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1. WIME HA JEKAPCTBEHHSA ITPOAYKT PaspeweHue Ne g/ ........ ”/‘[ZUBM] .....

KCHJIOI'EJ 0,05% ren 3a Hoc P PnAnawnn Mo i I
XYLOGEL 0.05% nasal gel

2. KAYECTBEH A KOJIMYECTBEH CbCTAB

EAuH rpaM OT Hasannus rest coabpka 0,5 mg xylometazoline kydrochloride (kcHnOMeETa30MMHOB
XHIPOXJIOPHA).

[ToMOILHO BElECTRO ¢ M3BECTHO AelicTaHE: GeH3ANKOHNEB XJIOPHA 0,1 mg/g.

3a CNIHCHK Ha TIOMOLIHHTE BEILECTRBA BHXTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

I'en 3a HOC.

4, KJIMHMYHH OCOBEHOCTH
4,1 TepaneBTHYHH HOKAIAHAL

CuMITTOMATHYHO JICUSHKHE Ha.

- OcTbp pUHHT ¢ BUpYCEH WiH GaKkTepHaneH NpousXoa.

- QCTBp HIH XPOHHYHO 0B0CTPALL €€ CHHYHT.

- ANEpruucH pHHHT.

- OTHTHC Meaud KaTapasTuc akyTa - C L&/ Bb3CTAHOBABAHE HA MPOXOAHMOCTTA Ha EBcTaxuesaTa
TpEOA.

4.2 JJo3MpoBKA H HAYHH HA NPHICKEHHE

ﬂosu@mca

TpoayxTHT ce npunara nNpy aelia ot 3 a0 12 roauHu.
EnHo BNpCKBAHE OT OTIAKOBKATA ¢ A03aTOp ChAbpKa 0,05 mg KCUNOMETA30MMHOR XHAPOXTOPHAL.

[leduampuuna nonyaayus

Heya na ev3pacm om 3 00 12 200unu:

OBUMKHOBEHO eAHO ENPHCKRAHE BHB BCAKa HO3pa Ha ecexH 8-10 Jaca.
OBUKHOBEHO NeueHHeTO He TpabBa Aa npepuLuasa 3-5 LHH.

HaunH Ha fOpunoxeHne
HazanHo npHnoKeHHe.
[Npeny IBPBOTO MPHACKEHHE OT OMAKOBKATA, CJIE/l CBAJIAHETO Ha 3ALIMTHATA Kanayka, 3-5 nbTH Aa
ce HAaTHCHE 7103aTOPBT, AO NOARaTa Ha MPOAYKTAa B HAKOHEYHHKA.

Hopropra ynotpeba Aa ce H3IBLPIIBA ¢aMo B CIy4al, ye NPRIOKEHACTO HA NPOAYKTA € onio
NpPeKXbCHATO 3A NEPHOA OT HAKOIKO IHN.

Tlopans XHrueHHH chobpaskeHus eiHa OTakoBKa TPAOBA fla e H3NOI3Ba CaMO OT &

4.3 IIpoTHBONMOKA3IABHA

- CBpBXUYBCTBHTEHOCT KbM AKTHBHOTO(ATE) BewecTso(a) HIH KBM H
BelleCTBa, M36poeHn B Touka 6.1,
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- Jla He ce NpHJara npy NaLKWeHTH el XMIO(HIEKTOMHA HIH CACA APYTH XHPYPriiHy
YepeHOMO3BYHH ONEpaLHy.
- Cyx aTpopHHeH PHHUT.

4.4 CnenuanuH NpeAynpeRAeHAs H NPeANa3HH MEPKH IpH ynorpeba

TMeanaTpi4Ha NOMy.alus.
Ila we ce npunara OpH Aela noj 3 roAHHH.

[oao6Ho Ha apyruTe cumnaTHkoMumeTHuu Kennoren 0,05% Tpatea Aa ce NpHJIara BHUMATENHO
TpH NALHMEHTH ¢ YYBCTBHTEIHOCT KbM aPEHOMUMETHLIH, KOATO CE IPOABABA ¢ BescbHuE,
CBETOBBPTEX, TPEMOP, APHTMHH H XHNEPTOHHA.

TIpH NALEEHTH CHC CHHAPOM Ha yabkeH QT MHTEpBAN, NEKYBAHH ¢ KCHIIOMETA3O0HH, MOXE 13
MMa MOBHIIEH PHCK OT CEPHO3HH BEHTPUKYNApHH ApHTMHH.

TpoaykTsT He GMBA Aa c& MPHIAra NpH NALMEHTH C XPOHHUEH HIIH Ba30MOTOPEH PHHHT, KOWTO
ca NpepasnoAoKeHH KbM yAb/DKABAHE HA TEPANHATA ROBEUE OT 5 nuu. NpoapkHTENnHaTa
ynoTpeSa (No-IBJro 0T MPenopbHaHus CPOK) MOXE Jia 10BE/ie 10 BTOpHHHA Ba30QUNATALMA U
K&TO TIOC/IeJMIA 10 ATPOrEHEH PUHHT (rhinitis medicamentosa). TToTHCKAHETO Ha
0CBOBOKAABAHETO HA HOPAAPEHATHH OT HEPBHHTE OKOHUAaHHAA YPe3 CTHMYNALINA Ha anda2-
NPECHHANTHYHHTE PELIETTTOPH € BEPOSTHATa NPHUYHHA 32 TOBA 3aonsBane.

JlexapcTBOTO TPAGBA a e H3NO3BA ¢ BHUMAHUE MMPH NAUMEHTH C apTepHanta XHIEPTOHKS,
AHTMHA NIEKTOPHC H JIPYTH LIMPKYAATOPHN HAPYLICHHA, 3aXapeH uaber, 3aKPHTObIb/HA
riaykoMa, NPOCTATHA XMNEPTPOGHS, XHICPTHPCOHANIBM.

Jla HE Ce TIPHIaraTt no-BHCOoKH OT npenopbYaHUTe J03H oco0eHO NMPH Ziela U MALHEHTH B
CTap4yecKa BB3pacT.

Jla He ce mpunara no speMe Ha JIeUeHHe H NOHe 2 CeAMMLIM cliell NpeKpaTAaBaHe Ha TepanuarTa ¢
MAO-HHXHGHTOPH M TPHUMKIIHYHHM AHTHAEMPECAHTH (BIKTE paszien 4.5.).

Toea nekapcTeo chAbpixa 0,1 mg GeH3aIKOHHEB XIOPH] BbE BCCKH IPaM,. BeH3aIKOHHEBHAT XI0PKA
MOKE [ IPHYMHH Apa3HEeHE WK NOXYBAaHE Ha HOCHATA JIMrdBHLA, ocobeHo ako ce M3noN3Ba
TMPOIBLIDKHTENHO.

4.5 BiaaMoAeHCTBHE ¢ APYIH JeKAPCTBEHH NPOAYKTH H APYTH ¢opmH HA
B3aHMoJeiicTBHE

OT6ens3aHy ca PeaKH Clydal Ha B3aUMOACHCTBYE C TPHLHKAMYHYI AHTHACTIPECAHTH H MAO
woxuburopn. Jla ne ce nprnara Keunoren 0,05% no BpeMe Ha JIEYEHHE ¢ TE3H NPOIYKTH Y NOHE
2 CeNMHLH CIICM MPeKpaTABAHE Ha Tepannara ¢ TAX.

EnnospemMeHHOTO NpHnokenue Ha Kennoren 0,05% ¢ apyry CHMNATAKOMHMETHLH (Hanp.
edenpun, ncesgoedieSpuH) M BCHUKH MPOAYKTH, ChbpiKallH Te3H BELIECTBA TpadBa na ce
u36ATBA MOPAAH CYMAapHHA eeKT OT TAXHOTO AeliCTBHE M PHCK OT MOBULICHO apTEPHATHO
KPBBHO HANATaHE,.

4.6 @eprHANTET, GPEMEHHOCT H KbpMeHE

BpeMeHHOCT
Jla e ce npunara npH SpeMEHHH.

KbpMmeHe
He chbuiecTBYBAT JaHHH, KACAGIIM OTAEISHETO B MIAKOTO HA KbPMAYKH.

I_[a ¢e np#nara ¢ BHHManHe B MCPHOA HA JIAKTaLlH4.




4.7 EdjexTa Bbpxy cnocofHoCTTa 32 mopHpaHe H paGoTa ¢ MAlIHHH

TIpOAYKTET & MpeHa3HAYEH 33 KPATKOTPAHHO JeueHHe, HO NMPH NPOBIDKHTENHA ynotpeba H BbB
BHCOKH J03H HE ca M3KNIOYeHH CHCTEMHH e(eKTH BHPXY ChpACIHOCHAOBATA CHOTEMA H HHC,
KOETO MOYe [ia HapyLIH CROCOGHOCTTa 38 WodHpaHe 1 paGoTaTa ¢ M2UIHHH.

4.8 Hexenaun JeKAPCTBEHH PEAKIHH

Hexenanure MEKapCTBEHH PEaKUMH Ca pasriieiauy Cope TAXHaTa 9eCToTa U JTOKAIHAALMA,
3ATOYBANKH ¢ HAl-YECTHTE N0 CIEAHATA CXEMA - MHOTO 4ecTH (=1/ 10), uecte (& 1/100 oo <1/10),
newectr (> 1/1 000 a0 <1/100), peaky (= 1/10 000 ao <1/1 000), MHOro peaxu (< 1/10 000), ¢
HEM3BECTHA YeCTOTA (OT HANMYHMTE JaHHH He Moske Aa 6bae HanpaseHa OLICHKA).

O6mn HapyWeHAs W HAPYWIeHHsl, CELP3AHH C HAYHHEA Ha NpHJIoKEHRE
PeIKn: TOKANHO ApasHEHe, NapeHs, HEMPHATHA CyXOTa Ha Ha3alHaTa IMraEuLa. MHoro
peaku: cnafocT, NpUoILAaBaHe, rajeHe.

PecnupaTOpHH, TPLAHA K MEIHACTHHATHH HAPYIICHAA
HeuecTH: enu¢TaKCHC.
Penkn: xuxane.

HapymieHHS HA HEPBHATA CECTEMA
MHOTO peaKH: raBoGOoNKe, CHHIHBOCT WK H3paseHa Celalks ciel NPEA03HPaHe.

Coprevns HapyleHns
MHoro pezkH: chpLeGHeHe, MOBHLIABAHE HA KPBBHOTO HAJIATaHe.

CrobuiapaHe HA NONO3IHPAHN HEXENAHH PEAKIIHH

CpoBIHABAHETO HA NOAO3UPAHY HEXKENAHH PEeaKLMH Ciel Pa3peLlaBaHe 3a ynotpeba Ha IeKapcTBeHH A
NPOAYKT € BaxHo. ToBa N03BoNABA 12 IPOABDKH HAGNIONCHHETO HA CHOTHOLIEHHETO non3a/puck 3a
NEKapcTBEHHA MpoayKT. OT MEHUMHCKHUTE CIIeLHATTHCTH C& W3HCKBA N1a chobiaBart BCAKa
TNOAO3HpaHa HeXENaHa peakims Hpe3

MambHUTENHA areHIHs 1o JiekapeTsaTa yi. ,Jlaman pyes” Ne 8

1303 Codua

Ten.: +35 928903417

yeGcaift: www.bda.bg

4.9 TIlpenosmpane
He ca nabmonaBaHH cTy4an Ha NPEAO3HPAHE NMPH BE3PACTHH.

Heanarpyuda NONya1aUMs
Psnko ce cp0obiuaBa 3a ciydyay Ha Npero3vpaHe Npyu aeua.

B Cy4an Ha Mpeno3npaHe WiIH HHUHIEHT Ha OpaJiHO MOTNBIHAHE, rjasHo NPH Aeua, MoraT jJace
HabmogaeaT caeqHUTE CHMITTOMH: YYSCTABAHE HA ChpACUHATA AeifiHOCT, NOBHIIABAHE Ha KPBHBHOTO
HANAra"e, CbHIMBOCT, NOTHCKAHE Ha AHUWAHCTO, pasc’rpoﬁcraa Ha Ch3HAHHETO.

3nauMTeNHA CeAALUA MOMKE Ja ce wafnionapa npH acua.

Hima crieusbu4HO Neyesye npy npeaoskpane. Mepku npu npenosupate - NPOBOKMPANT Ha
NOBPEHIIAHE, MPHICKEHHE HA MEJIMUMHCKH BLIJIEH, CTOMAIIHA IPOMHBKAE, o6an
CHMITOMATHYHO IEYEHHE,

5. @®APMAKOJOTHYHH CBOWMCTBA

5.1 ®apMakoIHHAMM4ERH CBOHCTBA



dapmakoTepaneBTHUHA rpyna; JeKOHreCTaNTH H APYrH HA3a/IHY NPENapaTH 3a okanHa ynorpeta;
cHMIIaTHKOMHMETHIH, 00uksoBeHH. ATC xox: RO1A A07.

KCHIOMETa30/THH € TPOW3BONHO Ha MMEA30/HHA ChC CHMMNATUKOMBMETHYHO acHcTeHe. Tok e
HenocpeACTREH aroHMCT Ha anda 2-anpeHeprudHuTe peuentopH. [IprToxkes BbPXy NMraBHLUATa,
Npequ3BHKBA CBHBAHE HA KPLBOHOCHHTE Ch0BE, MPEMAXBA OTOK, MOTHCKA XHIIEPEMHATA Ha
MMraBHLIATA HA HOCOMTETKATA, HAMANABA KONMUECTBOTO Ha cekpeta. [Tpoayxrst Kennoren 0,05% ¢
non hOpMaTa Ha Iejl, KOETO NIPABH BbIMOYKHO OBJKHABAHETO HA HA3AHATA NUrasHLa, Ges
IPOHHKBAHE B HA3AJIHHTE KyXMHH H B CBPJIOTO.

52 @apMakoKHHETHIHH CBOHCTBA

JleiicTBHETO Ha JIEKAPCTBEHHA TPOAYKT 3anouBa 5 - 1 0 MHHYTH Cllel NPHITOKECHUETO H MPONbAXKABA
A0 8 uaca, MpH KOETO CrIazbMLT Ha KPbBOHOCHHWTE CbAOBE NPOAbL/IKABA 0 8-12 yaca.

TTpaBHIHO NPHICKESHUAT BHPXY JIHMABHIATA [IPOAYKT NPEAH3BHKEA IOKATHO CBHBAHE HA
KpBBOHOCHTE chaoBe. He ce abcopbupa B KIHHHYHO 3HAMHMO KOJTMMECTBO, 4 CBILO TaKa He
oka3es o0mo geficTere.

5.3 IIpeakJuuB-HH JauHH 32 GesomacHocT

B u3cneaBaHus BLPXY MHBOTHH clieq 00110 NPHNOKEHHe HA MPOJyKTa ¢a HabnioaaBaHu
3ATBKALIM C MPOAB/LKHTENHO BPEMe CHMITTOMH, THIMUYHH 3a BL30Y)KAaHETO HA
CHMIIATHKOBATA CHCTEMA: PECT HA APTEPHATTHOTO KPBBHO HaNSraHe, TAXMKAPAHA,
pasLIHpeHHe Ha 3CHULMTE, PE30YAa Ha MyCKy/IMTe, IPEIU3BHKBALIY HACTPBXBAHE HA
KOCMHTE.

HamMa naHHM 3a TEpaTOreHHOCT H KAHLIEPOTEHHOCT Ha npenapara.

6. PAPMAITEBTHYHH JAHHH
6.1 Cpachk HA IOMOIMHNTE BEIIECTRA

Harpues xnopun

Harpues auxuaporendocdar xuapar

Hunatpues xunporeHdocdaT AoneKaxHapar

Copburon

BeHzankoHHeB XAOpHI,

JIByHaTpHERa CON HA eTWICHAHAMHHTETPAOHETHATA KHCE/THHA
XuApoKCHETWILIENY 1032

Cmunepon

TIpeuncrena Bona

6.2 HecbBMECTHMOCTH
He ca orhenassanH.
6.3 Cpox Ha roaHoct

3 roannH.
Cpok Ha rogHoOCT Ciiefl nupBOHa4anna ynotpeba - 12 ceamuun,

6.4 Conennainu ycnoBHd HA CbXPaHEHHE

,Z[a CC ChbXpaHsaea B ,1106138 3aTBOpPSHa OTIAKOBKA.
Hla ce cbxpaHsaBa npH TeMnepatypa ao 25°C. Jla ce masu oT CBET/IMHA.




6.5 BHA H chILPXKAHAE HA OHAKOBKATA

drnaxon ot miactmaca HDPE ¢ pozartop 15 ml, ceappikain §0 g oT 0poayKTa, ONakoBaH
3ae/HO ¢ HHOOPMAIIHOHHA NUCTOBKA B KAPTOHEHA KyTHs C BCHIKH HEOOXOARMH O3HAUCHHS.

6.6 Cpoenuanuy npeAna3HH MePKH NPH H3XBHLpAsSHE H pabora

HeunznonspaHuAat JICKapCTBEH NPOAYKT HIH OTNIaAbYHHTE MAaTrepHasH OT HEro Tpsﬁna jace
H3XBEPAAT B CHOTBETCTBHE ¢ MECTHHTE HIHCKBAHHA,

7. TPHATEXKATEJ HA PASPENIEHHETO 3A YIIOTPEBA

Warsaw Pharmaceutical Works Polfa S.A.

22/24 Karolkowa Str.

Warsaw, [Tona

8. HOMEP HA PASEINIEHAETO 3A YIIOTPEBA

Per. Ne20050201

9. JATA HA IIbPBO PABPENIEHHE/MOJHOBABAHE HA PASPEIIIEHHETO 3A
YIOTPEBA

Jara Ha nepBO paspeluasare: 14.04,2005

Jara Ha nocneaHo noaHopasaHe: 19.07.2010r.

10. JATA HA AKTYAJIM3ALINA HA TEKCTA




