabixaHue LTD4 y manueHToB
¢ OponxuanbHOM acTtMol. Jl03bl 5 MIr JOCTaTOYHO JJIs KyNHpPOBaHUS OpoHXocmasma,
MHAYUHpoBaHHOTO LTDy.

MoHTenykacT BbI3bIBa€T OPOHXOAUIIATAIIMIO B TEUEHUE 2-X YacOB MOCJe MPHUeMa BHYTPb U MOKET
JOTIOHSATH OPOHXOIMIIATAIIMIO, BEI3BAHHYIO [32-aIpeHOMHUMETUKAMHU.

5.2. apmakoknHeTHYECKHE CBOICTBA.

AOGcopbuus

Montenykact ObICTPO M HPAaKTHUECKU IOJTHOCTHIO BCAChIBAeTCs MOCIEe Mpuema BHYTpb. llpu
IpHeMe HATOIIAK TabJETOK JKeBaTENbHBIX 5 MI MakcuMasbHasi KOHIEHTPAHUS (Cmax) Y B3pPOCIIBIX
nocturaercs depe3 2 yaca. CpenHsis OMOIOCTYMHOCTh MpPH TpUeMe BHYTPh cocTaBiseT 73%.
[Iprem nuim He oka3bpIBaeT KIMHUYECKH 3HAUUMOTO BIUSHUS NP IUTEILHOM IIPUMEHEHHH.

Pacnopenenenue

MoHTenykacT cBsi3bIBaeTcs ¢ OeaKaMu I1a3Mbl KpoBH Oosiee ueM Ha 99%. O0beM pacnpeneneHus
MOHTEJYKAacTa B COCTOSIHUM PaBHOBECHOW KOHIIEHTPALIMU COCTABIIAET B cpeaHeM 8—11 nuTpos.

I/ICCHGI[OBaHI/IH C paAuOAKTHUBHO MCUCHBIM MOHTCIIYKACTOM, ITPOBCACHHLIC HA KPbICAX, YKA3bIBAIOT
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Ha MHUHHMQJIbHOE TPOHUKHOBEHHE YEpe3 reMaToaHiggéﬁ}E%'% 'T%E%;:'::ﬁﬁbg}rﬁemﬂoro,

KOHIIGHTPALlM MEUYEHOI'o IpemnapaTa yepe3 24 yaca 1mociie BBEACHUA ObUTM MUHUMAJIbHBIMU BO
BCEX JAPYI'MX TKAHSIX.

Buorpancdopmaryis

Montenykact akTuBHO MeTabomusupyercs. Ilpu uccrnegoBaHuM TepameBTHYECKHX 103 Y
B3POCIIBIX M JIeTE€H KOHIIEHTPALUS METa0OJMTOB MOHTENYKacTa B PAaBHOBECHOM COCTOSHUU B
1J1a3Me He ONPEeesIeTCsl.

HccnenoBanus in vitro ¢ WCHOIB30BaHMEM MHUKPOCOM II€YEHHM 4YeJIOBEKa IOKa3ald, 4TO B
MeTaboJIM3Me MOHTENyKacTa ydacTBYIOT m3odepMeHThl muroxpoma P450: 3A4, 2C8 u 2C9.
CornacHo pe3yibTaTaM UCCIEIOBaHUM, IPOBEACHHBIM in Vitro B MUKPOCOMAX IME€YEHHU YEJIOBEKa,
MOHTETYKACT B TEPANeBTUICCKON KOHIIEHTPAIIUHU B IJIa3Me KPOBU HE HHTUOUPYET U30(pepMEHTHI
nutoxpoma P450: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

DJIMMUHALMS

[Mna3MeHHBI KIMPEHC MOHTENIYKACTa Y 3A0POBBIX B3POCIBIX COCTABISET B CpeaHEM 45 MII/MUH.
[Tocne npuema BHYTpb paiMOAaKTUBHO MEUEHOTO MOHTENyKacTa 86% ero KoJanm4ecTBa BhIBOJIUTCS
¢ KaJioM B TeyeHue S5 aaeit u menee 0,2% — ¢ MO4Oi, 4TO MOATBEPKIAET, YTO MOHTEIYKACT U €r0
MeTabO0IUThI SKCKPETUPYIOTCS MOUYTH UCKITIOUUTENBHO C KEITYbIO.

[Iepuoa monyBbIBEICHUSI MOHTEIYKACTa Y MOJIOABIX 3JOPOBBIX B3POCIBIX COCTABISET OT 2,7 10
5,5 yacoB. @apMaKOKMHETHKA MOHTEIYKACTa COXPAHSIET NMPAKTUYECKHU JIMHEUHBIN XapakTep Npu
npueMe BHYTph 103 cBbiie 50 mr. [Ipu mpueme MoOHTenykacTa B YTPEHHHUE M BEUEpHHUE YacChl
paznmuunii papmMakokuHeTUKU He Habmomaercs. [Ipu nmpueme 10 mr MoHTenmykacta 1 pa3 B CyTKu
Habmo1aeTcst ymepeHnHas (oxono 14%) KyMyJisius akTUBHOTO BEIIECTBA B IJIa3Me.
OcobenHocTH (hapMAKOKWHETUKHU Y Pa3IMYHBIX TPYIII MAIHEHTOB

Lon

dapMakOKHMHETHKA MOHTENyKacTa Y )KCHIIIMH U MYKUYUH CXOJTHAsL.

Toowcunvle nayuenmul

[Ipu oxHOKpaTHOM mpueme BHYTph 10 Mr MOHTEIyKacTa (papMaKOKHHETUYCCKHM MPOo(UiIb |
OMOOCTYITHOCTH CXO/IHBI Y TMTOKUIIBIX U IMTAIIMEHTOB MOJIOIOTO Bo3pacTta. [lepro i moyBeIBeICHHS
MOHTEITYKacTa U3 IJIa3Mbl HECKOJIBKO [UTHHHEE Y MOKMIIBIX JTroied. Koppekuuu 10361 npemnapara
y MOXWIBIX JIOJEH He TpeOyeTcs.

Paca

He BBIABICHO pa3nuuuii B KIWHHYECKH 3HAYMMBIX (apMakoKWHeTHUeCKuX 3ddekrax vy
MAIMEHTOB Pa3InYHbBIX pac.

Ileuenounas nedocmamounocms

Y NnauveHToB C IEYCHOYHOM HENOCTATOYHOCTBIO JIETKOM U CPEAHEH CTENEHU TSKECTU WU
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KIMHUYECKUMH  TPOSIBJICHUSIMH  LIUPPO3a YeHU '&Q&EE@CQMEEE&EH'& Clierd60msma

MOHTEIIYKacTa, COINpPOBOXKIAIOIIEECS YBEIMYCHHEM IUIOIAAM T1O0jA  (hapMaKOKHHETHUECKOU
KpuBoH «koHUeHTpanus-spems» (AUC) npubausutensHo Ha 41% mocie 0AHOKPAaTHOTO MpHeMa
npenapara B o3¢ 10 mr. BeiBeneHne MOHTENyKacTa Yy H3THUX MAaIMEHTOB HECKOJIBKO
YBEJIMYUBAETCS 110 CPABHEHUIO CO 3JJOPOBBIMU CYObEKTaMH (CpefHee BpeMsl MOTYBbIBEACHUS —
7,4 gaca). I3aMeHeHuUs1 103bl MOHTENIyKAacTa ISl MAllMEHTOB C MEYEHOYHON HEIOCTaTOYHOCTHIO
JIETKOM W CpelHel CTeneHM TsDKeCTH He TpeOyercs. JlaHHBIX O Xapakrepe (hapMaKOKWHETHKH
MOHTEJIyKacTa y TAallMeHTOB C TSDKEJIOW MEUYEHOYHOM HEIOCTATOYHOCTHIO (Oosiee 9 GamioB mo
mkane Yanna-I1s10) HeT.

Tloueunas nedocmamounocmo

[TockonbKYy MOHTEIYKACT M €ro MeTaOOIUTHl HE SKCKPETHUPYIOTCS ¢ MOYOMH, (hapMaKOKWHETHKA
MOHTEJIyKacTa y MalMeHTOB C MOYE€YHON HEJOCTATOYHOCThIO HE oleHuBanack. KoppektupoBka
JI03BI IIperapaTa Jiisl 3TOM rpyIIibl MalueHTOB He TpeOyeTcs.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTe/IbHBIX BELIECTB.

MaHHHTOJ

LEJUTI0JI03a MUKPOKPUCTAIIINYECKAS

TUIPOoI1032a (THAPOKCUIIPOTIHIILIEIITIOII03a)

JKere3a OKCUJL KpaCHBIM

HaTpHsl KPOCKapMEII03a

BHIIIHEBBIM apOMaTHU3aTOP

acnapram

MarHusi cteapar

6.2. HecoBMeCTHMOCTD.

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHsl).

2 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHUH.

XpauuTth nipu Temnepatrype 15-30 °C B 3alMIIEHHOM OT BJIard U CBETA MECTE.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIAKOBKH.

[To 7 unu 14 Tabnerok xkeBarenbHbIX 110 4 Mr B Oncrep u3 [IBX-amomununeBoit ¢onbru. 1, 2 uam
4 Onuctepa B KapTOHHYIO MAYKy C UHCTPYKIHMEH M0 MPUMEHEHHUIO.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCHOJb30BAHHOIO
JIEeKApCTBEHHOI0 Mpenapara WJIH OTX0A0B, TMOJYYEHHBIX IOCJde TNPHMEHEHHus!

JIEKAPCTBEHHOI0 Npenapara, ¥ Ipyrue MaHUIy/ISIHH C IIPenaparom.
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Bech ocTaBmIniics JekapcTBEHHBIH Npenapar U joTXOIb! Ny dE AN ookt s B e tamotetionm

NopsiiKe

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
00O «Opranon», Poccus

yia. Tumypa @pynse, a. 11, ctp. 13

r. Mocksa, Poccus, 119021

7.1. IllpeacraBuTe/ib Aep:KaTessi PeruCTPAIMOHHOIO YA0CTOBEPEHUs.

[IpereH3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccus

00O «Opranon»

yi1. Tumypa ®@pynse, a. 11, crp. 13.
r. Mocksa, 119021

Ten.: +7(495)411 58 85

8. HOMEP PEIT'HCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPXKJEHUS PETMCTPAIIMU,
HEPEPEI'MCTPALIUN)

JlaTa nepBUYHON pEruCTpaluu

10. JATA IEPECMOTPA TEKCTA

OO61mas xapaKTepucTHKa JeKapCTBEHHOro npenapata CUHTYJSp AOCTYIIHA HA HH(OPMALMOHHOM

noprtasie EBpa3uiickoro 3KOHOMHUYECKOTO CO03a B MH(POPMAIMOHHO-KOMMYHHKAIIMOHHON CETH

«MuTepueT» http://eec.eacunion.org/
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