COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 31.07.2023 N= 14553
(MOCNEOCBATENEHOCTE 0003)

HNHCTPYKIUSA
10 MeUIMHCKOMY NPUMEHEHHIO JIEKAPCTBEHHOI0 Mpenapara

Cunryasp®

PETUCTPAIIMOHHBIN HOMEP: JITT-Ne(002936)-(PT-RU)

TOPTOBOE HAUMEHOBAHUWE: Cunryasp®

MEKAYHAPOJAHOE HEITATEHTOBAHHOE HAUMEHOBAHMUE: moHTenykacT
JIEKAPCTBEHHAS ®OPMA: TabneTKku KeBaTelbHbIe

COCTAB

1 TabJeTka KeBaTeJIbHASA COJEPIKUT:

AxmueHoe sewjecmeo: MOHTEIIYKACT HaTpus 5,2 MT (SKBUBaJIEHT 5,0 MI CBOOOTHOM KHUCIIOTHI).
Bcnomoeamenvuvie sewpecmea: mannuton 201,35 mr, nemirono3a MHUKPOKPHUCTALUIMUECKAs
66,0 Mr, rumposioza (THIpPOKCUIIpoNIIILEeNIona03a) 9,0 Mr, >xeneza okcuj KpacHbii 0,45 mr,
HaTpusi Kpockapmeiio3a 9,0 Mr, BUIIHEBBIM apomaru3arop 4,5 mr, acnapram 1,5 Mr, MarHus
creapar 3,0 mr.

OIIMCAHHUE

Po3oBble, Kpyrible, ABOSKOBBITYKIbe TaOneTku ¢ BbyaaBieHHOM Hanmucbio SINGULAIR nHa
onHoM ctopone u MSD 275 na apyroii cropone.

DAPMAKOTEPAIIEBTUYECKASA I'PYIIIIA

CpenctBa Ui JieueHHsT OOCTPYKTHBHBIX 3a00JICBaHMM JIbIXaTeIbHBIX ITyTEH; Ipyrue CpencTBa
CHCTEMHOTO JCHCTBUS sl JIeUeHHsI OOCTPYKTUBHBIX 3a00JICBaHUI JbIXaTeIbHBIX ITyTeH; OJI0KaTOPhI
JIEMKOTPUEHOBBIX PELIENTOPOB.

KO/ ATX: RO3DCO03

®APMAKOJIOTHYECKHUE CBOMCTBA

DapMakoIMHAMUKA

Hucrennun neiikorpuensl (LTC4, LTD4, LTE4) sBasitoTCS CUIBHBIMH  MEIHMATOPAMH
BOCHAJIEHUS — D3WKO3aHOMAAMH, KOTOPBIE BBIACIAIOTCS pa3HbIMU KJIETKaMH, B TOM YHCIIE
TyYHbIMM KJIETKAaMH M D303WHOPWIAMU. OTH BaXKHBIE MPOACTMATUYECKHE MEIUATOPHI
CBA3BIBAIOTCA C LUCTEMHWI JIEHKOTPUEHOBBIMU perentopamu. LlucTemHus neiKOTpHEeHOBBIE
peuentops! 1 tTuna (CysLTi-perientopsl) NpUCYTCTBYIOT B ABIXAaTENIBHBIX My TSIX YEJIOBEKA (B TOM
yHclie, B KJIETKaxX TIaJKUX MBI OpoHXOB, Makpodarax) M IpYrux KIeTKax MpPOBOCIHATICHHUS
(Bkmroyast 203MHOGWIBI M HEKOTOPbIE MHEJIOMAHbIE CTBOJOBbIE KieTku). LlucrenHun
JEUKOTPUEHBI KOPPEIHUPYIOT € MaTo(u3nonorueil OpoHXMATbHOW acTMBI U aJUIEPTHYECKOTrO

punura. Ilpm actMe JeHKOTpUEH-OMOCPEAOBaHHBIE H(PQEKTH BKIOYAIOT OpPOHXOCIA3M,
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YBCIUUYCHUEC CCKPCUUHN CIIU3U, ITOBBIMICHUC ITPO

s03uHOGMIOB. [IpM amiepruyeckoM pHHUTE TOCIE BO3JEHCTBHS ajulepreHa MPOMCXOIUT
BBICBOOOXKJICHHE ITUCTEUHWI JIEHKOTPUEHOB M3 MPOBOCHIAIUTENBHBIX KIETOK CIM3UCTOM
000JI0YKHM TIOJIOCTH HOCAa BO BpeMs paHHEH M mo3gHed (a3 ammepruyeckod peakiuu, 4TO
IPOSIBIISIETCS. CHMITOMAaMHM ajiepruueckoro punuta. Ilpu uHTpaHaszaabHON npode ¢ LUCTEHHUII
JeUKOTpUEHAMH OBIJIO TPOJAEMOHCTPUPOBAHO IOBBIIMICHUE PE3UCTEHTHOCTH BO31YXOHOCHBIX
HOCOBBIX ITyTE€W U CUMIITOMOB HAa3aJIbHON OOCTPYKITUH.

MoHTenyKacT — BBICOKOAKTUBHOE IIPH INPUEME BHYTPb JIEKAPCTBEHHOE CPEICTBO, KOTOPOE
3HAUUTENNBHO YJIyYIIaeT I10Ka3aTeJd BOCHAJIEHUs INpH OpoHxuanbHOM actme. [lo maHHBIM
OMOXMMHUYECKOTO U (PapMaKOJOTHUECKOTO aHajlNu3a MOHTEIYKACT C BBICOKMM CpOJICTBOM H
u3bupatenbHocThio cBsi3biBaeTcs ¢ CysLTi-penentopamu, He B3aMMONEHCTBYS C JAPYTHMH
(apMakoJOTM4eCKH BaXKHBIMM  PELENTOpPaMH B  JbIXaTelIbHBIX MyTAX (TakuX  Kak
IPOCTarJIaHAMHOBBIC, XOJIMHEPIUYecKre WK [B-agpeHepruyeckue peuentopsl). MoHTelyKacT
UHTUOHMpYeET (PU3MOJIOTHUECKOE JeicTBUE IUCTeMHMIOBBIX JeikorpueHoB LTCs, LTD4 u LTE4
nyreMm cBs3biBaHud ¢ CysLTi-penentopamu, He OKasblBas CTHUMYJIMPYIOIIETO IEHCTBUS Ha
JaHHBIE PELIETITOPBI.

MonTtenykact uHruOupyer CysLT-penientopsl B IBIXaTE€NbHBIX IMYTAX, YTO IMOATBEPKIACTCS
CIOCOOHOCTBIO OJIOKMPOBATh pa3BUTHE OpOHXOCMa3Ma B OTBET Ha Bibixanue LTD4 y manneHToB
¢ OponxuanbHOM actmMol. Jlo3pl 5 Mr gocTaToyHO [Uisi KyNHpOBaHUS OpoHXOcmasma,
MHAyuupoBaHHOTO LTD4.

MoHTenmykacT BbI3bIBa€T OPOHXOAMIIATALIMIO B TEUEHUE 2-X YaCOB M10CIIE TPHEMA BHYTPb U MOXKET
JIOTIONTHATH OPOHXOIMIIATAIINIO, BEI3BAHHYIO [32-alpeHOMUMETHKAMH.

DapMaKOKHHETHKA

Bcacviganue

MoHTenykacT ObICTPO M NMPAKTUYECKU IMOJHOCTBIO BCAchIBaeTCs Iocie npuema BHYTpb. [lpu
IpreMe HaTOIIaK Ta0JIETOK KeBaTEIbHBIX 5 MI' MakcuMalibHasi KOHUEHTPAIMS (Cmax) Y B3pOCIBIX
nocturaetrcs uepe3 2 yaca. CpeaHsis OMOAOCTYHNHOCTh NMPH IpUEMe BHYTpPh cocTaBiseT 73%.
[TpreM Uiy HE OKa3bIBACT KIMHUYECKU 3HAYMMOTO BIUSHUS NP JUTUTEIBHOM IIPUMEHEHHH.
Pacnpeodenenue

MoHTenmyKkacT CBsI3bIBaeTCs ¢ OeJIKaMu I1a3Mbl KpoBH Oosiee ueM Ha 99%. O0beM pacrpeesieHust
MOHTEIYKAcTa B COCTOSIHUM PAaBHOBECHON KOHLIEHTPALIMU COCTABIISIET B cpelHeM §-11 muTpos.
HccnenoBanus ¢ paliOaKTUBHO MEUYEHBIM MOHTEIYKacTOM, IPOBECHHBIE HA KPBICAX, YKa3bIBAIOT
Ha MUHUMAaJIbHOE IIPOHMKHOBEHHE depe3 remaro’Huedanuueckuii 6Gapwep. Kpome Toro,
KOHIIGHTPALlM MEUYEHOI'o IpemnapaTa yepe3 24 yaca 1ocie BBEACHHs ObLIIM MUHUMAJIbHBIMU BO

BCEX JAPYI'UX TKAHSIX.
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MoHTenykacT akTUBHO MeTabonm3upyercs. [Ipu uccienoBaHWM TEpareBTUYECKUX 03 Y
B3POCIIBIX M JIeTE€H KOHIIEHTPALHUsS METa0OJMTOB MOHTEIyKAacTa B PAaBHOBECHOM COCTOSHUU B
I1a3Me He ONpeaessieTcs.

HccnenoBanus in vitro ¢ WCHOIb30BAaHHEM MHUKpPOCOM II€UEHHM 4YeJOBEKa IOKa3alld, 4TO B
MeTa0oJIM3Me MOHTEIYKacTa Y4acTBYIOT u3odepMeHThl nuToxpoma P450: 3A4, 2C8 u 2C9.
CornacHo pe3ynbTaTaM MCCIEI0BAaHUM, IPOBEICHHBIM i71 Vitr0 B MUKPOCOMAXx IIEUYEHU YEIIOBEKA,
MOHTEJYKACT B T€paNeBTUUECKONW KOHLEHTPALIUHU B IJIJa3Me KPOBU HE HHTUOUPYET U30(pepMEHTHI
nutoxpoma P450: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

Buiseoenue

[Tna3MeHHBI KIMPEHC MOHTEIYKACTa Y 3J0POBBIX B3POCIBIX COCTABIISAET B CpeHEM 45 MII/MUH.
[Tocne npueMa BHYTph pPalMOAKTUBHO MEYEHOI0 MOHTEIyKacTa 86% ero KoJ1m4ecTBa BbIBOJUTCSA
¢ KajioM B TeueHue S5 aaei u menee 0,2% — ¢ MoO4Oi, 4YTO MOATBEPIKIAET, YTO MOHTEIYKACT U €r0
METaOOHUTHI SKCKPETUPYIOTCSI MOYTH UCKITIOYUTEIBHO C KEITYbIO.

[lepuoa monyBbIBEICHUSI MOHTEIYKACTa Y MOJIOABIX 3JJOPOBBIX B3POCIBIX COCTABISET OT 2,7 10
5,5 yacoB. @apMaKOKUHETUKA MOHTEIIYKAaCTa COXpPaHSET MPAKTUYECKU JIMHEHHBIA XapakTep Mpu
npueMe BHYTph 103 cBbiie 50 mr. [Ipu mpueme MoHTenykacTa B YTPEHHHUE M BEUEpHHUE YaChl
pasnuunii papmakokuHeTuku He HaOmonaercs. [Ipu npueme 10 mr MmoHTenykacTa 1 pa3 B CyTKH
Habmo1aeTcst ymepeHnHas (oxoio 14%) KyMyJisius akTUBHOTO BEIIECTBA B IJIa3Me.
Ocobennocmu hapmakoKunemuku y paziudHulX 2pynn nAyUeHmos

Llon

dapMaKOKMHETHKA MOHTEIYKACTa Y )KEHIIIMH U MY>KYUH CXOJHAsI.

Toowcunvle nayuenmoi

[Ipu omgHOKpaTHOM TprieMe BHYTph 10 Mr mMoHTenmykacta (papMaKOKHHETHYECKUN MpOdUIL H
OMOJOCTYTHOCTh CXOJIHBI Y MOXKIIIBIX M AIIHEHTOB MOJIOA0Tr0 Bo3pacTa. [lepros momyBsiBeieHUS
MOHTEJYKacTa U3 IU1a3Mbl HECKOJIBKO JJIMHHEE Y MOKUIIBIX Jroaei. Koppekuuu no3bl npenapara
y MOXWIBIX JTIOJEH He TpeOyeTcs.

Paca

He BbIsiBIEHO pa3nuuuii B KIMHUYECKH 3HAYMMBIX (DapMakOKMHETHYeCKHX 3ddexrax y
ManuCHTOB pa3JIMYHBIX pac.

Ileyenounas nedocmamounocms

VY nanMeHToB € NEYEHOYHOM HEIOCTAaTOYHOCTHIO JIETKOW M CpPEOHEW CTENEHH TSKECTH |
KIMHUYECKUMHU TPOSBICHUSMU IIMPpO3a TII€UYEHH OTMEUEHO 3aMeJIeHHe MeTaboam3Ma
MOHTENYKACTa, COMPOBOXKIAIONIEECS] YBEIWYCHHEM IUIOMAI Mol  (hapMaKOKMHETHIECKOU

KpuBoi «koHUeHTpanus-spems» (AUC) npubausutensHo Ha 41% mocie ogHOKpaTHOTO MpueMa
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npenapara B 103¢ 10 Mr. BelBeieHHe MOHTETYKACTa THK HATTHE T O HeCROIARO YBEAHibAE TCS

0 CPaBHEHHWIO CO 3J0POBBIMU CYOBEKTamMH (CpeaHee BpeMsi TONyBbIBeNeHUs — 7,4 yaca).

N3menenust 1036l MOHTEIyKAacTa JJisi MAIMEHTOB C MEYCHOYHOW HEIOCTATOYHOCTBHIO JIETKOH H
CpPEIHEeH CTEeNeH! TSHKECTH He TpedyeTcs. JJaHHBIX 0 XapakTepe (hapMaKOKHHETUKH MOHTEITyKacTa
y TAIMEeHTOB C TSHKEJIOW TEYEHOYHOM HEJ0CTaTOYHOCThIO (Oosnee 9 OayioB 1o Imikanie
Yaiina-I1e0) Her.

Toueunas nedocmamounocms

[TockonbKy MOHTENYKAcCT M €ro MeTabOJUThI HE SKCKPETHPYIOTCS C MOUYOM, (papMakOKHMHETHKA
MOHTEJYKacTa y MalMeHTOB C MMOYE€YHOW HEJOCTaTOYHOCThIO HE olleHuBajach. KoppekTupoBka
JI03BI TIperapaTa JiIsl 3TOU TPYIIbI MalMEeHTOB He TpeOyeTcs.
MNOKA3AHUSA K MIPUMEHEHUIO
e [IpodmrakTuka u AIUTETHHOE JICUCHUE OPOHXHAIBHON aCTMBI Y JIET€H B Bo3pacTte oT 6 10
14 ner, BKiIIOYAs MpenyNpexJCHUE MHEBHBIX W HOYHBIX CHMIITOMOB 3a00JeBaHUS,
JedyeHrne OpOHXHAJIbHOW acTMbl y TMAlMEHTOB C IOBBIIMIEHHON YyBCTBUTEIBHOCTHIO K
AlETWICATUIIMIOBOM  KHUCIOTE M NpeaynpexaeHne OpoHXocma3Ma, BbI3BAHHOTO
bu3nYECKOI Harpy3KOU.
e KymupoBaHue THEBHBIX M HOYHBIX CHMIITOMOB CE30HHOTO W/WJIM KPYTJIOTOJAUYHOTO
aJJIEpruueckoro puHUTa y Aeteil B Bo3pacte ot 6 1o 14 ner.
MPOTUBOIIOKA3AHUSA
e [loBblieHHas: 4YyBCTBUTEIBHOCTD K JJIOOOMY M3 KOMIIOHEHTOB Ipenapara.
e Jlerckuii Bo3pacT 10 6 JerT.
e  (DCHUIKETOHYpUS.
NPUMEHEHUE I@PU BEPEMEHHOCTU W B [INIEPHUOJ TPYJHOI'O
BCKAPMJINBAHMUSA
[penapar Cunrynasp® cruemyeT HpPUMEHATH TP OEPEMEHHOCTH M B IIEPUOJ TPYIHOTO
BCKapMJIUBaHUSs, TOJIBKO €CIIM OXKHUJaeMasi M0Jib3a AJIsi MAaTepU MPEBBIIIAET MOTEHIUATBHBIN PUCK
TSt To101a Ui pebenka. CormacHO MMEIOIIMMCS OITyOJIMKOBAHHBIM JTAHHBIM MPOCTIEKTUBHBIX H
PETPOCTIEKTUBHBIX KOTOPTHBIX MCCIIEIOBAHUM MPUMEHEHUS] MOHTEIYKACTa Y KEHIIUH BO BPEMs
OepeMEeHHOCTH, Y JeTei KOTOPBHIX OLICHUBAJIMCH TSDKENbIE BPOXKICHHBIC MOPOKU Pa3BUTHS, HE
BBISIBJICHO PHCKOB, CBSI3aHHBIX C TNpUeMOM Tpemnapara. [locTymHble HcCClelOBaHUS HMEIOT
METOJIOJIOTUYECKUE OTPAHUYCHUS, BKJIIOYAs Majblii 00BEM BBIOOPKH, B HEKOTOPBIX CIIydasx
PETPOCTIEKTUBHBIN cOOp TaHHBIX U HECOMTOCTABUMBIE TPYIIIBI CPAaBHEHUSI.
HeuspecTHo, Bhiensercs au npenapaT CuHryasp® ¢ TpyaHBIM MOJNOKOM. IT0CKOJIbKY MHOTHE
JIEKapCTBEHHBIE MPENapaThl BHIACIAIOTCS C TPYAHBIM MOJIOKOM, HEOOXOAMMO YYUTBIBATH 3TO MIPU

Ha3HaueHuH npenapata CHHryssap® B IepHO IPYAHOTO BCKAPMITHBAHUS.

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
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PexxuM 103upoBaHus

1 pa3 B cytku. [l TedeHus 6ponxuanbHoii acmmbl npenapar Cunrynsp® criegyeT NPUHEMATH
BeuepoM. [Ipu teuenun ariepeuneckozo punuma n03a MOKET MPUHUMATHCS B JTI000€ BPEMS CYTOK
Mo ’KeJlaHuio TanueHTta. [lanuenTsl, cTpamaronme OpOHXHATBHOW acTMOW M ajlIepPrUYECKUMHU
PUHHTOM, 0JKHEI IPUHUMATh OfHY TabneTky npenapara Cunrrynsp® 1 pas B CyTKH BEUepOM.

Jletu B Bo3pacte oT 6 1o 14 jger

Jo3a mis nereit 6-14 et coctaBisieT 0Hy TabJIETKY KeBaTenbHYI0 5 MT B cyTKHU. [Togbopa 10361
JUISI 9TOW BO3PACTHOM TPYMIIBI HE TpeOyeTcs.

O011IMe peKOMEH AU

Tepaneptuyeckoe aeiicteue mnpemnapara Cunryasp® Ha NoKa3aTeld, OTpaKalOlMe TedeHHe
OpOHXHAJIFHON aCTMBI, Pa3BHBACTCA B TEUCHHE NepBOro AHA. [lammeHTy ciiemyeT mpomosnKaTh
npuaAMaTh CUHry sp® Kak B HEPHOJ| JIOCTHKEHHs KOHTPOJIS HaJl CUMITOMAMH OPOHXHATBHOM
aCTMBI, TaK M B IEPUOJIbI 000CTpeHNs OPOHXHATLHON aCTMBI.

JUIsl MOKMITBIX MAIMEHTOB, MALMEHTOB C MOYEYHOH HEIOCTaTOYHOCTHIO, a TAKXKE MAIEHTOB C
JETKUMH WJIM CPETHETSDKENBIMU HApyIICHUSMH (YHKIMH TEYEHH, a TaKXKe B 3aBUCHMOCTH OT
T0JIa CIIeIMAIBHOTO MOA00pa 10361 HE TpeOyeTcsl.

HasznaueHnue nmpenapara CI/IHFVJ'I}ID® OJHOBPEMCHHO C APYIUMHU BUJAMHU JICUCHUA 6DOHXI/IaJII>HOI>’I

ACTMBI
[penapar Cunryasp® MoKHO 1006aBIATh K JIEYEHHIO IAIMEHTa OpOHXOAUIATATOpAMH U
MHTAJISIUOHHBIMU  TJIIOKOKOPTUKOCTEpouaaMu (cM. pa3aen «BszaumopeiictBue ¢ apyrumu
JICKapCTBEHHBIMU TIperiapaTaMm ).

Cnooco0 nnpuMeHeHus

BuyTpb, He3zaBucuMO oOT mpuema numy. [lpueM mnpemapata AeTbMH OCYIIECTBISETCS MOJ
HaOJIOJICHUEM B3POCIIBIX.

IOBOYHOE JENCTBUE

B nenom npenapar Cunrynsp® xopomro mepeHocutcs. I1o6ounsie 3pdeKTs 0OBIYHO OBIBAIOT
JIETKUMH U, KaK TIPaBuiio, He TpeOyIoT OTMeHBI npernapara. Oommas yactoTa mo00YHbIX 3G (HEKTOB
npu nedyenuu npenapatom Cunryisp® conocTaBuMa ¢ UX YacTOTOI IpH mpreMe miane6o.

Jlemu ¢ 6o3pacme om 2 00 5 nem ¢ OpOHXUANLHOU ACMMOT

B KIMHMUYECKHX HCCIEIOBAHMSX Tpenapara CuHrynsp® NpHHANM ydacTHe 573 mamueHTa B
Bo3pacte OT 210 Sner. B 12-HemenbHOM —1UT1aIe00-KOHTPOIUPYEMOM  KIIMHHYECKOM
HCCJIEIOBAaHUM €IMHCTBEHHBIM HEXKenaTeabHbIM siBiieHneM (HS), olleHeHHBIM Kak CBSI3aHHOE C
TIpUEMOM TpenapaTta, HabIoAaBmuMcs y >1% naryueHToB, PUHUMABIIHNX npenapaT Cuarynsp®,

1 YHaimie, 4€M B I'pyHIIC MAllUCHTOB, IPUHHUMABIINX Hnaue6o, Obl1a Kaxjaa. Paznuums o yacrore
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nanHoro H mexay AByMs rpynmnamu JiedeHHs! PbLIN cTATeTnHeCku e s vt = U003

B o0mieit cnoxHOCTH 426 MAaMEeHTOB B BO3pAcTe OT 2 10 5 JIET MOJIydYalld JICYEHHUE MPernapaTom
Cunrynsp® B TedeHHE Kak MUHMMYM 3 Mecsues, 230 —B TedeHue 6 MecslleB MM Oolee
JUTMTENIbHO, W 63 manueHTa — B TeueHue 12 mecsueB wiam Oosee jmutenbHo. [Ipu OGomee
JUTUTEIbHOM JieueHuH npoduie HA He n3menuscs.

Jlemu ¢ 6o3pacme om 2 0o 14 1em ¢ ce30HHbBIM aN11€P2UYECKUM DUHUMOM

B 2-nHenenpHOM M1a11e00-KOHTPOTUPYEMOM  KIIMHUYECKOM HCCIICIOBAaHUU C TMPUMEHEHHEM
npenapara Cunrynsp® 1y JledeHHs CE30HHOrO ajlIeprU4ecKoro PUHMTA MPUHSUIN YYacTHE
280 marueHToB B Bo3pacte oT 2 10 14 ner. [Ipenapar Cunrynsp® npuHEMAancs nanpesTamu 1 pas
B JICHb BEYEPOM U B IIEJIOM XOPOIIO MepeHocuics, npoduib 0e30MacHOCTH Ipenapara ObLl
CXO0XHM ¢ TipoduiieM 6e30nmacHOCTH 1iane0o. B 1aHHOM KITMHUYECKOM HCCIIeIOBAaHUU HE ObLIN
3apeructpupoBanbl Hl, koTtopbie Obl pacleHUBaINCh KaK CBA3aHHBIE C MPHUEMOM Ipernapara,
HabI01aIICh OBl Y >1% NalMeHTOoB, IPUHUMABIIKX Tpernapat CUHTYIsap®, U yallle, 4eM B FPYIIIIe
NaMEeHTOB, IPUHUMABIIUX IJ1Ae00.

Jlemu ¢ 6o3pacme om 6 0o 14 1em c oponxuanvHoii acmmoii

[Ipodune Ge3omacHOCTH Mpemnapara y AeTeid ObLT B IIEJIOM CXO0XKHUM C poduieM 0e30MacHOCTH y
B3POCJIBIX U COMOCTAaBHM C MpoduiieM 0e301macHOCTH Tu1aie0o.

B 8-negenbHOM TUTanie060-KOHTPOIUPYEMOM KIMHUYECKOM HCCIEOBAaHUU €IWHCTBEHHBIM HSI,
OIICHCHHBIM KaK CBS3aHHOE C TMPUEMOM TpemapaTa, HaOmomaBmmmcs y >1% manueHTos,
NPUHMMABIIKX Tpenapat CHHrynsp®, U yalie, 4eM B IpyIIIe NaueHToB, IPUHEMABIIKX T1anedo,
ObUTa TOJNOBHAas Oo0ib. Pasnmuume mo dYacToTe MeXAy JBYMs TpYIIaMd JIeYCHHs] OBLIO
CTaTUCTUYECKU HE3HAUHMBbIM.

B wuccrnenoBaHusx mo oueHke Temna pocTa mpoduiab 0e30macHOCTH y MalMEeHTOB JaHHOU
BO3PACTHON TPYMIIBI COOTBETCTBOBAN paHEe OMHMCAHHOMY Mpoduito 0€30MacHOCTH Mpernapara
Cunrynsp®.

[Tpu 6onee nmurensHOM JieueHnu (6omee 6 mec.) mpodwts HS He uzmenmics.

B3pocnvie u oemu 6 6o3pacme 15 nem u cmapuie ¢ OpOHXUATILHOU ACMMOTL

B naByx 12-HenenpHBIX MIa1ie00-KOHTPOIUPYEMBIX KIMHUYECKUX UCCIEAOBAHUSAX C aHATIOTHYHBIM
MU3alHOM €IMHCTBEHHbIMH HJSl, OIICHEHHBIMM KakK CBSI3aHHBIE C TPHEMOM IIperaparta,
HabmoaBmecs y >1% HaldeHToB, IPMHAMABIINX Mpenapat CUHTYIsap®, ¥ Yalie, 4eM B TPYIIIIe
MalMeHTOB, MPUHUMABIINX TuIaredo, Obut 0O0JIb B JKMBOTE M TOJIOBHAsl 0oiyib. Paszmuuus 1o
yactoTe JaHHbIX H Mexy ABymst rpynnamu JiedeHus OblTi CTaTUCTHYECKU He3HAaUUMbIMU. [Tpu
OoJee AUTETHHOM JieueHuH (B TeueHue 2 net) npoduns HA He nuzmenuncs.

B3pocnvie u oemu 6 ¢ozpacme 15 nem u cmapuie ¢ ce30HHbIM aN1EPIULECKUM PUHUIOM

[penapar Cunrysap® npuHUMancs HalMeHTaMK | pa3 B JeHb YTPOM MIIM BEYEPOM U B LIEJIOM
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XOpOIIO TepeHocusics, mpoduis Oe3omacHJCTH I

Oe3omacHoCcTH Mare6o. B miane6o-KOHTPOIUPYEeMbIX KIUHUYECKUX HCCIICOBAHUSIX HE ObLIN
3apeructpupoBanbl HS, koTopble OBl paclieHWBATUCh KaK CBsI3aHHBIC C MPHEMOM IIperapara,
Habo1aIiCh Ob1 Y >1% MalueHToB, IPMHUMABIIKX MTpenapat CUHrynsp®, u yalle, 4eM B FpyIIIe
NalUMEeHTOB, TPUHUMAaBIINX I1ane0o. B 4-HenenbHOM 11a11€00-KOHTPOIUPYEMOM KIMHUYECKOM
UCCJIEIOBaHUM TMPOQHIIb OE30MacHOCTH Ipernapata ObUl CXOXHM C TaKOBBIM B 2-HEAETbHBIX
uccieoBaHusaX. YacroTa BO3HUKHOBEHHMS COHJIMBOCTH IpU MpPUEME IIpenapara BO BCeX
UCCJICIOBAHMIX ObLIa TAKOU XKe, KaK TPy mpueMe ianedo.

B3pocnvie u 0emu 6 6o3pacme 15 nem u cmapuie ¢ Kpy2n10200utdHbIM A11€P2UYECKUM DUHUNIOM
[Ipenapar Cunrynsap® NpUHAMAJICS MAllMeHTaMK 1 pa3 B JeHb U B IIEJIOM XOPOIIO TIEPEHOCHIICH.
[Ipoduns Ge3onmacHOCTH Mpenapara ObLUT CXOKUM ¢ TIpoduIeM Oe30MacHOCTH, HaOII0JaBITHMCS
IpH JICYCHUH TAIMEHTOB C CE30HHBIM aJUIEPTMYECKUM PUHUTOM M TpHU Tpueme miareto. B
JaHHBIX KIMHUYECKUX HCCIeNOBaHUSAX He Obum 3apeructpupoBanbl HSl, kotopbie Obl
pacleHUBAIUCh KaK CBSA3aHHbIE C MPUEMOM Mpemnapara, Habmoganuch Obl y >1% manueHToB,
npuHMMAaBIIKX Tpenapat CUHryasp®, u yalie, 4eM B FpyIie NalieHToB, IPUHUMABIINX I11a1eo.
YacroTa BOZHUKHOBEHUSI COHJIMBOCTH IPHU MpUEME TpernapaTa Oblja Takol e, Kak MpHU MpueMe
tane0o.

O000wennvlii ananusz pe3yabmamos Ki1uHUYeCKUX uccie006anuil

bein1  mpoBemen  0000mieHHBIM  aHanW3 41 muane0o-KOHTPOIUPYEMOTO  KIMHUYECKOTO
uccienoBanus (35 uccienoBaHW ¢ ydYacTHEM TAIMEHTOB B Bo3pacTte 15 7meT u crapiie;
6 vccneqoBaHUM C y4yacTHEM IAallMEHTOB B Bo3pacte OT 6 10 14 5erT) ¢ MCHoJib30BaHUEM
YTBEPKJICHHBIX METOJOB OLEHKH cyunuaaabHocTH. Cpenu 9929 manneHToB, MPUHUMABIINX
npenapat Cunrynsp®, u 7780 marueHToB, NPYHAMABIINX B JAHHBIX MCCIENOBAHMAX IMuaneoo,
ObLT BBISIBJIEH OJMH MAIMEHT C CYMIMJAIbHOM HAaCTPOEHHOCTHIO B TIpyNIe MNalUEHTOB,
npuHEMAaBIIKX npenapaT Cunrynsp®. Hu B 0fHO# U3 TPYNN JeueHHs He OBUIO COBEPIIEHO HU
OJIHOTO CaMOYOHMHCTBA, CYMIIMAATbHOW TOMBITKA WX JPYTUX MOATOTOBUTEIBHBIX ICHCTBHIA,
YKa3bIBaBIINX HA CyULIUJAIBHOE MIOBEJCHHE.

OtnenpbHO OBUT TPOBEZeH OOOOIIECHHBINH aHaMu3 46 MIaned0-KOHTPOIUPYEMBIX KIMHUYECKHX
uccienoBanuii (35 ucciienoBaHUN € ydacTHEeM TMAlMeHTOB B Bo3pacTe 15ier u crapiie;
11 uccnenoBanuii ¢ yyacTueM NHAlMEHTOB B BoO3pacTe OT 3 mecsueB A0 14 jer) aig oleHKU
HeOmaronpusaTHeIX oBeAeHUeckux ddpdexroB (HIID). Cpenu 11673 nanmeHTOB, MPUHUMABIINX
B OTHX MCCleoBaHMAX mpenapar CuHrynsap®, n 8827 manMeHToB, MPUHMMABIIMX IIaneso,
IIPOLIEHT NAIMEHTOB, UMEIOIMX Kak MUHUMYM ofuH HIID, cocraBun 2,73% cpenn npuHUMaBIIMX
npenapat Cunrysap® u 2,27% — cpey IPHHUMABIIKX 1a11e60; OTHOIIEHHE MAHCOB COCTABHIIO

1,12 (95% noseputensublii uarepsain [0,93; 1,36]).
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HexenarenbHble SIBIEHUS, O KOTOPBIX COOOIIAIDCH B IIEPUOTTL

npemnapara, nCpCIUCICHLI B TaGJII/II_IG HHMXKC B COOTBCTCTBUU C CUCTCMHO-OPraHHbBIMHA KJIACCAMU U

CHGI_II/I(bI/I‘IeCKI/IMI/I HCEXKCIIATCIIbHBIMU ABJICHUAMMU. KaTeI‘OpI/II/I YacTOTHI OBLIN OLICHCHBLI HAa OCHOBC

COOTBETCTBYIOIINX KIMHUYCCKUX HCCHGHOBaHHﬁ.

CucreMHO-OpraHHbIN Ki1acc

HexenarennHBIC SBICHUS

KaTteropust uactoTs!'

Nudexunn u mapazurapHbie
3a00JieBaHUS

MH(EKIIUNA BEPXHUX
JIBIXATENbHBIX MyTeit?

OYCHBb 4acCTO

Hapymenust co ctopoHbl

IOBBIIICHUE CKIIOHHOCTHU K

penKo

WMMYHHOH CHCTEMBI

THIIEPYyBCTBUTEILHOCTH, B
TOM 4Hciie aHapUIaKCcus

KpPOBHU U JIUM(paTHUIECKON KPOBOTEUYEHMSIM
CHUCTEMBI TpomOouuronexHus OYEHb PEIKO
Hapymenust co cTopoHsl peakuuu HEYacTo

203WHOUITEHAS
MHOWIBTPALUS TIEYCHH

OYEHB PEIIKO

Hapymenus ncuxuku

HapYIICHHS CHA, BKITIOYas
HOYHBIC KOIIIMApBI,
OeCcCOHHMIIA, COMHAMOYJIU3M,
TPEBOXKHOCTb, BO30YKJICHHE, B
TOM YHCJIe arpeCCUBHOE
MTOBEJICHUE WJIN
BpaXaeOHOCTD, JeTpPeccHs,
MICUXOMOTOPHAS
TUIICPAKTHBHOCTH (BKJIFOYAS
pa3apaKUTEIBHOCTD,
6ECIIOKOICTBO, TPEMOp®)

HECYACTO

HapylICeHHE BHUMAaHU,
HapylUIeHHE aMsATU, THK

penKo

TaJUTIOIIMHAIIH,
ne30pHeHTalust, AucheMust
(3aukaHue), CyuIuIaabHbIC
MBICJIN U ITIOBCACHUC
(CyMmmanbHOCTB),
00CeCCUBHO-KOMITYJIbCUBHBIE
CHMIITOMBI

OYEHB PEIIKO

JBIXaTeIbHON CHCTEMBI,
OpPraHoOB I'PYAHOMN KJIETKH U
CpeNOCTEHUs

Hapymienust co cTopoHsl TOJIOBOKPY>KEHUE, COHJIMBOCTD, | HEYACTO
HEPBHOW CHUCTEMBI MapecTe3us/TUIECTE3 s,

CYZOpOTH
Hapymenwust co cTopoHBI yYaIieHHOe cepAIeOneHIe penKo
cepaua
Hapymenwust co cTopoHBI HOCOBOE KPOBOTCUCHHE HEYacTo

cunapom Yappx-Ctpocca
(CYC) (cm. paznen Ocobbie
yYKa3aHusl)

OYEHB PE/IKO

JIerOYHas Y03WHOGUIIUS

OYEHBb PEIIKO

IICYCHU U

CEIBOPOTOYHEBIX TpaHCAMKWHA3

HapyieHus co CTOPOHBI nuapes®, TomnHora*, psora* 9acTo
JKENTyI0UHO-KHIIEIHOTO CYXOCTb CITM3HCTOH 000I0UKH | HEYACTO
TpakTa TIOJIOCTH PTa, AUCHETICHs

Hapymierust co CTOPOHBI TMOBBIIIEHHE AKTHBHOCTH 4acTo
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YKEITYEBBIBOIALLNX ITyTEH (AJIT, ACT)
renaTuT (B TOM YHUCIIE OYCHb PEIKO
X0JIECTaTUYECKOE,

reraToLeIUTIOSIPHOE U
CMEIIIaHHOE MTOPAKEHUE
TICYEHH)

Hapyenust co ctopoHbl chinp* 4acTo

KO’KH Y ITOJAKOXHBIX TKAHEH | CKJIOHHOCTH K ()OPMHPOBAHUIO | HEYACTO
reMaToM, KparuBHHULA, 3V

AHTMOHEBPOTUYECKHUM OTEK peako
y3J10BaTas 3pUTEMA, OUYEHb PEIKO
MHOTO()OpMHast SpuTeMa
Hapyienus co ctopoHbl apTpajirus, MUAJITUs, BKJIIOYAsl | HEYACTO
CKEJIETHO-MBILIEYHON U MBIILIEYHBIE CYJOPOTHU
COETUHUTEILHON TKaHU
Hapyienus co ctopoHbl JHype3 y aeren HEYacTo
MMOYEK ¥ MOYEBBIBOJALINX
yTen
OO6mme paccTpoiicTBa U nupekcus’ 4acTo
HapyIIEHUS B MECTE aCTEeHHUsI / TOBBIIICHHAS 4acTo
BBE/ICHUS YTOMIISIEMOCTbD, YyBCTBO

00111eT0 HEeJOMOTraHuUs, OTEKU

! Kareropus yacToTsI: onpeseneHa I KakI0H HeXeTaTelbHOH peakiuy B 3aBUCHMOCTH OT
9acTOTHI, YKA3aHHOU B 0a3e JaHHBIX KIMHUYECKUX MCCIeNOBaHUM: oueHb 9acto (>1/10), wacto
(ot >1/100 no <1/10), mewacto (ot >1/1000 mo <1/100), penko (ot >1/10000 go <1/1000), oueHpb
penxo (<1/10000).

2 JlanHOE HeKenaTeNbHOE SBIEHHE, KOTOPOE OBIIO OTHECEHO K KAaTerOPHH «OYeHb 4acTo» Y
MAIMEHTOB, MOMyYaBIIUX MOHTEIYKACT, TaKKe OBUIO OTHECEHO K KaTeTOPUU «OYEHb 4acTo» y
MalMEeHTOB, MOJIYYaBIINX IJ1a1e00 B KIMHUYCCKUX MCCIICTOBAHUSIX.

3 KaTeropus 4acToThl: PeaKo

4 JlaHHOE HeXenaTeIbHOE ABIIEHNE, KOTOPOE OBIIO OTHECEHO K KATETOPUH «JacToy» Y MAllHeHTOB,
MOJIyYaBIIUX MOHTEIYKACT, TakKe OBLJI0O OTHECEHO K KaTErOpHH «4acTo» Yy IalleHTOB,

IMOJIy4aBIOIWX nnaue6o B KIIMHUYCCKHNX MCCICIOBAaHUIX.

HNEPEAO3UPOBKA

Her crmenuduynoii wuHOGOpPMALMM O JEYEHWH Tepelo3upoBKH TpenapatoM CuHrymsp®.
CHUMIITOMOB NEPE03UPOBKU HE HAOIIOAAIOCH B X0/1€ KIIMHUYECKUX MCCIIEAOBAHUN JUIUTEIHHOTO
(22 Hemenu) nedeHUsT B3POCIBIX OOJBHBIX OpPOHXHANBLHOW acTMON C CYTOYHBIMH J103aMHU
npenapara Cunrynsp® mo 200 mr, 160 B Xoje KOPOTKHX (OKOJO | Hemenm) KIMHHYECKHX
HCCIIEIOBAHUI C CYTOYHBIMU J03aMu 110 900 mr.

Nmenu mecto ciiydam ocTpoi mepeno3upoBku (mpuem He meHee 1000 mr mpemapara B CYTKH)
npernapatoM Cuaryaap® B HOCTPErMCTPALMOHHBIA IEpHOI M BO BpeMs KIMHHYECKUX
WCCJICIOBAHHM y B3pOCHbBIX U AeTed. Kimnmanueckue u mabopaTtopHbie JaHHBIE CBUACTEIHCTBOBAN
0 COMOCTAaBUMOCTH Tpoduieli 6Ge3omacHocTH mpenapata CHHTYnsp® y jAeTeil, B3pOCHBIX U
MOXWIBIX marueHToB. Hanbonee dacteiMu 1moOOYHBIMU 3 dEeKTaMu ObLTH YYBCTBO JKaXKIbI,
COHJIUBOCTH, PBOTA, ICHXOMOTOPHOE BO30Y>KIEHHE, ToJI0BHAsl 00b U 00N B KUBOTE. [aHHBIE

n1060uHbIe 2pPEKTH cormacyrores ¢ npopunem 6eonacHocty npenapara Cunrymnsp®.
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Jleuenue B citydae oCcTpoil epeI03UPOBKU CUM TomatHtetkoe!

Janabix 00 3QPeKTHBHOCTH IEPUTOHEATLHOTO IUATHM3a WIIM TeMOANAIN3a MOHTEITyKacTa HeT.
B3AUMOJEVCTBHE C JIPYTUMU JIEKAPCTBEHHBIMH ITPEITAPATAMHU
[penapar Cunrynsp® MOXHO Ha3HayaThb BMECTE C JIPYTMMH JI€KapCTBEHHBIMH CpEICTBAMH,
KOTOpBIE OOBIYHO MPUMEHSIOT JIJIsl TPODUIAKTUKU U ATTUTEIBHOTO JIeUeHUs: OPOHXHUAIbHOM aCTMbI
W/WIIN JICUEHHsI aJUIEPTUYECKOr0 pUHUTA. PexoMenayemas TeparneBTuieckas 1032 MOHTEIIYKacTa
HE OKa3bIBaJIa KIIMHUYECKH 3HAYUMOTO BIHSIHHS Ha (PApMaKOKUHETUKY CICAYIOIIUX MPEnapaTos:
TeopUIINHA, IpeIHU30HA, MIpeIHNU30JI0Ha, nepopaIbHbIX KOHTPALIETITUBOB
(aTuHWIBCTpaano/HOpITUCTEPOH 35/1), Tepdenannua, TUTOKCHHA B BapdapuHa.

3nayenne AUC MOHTeNyKacTa CHIDKaeTcs INpU OJHOBPEMEHHOM mpueme ¢eHobapburana
npuMepHo Ha 40%, HO TO He TpebyeT H3MEHEHHH peKKIMa J03upoBanus npenaparta Cunrynsp®.
B uccrnenoBanusx in vitro ycTaHOBJICHO, YTO MOHTeNyKacT uHruoupyer nzodepmentr CYP 2C8
cuctemsl nuToxpoma P450, ogHako npu Mcciien0BaHUU JIEKAPCTBEHHOTO B3AUMOACHCTBUS in Vivo
MOHTEIIyKacTa M pOCHUINIMTa3oHa (MeTtabonmsupyercs ¢ ydactuem wuzopepmenta CYP 2C8
cuctembl 1uToxpoma P450) Obl1o MOKa3aHO, YTO MOHTEIYKAcT HE WHTHOMPOBAT M30(PEPMEHT
CYP2C8. Takum o0pa3om, HE TpeAnojaraercss  BIUSHUS  MOHTENyKacTa  Ha
CYP 2C8-omocpenoBaHHbIi ~ MeTa0OJM3M  JICKAPCTBEHHBIX  MpermapaTtoB  (Hampumep,
NaKJIMTAKCeNa, POCUTIINTa30Ha, pEeNariuHuIa).

WccnenoBanus in vitro mokaszajiu, 4TO MOHTENIYKacT fBISETC cyOcTparoM H30(epMEHTOB
CYP 2C8, 2C9 u 3A4. JlanHbIe KIMHUYECKOTO UCCIEAOBAHUS JIEKAPCTBEHHOTO B3aUMOICHCTBUS
B OTHOIIEHWW MOHTelykacta u rempubposuna (uaruburopa kak CYP 2C8, tak u 2C9)
JIEMOHCTPHUPYIOT, YTO reMPpHOpO3u MOBHIIIAET 3()PEKT CUCTEMHOTO BO3ACHCTBUS MOHTETYKAcTa
B 4,4 paza. CoBMECTHBIM INpueM HUTpakoHa3ona, momHoro uHrubutopa CYP 3A4, Bmecre ¢
reMm(puOpo3UIOM U MOHTEIYKACTOM HE MPHUBOAWI K JOMOJHUTEIHFHOMY MOBBIMICHHIO 3¢ deKTa
CHUCTEMHOI'0 BO3JICHCTBUSI MOHTeNyKacTa. BiusHue rempuOpo3uia Ha CUCTEMHOE BO3JIEHCTBUE
MOHTENYKaCTa HE MOXKET CUMTAThCS KIMHWYECKH 3HAYUMBIM HA OCHOBAaHUHM JaHHBIX TIO
0€30I1aCHOCTH IPU IPUMEHEHUH B 032X, IPEBBIIIAIONINX 0A00pEHHYI0 103y 10 MT 17151 B3pOCIBIX
NalUMeHTOB (HampumMmep, Npu npuMeHeHuu B o3¢ 200 Mr/aeHbp IUIsl B3pOCTBIX MAllEHTOB B
teueHue 22 Henenb U A0 900 Mr/neHp B TeUeHHWE MPUMEPHO OJTHOM HEAeNIM He HabIt01aloch
KJIMHUYECKH 3HaYMMBbIX OTpULATENIbHBIX AP PekToB). Takum 00pa3om, Mpu COBMECTHOM IIpHEME C
reMpuOpo3nIOM KOPPEKTUPOBKAa J03bl MOHTENyKacTa He Tpedyerca. Ilo pesynbraTam
UCCIIEIOBAaHUM  in vifro He TpeAnoiaraeTcss KIMHUYECKH 3HAYUMBIX JIEKApCTBEHHBIX
B3aUMOJICCTBUH C JpyruMu u3BecTHbIMH uHruOutopamu CYP 2C8 (mampumep, ¢
TpumeTonpumoMm). Kpome TOro, COBMECTHBIH INpHEM MOHTEIyKacTa C OIHHM TOJBKO

UTPAKOHA30JI0M HE PUBOIMII K CYIIECTBEHHOMY MOBBIIICHHIO 3P PeKTa CHCTEMHOTO BO3/1CHCTBHS
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MOHTECIIyKacTa.

Komounuposannoe nevenue c oOponxoounamamopamu

[Ipenapar CI/IHFy.H}Ip® SIBIISIETCST ~ OOOCHOBaHHBIM  JIOTIOJITHEHHEM K  MOHOTEpanuu
OpoHXoAuWJIaTaTOpaMH, €ClIM  TOCJelIHHe He O00ecleyrBaroT aJeKBaTHOIO  KOHTPOJIS
OponxuanbHOW acTMbl. [lo mocTwkeHUHM TepamneBTHYECKOro 3¢ (deKTa OT JIeUeHUs IMpenapaToM
Cunrynsap® MOXHO HAauaTh MOCTETIEHHOE CHIKEHHE 0351 OPOHXOIUIATATOPOB.
Komobunuposannoe neuenue ¢ uH2ANAYUOHHBIMU 2TNTIOKOKOPMUKOCMEPOUOIAMU

Jleyenne npemnapatoM CHHTYnsp® oOecreurBaeT JOMONHUTENbHEIN TepaneBTHIecKHii dQQeKT
nanueHTaM, MPUMEHSIOMUM WHTAIAIUOHHBIE TIIOKOKOpTHKOcTepouasl. [lo  nmoctmxenuun
CTaOUITU3alMK COCTOSIHHSI MOYKHO HAuaTh MOCTENEHHOE CHIDKEHUE 1036 TITFOKOKOPTUKOCTEPOUIA
mona HaGJHOI[eHI/IeM Bpaya. B HCKOTOPLIX ClIydadX AOIMyCTHMaA IOJHAasA OTMCHA WHTAJIMIUOHHBIX
[IIIOKOKOPTUKOCTEPOHI0B, OJTHAKO Pe3Kasi 3aMEeHa MHTAISIIMOHHBIX TITIOKOKOPTHUKOCTEPOUIOB Ha
npenapat Cunryssp® He peKOMEeH Ty eTcs.

OCOBbBIE YKA3AHUA

D¢dexTuBHocTh npenapata CHHryIap® [Is IEpOPaTbHOTO MpPHEMa B OTHOLICHWM JICUEHHS
OCTpBIX MPUCTYHOB OPOHXMANLHON aCTMBbI HE YCTAHOBIEHA, M03ToMy npenapar Cunrynsp® B
TabJIeTKax He peKOMEHAYEeTCsl Ha3HauaTh [ JICUEHUS OCTPBIX IPUCTYIIOB OPOHXUATBHON aCTMBI.
[TanenTam [OJKHBI OBITH JaHBI HHCTPYKLUHU BCET/Ia UMETh NMPH ce0e Mpernaparbl 3KCTPEHHOM
MIOMOILY JUIS KYTTUPOBAHHSI IPUCTYIIOB OPOHXHMATIBHON aCTMbI (MHTJIIIUOHHBIE O€Ta-2-arOHUCTHI
KOPOTKOTO JCHCTBUA).

He crnenyer mnpekpamaTh npueM mnpenapata Cusrynsap® B nepuon 0GOCTPEHHs acTMbl U
HEOOXOIMMOCTH MPUMEHEHHS MpenapaToB SKCTPEHHOM MOMOIIM IS KyIHPOBAHUS MPUCTYIIOB
(MHTAISIIIMOHHBIX OeTa-2-arOHUCTOB KOPOTKOTO JICHCTBHS).

[TaneHTHl € TOATBEPKACHHOW aiieprued K aleTWICATUIMIOBOM KHUCIOTE W JIPYTUM
HECTEPOUIHBIM TPOTUBOBOCTIATUTENbHBIM Tipeniapatam (HIIBII) He momkHBI mpUHUMATH 3TH
TnpenapaTsl B Hepuoj JjedeHus mpenaparoM CuHryisp®, mockoibky mnpemapatr Cunrymsp®,
yIlydmias JbIXaTelbHyI0 (QYHKIHIO Y OOJBHBIX aJUIEPrHUecKoi OpOHXMaIbHOM acTMOM, TEM He
MEHEee HE MOXKET IMOJTHOCTHIO MPEAOTBPAaTUTh BhI3BaHHYI0 y HUX HITBIT OpOHXOKOHCTPHUKITHIO.
J103y MHTaIALHOHHBIX TITIOKOKOPTUKOCTEPOUIOB, IPUMEHIEMbIX OJHOBPEMEHHO C IMpernapaToM
CI/IHFy.H}Ip®, MOXHO MHOCTCIICHHO CHUWXKATh IO HaG.HIO,Z[eHI/IGM Bpayda, OJHAKO pe31<01‘/’1 3aMCHBbI
MHTATAIMOHHBIX MM TIepOpalbHBIX TIIIOKOKOPTHKOCTEPOUIOB mpenaparoM Cuuryssp®
NPOBOAMTL HeENb3s. Y TALMEHTOB, IPUHMMABIIMX mpenapaT CuHrysasap®, ObUIM OMMCAHBI
NICUXOHEBpoJoruueckre Hapymenus (cm. pasaen «[lobounoe neiictBuey). YUuThiBas, 4To 3TH
CHUMIITOMBI MOTI'JIA GBITB BbI3BAHbI IPYTUMU (baKTOpaMI/I, HCU3BCCTHO, CBA3AaHbI JIX OHU C IPUECMOM

npenapara Cunrynsap®. Bpauy Heo6xomumo ob6cynuth maHeble HS ¢ manmeHTamMu W/Wan UX
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T
poauTtensmu/onexkyHamu. [larmentam u/umm ux po I/ITeSHM/o

YTO B Cilyd4ae MOSBICHUA MOJOOHBIX CHUMITOMOB HEOOXOAMMO COOOLIUTH 00 3TOM Jeyaliemy
Bpauy.

B peaxkux ciayyasx mMNanueHThl, MOJydyaBUIME MPOTHBOACTMATHUECKHE IpernapaThl, BKIIOYas
AQHTaroOHUCTHl JICMKOTPUEHOBBIX PELENTOPOB, HCHBITHIBAIM OAHO WM Heckoinbko HA wu3
HIDKETIEPEUHUCICHHBIX:  203WHO(MINIO,  CBIllb,  YXYJIIEHHE  JITOYHBIX  CHMIITOMOB,
KapIMOJIOTHYECKUE OCIOKHEHUS W/UIIM HeHpOIaTHIO, MHOTAA TUarHOCTUPYEMYIO KaK CHHAPOM
Yapmxa-Ctpocc, CHCTEMHBIN 203WHOMUIIBHBIN BaCKYJIUT. DTH CIydad HHOT/Ia OBLIN CBSI3aHBI CO
CHI)KEHHMEM J103bl HJIM OTMEHON Tepanuy MepopaibHBIMH TIIOKOKOPTHKOCTEpouaamMu. XOTs
IIPUYMHHO-CIEACTBEHHON CBsA3M d2TuX HS ¢ Tepanmeil aHTaroHUCTaMu JIEMKOTPUEHOBBIX
pelienTOpoB He OBUIO YCTAHOBJIEHO, MHAIlMEHTaM, HPUHMMAIOMUM IipenapaT CHHryssp®,
HEOOXOAMMO COONIOAATh OCTOPOXKHOCTh;, y TAaKWX TAIMEHTOB HEOOXOJAMMO MPOBOJUTH
COOTBETCTBYIOIIIEE KIIMHUYECKOE HAOIIOIEHUE.

[penapar Cunrynsap®, TaGleTKd >KeBaTelbHBIE, 5 MI, COJEPXKHT AacHapTaM — MCTOYHHUK
¢dernnanannna. [lanuenTs ¢ GeHUIKeTOHYpUel JOIKHBI OBITh TPOMH(YOPMUPOBAHBI, UTO KA
JKeBaTelbHas TalJeTKa 5 MI COJEPXKHUT acrhapTaM B KOJWYECTBE, SKBUBajIeHTHOM 0,842 mr
(enunananuna, u npenapatr Cunrynasp®, TaGIeTKH jkeBaTelbHbIE, 5 MI, HE PEKOMEHIOBaH K
NPUMEHEHMIO MAIleHTaM ¢ (EHUIIKETOHYpHUEH.

Ilpumenenue y noxcunvix nayuenmos

Pasnuunii B mpoduinsax 3hdexTHBHOCTH U Ge3omacHocTH mpenapata CHHTYISp®, CBA3aHHBIX C
BO3pacTOM MAlleHTOB, HE BBISIBIICHO.

BJIMSAAHUE HA CIIOCOBHOCTD YIIPABJIATHD TPAHCIIOPTHBIMHU CPEJICTBAMUA
N PABOTATH C MEXAHU3MAMHA

He oxwupnaercs, uto npuem npenapata Cunrynsp® OyaeT BIHATh HA CIOCOOHOCTDH YIIPaBIATH
TPAHCTIOPTHBIMU CpEICTBaMU M PadOTaTh C MEXaHU3MaMH. TeM He MEHee HHAWBUIyallbHbIE
peakIy Ha mpemnapar MOTryT ObITh pa3nuuHbMU. HexoTopbie mobounbie 3pQeKTs! (Takue Kak
TOJIOBOKPY>)KEHHE M COHJIMBOCTH), KOTOpBIC, KaK COOOINATIOCh, OUYEHb PEAKO BO3HHUKAIU IPH
npuMeHenud npenapara CuHryssp®, MOryT BJIMATh HAa CHOCOOHOCTH HEKOTOPHIX NAIMEHTOB
YIOPaBIATh TPAHCIIOPTHBIMU CPEJICTBAMU M pabOTaTh C MEXaHU3MaMHU.

®OPMA BBIITYCKA

TabieTku sxeBaTeIbHEIE, 5 M.

[To 7 nnu 14 TabneTox >keBaTeNbHBIX 1O 5 MT B Ontrictep u3 [IBX-amomununesBoit ¢onbru. 1, 2 wim
4 OnucTepa B KapTOHHYIO MMAYKy C UHCTPYKIMEH M0 MPUMEHEHHUIO.

YCJIOBUSA XPAHEHUSA

Xpanuth npu temmneparype 15-30 °C B 3aliMilleHHOM OT BJard M CBETa MecTe. XPaHWUTh B
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HEJIOCTYITHOM JTsI IeTeH MecTe.

CPOK T'OJHOCTH

Cpoxk ronHoctu — 2 roja.

He ucnonp3oBaTh M0 UCTEUEHUU CPOKA TOAHOCTH, YKa3aHHOTO Ha YIAaKOBKeE.
YCJIOBUSA OTITYCKA

ITo peuenrty.

IOPUJINYECKOE JIMIIO, HA UMS1 KOTOPOI'O BBIITAHO PETUCTPAIIMOHHOE
YAOCTOBEPEHHUE

00O «Opranon», Poccus

MNPOU3BOJAUTEJIb

IIpousseneHo:

Opranon ®apma (FOKeit) Jlumurten, Coequnennoe KoponeBctso

Organon Pharma (UK) Limited

Shotton Lane, Cramlington, NE23 3JU, United Kingdom

YnakoBaHo (BTOpMYHAas yIaKOBKA)

Opranon ®apma (FOKeit) Jlumuren, Coequnennoe KoponeBcTso

Organon Pharma (UK) Limited

Shotton Lane, Cramlington, NE23 3JU, United Kingdom

unu

Mepk Hlapn u Joym b.B., Hunepnanast

Merck Sharp & Dohme B.V.

Waarderweg 39, 2031 BN, Haarlem, the Netherlands

unu

AKITMOHEPHOE 001IecTBO «XuMUKO-(hapMareBTHICCKHit KOMOMHAT «AKPUXUH»
(AO «AKPUXHH»)

142450, MockoBckast obnactb, boroponckuii ropockoit okpyr, r. Crapas Kynasua, yi. Kuposa,
a. 29, ctp. 6.

Tenedon/dakc: (495) 702-95-03

Borinyckawimmii KOHTPOJIb KayecTBa:

Opranon ®@apma (FOKeit) Jlumuren, Coequnennoe KoponeBctBo

Organon Pharma (UK) Limited

Shotton Lane, Cramlington, NE23 3JU, United Kingdom

unu

Mepk Ilapn u [Toym b.B., Hunepnansr

Merck Sharp & Dohme B.V.
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unu
AxuuonepHoe  obmecTBo  «XuMHKO-papmaneBTudeckuii  komOmHat  «AKPUXHWH»
(AO «AKPUXHH»)

142450, MockoBckas 06sactb, boropoackuii ropoackoit okpyr, r. Crapas Kynasna, yn. Kuposa,
a. 29, crp. 3.

Tenedon/dakc: (495) 702-95-03

OPIAHUBAIIMS, TIPUHUMAIOIIASI TIPETEH3UU ITIOTPEBUTEJIEM:

000 «Opranon»

yi1. Tumypa ®@pynse, 1. 11, ctp. 13

r. Mocksa, Poccus, 119021

Tein.: +7 (495) 411 58 85
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