COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 31.07.2023 N2 14559

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1003

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

CuHrymsp, 5 Mr, TaOJICTKH KeBaTeIbHBIC.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

eticmeyrowee eeujecmeo. MOHTEIIYKACT.

Kaxxnas TabneTka >keBaTelbHasl COAEPKUT 5,2 MI MOHTENIyKacTa HaTpus (SKkBUBaieHTa 5,0 Mr
CcBOOOAHON KHCIIOTHI). BcromorarenbHble BEIIECTBA, HaJMYKWe KOTOPBIX HAJI0 YYUTHIBATH B
COCTaBe JIEKAPCTBEHHOrO IMpemapara: acraptam (cM. paszaensl 4.3, 4.4.). Kaxnas Ttabnerka
JKeBaTelIbHasA COACPKUT 1,5 Mr acnaprama.

[TonHbI# TepeueHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku xeBaTeIbHbIC.

Po3oBrie, Kpyribie, ABOSKOBBITYKIIbIE TaOueTku ¢ BblnaBieHHOW Hagmucbio SINGULAIR nHa
oaHoU ctopone u MSD 275 na apyro#i cropone.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3zaHnsi K NPUMEHEHUIO.

[Tpenapat Cunryssip, TaOlEeTKH jKeBaTeIbHbIE, 5 MT, TOKa3aH K IPUMEHEHUIO y JIeTel B BO3pacTe
ot 6 1o 14 ner:

e [IIpodpunaktuka u ATUTEIbHOE JieUeHHE OpPOHXMAJIbHOM acTMbl y JeTedl B BO3pacTe
oT 6 110 14 ner, BKII0OYast IpeaynpexaeHre JHEBHBIX U HOUYHBIX CHMIITOMOB 3a00JI€BaHuS,
JeyeHre OpOHXMAIbHOW acTMbl y MAIMEHTOB C MOBBIIIEHHONW YyBCTBUTEIBHOCTBIO K
alleTWICAIMIMIOBOM  KHCIIOTe M MpeaynpexJeHue OpoHXocla3Ma, BBI3BAHHOTO
(bU3HUYECKOI HATPy3KOM.

e KynupoBaHue IHEBHBIX M HOUYHBIX CHUMITOMOB CE30HHOTO W/WIHM KPYIJIOIOAMYHOTO
aJUIEPruuecKOro puHHATA Y JIeTeld B Bo3pacte ot 6 10 14 ner.

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHHU.

Pexxum go3upoBaHus

1 pa3 B cyrku. i neuenus Opowuxuanvrou acmmel npenapaT CHHTYISp cilelyeT NPUHUMATh
BeuepoM. [Ipu neuennn anepeuveckoeo punuma 103a MOXKeT IPUHUMATHCS B JTF000€ BPEMs CyTOK
1o »eylaHuto mnanueHTa. Ilamuentsl, crpagaromne OpOHXUAIBHONM acTMOM M alieprudecKum
PUHUTOM, JOJDKHBI IPUHUMATh OJHY TaOneTKy npenapara Cunrynsap 1 pas B CyTKH Be4epoM.

Jletu B Bo3pacte oT 6 1o 14 jer

Jo3a niisa neteit 6-14 et cocTaBisieT OHY TaOJIETKY JKeBaTeIbHYIO 5 Mr B cyTKH. [TogOopa 10361

JUUIS1 9TOW BO3PACTHOM TPYMIIBI HE TpeOyeTcs.
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MY OTUETY

OO0111e peKOMEH AN

Tepanepruyeckoe naeiictBue mnpenapara CHHIYISp Ha II0Ka3aTeNnH, OTPaKAIOUIME TEYCHHE
OpOoHXMaJIbHOW acTMbl, Pa3BUBAETCsl B TeueHUE mepBoro AHA. [lanumeHTy ciieqyer nponoskaTh
npuHuMath CHHTYJISp Kak B MEPHOJ AOCTHXKEHMS KOHTPOJIA HaJ CUMITOMAMU OpOHXHAJIbHOU
aCTMBI, TaK U B IEPUOJIbI 000CTpeHUs] OPOHXHAILHON aCTMBI.

JI1s OXKUNBIX MAallMEHTOB, NALMEHTOB C MOYEYHON HEAOCTATOYHOCTBHIO, a TAK)KE MAallMEHTOB C
JIETKUMU WIH CPEIHETSDKEIBIMU HapyIICHUSIMU (YHKLIUHU MEYEHHU, a TaKXKe B 3aBUCUMOCTH OT
1oJ1a CIelagIbHOro noadopa 103bl He TpedyeTcs.

Hasnauenne npenapara CHHTYISAp OJHOBPEMEHHO C JIPYTMMM BHJAMH JICUCHUS 6DOHXHaHBHOﬁ

ACTMBI
[Ipemapar CuHTYISp MOXHO JOOABIIATH K JICUCHHIO MAlMEHTa OpOHXOAWJIATATOpaMH U
MHTAJISIUOHHBIMH TIIIOKOKOPTUKOCTEpOUAaMH (CM. pasnen 4.5.).

Cnoco0 IIPUMCHCHUA

BuyTtps, He3aBucumo oT npuema numd. IlpueMm mnpemapata IeTbMH OCYIIECTBISETCS MOJ
HaOJII0JIEHUEM B3POCIIBIX.
4.3. [IpoTUBONOKA3AHUS.
¢ [unepuyyBCTBUTENHLHOCTHh K MOHTEIYKACTY WU K JIFOOOMY M3 BCIIOMOTaTeNbHBIX BEIIECTB,
MEpPEUNCIICHHBIX B pa3jene 6.1.
e Jlerckuii Bo3pacT a0 6 JeT.
e  (DeHUIKETOHYpHS.
4.4. OcoOble yka3aHusl U MepbI NPEJI0CTOPOKHOCTH NPH NPUMEHEHUH.

Oco0ble yKazaHus

D¢ dexTuBHOCTH Npenapara CHHTYIISP I TEPOPATILHOTO TIPUEeMa B OTHOIICHHUH JICUSHUSI OCTPBIX
MPUCTYNIOB OpOHXHAIBHON aCTMbI HE YCTAHOBIIEHA, T03TOMY IipenapaT CHUHIYJIp B TabJIeTKax He
PEKOMEHIyeTCsl Ha3Ha4yaTh JJIs JISYSHHsI OCTPBIX MPHUCTYNOB OpOHXUAThHOU acTMBI. [lanmentam
JOJKHBI OBITh JaHBI MHCTPYKIIMU BCETJa UMETh MPHU ceOe MpemnapaThl IKCTPEHHOW TOMOIIIH s
KyIUPOBAHUS MPHUCTYIIOB OPOHXHAILHOW aCTMBI (MHTASIIMOHHBIE OeTa-2-arOHUCTBI KOPOTKOTO
JefcTBUS).

He cnenyer mnpekpamath mnpuem mnpenapara CHHTYIIp B TMEpPUOJ OOOCTPEHHS acTMbl U
HEOOXOIMMOCTH TMPUMEHEHHS MIPEermapaToB YKCTPEHHON MOMOIIM I KyMHPOBAHUS MPUCTYIIOB
(MHTAJSIIIMOHHBIX OeTa-2-arOHUCTOB KOPOTKOTO JICHCTBHS ).

[TaneHTl € TOATBEPAKICHHOW AJJIEPTHMEN K AlleTUJICATUIMIOBOM KHUCIOTE UM APYTUM
HECTEPOMIHBIM IIPOTUBOBOCHIANUTENBHBIM Ipenapatam (HIIBII) He noskHBI IpUHHMMATh 3TH
npenaparsl B nepuo jJeueHus rnpenapatomMm CHUHTYISIp, TOCKOJIbKY npenapat CUHTYIISp, yIIydIlas

JBIXaTeNbHYI0 (DYHKIUIO Y OONBbHBIX aJUIEprUuecKoil OpOHXMAIbHON acTMOM, TEM HE MEHee He
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J{03y MHTQIALMOHHBIX TITIOKOKOPTUKOCTEPOUIOB, MPUMEHSIEMbIX OJJHOBPEMEHHO C IpernapaTromM
CuHrynsap, MOXHO IMOCTENEHHO CHIDKATh OJ HaOJIOJEHHMEM Bpaya, OJHAKO PE3KOH 3aMEeHbI
MHTAJISIIUOHHBIX WU [IEPOPATIbHBIX MTIOKOKOPTUKOCTEPOHI0B npenapatoM CHHTYIISp IPOBOAUTH
Henb3s. Y  NAalMeHToB, npuHuUMaBmux  npernapar  Cunrynsap, ObUIM  ONUCaHbBI
MICUXOHEBPOJOTUYECKHE HapylieHus (cM. pasznen 4.8.). YuuTeiBas, 4TO 3TH CUMITOMBI MOTJIHU
OBITh BBI3BaHBI JIPYTHUMH (DaKTOpaMHu, HEU3BECTHO, CBSI3aHBI U OHU C MPUEMOM IIpernapara
Cunrynsip. Bpauy HeoOxonumMo oOCyIUTh 1aHHbIe HexenarenbHble peakuuu (HP) ¢ manuentamu
W/AM UX pOIUTEIsIMU/oneKyHaMmu. llarmuenTtaM W/WiyM UX POAUTENSIM/ONEKYHaM HEoO0XO0IUMO
OOBSICHUTB, YTO B CIIy4ae IMOSIBICHUS MOJOOHBIX CHMIITOMOB HEOOXOIUMO COOOIIUTH 00 3TOM
JedaniemMy Bpauy.

B peakux ciayyasx mNanueHThl, MOTYy4yaBIIME MNPOTUBOACTMATHUECKHUE MpenapaThl, BKIIOYas
AQHTarOHUCTHI JICHKOTPUEHOBBIX PELENTOPOB, HCHBITHIBAIA OJHO MM Heckoiabko HP wu3
HIOKCTICPEYHCIICHHBIX:  D03WMHO(MUINIO,  CBIllb,  yXYAINICHUE  JICTOYHBIX  CHUMIITOMOB,
KapAMOJIOTHYCCKHE OCIIOKHCHHS /WM HEHPONIATHIO, MHOT/Ia TUATHOCTHPYEMYIO KaK CHHIPOM
Yapmxa-Ctpocc, CUCTEMHBINA 03MHO(UIIBHBIN BaCKYJIUT. DTH CIydyaud WHOTJA ObUIH CBSI3aHBI CO
CHI)KEHHMEM [103bl MJIM OTMEHOH Tepaluu MepopalbHBIMH TIIOKOKOPTUKOCTEPOUAAMH. XOTS
IPUYMHHO-CIEACTBEHHON CBs3M 3TnX HP ¢ Tepanmell aHTaroHncraMm JE€HKOTPUEHOBBIX
peuenTopoB He OBUIO YCTAaHOBJIEHO, TMAalMEHTaM, MpUHUMAaKMUM mpenapar CHHTYISP,
HEO0OXOUMO COOJIOJaTh OCTOPOXKHOCTH, y TaKUX MAallMeHTOB HEOOXOAUMO TMPOBOJIUTH
COOTBETCTBYIOIIEE KIIMHUUECKOE HabI0AeHuE.

BcrnoMmorarensHble BellecTBa

[Ipenapar Cunrymnsp, TaOJeTKH KeBaTeIbHBIE, S MI, COJEPKHUT acmapTaM — HCTOYHUK
dbenmnananuna. [TanneHTs! ¢ PeHUITKETOHYpUEH JOKHBI OBITH TPOUH(OPMUPOBAHBI, UTO KaXaast
TablleTKa JKeBaTeNbHAs, 5 MI, COJAEPXKUT acmapTaM B KOJIMYECTBE, dkBUBajJeHTHOM (0,842 mr
dbenunananuHa, u npemapat CUHTYISAp, TaOJETKH >KeBaTeNbHBIC, 5 MT, HE PEKOMEHJIOBAaH K
MPUMEHEHUIO MaKeHTaM ¢ (PeHUIKETOHYpHEH.

[IpuMeHEeHNE YV TTOKUIBIX MAllEHTOB

Paznuunit B npoduinsax s¢pdexTuBHOCTH U O6e3omacHOcTH npemnapata CHHTYISAp, CBA3AHHBIX C
BO3pacTOM MalleHTOB, HE BBISBJICHO.

4.5. B3auMopgelicTBME C JAPYIrHMH JIEKAPCTBEHHBIMHM IIpenaparamMM HW JApyrue BH/bI
B3aMMO/JEHCTBHA.

ITpenapar CuHrynssp MOXXHO Ha3HadaTb BMECTE€ C IPYI'MMHM JIEKApCTBEHHBIMH CpPEIICTBaMH,
KOTOPbIE OOBIYHO IPUMEHSIOT AJIs IPO(MMIAKTUKI U JUINTEIIBHOTO JICYEHUSI OPOHXHAIBHON aCTMBbI

W/WJIH JISYSHUS] aJJIEpTUYeCcKOro puHuTa. Pekomenayemas TepaneBTuyecKkas 1032 MOHTEIyKacTa
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HE OKa3bIBasla KIIMHUYECKH 3HAYUMOTO BIUSHHS Ha d)apl\HKOKI/-III%;Pﬂg? c]-lgﬂli(ﬁ_uﬂ -l-rr]f)ehr TOB:
TGOq)HHHHHa, npeaHnu30Ha, npeaHn30JI0Ha, NEpOopaAIbHBIX KOHTpauCITUBOB

(3TUHUIACTPAINOI/HOPITUCTEPOH 35/1), Tepdhenaanna, TUrOKCHHA U BaphapuHa.

3nauenne AUC MoOHTelyKacTa CHIKAeTCsi MpU OJHOBPEMEHHOM Ipueme (enobapoburana
npumepHo Ha 40%, HO 3TO He TpeOdyeT U3MEHEHUN pexnma 103upoBanus npenapata CUHTYIP.
B uccnenoBanusix in Vitro ycraHoBiieHO, 4YTO MOHTeNyKacT HHruOupyet nzopepment CYP 2C8
cucteMbl ruToxpomMa P450, olHAKO MPH UCCIIEI0BAaHUH JICKAPCTBEHHOTO B3aUMOJICHCTBUS IN VIVO
MOHTEJIyKacTa M pOocUriMTa3zoHa (Merabosmsupyercs c¢ ydactuem wu3odpepmenta CYP 2C8
cucteMbl 1uToxpoma P450) ObuIO MOKa3aHO, YTO MOHTEIYKACT HE MHTHOMpOBad M30(EepMEHT
CYP2C8. Takum oOpa3om, He TpeanojiaracTcs  BIUSHUS  MOHTEIyKacra  Ha
CYP 2C8-onocpenoBanHblii  MeTabONMM3M  JICKAPCTBEHHBIX  IpemapaTtoB  (Hampumep,
MAKJIUTaKCeNa, POCUTIIUTA30HA, PETarIMHNUIA).

Wccnenosanus in Vitr0 moka3aid, YTO MOHTEIYKACT SIBISCTCS CyOCTpaToM H30(epMEHTOB
CYP 2C8, 2C9 u 3A4. [lanHbIe KIMHUYECKOTO MCCIICIOBAHUS JIGKAPCTBEHHOTO B3aMMOICHCTBHS
B OTHOIICHWM MOHTenykacta W remduOposmna (uarubutopa kak CYP 2C8, tak u 2C9)
JEMOHCTPHUPYIOT, YTO TeMPUOpOo3uII MoBbIIIAET 3(H(HEKT CHCTEMHOTO BO3/ICHCTBUSI MOHTEIYKacTa
B 4,4 paza. CoBMecCTHBIM NpueM HTpakoHa3osa, moirHoro unruouropa CYP 3A4, Bmecte ¢
reMpuOpO3UIOM M MOHTEITYKAaCTOM HE MPHUBOJAWI K JOMOJIHUTEILHOMY HOBBIIIEHUIO 3 dexTa
CHUCTEMHOI'0 BO3JIEHCTBUSI MOHTeNyKacTa. BiusHue rem@uoOpos3uina Ha CUCTEMHOE BO3JIEHCTBUE
MOHTENYKacTa HE MOXKET CUUTAThCS KIMHMYECKHM 3HAYMMBbIM Ha OCHOBAHMHM JaHHBIX 10
0€30I1aCHOCTH MPU IPUMEHEHUH B /103X, IPEBBIMIAIOLINX 0100peHHYI0 103y 10 MT 17151 B3pOCibIX
MalMeHTOB (HampuMmep, npu npuMeHeHun B go3e 200 Mr/meHp g B3pOCIbIX IMAIlMEHTOB B
teueHue 22 Henenb U A0 900 Mr/neHs B TeUeHHWE TMPUMEPHO OHOW HENeTu He HaOIoJaioch
KJIMHUYECKH 3HAaYUMBIX OTpULaTeIbHbIX 3P dekToB). Takum 06pazom, mpu COBMECTHOM IpUeMe ¢
reMpuOpo3nIOM KOPPEKTUPOBKAa J03bl MOHTeNyKacTa He Tpedyerca. Ilo pesynbraTam
uccienoBaHuii  iNVItro He mpeamosiaracTcs KIMHUYECKH 3HAYAMbBIX  JICKAPCTBEHHBIX
B3aUMOJEHCTBUIl ¢ apyrumu  u3BecTHbIMM  uHruOutopamu CYP 2C8 (mampumep, ¢
TpumeTorpumMoM). Kpome TOro, COBMECTHBI MpHEM MOHTEIYKacTa C OJHHUM TOJBKO
UTPAKOHA30JI0M HE MPUBOJIUII K CYIIECTBEHHOMY MOBBIIICHUIO 3 (heKTa CHCTEMHOTO BO3CHCTBUS
MOHTEJYKacTa.

KOM6I/IHI/IDOBaHH06 JICYCHHUEC C 6DOHXOJII/IJ'IaTaTODaMI/I

[Ipemapar  Cunrynsp  sBisercs  OOOCHOBAaHHBIM  JIONMOJHEHHWEM K  MOHOTEpaIuu
OpoHXoAMIATATOPaMH, €CIIM TOCIeNHHEe He 00eCnedYMBarOT  aJeKBAaTHOTO  KOHTPOJS
OponxuanbHOM acTMbl. [1o JMOCTHIXKEHUH TepameBTHYECKOTO 3 deKTa OT JICUSHUs MpernapaToM

CHHTYJIIp MOXHO Ha4aTh MMOCTETIEHHOE CHUKEHHUE 103bl OPOHXOIUIATaTOPOB.
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KOM6I/IHI/IDOBaHHOe JCYCHHUEC C MHTaAJIAIIMOHHBI

Jleuenue mpenaparom CHHTYISp OOCCIIEUUBACT MOTOTHUTEIBHBI TEParneBTHUECKUN IPPeKT
NalMeHTaM, TPUMEHSIONIMM HWHTASIIIMOHHBIE TIIIOKOKOpTUKOcTepouabl. [lo moctmxenuu
CTaOUITU3alMU COCTOSIHUS MO’KHO HauaTh MOCTENIEHHOE CHUYKEHUE JT03bI TNIFOKOKOPTHUKOCTEPOU 1A
noJ HaOJro/IeHneM Bpada. B HEKOTOpBIX CilydasiX JOMyCTHMa IOJHAsi OTMEHA MHTaJSIIIMOHHBIX
IIOKOKOPTUKOCTEPOUIOB, OJHAKO Pe3Kasi 3aMEHA MHTAJISILIUOHHBIX TITIOKOKOPTUKOCTEPOUIOB HA
npenapat CUHTYJISIp HE PEKOMEH/1yEeTC .

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALMS.

bepeMeHHOCTB

[Ipenapar Cunrynsip ciaeayeT NPUMEHSATh NOpU OEPEeMEHHOCTM W B TEPUOJ TPYIHOTO
BCKapMJIUBaHUS, TOJBKO ECIIH OXKUaeMasi 10Jib3a JIsi MaTepH MPEBHIIIAET MOTCHIIMATIBHBINA PUCK
TSt ToioAa WK pedenka. CorjaacHO UMEIOIIKUMCS OMyOJIMKOBAaHHBIM JaHHBIM MPOCIIEKTUBHBIX U
PETPOCTIEKTUBHBIX KOTOPTHBIX MCCIEAOBAHUN MPUMEHEHUS MOHTEIYKACTa y KEHIIUH BO BpeMs
OEpEeMEHHOCTH, Y JIETEM KOTOPBIX OIICHUBAJIUCH TSKEJbIC BPOXKICHHBIC MOPOKH Pa3BUTHUA, HE
BBISIBICHO PHUCKOB, CBSI3aHHBIX C MPUEMOM Mpemnaparta. JlocTynHble HCCIEOBaHUS HMEIOT
METOJIOJIOTUYECKUE OTPaHUYCHHS, BKJIIOYAss Majblii 00BbEM BBIOOPKH, B HEKOTOPBIX CIIydasx
PETPOCTIEKTUBHBIN COOP TaHHBIX U HECOMOCTABUMBIE TPYIIBI CPAaBHEHUSI.

JlakTanus

HewusBectHo, Bhifensercss au npenapar CHHTYJSIp ¢ TPYAHBIM MOJOKOM. [lockonbKy MHOTHE
JIEeKapCTBEHHBIE MPENapaThl BHIACIAIOTCS C TPYIHBIM MOJIOKOM, HEOOXOAUMO YYUTHIBATH 3TO MPH
Ha3HaueHuM npenapaTta CUHTYIsp B IEPUOJ IPYJHOTO BCKApMIIMBAHMUS.

4.7. Biausinde Ha CNOCOOHOCTH YIPABJIATHL TPAHCHOPTHBIMHM CPeICTBAMH M PadoTaTh C
MeXaHU3MaMH.

He oxwunaercs, yto npuem npenapara CUHTYISp, TaOIETKU KeBaTeIbHbIC, 5 MT, OyJeT BIUSAThH HA
CIIOCOOHOCTH YIPABISATH TPAHCIIOPTHBIMU CPEICTBAMH U paboTaTh C MEXaHW3MaMHU. TeM He MeHee
WHIUBUTyaTbHBIC PEAKIIMH Ha TIpenapaT MOTYT ObITh pa3iTuyHbIMU. HeKoTOphie HeXeTaTeIbHbIC
peaknuu (Takue KaK rOJIOBOKPY>KEHHE U COHJIMBOCTB), KOTOPBIE, KaK COOOIIAIOCh, OY€Hb PEIKO
BO3HUKAIU MPU MPUMEHEHHH Tpenapata CUHTYISAP, MOTYT BIHSTh Ha CIIOCOOHOCTh HEKOTOPBIX
MAIMEHTOB yIPaBIATh TPAHCIOPTHBIMU CPEICTBAMU M pabOTaTh C MEXaHU3MaMHU.

4.8. He:xxennaTesibHbIC PEAKIIUMN.

Pesrome mpodmnsg 6e30mmacHOCTH

B nenom npenapar Cunrynsip xopomo nepeHocutcs. Hexxenatensuslie peakiuu (HP) o6brano
OBIBAIOT JIETKUMHU U, KaK IMPaBHIIO, HE TpeOyIOT oTMeHBl mpenapata. OOmias yactora HP mpu
aedeHuu npenapatoM CHHTYISIp CONOCTaBHMa € MX YaCTOTOW IPH MpHeMe u1aredo.

Jlemu 6 6o3pacme om 2 00 5 nem ¢ OPOHXUATLHOU ACMMOU
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Bo3pacte oT 2xa0 Suner. B 12-nHegensHOM —miane00-KOHTPOIUPYEMOM  KIMHHYECKOM
ucciaenoBaHuu eauHcTBeHHOM HP, oneHeHHoOM Kak cCBsi3aHHAas € IPUEMOM IIpenapara,
HabOmoaBasics y >1% mnanueHToB, NpuHUMaBIINX npenapat CUHTYIIAp, U Yallle, YeM B TpYyIIe
NAIlMEHTOB, MPUHUMABIINX Iulanebo, Obula xxkaxaa. Paznuuus mo yacrore nanHoit HP mexny
JBYMS TPYIIIIaMH JICUeHHs! ObLIIM CTATUCTUYECKU HE3HAYMMBIMH.

B o0mieli cnoxHocTH 426 MAMEeHTOB B BO3pAcTe OT 2 A0 5 JIET MOJIydald JICYeHUE MPernapaTom
CuHTYJISp B TeUECHUE KaK MUHUMYM 3 MecsiteB, 230 — B TedeHue 6 MecsIeB uin 0oJiee JTUTEIbHO,
1 63 manueHTa — B TeueHue 12 mecsieB uim 6osee auutenbHo. [Ipu 6osee M TeIsHOM JIeUeHUH
npoduns HP He nsmenuncs.

Lemu 6 6ospacme om 2 0o 14 nem ¢ ce30HHbIM ANNEPRUYECKUM PUHUTNOM

B 2-nenenbHOM 1U1a11€00-KOHTPOIHPYEMOM  KIMHUYECKOM HCCIIEJOBAHUM C TPUMEHEHUEM
npernapata CUHTYISIp Ui JICUEHHUS CE30HHOIO ajUIEPTUYECKOr0 PUHUTA MPUHSIN ydacTue
280 manmenToB B Bo3pacte ot 2 1o 14 nert. [Ipenapar Cunrynsp npuHAMacs nanueHTamu 1 pas
B JICHb BEYEPOM M B LIEJIOM XOPOIIO MEPEHOCHIICS, MPOQHIb 0e30MacHOCTH mpemnapara ObLl
CXO0XHM ¢ mpodusieM 6e30nacHOCTH I1ane0o. B 1TaHHOM KIMHHUYECKOM HCCIIeIOBAaHUU HE OBLTU
3apeructpupoBanbl HP, koTtopbie Obl paclieHHBAaTUCh KaK CBSI3aHHBIE C MPUEMOM Ipernapara,
HabOmonanuch 0bl y >1% nanueHToB, npuHUMaBIIUX npenapat CUHTYISp, U Yalle, YeM B rpyIine
NAUMEeHTOB, IPUHUMABIIUX IJ1a11e00.

Jlemu 6 6o3pacme om 6 00 14 1em ¢ OPOHXUATLHOU ACMMOT

[Tpoduns 6e3omacHOCTH MpernapaTa y AeTei ObUT B IIEJIOM CXO0KHUM ¢ TIpoduiieM 6e€30macHOCTH Y
B3pOCJIBIX U COMOCTaBUM ¢ IpoduiieM 0e30MacHOCTH M1anedo.

B 8-HenenpHOM mi1ane00-KOHTPOIUPYEMOM KIMHUYECKOM HCCeoBaHUN eauHcTBeHHOUW HP,
OLICHEHHON KaK CBs3aHHas C NpHUEMOM Iipemnapara, HaOmropasuiedics y >1% manueHTos,
NpUHUMAaBIIKX npenapat CUHTYISAp, U Yalle, YeM B rpyIie NalMeHToB, IPUHUMAaBIINX Iu1anedo,
OblTa TOJNOBHass Oo0nb. Paznuyme 1o dYacToTe MEXIy IBYyMsl Tpynmamu JedeHus Obuio
CTaTUCTUYECKU HE3HAUHMBIM.

B wuccrnenoBaHusx Mo oOuneHKe Temna pocTa Npoduiab 0€30MacHOCTH y MAlMEeHTOB JaHHOMN
BO3PAcCTHOM TPYMIIBI COOTBETCTBOBAJ paHee OMMCAHHOMY Mpoduio 6e30MacHOCTH Mpemnapara
Cunrymsp.

[Tpu Gonee nnutensHOM Neuenuu (6omnee 6 mec.) nmpoduins HP He n3menuncs.

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

B nByx 12-HenenpHbIX M1a11e00-KOHTPOIUPYEMbIX KIIMHHUECKUX UCCIIETOBAHUIX C aHAIOTUYHBIM
JIA3alHOM €IMHCTBEHHbIMH HP, OLl€eHEeHHBIMM Kak CBSI3aHHbIE C IIPUEMOM Ipenapara,

HaOmromaBmecs y >1% nanueHToB, MpUHUMABIIUX npernapat CHHTYJIISAp, U Yallle, 4YeM B IpyIie
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MalMeHTOB, MPUHUMABIINX Tutaebo, Obutn O0OIh B >I<'IJ1-1L TB'—IIE';&%BIIQTGMTB ﬁaénlﬂ Izr}i o

gactoTe JaHHbIX HP Mexy 1ByMst rpynmamu jjedeHus ObUTM CTaTUCTUYECKH He3HaYMMBbIMU. [Ipu
OoJiee ATUTETHLHOM JieueHuH (B TeueHue 2 net) npoduias HP He nzmenumcs.

B3pocnvie u 0emu 6 6ospacme 15 nem u cmapuie ¢ ce30HHbIM ANNEPSULECKUM PUHUTNOM
[Ipenapar Cunrynsp npuHuMancs nanueHTaMmu 1 pa3 B JIeHb YTPOM HIIM BEUYEpPOM U B LEIOM
XOpOIIO TepeHocwiIcsa, Npopuib Oe30mMacHOCTH Tpenapata ObUl CXOXKHM € MpoduieM
Oe3omacHocTH Marne6o. B miane6o-KOHTPOIMPYEeMbIX KIMHUYECKHX HCCIEAOBAHUAX HE ObLIN
3apeructpupoBanbl HP, xotopbie Obl paclieHHBalUCh KaK CBSI3aHHBIE C MPUEMOM Ipernapara,
HabOo1anuch Obl y >1% nmanueHToB, MPUHUMABIIKX npenapat CUHTYISp, U Yallle, YeM B TPYIIe
MAIMEHTOB, IPUHUMABIINX IU1ane6o0. B 4-HenenpbHOM 11a11e00-KOHTPOIUPYEMOM KIMHUYECKOM
UCCIIeIOBaHNH TPOodIIs 0€30IacHOCTH Tpenapara ObUT CXOKMM C TAaKOBBIM B 2-HEAEIHHBIX
UCCIIeIOBaHMAX. YacToTa BO3HHMKHOBEHHS COHJIMBOCTM NpPHU IpPHEME IMpernapara BO BCEX
UCCJIEIOBAaHMIX ObLIa TAKOM e, KaK Mpu ImprueMe 1ianeoo.

B3pocnvie u 0emu 6 6o3pacme 15 nem u cmapuie ¢ Kpyeno200udHbiM aulepeuieckum puHUmom
[Ipenapat CUHTYIsp IPUHUMAJICS MAllMEHTaMH | pa3 B IeHb U B IIEJIOM XOPOIIO MEPEHOCUIICS.
[Tpoduns Ge3onmacHOCTH MpemapaTa ObLI CXOKHUM ¢ IpodriieM 0€301macHOCTH, HAOIF0IaBITUMCS
IpU JICYCHUH TAIlMeHTOB C CE30HHBIM aJNIEPTUYECKUM PUHUTOM U Mpu mpHeme Iuianebo. B
JaHHBIX KIMHUYECKMX HCCIeNOBaHUSAX He Oblmu 3apeructpupoBanbl HP, koropeie Obl
paclleHUBAINCHh KaK CBsI3aHHBIE C MPUEMOM Ipernapara, Habmomamuck Obl y >1% marueHTos,
NpUHUMABIIKX npenapat CUHTYISAp, U Yalle, YeM B TPYIIe NalMeHTOB, MPUHUMABIINX T1aeoo.
YacTora BOBHUKHOBEHHSI COHJIMBOCTH TIPH TIpUEMe TpernapaTa Oblia TaKoH ke, KaK MpH IpruemMe
mianebo.

Obobwennblll ananus pe3yibmamos KIUHUYecKux ucciedo8aHull

beum  mpoBenen  0000mieHHBIM  aHanmu3 41 miane00-KOHTPOIUPYEMOTO  KIMHHUYECKOTO
uccienoBanus (35 uccienoBaHWii ¢ ydJacTHEM TAIMEHTOB B Bo3pacte 15 mer u crapiie;
6 uccieToBaHM ¢ ydacTHEM ITallMEHTOB B BO3pacTe OT 6 1o 14 ;eT) ¢ HWCIoJb30BaHUEM
YTBEPKACHHBIX METOJOB OICHKH cyurmaaabHocTu. Cpemu 9929 manueHToB, MPUHUMABIIUX
npenapat Cunryisp, u 7780 naiueHToB, IPUHUMABIINX B JAHHBIX UCCIIEIOBAHUSX TUIa11e00, ObLT
BBISIBJICH OJIMH IMAIMEHT C CYUITUAATBHON HACTPOCHHOCTHIO B TPYIIIE MAIIMEHTOB, IPUHUMABIIIHX
npenapar Cunrynsap. Hu B omHOW W3 Tpynm JedeHHss He OBUIO COBEPIIEHO HHU OJIHOTO
caMOyOWiiCTBa, CyWIMIAIbHOW TOMBITKM WM JPYTUX TOATOTOBUTENBHBIX JICHCTBUH,
YKa3bIBaBIINX HA CYUIIUJABHOE IOBEJCHHE.

OtnenpHO OBUT TIpOBEeACH OOOOIICHHBINH aHaMu3 46 MIanedo-KOHTPOIUPYEMBIX KIMHUYECKHUX
ucciaenoBanuii (35 WicclieoBaHU € ydacTHEeM IallMeHTOB B Bo3pacTte 15er W crapiie;

11 uccnenoBanuii ¢ y4acTHEM MAllMEHTOB B BO3pacTe OT 3 MecsieB 10 14 yer) ans OLeHKH
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HEOJIaronpHUATHBIX TOBEACHUESCKUX () PEKTOB

COOTEBETCTEBYET JKCNEPTHOMY OTYETY
ot 31.07.

HIT). SBGTEERR AT G b

2023 N2 14555

B JTUX uccienoBanusx npenapar Cunrynsap, u 8827 mauueHTOB, NMPUHUMABIIMX IU1aIe0o,

IIPOLIEHT NAIMEHTOB, UMEIOIMX Kak MUHUMYM oauH HIID, cocraBun 2,73% cpenn npuHUMaBIIMX

npenapat Cunryinsap u 2,27% — cpeau TpUHUMAaBIIUX I171a11e00; OTHOILIEHHE IIAHCOB COCTaBUIIO

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

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIIN

Hexenarenpapie peakiuu (HP), o KoTOphIX cooOmIaioch B TMEPUOJ MOCTMAPKETUHIOBOTO

IIPUMCEHCHUA ITpEIiapara, I€PCUrCICHbI B Ta6J'II/II_[e HHXKE B COOTBECTCTBHUU C CUCTEMHO-OpIraHHBIMU

knaccamu u cnenupuueckumu  HP. Kareropum yacToTsl

COOTBCTCTBYIOIINX KIMHUYCCKUX I/ICCJICIIOBaHI/IfI.

OBUIM OLICHEHBI

Ha OCHOBEC

CHUCTEMHO-OpTraHHbIN KJ1acc

HexenarennHble pCaKnu

KaTeFOpHH IIEICTOTIL:I]'

WNudeknynn u nHBa3UN

WHQPEKITUN BEPXHUX

AbIXaTCIIbHBIX HYTCﬁZ

OYCHBb 4acCTO

Hapymenust co ctoponsl

IIOBBIIIICHUE CKIIOHHOCTH K

penko

VMMYHHOH CUCTEMBI

TUIICPYYBCTBHUTCIBLHOCTHU, B
TOM YHCJIC aHaq)I/IJ'IaKCI/IH

KpOBH U TUM(paTUIECKON KPOBOTEUYECHUSIM
CUCTEMBI TPOMOOIIUTONICHUS OY€Hb PEIKO
Hapyienus co ctopoHbl peakuuu HEYacTo

H03MHOPUIIbHAS
WHQHUIBTPALUS IEYCHH

OUYEHb PEIKO

[Icnxnyeckne HapylIeHNUs

HapyLIEHHUs CHA, BKIIIOYas
HOYHBIC KOIIIMAapBI,
OeccoHHMIla, COMHaAMOYJIH3M,
TPEBOXKHOCTh, BO30YKICHHE, B
TOM YHUCJIC arpPECCUBHOE
MOBE/ICHHUE WU
BpaXJeOHOCTD, JeTpeccus,
TICUXOMOTOPHAs
TUIEPAaKTUBHOCTH (BKJIIOYAs
pa3apaKUTENbHOCTD,
6ECITOKOHCTBO, TPEMOP®)

HEYacToO

HAapyLIEHUE BHUMAHUS,
HApyUIEHHUE MaMsTH, THK

penko

raJuUTIOIMHAIIH,
Ne30pueHTaIus, TucheMus
(3aukaHue), CyunuaaIbHbIC
MBICJIU U ITOBEICHUE
(CyMnmmanbHOCTB),
00CeCCUBHO-KOMITYJIbCUBHBIE
CHMIITOMBI

OYCHb PEIKO

Hapymienust co CTOpoHBI TOJIOBOKPY’KEHHE, COHIIMBOCTD, | HEYAaCTO
HEPBHOM CHCTEMBI napecTe3us/TUIeCTe3 s,

CYJIOpPOTH
HapymeHwust co cTopoHBI ydalieHHOe cepaneoneHne penko
cepaua
HapymieHust co CTOpOHBI HOCOBOE KPOBOTCUCHHE HEYacTo




COOTBETCTEBY ET_ 3K

oT t

JIBIXaTEIbHOM CUCTEMBI, CHHIPOM Qapunc-CTpdwa' ~J1EL
opranoB rpyaHoi kietku 1 | (CUC) (cm. paznen Ocobbie
CPENOCTEHUSA yKa3aHus)

JIErO4HAast 303UHOPHIIUS OUYEHb PEIKO
KenynouHo-KuieyHbIe nuapes*, romnora*, ppora’ 4acTo
HapyLICHUS CYXOCTbh CIIM3UCTOH 000JIOUKH | HEYACTO

MIOJIOCTH PTA, TUCTICTICHSI
Hapymenust co cTopoHsl MOBBIILIEHUE AKTUBHOCTHU 4acTo
MEYCHH U CBIBOPOTOYHBIX TPaHCAMHUHA3
YKETUYCBBIBOJISAIINX MTyTEH (AJIT, ACT)

renaTuT (B TOM YHUCIIE OYEHb PEAKO

XOJIECTAaTUYECKOE,

renaToLeUIIOISPHOE U
CMEIIaHHOE MTOpaKEeHUEe
MIEYEHH)

Hapyenust co ctopoHbl chImp 4acTo

KOXXHU U IIOJAKOKHBIX TKaHEH | CKJIOHHOCTH K (1)OpMI/Ip0BaHI/IIO HCYacCToO
remMaToM, KpalnMBHHUIA, 3y

AHTMOHEBPOTUYECKUM OTEK peaxko
y3JI0BaTasi dpUTEMa, OYCHb PEIKO
MHOroopMHasi 3puTemMa
Hapymenust co croponbl apTpairus, MHAJITHS, BKJIIOYasi | HEYAaCcTO
MBIIIEYHOH, CKEJIETHOU U MBIIIEYHbIE CY10POTH
COEAMHUTEIIbHON TKaHU
Hapymenus co ctopoHbl 3Hype3 y aeTei HEYacTo
MOYEK U MOUYEBBIBOISAIIUX
nyTen
OO6mue HapyumieHus 1 nmpekcus” 4acTo
peakly B MECTE BBEICHUS | aCTCHMS / IOBBIIICHHAS 4acTo

YTOMJISIEMOCTD, YYBCTBO
00IIETO HETOMOTaHHs, OTEKHU

! Kareropus yacToTsl: onpenenena ajis Kaxaoil HexenaTeabHON PeakIuK B 3aBUCHMOCTH OT
4aCTOTHI, YKa3aHHOU B 0a3e JaHHBIX KIMHUYECKUX UCCIEOBaHUM: 04eHb yacTo (>1/10), gacto
(or >1/100 mo <1/10), vewgacto (ot >1/1000 mo <1/100), penko (ot >1/10000 no <1/1000),
oueHb peako (<1/10000).

2 JlaHHas HeXeNmaTelbHAs Peakiys, KOTopas OblIa OTHECEHA K KaTETOPHH «OUYeHb YacTo» y
MAIMEHTOB, MOJMYYaBIINX MOHTEIYKACT, TAaK)Ke ObLIa OTHECEHAa K KaTeTOPHH «OYEHBb YacTo» Y
MAIMEHTOB, MOMyYaBIIUX MJ1ae00 B KITMHUYECKUX UCCIIeIOBAHUSX.
8 Kateropus 4acToThI: peaKo

4 JlanHas HexemaTeNbHAs PEaKIHs, KOTopas OblIa OTHECEHA K KATETOPUHU «YacTo» y MallieHTOB,
MOJTy4YaBIINX MOHTENYKACT, TaKkke OblJJa OTHECEHa K KaTerOpHUH «4acTo» y TalHueHTOB,
MOJIYYaBIIUX IJIa11e00 B KJIMHHUYECKUX HCCIEIOBAHUSIX.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxxHo cooOmarh 0 TOA03PEeBAEMBIX HEXKENATENbHBIX PEAKIUAX IOClIe PETUCTpalluu
JIEKapCTBEHHOTO Tpernapara ¢ 1elbio 00ecrnevyeHrs HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauiMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs

coo01aTe O JIIOOBIX TMOJ03pPEBAaEMbIX HEXKENATENIbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipemnapara



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 31.07.2023 N= 14555 N

4yepe3 HallMOHAIBHBIE CUCTEMBI COOOITIEHUS O emenaTéElﬁ;'{:I;f;I %ﬁﬁsﬁgﬂﬁvﬁ;ﬁo&% yrénon

EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccus

Ynonnomouennas opeanuzayus: @edepanvras cayicoa no Hao3opy 6 cghepe 30pagooxparHeHus
Aopec: 109012, . Mocksa, Cnasanckas niowaos, 0. 4, cmp. 1

Tenegon: +7 800 550 99 03

Dnekmpounas nouma.: pharm@roszdravnadzor.gov.ru

Caum 8 UHOPMAYUOHHO-MENEKOMMYHUKAYUOHHOU cemu «HUnmepnemy.:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka.

CumMnTOMBI

CHUMINITOMOB MEPEI03UPOBKU HE HAOIIOAANIOCH B X0/I€ KIIMHUYECKUX MCCIEI0BAHUHN JITUTEIILHOTO
(22 Henenn) neueHUs B3POCIBIX OOJIBHBIX OPOHXHAIBHON aCTMOM ¢ CyTOYHBIMH 103aMHU
npenapara Cunryssip 10 200 mr, 1160 B X0/1€ KOPOTKUX (0KO0JIO 1 HEnenn) KITMHUYECKUX
MCCJIEI0BAHUM C CyTOUYHBIMU J03aMu 710 900 mr.

HNmenu mecto ciayyan octpoil mepeno3upoBku (mpuem He menee 1000 mr mpenapara B CYTKH)
npernapatoM CHHTYJISIp B MOCTPETMCTPAIMOHHBIA TMEPUOI U BO BpeMs KIMHHUYECKHX
UCCIIIOBAaHMI Y B3POCIBIX U ieTeld. KiimHiueckue u 1abopaTtopHbie TaHHBIE CBUICTEIHCTBOBAIN
0 CONOCTaBUMOCTH mpoduiei OezonmacHocTu npenapara CUHTYISp y JA€Ted, B3pOCIbIX U
MOKUJIBIX ManeHToB. Hanbomnee yacThiMu HEXKeNMATEIbHBIME PEAKIIUSIMU OBUTH YyBCTBO YKaXKIbI,
COHJIMBOCTb, PBOTA, ICUXOMOTOPHOE BO30YXJeHHE, TOJIOBHAs 00Jb U 00Jb B JKHMBOTE. J[aHHBIE
He)KeJlaTeJIbHbIE peakliy CoriacyloTcs ¢ npoduieM 6e3onacHOCTH npenapara CUHTYISP.
Jleuenune

Her cnennduunoit nHpopMaruu o JeueHun nepeao3upoBku mnpenaparom Cunryssp. Jleuenue B
cilydae OCTpOH Mepe03UPOBKH CUMITOMATHYECKOE.

Janubix 00 3 PexkTUBHOCTH NEPUTOHEATLHOTO TMaIN3a WM TeMOANATIN3a MOHTEITyKacTa HeT.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHAMHYeCKHe CBOIiCcTBA.

dapmakoTepaneBTHUECKasi TpPyMNa: CpeAcTBa JUId JIeUeHUs] OOCTPYKTHBHBIX —3a00JIeBaHMiA
TBIXaTeNbHBIX TyTEH; NpyrHe CpeicTBa CHCTEMHOTO NEWCTBHS UIS JICYEHHS OOCTPYKTUBHBIX
3a00JIeBaHMI TBIXaTEIBHBIX ITyTEH; OJI0KaTOPBI JISMKOTPHUEHOBBIX perienTopos, kox ATX: RO3DCO3.

Mexanu3M JeCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTLI

[Mucreunun nevikotpueHbl (LTCs, LTDs, LTEs) sBASIOTCS CHJIBHBIMH MEIHATOPAMHU
BOCMAJIEHUsI — DIIKO3aHOMIaMHU, KOTOPBIE BBLICISIOTCS Pa3HbIMH KJIETKaMH, B TOM YHCIE

TYYHBIMH KJIICTKaMHU H 3031/IHO(1)I/IJ'IaMI/I. OTH BaKHEIC MpoaCTMAaTUICCKUE MECOANATOPBI
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 31 ':I._:::IE.EE M2 14: 39 N
CBSI3BIBAIOTCS C IMCTEHHWI JICHKOTPHEHOBBI peueﬁ%ﬂ%ﬁ%gﬁﬂh Hﬁé'ﬁIIo_'th etroBbIe

perentopsl 1 Tuna (CysLTi-peuenTopbl) NpUCYTCTBYIOT B JAbIXaTeIbHBIX MyTSIX YeJoBeka (B
TOM 4YHCJI€, B KJIETKAX IVIQJAKUX MbIIIL OPOHXOB, Makpodarax) U Apyrux KiIeTKax MpOBOCHAJICHUS
(Bitouast 303MHO(GMIBI UM HEKOTOpble MMEJIOUAHBIE CTBOJOBbIE KIETKH). llucremHun
JEUKOTPUEHBI KOPPEIUPYIOT € MaTo(u3nonorueil OpOHXHMAIbHOW acTMBI U aJUIEPTrHYECKOTrO
punuta. Ilpm actme neHKOTpHEH-OMOCpeaOBaHHBIE A(PQEKTH BKIIOYAIOT OpOHXOCHA3M,
YBEJIMUEHHUE CEKPELMH CIIM3H, IIOBBILICHUE IIPOHULIAEMOCTH COCYZ0B M YBEIMYEHUE KOJIUYECTBA
s03uHOGWIOB. Ilpu amnepruyeckoM pHHHUTE MOCIE€ BO3JIEHCTBHS ajulepreHa MPOUCXOIUT
BBICBOOOXKJICHHE IIMCTEMHWI JICHKOTPHEHOB W3 MPOBOCHAIUTENBHBIX KIETOK CIU3UCTON
000JIOYKM TOJIOCTH HOCAa BO BpEMsl paHHEH W MO31HEH (a3 aiepruuecKoi peakiuH, YTO
HPOSIBIISIETCS, CHMITOMAaMHM ajljiepruyeckoro puHuta. Ilpu uHTpanasanbHOM npobde ¢ HUCTEnHMI
JeUKOTpUEeHAMH ObIJIO IPOJAEMOHCTPHUPOBAHO IMOBBIIIEHUE PE3UCTEHTHOCTH BO3yXOHOCHBIX
HOCOBBIX ITyTE€H M CHMIITOMOB Ha3aJIbHOM OOCTPYKITUH.

MoHTEenyKacT — BBICOKOAKTUBHOE IPH IPUEME BHYTPb JIEKAPCTBEHHOE CPEACTBO, KOTOPOE
3HAUUTENIBHO YJIydYIlaeT IIOKa3aTeld BOCHaJeHus Npu OpoHxuanpHOW actme. [lo maHHBIM
OMOXMMHUYECKOTO U (PApMAKOIOIMYECKOrO aHajau3a MOHTEIYKAacT C BBICOKUM CPOACTBOM U
nu3buparenbHocThiO cBsi3biBaeTcst ¢ CysLTi-penientopamu, He B3aUMOJEHCTBYS C JAPYTUMHU
(GapMaKkoJOTMYECKH Ba)XKHBIMU  pPELENITOpaMU B JAbIXaTEIbHBIX MYyTAX (TakKMX  Kak
IpOCTarJlaHAMHOBBIE, XOJMHEPTUYecKue Win [-agpeHepruyeckue peuenTopsl). MoHTelyKacT
UHTUOMpyeT (u3noIoruueckoe AecTeue nucTenHUIoBbIX jJedkoTpueHoB LTCys, LTDs u LTE4
nytem cBs3biBaHusg ¢ CysLTi-penentopamu, He oOKa3biBasi CTUMYJIHMPYIOIIErO AEWCTBUS Ha
JTaHHBIE PELIETITOPHI.

MonTtenykact unrubupyer CysLT-pernientopsl B AbIXaTENbHBIX IMYyTSX, YTO MOATBEP)KIAETCS
CHOCOOHOCTBIO OJIOKMPOBATh pa3BUTHE OpOHXOCMa3Ma B OTBET Ha BAbixaHue LTD4 y manuenTos
¢ OponxuanbHOW acTtMoil. Jlo3pl 5 Mr JocTarodyHo i KyNHpPOBaHHUS OpoHXOcCIHaszMma,
uHayuuposanHoro LTDa.

MoHTenyKacT BbI3bIBACT OPOHXOMIIATAIIMIO B TE€UEHUE 2-X YaCOB I10CIIE TPUEMa BHYTPb U MOXKET
JIOTIONTHATH OPOHXOIMIIATAINIO, BEI3BAHHYIO [32-aIpeHOMHUMETHKAMHU.

5.2. ®apmakoKHHeTHYECKHE CBOMCTBA.

AGcopbuus

MonTenykact ObICTPO M MPaKTUYECKU IOJHOCTHIO BCAcChIBaeTcs IMocie npueMa BHYTpb. [lpu
IpreMe HaTOLIaK TabJIETOK XKeBaTelIbHbIX 5 MI MakcuMalbHasi KOHIEHTpanus (Cmax) Y B3pOCIBIX
nocturaetrcs udepe3 2 yaca. CpeaHsisi OMOAOCTYMHOCTb NPH NpPHEME BHYTPhH cocTaBiseT 73%.
[TpreM Uiy HE OKa3bIBAET KIMHUYECKU 3HAYUMOTO BIMSHMS TP [UIUTEIBHOM IIPUMEHCHHH.

Pacnopenenenue
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 31 ':I._:::IE.EE M2 14: 39 N
MoHTeTyKacT CBA3bIBAETCA ¢ GeIKaMH IJ1a3Mbl KPOBH 00, e ﬁe—llggi*@%T@%lE;H}:ﬁagﬁﬁén'c'féHnﬂ

MOHTEJYKAacTa B COCTOSSHUU PaBHOBECHOM KOHLIEHTPALMU COCTABIIAET B cperHeM §-11 muTpos.
HccnenoBanus ¢ pailni0aKTUBHO MEUYEHBIM MOHTEIYKACTOM, IPOBECHHbBIE HA KPBICAX, YKA3bIBAIOT
Ha MUHUMaJbHOE IIPOHMKHOBEHHE depe3 remarosHuedanuueckuit Oaprep. Kpome Toro,
KOHIIGHTpallM MEUYEHOI'o IpenapaTa yepe3 24 yaca 1ocie BBEJEHUs ObLIM MUHUMAJIbHBIMU BO
BCEX JIPYI'MX TKAHSX.

Buorpancdhopmarus

MoHnTenykacT akTHUBHO MeTabonusupyercsa. Ilpu wuccnenoBaHuu TepaneBTHYECKMX 03 Y
B3pOCHBIX M JIeTeH KOHLEHTpalus MeTabOJMTOB MOHTENyKacra B PaBHOBECHOM COCTOSIHUU B
I1a3Me He ONpeAesieTcsl.

HccnenoBanus inVIitro ¢ ucnosib30BaHMEM MHKPOCOM II€YCHU 4YEJIOBEKa IOKa3ad, 4YTO B
MeTa0oIM3Me MOHTENYKacTa y4acTBYIOT u3odepMeHThl nuTtoxpoma P450: 3A4, 2C8 u 2C9.
CornacHo pe3yJbTaTaM HCCICOBaHUil, MPOBEACHHBIM iN VItr0 B MUKpOCOMaXx MEYCHHU YelIOBEKa,
MOHTEIIYKACT B TEPANEBTUYECKOW KOHIICHTPALIUHU B TUIa3Me KPOBU HE HHTHOUPYET N30(EpMEHTHI
mutoxpoma P450: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

OIUMUHAIMA

[Tna3MeHHBIN KIMPEHC MOHTENyKacTa y 3J0POBBIX B3POCIBIX COCTABISAET B CpeHEM 45 MJI/MUH.
[Tocne mpueMa BHYTph paIMOAKTUBHO MEUYEHOTO MOHTETyKacTa 86% ero KoJn4ecTBa BHIBOJIUTCS
¢ KaJioM B TeueHue 5 aueit u menee 0,2% — ¢ MOYOMH, YTO MOATBEPIKIAET, YTO MOHTEIYKACT U €r0
METa0O0IUTHI SKCKPETUPYIOTCS IOUYTH UCKITIOUUTENBHO C JKETYbIO.

ITepron momyBBIBEAECHHUSI MOHTEIYKACTa Y MOJIOJBIX 3JOPOBBIX B3pPOCIBIX COCTABIIAET OT 2,7 10
5,5 yacoB. ®apMaKkOKMHETHKA MOHTEIYKAacTa COXpaHseT MPAaKTUYECKU JTUHEHHBIN XapakTep npu
npueMe BHYTph 103 cBbimie 50 mr. [Ipu mpueme MoHTenyKacTa B YTPEHHUE U BEUYEPHHE HacChl
pasnnuuii papmakokuHeTHkH He Habmogaercs. [Ipu mpueme 10 Mr moHTenmykacta 1 pa3 B CyTKH
HaOmronaeTcst ymepeHHas (0kono 14%) KyMyJsisiius akTHBHOTO BEIIECTBA B IJIa3Me.
Oco0enHocTH (hapMaKOKWHETUKU Y Pa3IMYHBIX ITPYII MallHEHTOB

Ion

@dapMaKOKMHETHKA MOHTEIYKACTa Y )KEHIIUH U MY>KUUH CXOAHAs.

THoxcunvie nayuenmoi

[Ipu omHoOkpaTHOM mpueMe BHYTpb 10 Mr MoHTenykacTa (apMaKOKHMHETHYECKUH Mpoduib u
OMOJOCTYTHOCTh CXOJIHBI Y MOXKMJIBIX M TAIIMEHTOB MOJIOAOTO Bo3pacTa. [lepros nmomyBbiBeieHUs
MOHTEJYKAacTa U3 IUIa3Mbl HECKOJIBKO JJIMHHEE Y MOKUIBIX Jitoael. Koppekuun 103bl npenapara
y MOXWIBIX JIOJICH He TpeOyeTcs.

Paca

He BbIsiBIEeHO pa3nuuuii B KIMHUYECKH 3HAUMMBIX (apMakoKuHeTHUecKux sddexrtax y
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COOTBETCTBYET 3KCNEPTHO
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(MOCNEQCBATENEHOC T:u- 0003)

MY OTUETY

ManucHTOB pa3JIMYHBIX pac.

Ileuenounas neoocmamounocmeo

Y DauMeHTOB € MNEYEHOYHOM HEIOCTATOYHOCTBIO JIETKOM U CPEIHEN CTENEHU TSHKECTH H
KIMHUYECKHUMH TPOSIBJICHUSAMHM LHUPPO3a I[EYEHH OTMEYEHO 3aMeJJIeHHe MeTaboau3Ma
MOHTEJYKacTa, CONPOBOXKIAIOLIEECs] YBEJIWYEHHEM IUIOMAad Mol (hapMaKOKMHETHYECKON
KpuBOH «koHUeHTpanus-spems» (AUC) npubausutensHo Ha 41% mocine oAHOKpaTHOTO MpreMa
npenapata B 103¢ 10 mr. BeiBeieHue MOHTeTyKacTa y 3TUX MallMeHTOB HECKOJIBKO YBEITHMYUBACTCS
10 CPaBHEHHUIO CO 3J0POBBIMH CYOBbEKTaMH (CpeIHEE BpeMs IOJyBbIBeACHHS — 7,4 4aca).
V3MeHeHus 103l MOHTENIyKacTa ISl MallMeHTOB C MEYEHOYHOH HEJOCTATOYHOCTHIO JIETKOW U
CpeIHEel CTeNeHH! TshKeCcTH He TpeOyeTcs. JJaHHbIX 0 XxapakTepe (hapMaKOKHHETHKH MOHTEITyKacTa
y TMAalKMEHTOB C TSKEIOM IeYEeHOYHOW HEeAO0CTaTOYHOCThI0 (Oosnee 9 OamioB mo Ikaie
Yaitna-ITsr0) HerT.

Iloueunas nedocmamounocms

[TockobKY MOHTEIIYKAaCT M €ro MEeTa0OJHUTHI HE SKCKPETUPYIOTCS ¢ MOYOH, (papMaKOKHHETHKA
MOHTEJYKacTa y NAlUEHTOB C [TOYEYHON HEJOCTaTOYHOCThIO HE oleHuBanach. Koppekruposka
JI03BI TIperapaTa JUisl 3TOH rPpyIIbI MAlMEeHTOB He TpedyeTcs.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BCIOMOraTe/ibHbIX BelIECTB.

MaHHHTOJ

LEJUTI0JI03a MUKPOKPUCTAJUTNYECKast

TUIPOJI032a (TUAPOKCUIIPOIMIILEIIIIONI03a)

JKene3a OKCUJL KpaCHBIN

HaTpUs KPOCKapMesuio3a

BUIIIHEBBIM apoMaTnu3aTop

acmaptam

MarHusi creapat

6.2. HecoBMeCTHMOCTb.

He npumennmo.

6.3. Cpok roqHocTH (CpOK XpaHeHus ).

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IIPH XPAHEHUH.

Xpanuts npu Temnepatype 15-30 °C B 3aluIIeHHOM OT BJIard U CBETa MECTE.

6.5. XapakTep u coaepkaHue NePBUYHOH YIIAKOBKH.

[To 7 nunu 14 TabieTok keBaTenbHbIX 10 5 Mr B Onrctep u3 [IBX-amomuaueBoit ¢onbru. 1, 2

win 4 6aucTepa B KapTOHHYIO MAYKy C MHCTPYKIIMEH 10 MPUMEHEHHUIO.
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6.6. OcoOble Mepbl NPEIOCTOPOKHOCT npu' | Yittowetir | Gicnbde3osaknoro

JIEKAPCTBCHHOI'0 npemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mocJjie NMPUMEHECHUSA

JIEKAPCTBCHHOI'O IIpenmapara, 1 Apyrue MaHMIyJAlUU C MpernapaTom.

Becw ocraBmmiics J'ICKapCTBeHHHﬁ mnpenapar 1 OTXOAbI CIICAYET YHUUTOXUTh B YCTAHOBJICHHOM

MOPsIIKE

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

yi. Tumypa @pynse, a. 11, cTp. 13

r. MockBa, Poccus, 119021

7.1. IlpeacTaBuTeNb AEpKATE/S] PETHCTPALMOHHOIO YI0CTOBEPEeHHUS.

[Iperen3uu norpedbuTee HAIPaBIATh 10 AAPECY:

Poccus

00O «Opranon»

yi. Tumypa @pynze, 1. 11, ctp. 13.
r. Mocksa, 119021

ten.. +7 (495) 41158 85

8. HOMEP PET'HCTPALHIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHON PETUCTPALIMUA (IIOATBEPXKJIEHHUSA PETMCTPAIIUU,
INEPEPETUCTPAIIN)

JlaTa nepBUYHON pEruCTpalun

10. TATA IEPECMOTPA TEKCTA

OO61mas xapaKTepuCTHKa JeKapCTBEHHOTo npenapata CUHTYJSp AOCTYIIHA HA HH(OPMALMOHHOM

nopraje EBpa3HﬁCKOTO 9KOHOMHUYECCKOIo COor3a B I/IH(I)OpMaI_II/IOHHO-KOMMyHHKaHHOHHOﬁ CETHU

«uTepuer» http://eec.eaeunion.org/
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