OTpuBHUH cnipeil HasaJIbHEIM J03MpoBaHHbIH (,1% — TEKCT JIMCTKA-BKIIAABIINA HD PE BY

L7647 -2019
UHCTPYKHIHSA 10 MEAUIIUHCKOMY ITPUMEHEHHAIO JIEKAPCTBEHHOI'O
ITPEITAPATA

Orpusun/ Otrivin COTJACOBAHO
MUHUCTEPCTBOM 3PABOOXPAHEHUS
PECIIYBJIMKU BEJIAPYCH
TIpuxaz MunucrepeTsa 34paBOOXPAHEHUHA

o LB COTY e 1O

Memzxynaponnoe HENATCHTOBAHHOC HA3BAHUE: KCHIIOMCTAa30JIMH

Toprosoe nazBanme: Otpusus/ Otrivin

JlexapcrBenHas gopMma: cnpeil HazanbHbINM 103upoBaHHbIH 0,1%

Cocras

1 M1 corepXxuT:

Heiicmeylowee 6eujecmso: KCUIOMETA30IMHA THAPOXIOPUA 1 M.

Bcnomozamenvnule sewecmea: Hatpus dochar oqHOOCHOBHBINA JBYXBOIHBIM, HAaTpus (ocdar
JIByXOCHOBHBIH JIBEHAIIATUBOIHBIN, HATPUS XJIOPH]I, AUHATPHUA 3JETaT, OEH3AIKOHHS XJIOPH,
MeTHIrHapokcunponminenosiaosa 4000 mPa.S, copburton 70%, Bona ognimeHHasI.

Onucanue
[Ipo3paunslii pacTBOp OT GECIBETHOTO 10 OJIeIHO-XKENTOrO I[BETA MPAKTHYECKH Oe3 3amaxa.

®apMakoTepaneBTHYECKAS TPyNIa
JIEKOHTeCTaHTHI U APYTHE CPECTBA JJIS MECTHOTO IIpUMeHeHus]. CHMIIaTOMUMETHKH.

Kon ATX: RO1AA07.

dapMaKo/I0rH4ecKHe CBOiCTBA

Mexanusm oeticmsus

KcuiiomeTa3onuH SBIsSETCS CHMIIATOMAMETHYECKHM CPEICTBOM, KOTOPOE OKA3bIBACT ACHCTBHE
Ha anb(a-aJpeHeprudecKue penenTopbl CIM3KCTOM 000/104KH Hoca. [Ipy IpHMEHEHHH B HOC
BEI3BIBAET CY)XE€HHE KPOBEHOCHBIX COCYAOB CIH3UCTOM HOCA, YCTpaHsSs, TAKAM 00pa3oM, OTEK
CIIN3UCTOH 0607I0YKH HOCA B HOCOTNIOTKH. ObJjieryaeT HOCOBOE JBIXaHHE.

B cocraB nmpenapara  BXOZST ~ BCIIOMOTarelbHBIE  BEIIECTBA -  COPOMTON W
METHITHAPOKCHIIPONMIILEIUIIONO3a, KOTOPBIE  IO3BOJISIIOT YMEHBIIHTH CHMIITOMBI CYXOCTH
CIIM3HUCTOH 000JI0UKH HOCA.

HeicTBHE HACTymaeT Yepe3 HECKOJIBKO MUHYT U IPOXOIDKAETCs B TeueHue 12 yacos. IIpemapart
OtpuBuH He HapymaeT GyHKIUH MEPIATEIBHOIO SIIUTEIHS.

Dapmaxoxkunemuxa

Ilpu MecTHOM NpUMEHEHMHM KOHIEHTpPAllMd KCHJIOMETAa30jIMHA B IUIa3ME HH3KHE M OIM3KH K
Ipeneny oOHapy>KeHHUs.

Iloxa3aHusi K IPUMEHEHHIO

PHHHUTEI pa3IMYHOTO IPOUCXOXKICHHUS.

Jlis oberdenns OTTOKa CeKpeTa MPH BOCHAICHUAX MPUAATOYHEIX MMa3yX HOCA.

B xauecTBe BciomoratenbHON Tepanuy Mpu CpefHeM OTHTE (U1 YMEHBIIEHHS OTEKA CITU3UCTON
HOCOIJIOTKH).

Jlia obnerdenus npoBeeHUs] pPUHOCKOITHH.

IIporuBonoka3zanus
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HO PS

OTpuBHH cHIpeii Ha3AIBHBIN 103MPOBaHHbIHN 0,1% — TEKCT JACTKA-BKIAABINA  , . , . a o o BY

L7464l -LUTH
IloBbImeHHas YyBCTBHTENHHOCTh K KOMIIOHEHTaM IIpenapaTa, 3aKphITOYTOJIbHas IJIayKoMa,
aTpodUUECKUil PHHHT, CyXOM pHHHT, TpaHCHEHOHJAIbHOE yIajJeHHe Trunodpusza (WM
TpaHCHa3aJIbHbIE WM TPAaHCOPaJIbHBIE XHPYPrHYECKHE BMEIIATEILCTBA ¢ OOHAXKECHHEM TBEPAOH
MO3r0oBO# 000JI0YKH).

Croco6 npuMeHeHus U 0361

Jlis B3pochbIX U AeTel crapie 12 jer.

1 BmpeicKMBaHME B KaXAbli HocoBoif xox. Ilpm HeoOxomumocTH moOBTOpHTH. He ciemyer
IpUMEHATH OoJiee 3 pa3 B I€Hb.

Ilepen npuMeHeHHEM HEOOXOMUMO TINATEIHLHO OYHCTHTH HOCOBBIE XOABI. CHATH 3allMTHBIN
koimmayok. Ilepen mepBeIM NpHMeHEHHEM cIpes HEOOXOMMMO HECKONBKO pa3 HaXaTh Ha
PacIBUIMTENb 10 MOSBJICHHS PaBHOMEPHOIO pacnbUieHus. [Ipu mociemyiomeM HCIoNb30BaHUH
crpei rOTOB K NpUMEHEHHIO. Ecu mociie MHOTOKpaTHOro HaKaTHsl pacIbLUIATENS PACIbUICHHE
BBIXOJJUT HE IIOJIHOCTBIO, HAIPUMEP, MOCIEC BPEMEHHOTO NPEKPAIlCHUS MPHMEHEHHS CIIpes,

ClleyeT CHOBAa HaXkaTh Ha pacmeUIMTeNs 4 pasa. }W% HHUK B

BOH T neUMTENs 1 pas 8 & %é)éi-ﬁa OXHYTh
HOCOBOM XOJl M PE3KO Ha)XaTh HA PacIbLI lp MPIHH(‘TE %%géjﬂ SN B YT
JUIs ONITHMAJIBHOTO paclipefieieHus mpenapara. Ilodi PIORAMAL/ROSOX0TUMD CHOBa

HAJETh 3AIlMTHBIH KOJIMAYoK. Iprkas MHHHCTEPCTBA 3APABOOXPAHEHNA
Pecnyb6nuxu Benapych i

IToGounsre aeiicTBus

WHpopManuss 0 HEXKeNaTeIbHBIX pEaKIUsIX IpEICTaBICHa B COOTBETCTBHH C CHCTEMHO-
OpPTraHHBIMHM KJIaCCaMHM M YacTOTOM BCTPEYAaCMOCTH IO CIEAYIONIMM KaTEropusM: OYE€Hb 4acTo
(=21/10), gacto (=1/100 go <1/10), rewacro (>1/1000 xo <1/100), peaxo (>1/10000 o <1/1000),
o4eHb peaxo (<1/10000). B pamMkax kaxIoi IpyNIbl HeKeNaTebHEIE SBICHHS TIPEICTABICHE B
TIOPS/IKE YMEHBIICHUS CEPHE3HOCTH.

Co cmoponsl ummyHHO1 cucmembl: OYEHDb PELKO - PEAKLMH THIIEPYyBCTBHTENHHOCTH (CHIMb, 3y,
AHTHOHEBPOTHYECKUH OTEK).

Co cmoponel HepeHOoil cucmembl: 9acTO - TOIOBHAS 6O,

Co cmoponer op2ano6 3penus: 09eHb PENKO: BPEMEHHOE yXyAIIEHHE 3PEHHL.

Co cmoponwl cepoeuno-cocyoucmoi cucmembol: OYEHb PEKO — HEPETYISPHAS MM MOBbIIICHHAS
YCC, runepToHus, apuTMHS.

Co cmoponvl Ovixamenvrot cucmemol

Yacro: cyxocThb, AUCKOMQOPT, HOKEHHE CIUUCTOMH 06ONOUKA HOCA, METMKAMEHTO3HBINA PHHHT.
Co cmoponwr JKKT: gacto - TomHOTA

Obwue paccmpoticmea: 4acTo: XKeHHE B MECTE IPUMEHEHHS.

B ciyyae mosBieHHs TEpeYMCICHHBIX MOGOYHBIX PEAKIMH HIH PEaKidii, He YIIOMSIHYTHIX B
AaHHOM JIHCTKE-BKJIA/IBIINE, HEOOXOAUMO 0OPaTUTHCS K Bpady.

Ilepenosuposka

VI36bITO4HOE MECTHOE NMPHMEHEHHE KCHIIOMETAa30NMHA WM CIyYaifHOe IIPOIIaTHIBAHHE MOTYT
BBI3BAaTh CHMIATOIMTHYECKOE AeHcTBHe, BKModas yrHerenue [[HC (mampumep, cOHIMBOCTS,
KOMY), THIIEPTOHUIO HJIH TMTIOTOHHIO, TAXHKAPAKIO B Gpamukapumio. Takxe MOTyT BO3HUKHYTh
CHMIITOMBI CO CTOPOHBI XE€TyJOYHO-KHIIEYHOTO TPAKTa, TAKHE KaK TOMHOTA H pBOTa. MHBIE
CHUMITOMBI — OJICIHOCTb, YPE3MEPHOE IIOTOOT/ACIHCHME, THIOTEPMHS, CYyXCHHE 3pauka,
YTHETCHHE JbIXaHWUs, aTaKCUs U TPEBOra.

CuMToMBI TOXENOH CTENeH: Mocie CIy4aifHOro M3GBITOYHOTrO IPUMEHEHHS He HAaGIIIONaITHCh.
Y onHOro HOBOPOXAEHHOTO (BO3pacT 2 Hexenu) npuMeHenue | xammm 0,1%-Horo pacTtBopa B
KaXKJIblif HOCOBOHM XOJ] MPHUBEJIO K KOME.

Y ManeHbKHX AeTell mpuMeHeHue mpenapara 10 0,5 MI/Kr Beca Tela He BEI3BAIO KIMHAYECKH
PENIEBaHTHBIX CUMIITOMOB. B CBSI3M C OTCYTCTBYIOIIMMHU JQHHBIMH IIpUMEHERHs Gonee 0,5 Mr/kr
BCCa Tejla CHMITOMBI TSDKEJIOM CTENECHH HE MOTryT OBITh HCKIIOYEHBL. B Takux cirydasx
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HO PB
NASBEVAREE

[IOKa3aHbl METUITHHCKOE HAOJIONCHUE MOCe KOHCYJIBTAlMH C OIBITHBIM BPauOM-KIMHHIIHCTOM
HWIM  TOKCHKOJIOTHYECKHM HWHGOPMALMOHHBIM IIEHTPOM H IPHEM  Dpa3OBOH  JIO3BI
aKTHBHPOBAaHHOTO yrifd. Crernuudeckoro aHTHAOTa HET. JIedeHHe CHMIITOMATHYeCKOe; IpH
Opanukapauy IPUMEHUTH aTPOIHH.

OTpHBHH clipeil Ha3aIbHbIH 103ApoBaHHbIH 0,1% — TeKCT THCTKA-BKJIAABIIIA Y

B3aumogeiicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH CPeACTBAMH

Huzubumopuvr monoamunokcuoasvl. KCHIIOMETa307IMH MOXKET YCHIIMBATE IEHCTBHE HHTHOUTOPOB
MOHOAMHHOKCHJIa3bl U BHI3BATh IMIEPTOHMYECKHM kpu3. KcuiomeTasoimH He pEKOMEHIYETCS
IpUHUMAaTh [alMeHTaM, MOJYYalOIlMM HIM [OJy4YaBIOMM JIEYEHHE HHTHOUTOpaMH
MOHOAMHMHOKCHa3bl B TCUCHHE NTOCICAHUX 14 qHel (cM. «MGW’“ _
Tpu- unu mempayuxiuieckue anmuoenpeccanmol. OnHOBj)eMeHmmpAM&ﬂl@an-mgnn
TETPALMKIMYECCKUX  AHTHIENPECCAHTOB C  CHMIIATOMH CeRM ﬁ:mmM? " He
PEKOMEHIOBAHO, TaK KaKk OHO MOJKET BBI3BAaTh YCHJICHHE

%&%?Wmﬁﬁcw&mcmhx

KCHJIOMETa30JInHa. Pecny6nukn Benapych

MepbI IperoCcTOPOXKHOCTH

Ymo neobxooumo 3name 0o Havana npuema npenapama Ompueun.

IToroBopuTe CO CBOMM BpadoM 0 Hayaia NpHMEHEHHUS KCHIOMETAa30JIMHa, eCii BhI cTpamaere
3aboneBaHueM cepaua (HampuMep, CHHAPOMOM ymiuHeHHoro uutepsana QT). IMammeHTHI €
CHHJIPOMOM yAauHeHHOro uHTepBana QT, nmomyyaronye KCHIOMETAa30IMH, MOTYT IIOABEPraThes
TIOBHIIIEHHOMY PHCKY Pa3BUTHS CEPhE3HBIX JKETYIOYKOBBIX apUTMHUIA.

IIpenapar OTpHBUH cliefyeT IPUHEMATH C OCTOPOXKHOCTHIO MAIIMEHTaM:

* C apTepHaIbHON T'MIIEPTOHUEH, 3a00I€BaHHAMH CEPAEIHO-COCYAUCTOM CHCTEMBI

* C TMIIEPTHPEO30M, CaXapHHIM IHabeTOM, PeOXpOMOIHTOMOM

* ¢ runepTpoduei npeacTaTeTbHOM Kele3bl

* MOJYYalOmIMM HIJIM IOJIy4YaBIIUM JICYeHHE WHrHOMTOpaMH MOHOAaMHHOKCHIA3bl B TEUEHHE
nocneanux 14 quei (cM. «B3auMoaeHcTBHS ¢ NPYTUMH JIEKapCTBEHHBIME CPEACTBAMMEY)

* C TOBBINEHHOW YYBCTBUTEIBHOCTHIO K CHMIIATOMHMETHKAM, YTO IPOSBISETCS TAaKHMH
CHMIITOMaMH Kak 0€CCOHHMIIA, TOJIOBOKPYKEHHE M T.I.

He pexomennmyercs mpuMmeHsTh npemapar OTpPHUBHH HENPEPHIBHO HAa NPOTSHXKEHHH OGojee 1
HelleNld, KaK M JPYTHE COCYIOCYXHBAIOLIME CPEICTBA I MECTHOTO NMPHMEHEHHS, TaK KaK
BO3MOXXHO Ppa3sBHTHE MEIMKAMEHTO3HOTO PHHHUTA C OTEKOM CIHM3HCTOM O0OJOYKM HOCa,
CHMIITOMBI KOTOPOTO CXOXH ¢ HACMOPKOM.

He cnemyer npespImaTs peKOMEHAOBAHHYIO 03y, OCOOEHHO Y JIETEH M MOXKHUIBIX IAIHECHTOB.
Otpusun cnpe#t HasanpHBIM mo3upoBaHHb 0,1 % He CleAyeT NPUMEHSTH JeTSM Miamme 12
JeT.

Benzainkonus xmopuj, BXOAAIIHE B COCTAaB Ipemapara, MOXET BHI3BaTh pasJpakeHHE H OTEK
CIIU3HUCTOM 000JI0YKH HOJIOCTH HOCA, 0COOEHHO HPH JUTUTEILHOM IPHMEHEHHUH.

IIpumenenne B mepuox GepeMEHHOCTH M IPYIHOI0 BCKAPMJIABAHHS

bepemennocms. B cBA3M ¢ COCYTOCYXMBAIOIMME CBOMCTBaMH mipenapata OTpPHUBHH, €ro HE
ClIeTyeT IPUMEHSTH B IIEPHOA GEpPEMEHHOCTH.

Ipyonoe eckapmnusanue. HensBecTHO, MPOHMKACT JIM KCHIIOMETA30JHH B IPYJHOE MOJIOKO.
llpumenenne npemapata OTPHBHH B IIEPHOJ KOPMIEHHS TPYIBIO BO3MOXHO TOJBKO IIO
Ha3HAYEHUIO BpayJa.

@epmunvrocmy.  COOTBETCTBYIOIIME JaHHBlE MO JeHCTBHIO npenapara OTpPUBHH Ha
(GepTHILHOCTE OTCYTCTBYIOT. KOHTpONMMpyeMble HCCIIeIOBaHHS HA KHBOTHBIX HEIOCTYITHBL
ITocKonbKy CHCTEMHAs SKCHO3MIAS KCHJIOMETA30JIMHA OYE€Hb HU3Kas, BEPOSTHOCTH BIHAHMS HA
depTHILHOCTD Kpaiine Maa.

Bansinue Ha cIOCOOHOCTH K BOXKIECHHIO ABTOTPAHCIIOPTA H YIIPABJCHHIO MEXaHHU3MAMH
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HO PB

OrpHBHH cripeil Ha3albHbIHN J103MpoBaHHblii 0,1% — TEKCT IMCTKA-BKIAABIIIA BY

[Ipu nnuTETHPHOM MPHUMEHEHWH U BBICOKHMX JIO3MPOBKAX KCHJIOMeI’faZOJ%nIa Hem,g;[ Qlclm%qms
BO3MOJKHEIE CHCTEMHEIE JICHCTBUS ¢ KapAHOBaCKyISpHEIMH > dexTamu.

®opMa BbITyCKA

ITo 10 mn npenapara Bo ¢uakone u3 [IBII, cHaGxkeHHOM IOMIIOBBIM JO3HPYIOIIUM YCTPOMCTBOM
C HaKOHEYHHUKOM U C 3alIUTHBIM KOJIIaYKOM M3 MOJUAITHICHA. DIIaKOH BMECTE C HHCTPYKIMEH
110 IPEMEHEHHIO IIOMEIIEH B NTaUKy U3 KapToHa. Kaxxaplii ¢uiakoH coepuT okoio 71 1035l

YcaoBusa XxpaHeHHsA
XpauuTh npu Temneparype He Boime 30 °C. XpaHUTh B HEAOCTYITHOM JIsl A€TEH MecTe.

COTJTACOBAHO
CPOK rOAHOCTH MHUHHUCTEPCTBOM 3[JPABOOXPAHEHUSA
3 1 H PECITYBJIMKU BEJIAPYCh v
roja. 1 Mecsl MocJie NepBoro BCKPBITHA YIIAKOBKH. e WJ}%QMI&@ ac.%-)[x% rga'I"‘If’I Ka: HOH
Ha yIIaKOBK€. Pecny6nuku Benapyce

YcnoBus 0TIyCKa U3 anITeK
be3 peuenra Bpaya

JlepkaTeb pErHCTPAHOHHOIO YAOCTOBEPEHHs!/ IPOM3BOANTEb:
['CK Koncrromep Xenckep C.A., Ilseituapust / GSK Consumer Healthcare S.A., Switzerland.
Pro ne Jletpas, 1260 Huon, IlIBetinapus / Route de 1'Etraz, 1260 Nyon, Switzerland.

ITpy BO3HUKHOBEHHH HEXeEJATEIbHBIX SBICHUI IPU [IpHEME MpenapaTa, IoXaTyHcTa, CoobIuTe
00 3TOM IO DJNEeKTpoHHON moure: 0ax70065@gsk.com (mus Azepbaiimkana, ['py3uu,
V36ekucrana, Tamkukucrana, Typkmenucrana) u EAEU.PV4customers@gsk.com (mus
Apmennu, Benapycu, Keipreizcrana u Monromun). CooOImeHHs 0 >kano0ax Ha KadecTBO
npenapara IpHHUMAIOTCs 1o 31eKTpoHHOM noure UA-CIS.LOC-PQC@gsk.com.

Toproseie Mapku NpHHAIEKAT HIH HCHONB3YIOTCA 10 JHIEH3UM TpymIoi kommanui GSK.
©2018 rpynna xomnanuit GSK wiu ux nunensuap.
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