THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

BiopouMn

(Vibrocil®)

CKnaao:
Oitoui peyoBuHU: TUMETUHAEHY ManeaT, GeHineppuH;
1 M1 npemapaty MiCcTUTh fUMeTHHAeHY Masneaty 0,25 mr, derinedpuny 2,5 mr;

donomidxcHi pevoguHu: copOit (E 420), HaTpiwo rimpodochaTt 6e3BOgHIN, KUCIOTH JIMMOHHOI
MOHOTIfIpaT, OJIisl TaBaHMOBa, OEH3aIKOHII0 XJIOPUI, BOOA OYUIIIEeHA.

Jlikapcbka ¢popma. Kparmi Ha3anbHi.

OcHo8HI (pi3uko-XimMiyHI 8/1acMuBocmi: MPO30pUl PO3YUH, He OiNbIll iHTEHCUBHO 3a0apBiIeHUN, HiK
JKOBTHUHM 3.

dapMakoTepaneBTHYHA rpyna. [I[poTuHaOPSKOBI Ta iHII PUHOJIOTIYHI TpenapaTy AJig MiCI[eBOT0
3acTtocyBaHHS. CHMIIaTOMIMETHKY, KOMOiHallii, 3a BUHTKOM KOPTHKOCTEPOITB.

Kom ATX RO1 A B.

®Papmako102iuHi 8 1acmueocmi.
Bibpouusn - koMOiHOBaHUY Ipemnapar, SKui MiCTUTh peHinedprH i AUMETUHTIEH.

®apmakoduHamika. [IpenapaT 3MeHIIIye BULIIEHHS 3 HOCA Ta CIIPUSE OUUIIEHHIO HOCOBUX XOfiB, HE
IOPYILIYIOYY IPU EOMY (i3ionoriuHux QyHKIIN MUTOTIMBOIO €MiTeNiio i CI130B0Ol 000JI0HKY HOCA.

deHinepprH HANTEXKUTH [0 CUMIIATOMIMETUYHUX aMiHiB. 3aCTOCOBYETHCS SIK Ha3a/lbHUU
IEKOHTeCTaHT 3 TOMIPHOI0 CYIMHO3BYKYyBaJIbHOIO [i€l0, CEJIEKTUBHO CTUMYJIIOE anb(da,-afipeHepriuni
PeIenTopy KaBepPHO3HOI BEHO3HOI TKAHWHHU CJIM30BOi 000JI0HKH HOCA. TaKUM YHHOM, IITBUOKO i
HAJIOBI0 yCyBa€ HaOPSK CIM30BOi 060JIOHKY HOCA Ta MOTr0 MPUAATKOBUX Ma3yX.

[UMeTHHOEH - aHTarOHICT ricTaMiHOBUX H,-penenTopiB - YUHUTE IPOTHANEPTiuny Aito. EQekTuBHUM
IIPY 3aCTOCYBaHHI B HU3BKUX N03aX, J0Ope IepeHOoCUThCS.

®apmakokiHemuka. Bibpomui 3aCTOCOBYIOTh MiCIIEBO, TOMY MOT0 aKTUBHICTh HEe KOPEJTTIOE 3



KOHIIEHTPAIIEI0 aKTUBHUX PEUYOBUH Y IJ1a3Mi KpPOBi.

[Tpu BUMIafIKOBOMY II€POPaIbHOMY IIpHUiioMi 0iofoCTyIHICT PeHinedpuHy 3MeHITyBanacs i
cTaHoBUJa IpubIKU3HO 38 % Yepe3 MeTab0Ii3M IPU NEPIIOMY IPOXOMXKEHHI y KAIIEYHUKY Ta
NeyviHIl, mepion HamiBBUBEEHHS - 6JIU3LKO 2,5 TOOUHU.

CuctemHa 0i00OCTYIIHICTh JUMETHHAEHY MiC/IS MPUKUOMY IIePOpPaibHO ¥ PO3UMHI CTAHOBUTH OTM3BKO
70 %, mepion HamiBBUBEIEeHHS - OTM3bKO 6 OOUH.

KiiniyHi XapaKTepHUCTHKH.
IIoka3zaHHA.
Y mopocnux Ta fiTei BiKOM Bifl 2 POKiB:

CUMIITOMATUYHe JIIKyBaHHS 3aCTy[OH, 3aKJIaleHOCT1 HOCa, TOCTPUX 1| XPOHIYHUX PUHITIB, CE30HHOI0
(ciHHa mpoMacHUIlS) Ta HECE30HHOT0 aJIePriYHUX PUHITIB, TOCTPUX Ta XPOHIYHUX CUHYCUTIB,
Ba30MOTOPHUX PUHITIB. [I0NIOMiXKHA Tepalisi Ipu TOCTPOMY CepeIHbOMY OTHTI.

[TigroToBKa [0 XipyprivHoro BTPy4YaHHs y OiISHI HOCA, Ta yCYHeHHS HaOPSKY CIU30BO1 000I0HKHU
HOCa i IPUAATKOBUX Ma3yX MiC/IA XipypriyHoro BTpy4aHHA.

IIpomunoka3aHHs.
linepuyTnusBicTk 1o dheHinebpury, IUMeTHHAEHY ManeaTy abo m0 Oyab-IKUX HOMOMIKHUX PEeYOBUH.

Yepes BMicT eHinedpuHy npemapar, K i iHII CyquHO3BYKYBaJIbHI 3aC00H, TPOTUIIOKA3aHUH ITPU
aTpodiyHOMY PUHITI, 3aKPUTOKYTOBIi I7TayKOMi, a TaKOXK IallieHTaM, SIKi IPUUMaloTh iHTibiTopu
MoHoaMiHoKcuma3u (MAQO) abo siKi mpuiiMani ix momepenHi 14 mgHiB.

B3aemodia 3 iHwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

OpHOYacHe 3aCTOCYBaHHS IIpernapary 3 iHribitopamu MmoHoamiHokcugasu (MAO) ta mpoTtsrom 14
[HIB mic/s IX 3aCTOCYBaHHS IPOTUNIOKA3aHe.

Crnip 3 06epeXHiCTIO MpU3HAYATH CYOUHO3BYKYBaJIbHI TpenapaTy 3 TPUIMKITIYHUMH i
TeTPaLUKIIIYHUMY aHTUENIPEeCAaHTaMU Ta aHTUTINIePTEH3UBHUMU IIpenapaTaMy, TaKUMU SK B-
ampeHo00JI0KAaTOPH, OCKiIbKY 1X OMHOYACHUHM IPHUMOM MOXKe ITOTEHIIiI0BaTH IPECOPHUM eeKT

Gbeninedpuny.

Oco6 1ueocmi 3acmocyeaHHsi.

Bi6porun, 9K i inmmi cuMmaToMiMeTHKHY, CITif 3 06epeXKHICTI0O 3aCTOCOBYBATH IalliEeHTaM 3 BUPAXKEHOI0
peaxIliero Ha agpeHepriuHi peYoBUHH, IO IPOSBISETHCS TAKUMHU 03HAKAMH, STK O€3COHHS,
3amaMOpOY€eHHs, TPEMOP, CEPLIEBi apUTMil YU MiABUINEHHS apTepiaTbHOIO TUCKY.



Bibporun He ciif 3acTocoByBaTH 0€3MEPEPBHO [OBIIE 3 OHIB. AKINO CUMITOMY HE 3HUKAIOTh OilbIle
3 mHiB a60 MOTipIIyIOTHCS, CITig 3BePHYTUCS [0 Hikaps. TpuBane a6o HagMipHE 3aCTOCYBAaHHS
mpenapaTy MoXe CIPUYMHUTHU Taxidinakciio i ehekT puKoueTy (MeIUKaMeHTO3HUW PUHIT).

4K i mpu 3acTOCyBaHHI iHIIUX CYTUHO3BYXKYBaIbHUX 3aCc00iB, HE CJIifl TepeBUIyBaTH PEKOMEHIO0BaHY
mo3y npenapaty. HagMipHe 3acToCyBaHHS IIpemnapaTy, 0COOIMBO OiTSM i mallieHTaM JiTHLOTO BiKY,
MOXKe CIIPUYMHUTH IIPOSIBU CHUCTEMHOI il Tpenapary.

Crnip 3 06epexXHiCTIO MpU3HAYATH IIPelaparT MallieHTaM i3 ceplieBO-CyIMHHUMHU 3aXBOPIOBAHHSIMH,
XBOPUM Ha apTepiasibHY TilepTeHsiio, 3 rinepTupeo3oM, IyKPOBUM fiabeToM Ta MallieHTaM 3
OOCTPYKIIi€I0 MIMUKKU CEYOBOTO Mixypa (Hampukiap rimepTpodi€cio mepeaMixypoBoi 3a1o3n).

Yepes BMmicT H;-auTUricTamMiHOBOr0 3aco0y oUMeTHHEHY ManeaTy Bibpouun ciig 3 o0epexHiCcTIO
3aCTOCOBYBATHU ITal[ilEHTaM 3 eIiJemCi€ero.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00H0.

HocmimkeHHS 3acTocyBaHHS PeHineppuHy Ta oUMeTHHAEHY MajneaTy y nepion BariTHOCTI abo
TOyBaHHS I'PYAAI0 He IIPOBOLUIIUCE. 3 OTJIAAY Ha IOTEHIIIMHUN CUCTEMHUN CyIUHO3BYXKYBaJIbHUN
eekT peHinmePpruHy PEKOMEHAYETHCS YTPUMYBATUCh Bil 3aCTOCYBaHHS IIpenapaTy y Iepiof
BariTHOCTI.

PeKOMeHJIy'GTBCH YTPUMYBATHUCH Bi}l 3aCTOCYBaHHS IIPEIapaTy HiI[ YaC rogyBaHHA I'PyOOIO0.

DepTUNLHICTh

BipcyTHi HaneXHi gaHi 00 BINIKUBY (peHieppuHy Ta AUMETUHAEHY MajieaTy Ha GPepTUIbHICTD
JIIOOUHHA.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

IlaHi BigCyTHi.

Cnoci6 3acmocyeaHHss ma do3u.

[lepen BBemeHHSAM IpenapaTy CIIifl peTeNIbHO NPOYUCTUTHU Hic. [1alieHT TOBUHEH BiIXUIUTHU T'OJIOBY
Has3af, CUASYYU YU cTog4M, abo HabiK, SIKIIO BiH JIEKUTH y JIikKKY. [Tic/s 3akamyBaHHS Kpamesb
0axkaHOo 3a/IMIIUTY TOJIOBY BiIXMIEHOIO Ha KilbKa XBUJIUH, 11100 JaTh 3MOTY IIpernapary
PO3MOBCIOOUTUCH Y HOCOBIY TOPOKHUHI.

Crmig BUMUTH Ta BUCYIINTH KPUIIKY-KPAIIEJIbHUITIO ITepeJ HarBMHYYBaHHIM Ha (I)J'IaKOH.

Llimu sixom 8i0 2 0o 6 pokis



[To 1-2 Kparmi y KOXXHU HOCOBHUH Xif 3-4 pa3u Ha [E€Hb.

Iimu s8ikom 8i0 6 pokis ma dopocii

[To 3-4 xparmri y KOXXHUK HOCOBUM Xif 3-4 pa3u Ha OEHb.

Tepmin Ge3nepepBHOro JiKyBaHHS HE Ma€ IepPeBUIlyBaTH 3 OHIB i 3a/eXKuTh Bif nepebiry
3aXBOPIOBaHHS. 3aCTOCYBaHHA IIpenapary AiTAM BiKOM Bif 2 [0 12 pokiB Cif 30iMCHIOBATH IIif
Harag40M JOPOCIUX.

Himu.

Bibpouu, KparJi Ha3anbHi, He PEKOMEHI0BAHO 10 3aCTOCYBaHHS AiTSAM BiKOM [I0 2 POKIiB.

Ilepedo3yeanHsi.

[Tpu nepeno3yBaHHi npenapaT Bibpomun Moxke COPUYMHUTY TaKi CUMIIaTOMIMETHYHi Ta
AHTUXOJIIHEPTiuHi e(eKTH, IK OCUJIeHe CepLebuTTs, IepefdacHe CKOPOUYEHHS IIJTyHOUKIB Cepli,
6inb y moTumuiy, TpeMTiHHS a00 TpeMop, JlerkKa Taxikappis, MigBUILIeHU apTepiabHUM THUCK,
Minpia3, oHiMiHHS, 30yOKEHHS, TalOUKUHAIil, cynoMu, 6e3coHHs Ta OmimicTs. [Tepemo3yBaHHs
IIpernapaToM Moxe 06yMOBUTH IIOMipHY Cefallifo, IiABUIIeHY BTOMIIIOBAHICTh, KOMY, Oiflb y LITYHKY,
HYHOTYy, 6/10BaHHS.

He Oyo0 Bi3Ha4eHO HiIKUX CEPHO3HUX N00iYHUX ePeKTiB IMicIg BUMAAKOBOI'0 3aCTOCYBaHHS
Bibpouuny. BummagkoBe MOTPaIISHHS Y IUIYHKOBO-KUIIIKOBUY TPAKT 003 OUMeTHHAEHY 10 20 MT He
MIPU3BOAUIIO [0 MOSIBU TAKKUX CUMIITOMIB.

JIiKyBaHHA: 3aCTOCyBaHHS aKTUBOBAHOTO BYTi/Is, MOXKJIMBO, IIPOHOCHUX 3aC00iB [AiTSIM MOJIOIIIOT0
BiKy (IpOMUBaAHHS NIJTyHKA He MOTPiOHE); JOPOCITUM i [iTSIM CTApIIOro BiKy IPH3HAYalOTh BEJIUKY
KIUIBKIiCTh PIAVHYU [JId IUTTA.

[HmyKoBaHy (eHimeppuHOM apTepianbHy TinepTeH3ito, SKa BUSIBJISIE HENOCTATHIO PeakKIliio Ha
OeH3o[ia3eninyd, MOXKHa YCYHYTH, 3aCTOCOBYIOUHU anbda-ampeHepriunuit 6okatop. LleHTpanbHi
QHTUXOJIIHEePTiYHi CHMIITOMY MOXHa JIiKyBaTH 3a JOIOMOroi0 ¢hizocTurminy. [OIinpHO
IIPOKOHCYJIbTYBATUCH 3 JIiKapeM II00 3aCTOCYBaHHS aHTUAOTIB. OCKIIbKY AaHi CTOCOBHO
OTPAIUISHHA Y LITYHKOBO-KUIIIKOBUYM TPAKT [03 AUMeTHHAeHY noHap 20 Mr BiACYyTHI, namieHTaM 3i
3HQYHUM Iepefo3yBaHHAM [I0Ka3aHUM MeIUYHUY HATJIAM Ta, SKI0 NPU3HAYUTh JIiKap, IPUNoOM
Pa30BOi 103U aKTUBOBAHOI'O BYTi/Is. TsKKi BUmagku 30yIKEHOCTI Ta CYOOMHMX HaIafiB CITif
nikyBaTu 6eH30Mia3eniHaMu.

ITo6iyHi peaxuii.

3a3Buyai mpemapart nodpe nepeHocuThes. [106iuHI peakiii, 110 mepepaxoBaHi HUKYe, PO3MOIieHi 3a
YacTOTOI0 TaKMM YMHOM: Oyxke 4acTo (= 1/10), vacto (Big = 1/100 go <1/10), HewacTo (Big = 1/1000
no < 1/100), pigko (Big = 1/10000 mo < 1/1000), my=xe pigko (< 1/10000), wacToTa HeBigoMa (He
MOKHA BU3HAUYKTH Ha OCHOBi HAsSIBHUX HAHHUX).



Po3napu 3 00Ky pecmipaTopHOl CUCTEMH, OPTaHiB IPyAHOL KJIITKY Ta CEPEeNOCTiHHS: PiAKO -
IUCKOM(DOPT ¥ HOCOBIi MOPOXKHUHI, CyXiCTh HOCOBOI IOPOKHUHHU, KPOBOTEYa 3 HOCA.

3arajbHi PO37Iagy Ta Peakilil B MicCIli BBeIeHHS: PiIKO - BiMUyTTs MeYiHHS B MiClli HQHECEHHS; IyKe

pimKo - 3aranbHa c1abKicTh, PO3BUTOK aJIePriyHUX peakiliil (30KpeMa, MicleBi peakiiii 3 60Ky IIKipH,
cBepOix Tina, HAOPSK MOBIK, 00IUYYS).

Tepmin npudamHocmi. 3 POKHU.

YMmoBH 30epiranssi.

30epiraTtu B OpuriHanbHi{ yIaKOBIIi, 3aXUIIal04Yy Bifl CBiT/Ia Ta HarpiBaHHS, IIPX TeMIepaTypi He
Butne 25 °C. 36epiraTé y HeZOCTYITHOMY [JI OiTel MiCIii.

YnakoBka. [1o 15 M7 kpamnens y ¢p1aKoHi 3 KPpUIIKOIO-KpanenbHULeo; 10 1 ¢prakoHy y KapTOHHIN
KOpPOOIIi.

Kareropisi Bignycky. be3 penernra.

BupoOHHUK.

I'CK Koncriomep Xenckep CAPJI / GSK Consumer Healthcare SARL.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

Pyt me Jletpa, Hiox, 1260, lIseriuapis / Route de 1'Etraz, Nyon, 1260, Switzerland.



