IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BIEPOL/
(VIBROCIL®)

Cknag:

Ait0Yi PEYOBUHU: AUMETUHAEHY Masneat, (PeHINedpuH;

1 Mn npenapaty MiCTUTb ANMeTUHAEHY ManeaTy 0,25 Mr, (heHinepuHy 2,5 mr;

[ONOMI>KHI peyoBuHK: copbiT (E 420), HaTpito rigpoocdat 6e3BOAHNIA, KNCIOTM IMMOHHOI MOHOTIAPAT, 0/1ist NaBaH/0Ba, 6eH3aKOHI0 X10pnA, BOAa OUNLLEHa.

JlikapcbKa thopma. Kpansi HasasibHi.
OCHOBHI (pi3nMKO-XiMiYHi BNacTVUBOCTI: MPO30PWUIA PO3YMH, HE BiNbLL IHTEHCUMBHO 3a6apBNEHWIA, HiXK XXOBTWIA 3.

dapmakoTepaneBTUYHa rpyna. MNMpoTUHabPAKOBI Ta iHLWI PUHOMOrIYHI Npenapatn A48 MiCLEeBOro 3actocyBaHHs. CMMNATOMIMETUKM, KOMOIHaLIT, 3a BUHATKOM
KOPTMKOCTEPOIZiB.
Kog ATX RO1 A B.

dapmMakosoriyHi BNacTnBOCTI.

Bibpouwnn — KombiHOBaHWIA Npenapar, KWl MiCTUTb PeHINepyH | AUMETUHAEH.

dapmakoauHamika. Mpenapat 3MeHLUIYe BUAINEHHS 3 HOCA Ta CPUSE OUMLLEHHIO HOCOBMX XOMiB, HE MOPYLLYHUM NPK LbOMY (i3i0N0riYHUX (YHKLIA MUTOTIMBOTO
eniTenito i CNM30B0OT 060/10HKN HOCA.

PeHinepuH HaneXxunTb A0 CUMMNATOMIMETUYHUX aMmiHiB. 3aCTOCOBYETbCA K Ha3a/IbHUIA [AEKOHTeCTAaHT 3 MOMIPHOK CYAMHO3BYXXYB/IbHOK AI€H0, CEIEKTUBHO
CTUMYNIOE anbhas-afpeHeprivHi peLenTopy KaBepHO3HOI BEHO3HOT TKAHWHW CN30BOT 0060M0HKM HOCa. TakuM YMHOM, LUBUAKO i HAZLLOBrO YCyBae HabpsK ClM30BOI
060/10HKM HOCa Ta MOoro NPMAaTKOBMX Nasyx.

[VMeTUHAEH — aHTaroHICT rictaMiHOBUX Hq-peLenTopis — YAHWUTL NPOTUaNeprivyny Aito. EQeKTUBHMIA NpY 3aCTOCYBaHHI B HA3bKMX [03aX, L06pe NepeHOCUThCS.
dPapmakokiHeTuKa. BibpoLmi 3aCTOCOBYOTb MICLIEBO, TOMY MOr0 aKTUBHICTb HE KOPENHOE 3 KOHLIEHTPALLIEKD aKTUBHUX PEYOBUH Y NJ1a3Mi KPOBI.

Mpn BMNALKOBOMY Mepopa/ibHOMY MpUIAOMI BIOAOCTYNHICTb (heHinepuHy 3meHLlyBaniacad i cTaHoBuia npu6ansHo 38 % uepe3 MeTabonism Npu nepLuomy
NPOXOMPKEHHI Y KULLIEYHMKY Ta NeyiHLi, nepiof HaniBBMBeAeHHS — 6/1M3bKO 2,5 roAnHMN.

CuctemHa 6i00CTYMHICTb AUMETUHAEHY MICAA NPUIAOMY NepopasibHO Y PO34MHI CTaHOBUTL 6/1M3bKO 70 %, nepiof, HaniBBUBEAEHHS — 6/IM3bKO 6 rOfMH.

KniHIYHI XapaKTePUCTUKW.

lNoka3aHHA.

Y popocnux Ta AiTei BiKOM Bif, 2 pOKiB:

CUMNTOMAaTUYHE NiKYBaHHA 3acTyaM, 3aKnafeHOCTi HOoca, FOCTPUX | XPOHIYHMX PUHITIB, CE30HHOro (CiHHa NPOMacHUUsA) Ta HECe30HHOro asiepriyHnX PUHITIB,
FOCTPUX Ta XPOHIYHUX CUHYCUTIB, BA3OMOTOPHUX PUHITIB. JOrnoMiXHa Tepanis npy roctTpomy cepefHbLO0MY OTUTI.

MigroToBKa 40 XipypriyHoro BTpyYaHHs y AiNsHLI Hoca, Ta YCYHEHHS HabpsKy CNM30BOT 060/10HKM HOCa | MPUAaTKOBMX Nasyx Micns XipypriyHoro BTpyYaHHs.



IMpoTnnNoKasaHHA.

[inepyyTnMBICTb A0 PeHinepuHy, AMMETUHAEHY ManieaTy abo A0 6y Ab-SKUX AONOMIXKHNX PEYOBUH.

Uepe3 BMICT (peHinepuHy npenapar, AK i iHWI CyAWHO3BYXYBa/lbHi 3aC00M, MPOTUMOKa3aHUA NpPU aTpoivyHOMY PUHITI, 3aKPUTOKYTOBIN FNaykoMi, a Takox
nauieHTam, SiKi NpuiiMatoTb iHri6iTopn MoHoamiHokengasn (MAO) abo ski npuiimany ix nonepeaHi 14 aHis.

B3aemogisi 3 iHLLIMMK NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

O[fiHoYacHe 3aCTOCyBaHHS npenapary 3 iHribitopamy moHoamiHokengasm (MAO) Ta npoTarom 14 AHIB Micns iX 3aCTOCyBaHHA NPOTMMOKa3aHe.

Cnig 3 06epeXHICTIO npu3HayYaT CyAMHO3BYXXYBa/lbHI Mpenapaty 3 TPUUMKIIYHUMW | TeTpaumKIiYHUMKU aHTuenpecaHTaMn Ta aHTUrinepTeH3MBHUMM
npenapaTamu, TaKUMK K B-agpeH06/10KkaTopK, OCKIIbKM TX OLHOYACHMI MPUIAOM MOXKE NOTEHLit0BaTY MPECOPHNIA ePeKT heHinedpurHy.

Oco6MBOCTI 3aCTOCYBaHHS.

Bibpouun, AK i iHWi cMMNaToMIMETUKM, Cif 3 06epeXXHICTHO 3aCTOCOBYBATM NalieHTaM 3 BUPAXXEHOI peakLUictd Ha afjpeHepriyHi PevyoBMHMU, L0 NPOABAAETHCA
TaKMMMN 03HaKamu, K 6e3COHHS, 3anaMOpPOYeHHs, TPEMOP, CepLeBi apuUTMIT UM NiABULLEHHSA apTepiaibHOro TUCKY.

Bibpouwnn He cnif 3acTocoByBaTV 6e3mepepBHO A0BLUE 3 AHIB. AKLLO0 CUMNTOMWU He 3HMKAKOTb Oinblue 3 [HIB ab0 MOripLyHTLCA, CMif 3BEPHYTUCA L0 NiKaps.
TpuBane abo HagmipHe 3aCTOCYBaHHS NpenapaTy MOXKe CIPUYNHUTI Taxiginakcito i eieKT puKoLLeTy (MeANKaMEHTO3HMWI PUHIT).

AK | Npu 3acToCyBaHHI THLWMX CYAMHO3BY)XKYBa/lbHUX 3aC00iB, He Cnif nepeBuULLYyBaTV PeKOMeHAOBaHy A03y npenaparty. HagmipHe 3acTtocyBaHHS npenapary,
0C06/IMBO AiTAM i NaLieHTam NITHLOTO BiKY, MOXe CMIPUYUHUTI NMPOSABI CUCTEMHOIT AiT npenapary.

Cnip 3 06epeXHiCTIO Np13HayaTn Npenapar nalieHTam i3 cepLeBo-CyAMHHUMU 3aXBOPHOBAHHAMM, XBOPUM Ha apTepiaibHy rinepTeHsito, 3 rinepTupeo3oM, LyKpOBUM
AiabeTom Ta nawuieHTam 3 06CTPYKLIEH LWNIAKK CeHOBOro Mixypa (Hanpuknag rinepTpodieto nepeamixypoBoi 3a103M1).

Uepes BMICT Hy-aHTUricTaMIHOBOrO 3aC00y AVMETUHAEHY Maneaty Bibpouwun cnif 3 06epeXHiCTHO 3aCTOCOBYBATM NaLieHTam 3 enifiencieto.

3acTocyBaHHs y nepiog BariTHOCTI abo roflyBaHHs rpyagto.

JocnifpkeHHs 3aCcToCyBaHHA (eHinepuHy Ta AUMETUHAEHY ManeaTy Yy nepiof BariTHOCTI abo rofyBaHHA rPyAAt0 He MPOBOAWNWCH. 3 OrNsfy Ha MOTeHUinHWIA
CUCTEMHWI CYAMHO3BYXXYBa/IbHWI ePEKT (PeHiNeprHy peKOMeHAYETLCA YTPMMYBATUCh Bij, 3aCTOCYBaHHA npenaparty y nepiog BariTHOCTI.

PekoMeHAy€eTbCA YyTPMMYBATUCh Bif, 3aCTOCYBaHHA Npenaparty nif Yac rogyBaHHsA rpyaato.

PepTUNbLHICTL
BifcyTHI HaneXxHi AaHi WoAo BNANBY PeHiNe@puHy Ta AUMEeTUHAEHY ManeaTty Ha PePTUNbHICTb NIIOAUHN.

34aTHICTb BNAMBAT Ha WUBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.
[aHi BiACyTHI.

Cnoci6 3acTocyBaHHs Ta [03W.

Mepen BBEAEHHAM Npenaparty CNif peTesibHO NPOYNUCTUTK Hic. MauieHT NOBUHEH BIAXUNUTY TONOBY Ha3ag, CUAAYN YK CTOAYM, a60 HabiK, AKLO BiH NEXUTb Y NKKY.
[Micns 3akanyBaHHSA Kpanesib 6aXaHo 3a/IMLWKTI FO0BY BIAXUIEHOK Ha KiflbKa XBU/IMH, W06 AaTy 3MOry npenapaty po3noBCHOAUTACH Y HOCOBI NOPOXHUHI.

Cnif BUMUTY Ta BUCYLLMTI KPULLIKY-KpanefbHULIO Nepes, HarBUHYyBaHHAM Ha (h1aKoH.

[iTwn BIKOM Bif 2 [0 6 POKiB




Mo 1-2 Kpanni y KOXHWIA HocoBUiA Xif 3-4 pa3un Ha AeHb.

[iTwn BiKOM Bif, 6 pOKiB Ta Aopochi

Mo 3-4 Kpanni y KOXHWiA HOCOBWiN Xif, 3-4 pa3u Ha AeHb.

TepMiH 6e3rnepepBHOro NiKyBaHHSA He Mae nepeBuLLyBaTh 3 AHIB | 3a/1eXUTb Bif, nepebiry 3axBoproBaHHA. 3aCTOCYBaHHA npenapaTy AiTam BiKOM Bif 2 A0 12 pokiB
cnip 34iMcHIOBATK Nif Harnsa4oM 4OPOCNX.

aiTn.
Bibpouun, kpanni HasanbHi, He peKOMeHA0BaHO A0 3aCTOCYBaHHS [AiTSM BiKOM [0 2 POKIB.

Nepeno3yBaHHA.

Mpy nepegosyBaHHi npenapaT Bibpounn mMoxe CRPUYUMHUTK Taki CMMMNATOMIMETUYHI Ta aHTUXOMIHEPrivHi eeKTn, AK MOCWUNeHe cepuebuTTd, nepegyacHe
CKOPOYEHHS LUAYHOUKIB cepus, 6inb y NOTUANULI, TPEMTIHHA abo Tpemop, nerka Taxikapaisi, NiABULLEHUIA apTepianlbHUA TUCK, Migpia3, OHIMIHHA, 30YMKEHHS,
ranroumHaLii, cygomum, 6e3coHHs Ta 6nigicTb. MNepefo3yBaHHSA NpenapaToM MoXe 06yMOBUTU MOMIPHY cefauito, NiABULLEHY BTOMIIOBaHICTb, KOMY, Oiflb Y LUTYHKY,
HYAO0TY, 6/110BaHHS.

He 6yno BiA3HA4YEHO HiSKMX Cepino3HMX NOoBGIYHMX edieKTiB Nicns BUNAAKOBOro 3aCTOCYBaHHA Bibpoumny. Bunagkose NOTPansHHA Y LLIYHKOBO-KWLLIKOBUIA TPaKT
[03 AUMeTUHAEHY 0 20 M He NPU3BOAMAO0 40 NOSBU THXKKMUX CUMNTOMIB.

JlikyBaHHSA: 3aCTOCYBaHHA aKTMBOBAHOIO BYTI/INA, MOX/MBO, MPOHOCHMX 3aC06iB AITAM MOJIOALIOr0 BiKy (NMPOMMBaHHSA LWNYHKA He NOTPIOHE); AOpOCAUM i [iTAM
CTapLLOro BiKy NMPU3HaYatoThb BENNKY KiIbKICTb PiAUHN ANA NUTTS.

IHLYKOBaHYy (heHinepuHOM apTepiasibHy TiNepTeHsito, fKa BWSABNAE HeLOCTAaTHIO peakuitdo Ha 6GeH3oAiaseniHu, MOXHa YCYHYTW, 3aCTOCOBYOUU
anbha-agpeHepriyHniA 6nokatop. LieHTpanbHi aHTUXONIHEPriYHI CUMNTOMM MOXHa NiKyBaTW 3a A0MNOMOro (i3oCTUrMiHy. [ouifibHO NPOKOHCY/NbTYBaTUCA 3
NniKapeMm LLOAO 3aCTOCYBaHHA aHTUAOTIB. OCKi/IbKM faHi CTOCOBHO MOTPAr/IAHHSA Y LUNYHKOBO-KULWIKOBWIA TPAKT 403 AUMETUHAEHY noHag 20 Mr BiACYTHI, nauieHTam
3i 3HAYHVM Mepeso3yBaHHAM MOKa3aHUA MeAUUYHWIA Harnsag Ta, SKLLO NPU3HAYNTL NiKap, NPUInOM pa3oBOT L03W aKTUBOBAHOIO BYTiNAA. TsXKKI BUNaaKu 36y IKeHOCTI
Ta CyJOMHWX Hanagis cnif nikysaTn 6eH3o4iaseniHamu.

Mo6iyHI peakuii.

3a3Buyain npenapar gobpe nepeHocuTbCA. MobGIYHI peakLii, WO NepepaxoBaHi HUXKYe, PO3MNOAiNeHI 3a YaCTOTOK TaKMM YMHOM: Ay>e YacTo (= 1/10), yacTto (Big = 1
/100 po <1/10), HeyvacTo (Big = 1/1000 fo < 1/100), pigko (Big = /10000 go < 1/1000), ayxe pigko (< 1/10000), yactoTa HeBigoMa (He MOXHa BU3HAUYUTK Ha OCHOBI
HasgBHUX JaHUX).

Posnaay 3 60Ky pecnipaTOpHOI CUCTEMM, OpraHiB rpyaHoT KNiTKW Ta CepefoCTIiHHS: PiAKO — AMCKOMQOPT Yy HOCOBI MOPOXHMWHI, CYyXiCTb HOCOBOI MOPOXHUHM,
KpoBOTEYa 3 HOCa.

3aranbHi po3naan Ta peakuii B Micli BBEAEHHA: PiAKO — BiAYYTTA NeYiHHA B MiCLi HaHECEHHS; Ay>Ke PiAKO — 3arasibHa CNabKiCTb, PO3BMTOK aneprivyHmX peakLil
(30Kpema, micLeBi peakLii 3 60Ky LLKipK, cBep6IX Tina, HabpsK MOBiK, 061MYYS).

TepMiH NpUAATHOCTI. 3 POKMK.

YMoBM 36epiraHHs.
36epiraTi B OpuriHanbHiin ynakoBLii, 3axXMLLatoun Bif CBITNA Ta HarpiBaHHA, Npu TemnepaTypi He BuLle 25 °C. 36epiratv y HeOCTYMHOMY AN AiTein micu,.



Ynakoska. 1o 15 mn Kpanesnb Y (h1akoHi 3 KpULLKOK-KpanenbHULEH; No 1 h1iakoHy Y KapTOHHIN KopooL,i.
KaTteropis Bignycky. be3s pevenTa.

BupobHuK.
I"CK KoHcbromep Xenckep C.A. / GSK Consumer Healthcare S.A.

Micue3HaxomKeHHsI BUPOOHMKa Ta A0ro agpeca MicLA NPoBaipKeHHS AisiNIbHOCTI.
PyT pe NNetpa, 1260 HioH, LLBeliyapis / Route de I’Etraz, 1260 Nyon, Switzerland.



