Cnpeu Ha3anbHbIN A03MpoBaHHbIN OTpuBUH Ona Oeteit

PerncrpaymnoHHbiii Homep: N N011649/03

ToproBoe HaumeHoBaHue: OTPMBUH

MexayHapoaHoe HenaTeHTOBaHHOE WU FPYNNUPOBOYHOE HAMMEHOBAHUE: KCUIOMETA30NH
Xumunueckoe HasBaHue: 2-[4-(1,1-AumeTtnnatun)-2,6-aumetnnbeHsnn]-4,5-aurnapo-1H-nmnaasona
rmgpoxnopus

JNekapcrBeHHan dpopma: cnpeli Hasa bHbI A03UPOBaHHbIN [ana geTeit]

Cocras:

1 no3a npenapaTa COAEPHKUT:

[JewncTaylolLee BeLLeCcTBO: KCMOMETa3oAnHa ruapoxaopng 35 mkr. BcnomoratensHble BewecTsa:
HaTpua aurngpodocdarta aurnapat 350 mkr, HaTpua rmapodocdaTa goaekarnapat 119 mkr, guHaTpua
apetaT 35 mKr, 6eH3ankoHus xnopug 50 %pactesop 7 MKr, copbuton 70 % 1400 mKr, runpomennosa-4
Tbic. 350 mKr, HaTpuma xnopug, 280 MKr, Boaa oumuieHHaa go 0,07 mna.

OnucaHue:
npo3payHbIi, OT 6ECLBETHOrO [0 C/IErKa XKe/ATOBATOro LiBeTa PacTBOP, NpaKkTUyeckn bes 3anaxa.

dapmaKoTepaneBTMUYECKaA rpynna:
NPOTMBOKOHIECTUBHOE CPeACTBO — afbda-agpeHOMUMETHK.
Kog ATX: RO1AAQ7

dapmakonormyeckue cBOMCTBa

KcnnomeTasoniMH OTHOCUTCA K rpynne MeCTHbIX COCY0CYKUBAKOLWMX CPeACTB (4EeKOHIeCcTaHToB) C a—
a4PEHOMUMETUYECKMM AEWCTBUEM, BbI3bIBAET CY}KEHME KPOBEHOCHbIX COCYZ0B C/IM3NCTON 060104KM
HOCa, YCTPaHAS OTEK U TMNepemMmio CIN3UCTOM 060104KM HOCOTNIOTKU. KCMTOMETa30/1IMH TaKKe
YMeHbLUAET CONYTCTBYIOLLYIO TMNepCceKkpeLmto Cnsm n obaerdaet ApeHak 3a6710KMPOBaHHbIX
BblAE/€HNAMU HOCOBbIX XOA40B, U, TaKMM 06pa3om, yaydluaeT HOCOBOE AblXaHMe NPU 3a710KEeHHOCTU
Hoca.

KcMNomMeTa30/1MH XOpoLO NepeHOCUTCA NaLMeHTaMM C YyBCTBUTENbHOM CAN3MCTON 060/104KOM, ero
BO3JeNCTBME He NPENnATCTBYET OTAENEHMIO CIN3U. KCUIOMETA30/IMH UMeeT cbanaHCMpoBaHHOe
3HauyeHue pH, xapaKTepHoe A/14 NOA0CTU Hoca. B cocTaB npenapaTa BXOAAT HEAKTUBHbIE KOMMOHEHTbI —
copbuToN M rMnpomennosa (MeTUArMapPoOKCUNPONUALENNIDN03]a), KOTOPbIE ABNAIOTCA YBAAKHUTENAMM.
Takum 06pasom, yBnaxkHaAoWwaa Gpopmyna No3BONAAET YMEHbLUMTb CUMNTOMbI Pa3gpaxKeHUs U CyXOCTH
CU3UCTON 060/104KM HOCA, BO3HUKAIOLLME NPU AUTENbHOM UCMONb30BaHUMN KCUIOMETA30ANHa.

B TepaneBTUYECKMX KOHLEHTPALMAX NpenapaT He pasaparkaeT CAN3KUCTYI0 060N04KY, HE Bbi3biBaeT
rmnepemuto. [leicreme HacTynaeT yepes 2 MUHYTbI MOC/e MPUMEHEHUS U NPOAO/KAeTCA B TeyeHue 12
YyacoB (Hanpumep, B Te4EHNE BCEM HOUM).

WccnepoBaHus in vitro nokasann, YTo KCUAOMETA30/IMH NOAABAAET MHOEKLUMOHHYIO aKTUBHOCTb
PUHOBMPYCa YeN0BEKA, Bbi3bIBalOLLEro «NpocTyay». PapmakoKMHeTUKa. MNpu MecTHOM NPUMEHEHUM B
pPeKoMeHAYEMbIX 403MPOBKAX NPaKTUYECKN He abcopburpyeTcs, KOHLEHTPAUMM B N1a3Me HUXKe npeaena
0obHapyXKeHus.

MokasaHMUa K NpUMeHeHUto

OcTpble pecnupaTopHble 3aboneBaHUA ¢ ABAEHUAMU PUHUTA (HACMOpPKa), OCTPbIN annepruyeckuni
PUHWT, NOAZINHO3, CUHYCUT, €BCTaXMMT, CPeAHUIA OTUT (B cOCTaBe KOMBUHNPOBAHHOM Tepanum Ana
YMEHbLUIEHNA OTeKa CNN3NCTON 060104KM HOCOFIOTKM).

MoAroToBKa NauMeHTa K AMarHOCTUHECKMM MaHUMYAALMAM B HOCOBbIX XOA4aX.

MpoTtnsonoKasaHuA
'MNepyyBCTBUTENBHOCTb K KCMIOMETA30/IMHY 1N mo6omy M3 BCNOMOraTe/ibHbIX BELWECTB NpenapaTa,
apTepunanbHaa rMnNepTeH3nA, Taxmkapgua, BblpaH(eHHbIVI aTepPOCKNEepPO3, rnaykoma, rinepTmpeons,



aTpodpUYECKUIA PUHKUT, BOCNANUTE/IbHbIE 3a001€BaHNA KON UK CN3MUCTOM 060104KKN Npeaasepus
HOCa, XMPypruyeckne BMeLlaTe1bCcTBa Ha MO3roBbiXx 060/104Kax (B aHaMHe3e), CoCTosHMe nocne
TpaHccheHoMAanbHOMN rMNOPU3IKTOMUK, BepeMeHHOCTb, MPUMEHEHNE UHTMOUTOPOB
MOHOaMMHOOKcKaasbl (MAO) (BKktovas 14 gHei nocne ux OTMeHbI), TPULMKAUYECKUX UK
TETPaALMKANYECKMX aHTUAENPECCAHTOB, AETCKMIA BO3PACT A0 2-X NET.

C OCTOPOXKHOCTbIO

CaxapHblit anaberT; TAaxenble cepaevyHo-cocyaucTble 3abonesaHma (B T.4. Memnyeckas 601e3Hb
cepaua, CTeHoKapAama); runepnnasma npeactaTebHOM enesbl; peoxpomountToma; nopdupua; nepmoa,
rPYAHOro BCKapM/IMBaHUSA; NOBbIWEHHAA YyBCTBUTE/IbHOCTb K aApeHeprnyeckum npenapartam,
conpoBoaatoLasnca 6ecCCoHHULEN, TON0BOKPYKEHUEM, apuTMMER, TPEMOPOM, NOBbILLIEHNEM
apTepuanbHOro AaBieHuUs; NauMeHTbl C CUHAPOMOM YANMHEHHOro uHTepsana QT.

MpumeHeHMe Bo Bpems 6epeMeHHOCTU U nakTauun MNpenapaT He cieayeT NPUMEHATb B Nepuog,
6epeMeHHOCTH. B nepuoa naktaumm npenapat 4OBKEH NMPUMEHATLCA TO/IbKO NOC/e TWaTebHOW
OLeHKM COOTHOLWIEHMA PUCKA U MONb3bl AN MaTepyu U MageHua, No4 KOHTpoaem Bpaya. He
O0NYyCKaeTca NpeBbiaTh PEKOMEHAYEMYIO A03UPOBKY.

Cnocob6 npumeHeHUA U A03bl

UHTpaHa3anbHoO.

Y peTeli B Bo3pacte oT 2 40 6 /ieT No 1 BNPbICKMBAHUIO B KaXKAbl HOCOBOM x04, 1-3 pa3a B CyTKM.
He cnepyeT npumeHaTb npenapaT 6onee 3 pa3s B cyTKU. He pekomeHayeTca npuMeHeHne
NleKapcTBeHHOro npenapata 6onee 5-7 gHel.

MpenapaTy aeten cnegyet NPUMeEHATb Nog HabatogeHnem B3pOCAabIX.

Mo noBoAy ANNTENBHOCTM NPUMEHEHUA Y AeTell ciefyeT COBETOBATHCA C BPAYOM.

MNobouHoe aeiictBue

Knaccudumkauma 4actoTbl BOSHUKHOBEHMA NOOOYHbIX PeaKLMii: O4EHb YacTo

(= 10); yacTo (21/100, < 1/10); HeyacTo (= 1/1000, < 1/100); peako (= 1/10 000, < 1/1000); oueHb peaKo
(< 1/10 000). Co cTOpOHbI UMMYHHO CUCTEMBI:

OuyeHb peaKo: peakumn rmnepyyBCTBUTENbHOCTU aHTMOHEBPOTUYECKUIN OTEK, Cblifb, 3YA.

Co CTOpPOHbI HEPBHOI CUCTEMDI:

YacTto: ronosHas 60nb.

Penko: 6eccoHHMLa, genpeccua (Npu AAUTENBHOM NPUMEHEHUUN B BbICOKMX A03aX).

Co CTOPOHbI OPraHOB YyBCTB:

OueHb peaKo: HapyLeHWe YeTKOCTU 3puTesibHOro BocnpuaTna. Co CTOPOHbI cepaevyHo-CoCyANCTOoM
CUCTEMDbI:

Penko: owyuieHmne cepauebreHns, NoBbilEeHNE apPTEPUANBHOTO AABAEHMS.

OyeHb peako: TaxmKapams, apuTmus.

Co CTOPOHbI AbIXaTeNbHOWN CUCTEMDbI:

Yacro: pasaparkeHue u/Mnm cyxocTb CIM3UCTON 060I0UKM HOCA, KIKEHUE, MOKabiBaHUE, YNXaHWUE,
rmnepcekpeLma camsmctoin 060104KN HOCOrNOTKM.

Co CTOpOHbI NULLLEBAPUTENBHON CUCTEMbI: YacTo: ToWHOTA. Peako: pBoTa.

MecTHble peakuuu:

YacTo: X¥KeHne B MecTe NpUMeHeHMs.

Ecnn nobble 13 yKaszaHHbIX B MHCTPYKLMKM NOBOYHbIX 3ddeKToB ycyrybnatotca, nam Bol 3ameTnamn nobble
apyrve noboyHble 3¢ deKTbl, He YKa3aHHble B MHCTPYKLMM, cOOOLWMTE 06 STOM BpaYy.

Mepepo3npoBka

KcunomeTasonmH npy mecTHOM BBEAEHUM YpEe3MEPHOW A03bl UK MPU CAYy4allHOM NpUeMe BHYTPb
MOXET BbI3blBaTb CU/IbHOE FONOBOKPYKEHME, NOBbILEHHOE NOTOOTAENEHUE, Ppe3Koe CHUXeHne
TemnepaTypbl TeNa, FON0BHYO 60/1b, bpaanKapanto, NOBbILEHWE apPTEPUA/IBHOTO AaBAEHUA, YyTHETEHUE
AbIXaHWA, KoMy U cygoporu. Bcneps 3a nosblileHMEM apTEPUANIBHOTO AABAEHUA MOXKET HabtoaaTbcs ero
pe3koe cHuKeHue. COOTBETCBYHOLLME NOAAEPHKMBAIOLLME MEPbI AOMKHbBI TPUHMUMATLCA NPU NH0ObIX



NnoAo03peHUsx Ha Nnepeao3nupPOoBKY, B HEKOTOPbIX C/IlyYanx MOKa3aHo HesameamTeibHoe
CMMNTOMAaTMYECKOE SiedeHne noj HabaaeHnem Bpada. ITU Mepbl A0XKHbI BKAOYaTh HabaoaeHne 3a
NnauMeHTOM B TEYEHNE HECKO/IbKMX YacoB. B ciydyae TAXKeI0ro oTpaB/ieHMA C OCTaHOBKOM cepAaua
peaHMMaLUNOHHble AeACTBMA A0MKHbI NPOAO/XKATLCA He MeHee 1 Yaca.

Bsaumop,eﬁcmue C APYyrMMU NeKapcTtBeHHbIMU cpeacTtBamm

KcnnomeTtasonMH NpoTMBOMNOKa3aH 6OI'IbeIM, nony4vyawouwmm MHI'VI6MTOpr MAO B gaHHoe Bpema naun
nony4yaswinm mx B Te4HeHne 2 npeabiaywmnx Hegenb. OAHOBpeMeHHOE npUMeHeEHNE TpU- NIn
TETPAUNKNNYECKUX aHTUAENPECAHTOB N CUMMNATOMUMETUYECKUX MPENAPATOB MOTYT NPUBECTU K
yBE/IMYHEHUIO CMMNATOMUMETUHECKOTO 3d)¢eKTa KCUNTIOMETA30/INHA, NO3TOMY TAaKOIro CoO4eTaHUA
pekomeHayeTcA nsberatb.

Ocobble yKaszaHus

He pekomeHayeTca NpMMeHATb B HEMPEPbIBHOM pexume bonee 7 gHeil.

He cnegyet npeBbiaTh PEKOMEHAOBAHHbIE 403bl, 0COBEHHO Y AeTel U NOXKUAbIX NtoAeN.
OnvtenbHoe (6bonee 7 gHen) Unv ypesmepHoe NPUMEHEHME NpenapaTa MOXET Bbi3BaTb 3PDEKT
"pukoweTa" (MeaMKameHTO3HbIN PUHKUT) U/Unmn aTpodurto Ha3abHOM CAN3UCTON 060104KMN.
BeH3anKoHMA X10pua, BXOAALLMIA B COCTaB NPenaparta, MOXKeT Bbi3BaTb PasaparkeHne CAn3nUCTom
060/104KM NONOCTU HOCA.

MaumeHTbl C CUHAPOMOM YA/ IMHEHHOTO MHTepBana QT, NpUMeHALLINE KCUIOMETa30/1H, MOTyT BbiTh
noABep KeHbl NOBbILUEHHOMY PUCKY Pa3BUTUS CEPbE3HbIX XKeyA04YKOBbIX apUTMUN.

BanaHue Ha cnocobHOCTb ynpasaAaTb TPAHCNOPTHbIM CpeaACTBOM U MeXaHU3MaMU
KcnnomeTasonumH He BAUSAET Ha CNOCOBHOCTb ynpaBaATb TOAHCNOPTHbIM CpeaACTBOM UM MEXaHU3MaMWN.

®dopma Bbinycka:

Cnpeit Ha3anbHbIN A03UPOBaHHbIN [anA aeTeli], 35 MKr/a03a.

Mo 10 mn (120 po3) npenapaTa Bo ¢pNaKoHe U3 NOJNITUIEHA BbICOKOW NIOTHOCTU, CHabKeHHOM
NMOMMOBbIM A03UPYIOLWMM YCTPONCTBOM C HAKOHEYHUKOM U C 3aLUMTHBIM KOIMAYKOM M3 NOANITUIIEHA.
®PnakoH BMeCTe C MHCTPYKLUMEN MO NPUMEHEHUIO MOMELLAIOT B KAPTOHHYIO NayKy.

Ha BTOpWYHOM ynaKoBKe AONYyCKaeTCA HaiMYne KOHTPOAA NepPBOro BCKPbITUA.

Ycnosua xpaHeHua
Mpu Temnepatype He Bbiwe 30 °C, B HEAOCTYNHOM A8 AeTel mecTe.

CpoK rogHOCTH
3 roga. He ucnonb3oBaTtb NOC/AE UCTEYEHUA CPOKA FO4HOCTY.

YcnoBua oTnycka
OTtnyckatoT 6e3 peuenTa.

Mpoussoautennb
I'CK KoHcblomep Xenckep CAPJ, Lsenuapus.
GSK Consumer Healthcare SARL, Route de I'Etraz, 1260 Nyon, Switzerland.

lOpuguueckoe n1L0, Ha UMA KOTOPOTO BbIAAHO PErUCTPaLMOHHOE YA0CTOBEPEHUE, U OpraHU3aLus,
NPUHMMaIOLLAA NPeTeH3UKn Ha Tepputopumn Poccuiickoii Peaepauum:

AO «I'nakcoCmnTKnAanH Xenckep».

123112, r. MockKea, MNpecHeHcKasa HabeperkHas, 4. 10, nomeweHune lll, KomHaTa 9, aT. 6.

Ten. 8 (495) 777-98-50; dakc 8 (495) 777-98-51 TenedoH 6ecnnatHoli «[opayent AMHUU»
88003334694

E-mail: rus.info@gsk.com

ToBapHbI 3HaK NPUHAZNEKUT UK ucnonbayeTtca Mpynnoit Komnaunin FnakcoCmutKaaiiH.



