IHCTPYKIIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 3aC00y

BIBPOLIIT
(VIBROCIL®)

Cknao:

Oitoui peyosunu: TAMETUHICHY MaiieaT, (peHutepuH;

1 Mt ipenapaty MicTUTh TuMeTHHIeHy Maneary(,25 mr, ¢peninedpuny 2,5 mr;

donomidgichi peyosunu. copoit (E 420),HaTpiro rigpodocdaT 6€3BOHIE KUCIOTH JIMIMOHHOI MOHOT1IpAT, OJIist
JIaBaHI0Ba, OCH3AJIKOHIIO XJIOPHJI, BOJA OYHUIIICHA.

Jlikapcbka gopma. Kparuti HazaabHI.
Ocnogni Qizuxo-ximiuni eracmugocmi: Ipo30pUi PO3UUH BiJ 0€30apBHOTO JI0 3JIETKa JKOBTYBATOTO KOJIBOPY 3i
CJTA0KUM 3aI1axoM JIaBaH/IH.

dapmakoTepaneBTHYHA rpyna. [IpoTnHaOpsAKOBI Ta iHIII PUHOJOTIUHI MPENapaTH JJIs MiCIIEBOTO 3aCTOCYBAaHHS.
CuMIaToMiMeTHKH, KOMOIHAIIi1, 32 BUHATKOM KOPTHUKOCTEPOIi/IiB.
Kox ATX RO1 A B.

Dapmakono2iuni eracmuocmi.

BiGpommn — koMOiHOBaHUH mpenapar, SKuii MicTUTh (PeHiaeppuH i JUMETHH/ICH.

Dapmaroounamika. [lpenapat 3MEHIIy€e BUIJICHHS 3 HOCA Ta CIPUSIE OYUIIICHHIO HOCOBHX XO/IiB, HE IOPYIIYIOUYH
npu 1bOMY (Hi31070TIYHUX (PYHKIIH MUTOTIMBOTO EMITENII0 1 CIM30BOT 0O0IOHKH HOCA.

deHinegpuH HAJICKUTH 10 CAMIIATOMIMETUYHUX aMiHiB.3aCTOCOBYETHCS SIK HA3aJIbHUI JJCKOHT'€CTAHT 3

MIOMIPHOIO CYJIMHO3BY>KYBJILHOIO JII€10, CEJICKTHBHO CTHUMYIIIOE anb(aj-aJApeHepridHi peenTopy KaBepHO3HOT
BEHO3HOI TKAHWHU CITU30BOi 0O0JIOHKU HOCA. TaKuM YUHOM, IIBHJIKO 1 HAJIOBTO yCyBa€ HAOPSIK CITM30BOI

000JIOHKH HOCa Ta HOTO MPUIATKOBUX IMA3yX.

JluMeTHHIeH — aHTaroHICT TicTaMiHOBUX Hj-penenTopiB — YMHUTH npoTHanepriyny aito. EdhexTuBHMii npu
3aCTOCYBaHHI B HU3BKUX J[033X, J00pe MEPEHOCUTHCA.

Dapmaroxinemura. BiOpommi 3acTOCOBYIOTh MICIIEBO, TOMYHOTO aKTHBHICTh HE KOPEJIOE 3 KOHIICHTPAIIIEI0
aKTHBHHUX PEYOBHUH Y IJIa3Mi KPOBI.

[Tpu BUTIaTKOBOMY TIEpOPATBHOMY MTPUHOMI 061010CTYITHICTh PeHiIehPUHY 3MEHIITYBaJIacs 1 CTAHOBUJIA TIPUOJIU3HO
38 % depe3 MeTaboIIi3M MpHU NEPIIOMY MPOXOKEHH] y KHIIEYHUKY Ta TICUiHIIll, TIepio/] HalliBBUBEACHHS — OJIM3bKO
2,5 roguHU.

CucteMHa 01010CTYIHICTh TUMETHH/ICHY IiCIIS IPHHOMYTIEPOPATIbHO Y PO3UMHI cTaHOBUTH O1m3bK0 70 %, mepion
HAITIBBUBEIEHHSI — OJU3LKO 6 TOIMH.

KuiniuHi xapakTepucTukm.

Ilokazannusa.

VY nopocnux Ta miTei BikoM Bix 1 poky:

CHUMIITOMAaTHUYHE JIIKYBaHHS 3aCTy/IH, 3aKJIAZICHOCTI HOCA, TOCTPHX 1 XPOHIYHUX PUHITIB, CE30HHOTO (CiHHA
MIPOITACHMIIS) Ta HECE30HHOTO AJIEPTIYHUX PHHITIB, TOCTPUX Ta XPOHIYHUX CHHYCHUTIB, BA30OMOTOPHHUX PHHITIB.
JlomomMikHa Tepariisi Ipu TOCTPOMY CEPEIHbOMY OTHUTI.

[TinroroBKa 0 XipypriuHoro BTpy4YaHHs y AUISTHII HOCA, Ta YCYHEHHsI HAOPSAKY CIM30BOi 000JIOHKHU HOCA 1
NPUIATKOBUX MA3yX MICIsS XipypriYHOTO BTPYYaHHS.

IIpomunoka3auna.

INnepuyTmuBicTs 10 peritePpruny, TMMETHHACHY MajieaTy a0o0 10 OyIb-IKHX JOTIOMIXKHHX PEUYOBHH.

Yepes BMicCT QeHieGpruHy npenapar, [K i iHII CyTMHO3BYKYBaJIbHI 3aCO0H, MPOTUIIOKA3aHUI MPH aTpOpidHOMY
PHHITI, 3aKPUTOKYTOBIH I1ayKOMi, a TAKOXK TalliEHTaM, SIK1 IPUHUMaroTh 1HT10iTopr MoHOamiHoKcuaazu (MAQ) abo
K1 puiiMany ix nonepeaHi 14 qHis.



B3aemodia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€MO0Ill.

OpnHovacHe 3acTOCYBaHHS Mpenaparty 3 iHrioitopamu MmoHoaminokcuaazu (MAQO) ta mpotsrom 14 mHIB mics iX
3aCTOCYBaHHS NPOTUIIOKA3aHe.

Cuiz 3 00epeKHICTIO TPU3HAYATH CYANHO3BYKYBAJIbHI MPETapaTy 3 TPULHKIIYHAMH 1 TETPAIUKIIIHUMH
aHTUJETIPECAHTAMM Ta AHTUTINEPTEH3UBHUMH ITperapaTaMu, TAKUMH K B-anpeHo010KaTOpH, OCKIIBKH iX
OJIHOYACHUH NMPUIHOM MOXeE MOTEHIII0BATU NPeCOpHUil edekT (eHineppuny.

Ocobueocmi 3acmocy8anHs.

BiOpouu, gk 1 iHII CUMIATOMIMETHKH, CITiJ 3 00€PEKHICTIO 3aCTOCOBYBATH MAIliEHTaM 3 BUPAKEHOIO PEAKITIEI0 Ha
aJIpeHEPTiYHI PEYOBHHH, IO IPOSBISETHCSI TAKUMHU O3HAKaMU, SIK O€3COHHSI, 3aIIaMOPOUYEHHS, TPEMOP, CEPLEBi
apyuTMIi Y¥ MiJBULICHHS apTePiaJbHOTO THUCKY.

BiOponnin He MOXHA 3aCTOCOBYBaTH Oe3nepepBHO JoBIIE 7 AHIB. TpuBasie abo HaaIMipHE 3aCTOCYBAHHS
npenapaTy MoKe COPUYUHUTH Taxi(inakciio 1 epekT pukomeTy (MeIUKaMeHTO3HUN PUHIT).

Sk 1 mpu 3acTOCYBaHHI IHIINX CYIMHO3BYKYBaJIbHUX 3aC001B, HE CIIiJl IEPEBUILYBAaTH PEKOMEHI0BaHY 103y
npenapaty. HaaMmipHe 3acTyBaHHS MpenapaTy, 0COOJIMBO AITAM 1 MAIi€EHTaM JITHHOTO BiKY, MOXKE COPUYUHUTH
MIPOSIBU CUCTEMHOT /111 mpernapary.

Cunin 3 o6epexHICTIO IPU3HAYATH Mpenapar NalieHTaMm i3 cepleBO-CyAMHHUMH 3aXBOPIOBaHHIMM, XBOPUM Ha
apTepianbHy TiIepTeH3i10, rinepTUPE030M, IIyKPOBUM /11a0ETOM Ta MaIi€HTaM 3 OOCTPYKIIIE€I0 IIHHKH CEYOBOTO
Mixypa (HalpHKIa rinepTpodiero nepeaMixypoBoi 3aI031).

Yepes BMicT Hj-anTHricTaMiHOBOTO 3aC00Yy TUMETHHICHY Majieaty BiOporui ciix 3 00epeKHICTIO 3aCTOCOBYBATH
[Marie€HTaM 3 EIIEHCIElO.

3acmocyséanns y nepiod eazimuocmi aoo 200y6anna zpyooio.

JocnigxenHs 3acTocyBaHHs (eHIIePpUHY Ta JUMETUHEHY MajeaTyy epioJl BariTHOCTI a00 TOAYBaHHATPY IO
HE NMPOBOAMINCH. 3 OISy Ha MOTEHLINHUI CUCTEMHUH CyIMHO3BYXYBalbHUN ePeKT deHinedpuny
PEKOMEHIYEThCSI yTPUMYBATHUCh B1Jl 3aCTOCYBaHHsI IIpenapaTyy nepiof] BariTHOCTL

PexomeHyeThCsl yTpUMYBATHUCh BiJl 3aCTOCYBaHHS Mpenapary IiJl 4ac rolyBaHHs IPYII0.

DepTUbHICTD
BincyTHi HanexHi JaHi 1010 BIUIMBY deHUTeppuHy Ta AMMETUHCHY MaieaTy Ha (epTHIbHICTh JIIOAUHU.

30amuicmob énaueamu Ha WEUOKICMb peaKyii npu KepyeanHi a6mompancnopmom ado iHuumu
Mmexanizmamu.
He BruiuBae.

Cnocio 3acmocysanna ma 0o3u.

[lepen BBeIEHHSAM Mpenapary ciiiJ peTeabHO IPOYUCTUTH Hic. [1allieHT MOBHHEH BIAXUIUTH FOJIOBY Ha3a/l,
CUJSIYM UM CTOsIUU, a0 HaOIK, SKIIO BiH JIEKUTH y JDKKY. [licns 3akamyBaHHs Kpamelb OakaHO 3IUIITUTH TOJIOBY
BIIXMJICHOIO Ha KIJIbKa XBUJIMH, 00 AaTH 3MOTY IpemapaTy po3MOBCIOAUTUCH Y HOCOBIN MOPOKHUHI.

Uimu gixom 6i0 1 0o 6 pokie

ITo 1-2 kpamutiy Ko>kHY Hi31pto 3-4 pa3u Ha JE€Hb.

Uimu gixom 6i0 6 pokie ma dopoci

ITo 3-4 kpamuti y KOHY Hi3apto 3-4 pa3u Ha JIeHb.

TepMiH JiKyBaHHS HE Ma€ MEPEBUILYBATH 7 JHIB 1 3aJI€KHUTh BiJ] epeliry 3aXBOpIOBaHHs. 3aCTOCYBaHHS
npenapary AiTsM BikoM BiA 1 1o 12 pokiB ciij 31HCHIOBATH i HATJISIIOM TOPOCIIHX.

Mimu.

BiOpouui, kparuii Ha3albHi, HE pEKOMEHI0BAaHO/I0 3aCTOCYBaHHS IiTAM BiKOM 70 1 pOKy.

Ilepedo3ysanns.



[Tpu nepeno3yBanHi npenapat BiOpouun, kparii Ha3alibHi, MOKe COPUYUHUTH TaKi CHMIIATOMIMETUYHI €PEeKTH, SIK
MOCHJICHE CePIICONTTS, TIepeIIacHe CKOPOUCHHS IUTYHOUKIB CepIls, Oi1h Y IOTHIIMII, TPEMTIHHS a00 TpeMop,

JIeTKa Taxikap/is, MiABUIICHUN apTepialbHUN TUCK, 30y/KeHHs, O0e3coHHA Ta OmigicTilepenozyBanHs

npernapaToM MOXKe 0OYMOBHTH IOMIpHY Ceallifo, 3a1IaMOPOYEHHS, MiBUIIEHY BTOMJIIOBAHICTb, O11b Y IUTYHKY,
HYJIOTY, OJIOBaHHS Ta JIETKl aHTUXOJIIHEPT1YH1 ePEeKTH.

JIikysanHs: 3aCTOCYBaHHS aKTHBOBAHOTO BYTIIJIS, MOXIIMBO, IIPOHOCHUX 3aCO0IB JITSM MOJIOAMIOTO BIKYIIPOM
MBaHHS IUTyHKA HE MOTPIOHE); TOPOCIUM 1 AITSIM CTAPILIOTO BiKy MPU3HAYAIOTH BEIHUKY KIIBKICTh PIAMHM JJISI TATTSI.
IanykoBany deninedpruHOM apTepiabHy TINEPTEH31I0 MOXKHA YCYHYTH, 3aCTOCOBYIOUH alb(a-aapeHepriaauii
OmokaTop.

Ilo6iuni peakuii.

3a3Buyaii npenapat g00pe nepeHocutbes. [100iuH1 peakirii, o epepaxoBaHi HUKYE, PO3IOIIICHI 32 YaCTOTOIO
TaKUM YMHOM: Jyxke dacto (>1/10), gacto (Bix >1/100 mo <1/10), meuacto (Big >1/1000 mo < 1/100), pinko (Bixg >1
/10000 mo < 1/1000), myxe pigko (< 1/10000), gacroTa HeBiToMa (He MOKHA BUSHAYUTH Ha OCHOBI HAasIBHUX
JIAaHUX).

Posznaou 3 6oky pecnipamophoi cucmemu, opeawnis epyOHoi Kiimku ma cepedoCminHs piako —auckoMdopTt y
HOCOBI# MOPOKHUHI, CYyXICTh HOCOBOI TOPOYKHIHHU, KPOBOTEUA 3 HOCA.

3acanvhi poznadu ma peaxyii 6 micyi 66e0eHHs1: PIIKO —BITIYTTS TICHiHHS B MiCIll HAHECCHHSI; TyKe P1IKO-
3aranbHa c1a0KiCTh, PO3BUTOK aJepridHUX peakiliid (30Kkpema, MiClieBl peakilii 3 00Ky MIKipH, cBepOiXK Tisa, HAOpsK
MOBIK, O0THYYSs).

Tepmin npuoamunocmi. 3 poku.

YmoBu 30epiranuns.

30epiraTy B OpUriHAJIBbHIN YIIAKOBIIl, 3aXMIAI0YN BiJl CBITJIa Ta HAarpiBaHHs, Ipu Temreparypi He Bumie 30C.
30epiratv y HEJJOCTYITHOMY IS TITEH MICITi.

VYnakoBka. [To 15 M1 kparnens y (1akoHi 3 KPHITKOIO-KPanelIbHUIEIO; TT0 1 IakoHy Y KapTOHHINA KOPOOIIi.

Kareropisa Binmycky. bes penenta.

BupoOnuk.
Hogaptic Koncstomep Xenc CA / Novartis Consumer Health SA.

Micue3HaxoakeHHs1 BAPOOHHMKA Ta HOro agpeca Micusi MPOBaKeHHs AislIbHOCTI.
Pyt ne Jlerpa 2, 1260 Hion, LlIBetinapis /Routede I'Etraz2, 1260 Nyon, Switzerland.



