MARRCTEPCTBO HA BLPABEONASBAKETO

KPATKA XAPAKTEPUCTHKA HA TTPOIVKTA Npsaoienie KoM
pacpelesne sa yroTpeba e | yaqa|1y.040p

1. Hve 03 JlekapcTBeHR HPOAYKT

Vibrocil® gel, BuGpommn renp ?O¢/ 1€ .0x.04 m% g
2. KagecTBeH B KOJIHYECTBEH CHCTAB
Axrtusus csetaky: phenylephrine base u dimethindene (INN)/dimethindene maleate (USAN)
XuMHaaHO HauMeHOBaHHe: phenylephrine - (8)-1-(3-hydroxyphenyl)-2-methylaminoethanol
Dimethindene - 2-(2-dimethylaminoethyl)-3-[2-(2-pyridyl) ethyl]-(1H)-indene maleate

Cxrcras

Vibrocil masanes ren ceaspixa 0.25%w/w phenylephrine u 0.025% w/w dimethindene.

3. @apmanesTadHa hopma
Tej 3a HasanHa ynotpeba

4. Knunudan oco0eHoCcTH

4.1. TepanesTHYHH HEAUKANHE
CHMOTOMATHUHO HEUEHHE Ha BE3MANKHTE/IHA IPOLECH Ha TOPHHTE AUXaTeHHN IIFTHHIA K Ha3alHa
KOHTeCTHS IIPH: OCTPH ¥ XPOHHYHY PUHHTH, CE30HHH (CEHHA XPeMa) ¥ HECE30HRH ANCPruTHH
PMHETH, OCTDH M XPOHWYHH CHHYHTH, BA30MOTOPHH PHHHTH. B KOMIIeKCHATa Tepanus Ha otitis
media.

IIpe- K [IOCTONIEPATHEHY ITPHXH (B XMPYPrUsiTa Ha HOCA).

Vibrocil ren e ocofeHo mojeseH Py CyXoTa Ha HOCHATa IMTaBHIIA, IIPH HAJIMIAe Ha XPYCTH HIIH
ClieH HOCHH TPaBMHM 3a IOIbPIKaHe Ha Hoca JHCT IPe3 HoXTa.

4.2. lo3upoBKa H HAYHH HA NPAJIOKEHHE

Br3pacTau U Aena Bag 6 roguHH: 1 animKanysI BHB BCAKA HO3/pa 3-4 OBTH AHEBHO; IIPENIOPHIBa ce
HOCHEeIHAT aNHKANys A2 ¢ HanpaBH HEIOCPENCTBEHO NPEAH JLIramHe.

4.3. IIpoTABONOKA3AHHS

CBpBHXIyBCTBHTENHOCT KBM HHKOS OT CHCTaBKHTE.

KaTo BCHYKH Ba30KOHCTpHKTOPH phenylephrine e NPOTUBONOKA3aH B CIIyJauTe Ha aTpouacH
DHHHT M [p¥ Dal#eHTH, IeKYBaHH C MOHOAMHHOOKCHAA3HH HHXHEOHUTOPH, WK TaKHBa, KOMTO Ca T'H
TIOJy9aBaiy B TIpe/mecTBamure 14 nuu.

4.4, Cnenpajinl OPpOTHBONOKAZANASA B HpeTyBPeXIeHns 32 ynoTpeba

Vibrocil B¢ Tpa6Ba a ce #3032 HENPEKBCHATO B IPONBIDKEHAE Ha II0BEHE OT 1 ceamumna:
[IpOEEIDKHUTENHATA 1 B TIPEKAJICHO FONEMH KO3K YHOTpeda MOXeE Aa MpeU3BHKa TaxpAduIaKcHs K
pubayHA-KOBrecTHs (MEIHKaAMEHTO3CH PHHHIT).

KaxTo [ipH APYTHTE JOKAHH BA30KOHCTPUKTOPH HE TPAORA [ia ce BajlBUINaBa IPENOpEIanara 1034
TOBa MOXE fAa HOBEAE - 0cODEHO IpH MAJIKH Jela H Bh3PacTHH NaHEHTH ~ IO IPOsiBa Ha
CHCTEMHOTO AeHCTBYE Ha Ba30KOHCTPHKTIOPA.

TloBHIICHO BHMMAHEE Ce IPEHopbYBa IPH MANHeHTH ChC CEPACIHO-CHIOBH 3200/IBanuIs,
XWIIepTORHs, 3260/sBaHe Ha HIHTOBHAHATA JKIIe32 HIK 3aKPETORIBIHA II2yKOMA.

4.5. Jlekapcreenn B3aEMOJelicTBHA HIH APYTH Gopma HA B3aHMOJeHCTBHS

Phenylephrine e npoTHBONOKa3aH NPH NANKHEHTH, AEKYBaHH ¢ MOHOAMHHOOKCHA3HH HHXAOHTODH
¥ TAK¥Ba, KOUTO Ca I'H IOAYYaBaily [pe3 IOCHeAHTE 14 1HH.

Ba30KOHCTPHKTOPHTE TPAGBA 2 Ce H3IOJI3BAT ¢ HOBHIIEHO BHAMAHNE NpH MAIMEHTH, TEKyBakH ¢
TPHNAKIHYHE aHTHASIPECAHTH U AHTAXKIICPTEH3HBHH CPEIICTBa Kato B-6noxepH.

4.6. BpeMeHHOCT ¥ KbpMeHe

TIpesBuA NOTEHIMAIHIA CHCTEMEH Ba30KOHCTPHKTOPEH edexr
ymotpebata Ha Vibrocil o speme Ha GpeMEHHOCT ¥ KbPMEHE,
4.7. Baasiane BhPXy ClocofHOCTTA 32 WodApane 1 pador,
Hsma.

4.8. Hexxelanu JeKapCTBEHH PeakuHdH




O6mxuoBeHo Vibrocil ce nonacs zobpe.
Morar 1a ce HabIIoaaBaT peAKY Ciydan Ha ci1aby 1 HPeXOIHH JIOKATHH PEaKiuH (IyBCIBO Ha
TapeHe HIH CyXOTa Ha HOCHATA NHTABUIA).

4.9. lIpenoznpane

Huxora e ca cxo6miaBani cepro3EH ebexTH oT ciydaiinoTo mormpifare Ha Vibrocil oT Maks
sena. [ToBedeTo ciayway NpoTHIaT 6e3CHMITOMHO, HO MaKap H PAKO € ChOOIMABaHo 32
YMOPSEMOCT, CTOMAINHH GONKH, NeKa TaXHKap/Ws, OBUIICHO KPEBHO HAILAraHE, RE30yna,
6e3chHEE, OIEIOCT.

CroMammHa IPOMHBKA HEBHHArH e HeOOX0ANMa AOPH CJICH MOTNBINAHE Ha IS0 IMMCHIC Vibrocil.
Tlps MaNKy fena MOXe Ja e HalOXKH ynoTpe6aTa Ha aKTHBEH BBIJICH M CBEHTYAIIHO JIAKCATHS. Iipu
[IO-FONIEMH [ielia U BE3PACTHY AABAHETO Ha TONEMH KOJTHIECTBA TETHOCTH OOHKHOBEHO &
JOCTATHIHO.

5. dpapMaKoOrAHY CBOHCTBA

5.1. @apMakopARHAMAYHRE CBOHCTRA

®apMaKoTepanesTHIHA Ipyna: KoMOKHEPaHH CAMIIATOMUMETHIH 6e3 xopruxocteporau ATC:
RO1AB

Mexaun3sM Ha AcicTRHE ¥ hapMaKOgMHAMEYHE 0CO0EHOCTH

AxTABHATA CheTaBKa Ha Vibrocil ocBoboxEaBa HOCHETE IPOXO/H U IPECYIIapa CEKperusiTa.
Vibrocil e BiHse Ha HazaHHTE HIHAH.

Phenylephrine e cuMmaTroMuMeTiaeH aMuH. 301382l KaTo Ha3ayeH ACKOHI€CTAHT, TOH € MeK
Ba30KOHCTPHKTOD, AEHCTBAN] CENEKTHBHO Ha ot -aApeHEePriIHHTE PEIENTOPH B CPeKTHIHUTE
BeHORHH ChIOBE Ha HOCHATA NUTaBhla. Taxa Toi ochIIecTBsaBa 6pp32 B NPOJBIDKATEIIHA
JEKOHTeCTHSI HAa HOCHHTE KyXHHH.

Dimethindene, XHCTAMHHOB aHTaroHMCT Ha Hi-pellenTopHO HHBO, € IPOTHBOANCPIHIHA CHCTABKA,
epeKTHBHA pH HECKH JO3H H ¢ 100pa TOHOCHMOCT.

5.2. ®apMaKOKHHETHYHH CBOHCTBA

Vibrocil e IpeHasHagTen 3a IOKAIHO NPHIOKEHHE H HEFOBOTO JCHCTBHIE HE € CBEP3AHO C
a3MEHHTE HHB2 Ha aKTHBHHTE CBCTaBKH.

IIpu ciysaifio npueMane npes yerata phenylephrine mva namanena OHOHATHIHOCT
(npubnusutenno 38%) mopauy first pass MeTabOIM3BM B YepBaTa U FCPHUA npo6. Bpemero Ha
HONYEIEMAHAIIES € OKOJNO 2.5 Jaca.

CreTemuaTa HamggocT Ha dimethindene pu opanuo npanoxenue € okono 70%. Bpemero Ha
TOyeTMMUAHANHASL € OKOJIO 6 Jaca.

5.2. IIpeaxnaupIaA A2HAA 32 GesomacBocT

IpoyuBarmsTa BEPXY KuBoTHE ¢ dimethindene He MoKa3axa TepATOreHEH NOTEHIHAN, HETO
cTpasMaHE edekTd BEPXY eMOPHOHA WK (eTyca, KOWTO Ja HMaT OTHOMICHHE KBM npoduina Ha
6e30MacCHOCT Ha MPOJAYKTa.

6. @apManeBTHYHHA 0CO0EHOCTH

6.1. CuachK HAa HOMOHIHHTE BeIHecTBa

Vibrocil rex

Benzalkonium chloride (xoncepsart), disodium phosphate, citric acid monohydrate, sorbitol,
deterpenated essence of lavender, methylhydroxypropylcellulose, purified water.

6.2. HecbBMeCTHEMOCTHE

He ca n38eCTHH

6.3. Cpox Ha rogHoCT

3 ropuEHA

6.4. Cuenuanue ycaoBHS 32 ChXpaBesHe

Ia ce cexpanssa nox 30 °C, xa ce Xia3u OT CBETINHA.

6.5. EcTecTBO B BMECTHMOCT HA ONAK0OBKATA

AmnymuEHeBa Ty6a Cbe 3aMIATHa BTPEIIHA obBuBXa (epoxy-phenol
¢ TOJHETHICHOBA HA3aJIHa KaHIONa B KanaiKa.




6.6. HacTpyknmn 3a ynorpeba

Vibrocil TpsOBa aa ce y3non3sa ciel H3yXBaHe Ha HOCA.

Vibrocil ren

TTocTaBeTe MAJIKO KOMHYIECTRO OT refia BE3MOXKHO Hadi-A5I00K0 BB Besika HO3zApa. Ilpenopsasa ce
HOCTEIHATA arUTHKANMS Ja Ce HampaBH HEMOCPEACTBEHO NPEH JiaraHe.

7. YipATeKaTen HA paspemenneTo 3a ynorpeba

Novartis Consumer Health SA, CH 1260 Nyon, Switzerland

8. Permcrpanuoned Ne B Brarapas

Hasanen ren - 20010848

9, JiaTa na HLPBOTO pazpemenue 32 ynorpeda
04.02.199%r.

10. Jara ua nociegaTa pefaKmad
09.09.2003r.




