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KCHJIOTEJI 0,1% ren 3a HOC
XYLOGEL 0.1% nasal gel

2. KAYECTBEH H KOJIHYECTBEH ChCTAB

EnuMH rpam OT HA3aHHA ren chabpika | mg xylometazoline hydrochloride (XCHIIOMETa30THHOB
XHAPOXJIOPHIL).

[oMOLIHO BELECTBO C HIBECTHO AeiicTBHe: GeHsankonves XnopHna 0,1 mg/g.
3a cnuchk Ha NOMOLIHNTE BELIECTBA BIKTE TouKa 6.1,

3. JEXAPCTBEHA ®OPMA

I'en 3a HoOC.
BestgeTHa Wi nouTd He31BeTHA, Npo3payHa KM JIEKO onanecuMpalla BUCKO3Ha TEHHOCT.

4. KJHHHYHH OCOBEHOCTH
4,1 TepaneBTHYHH NHOKA3aHHA

CHMOTOMATHYHO JIGUEHHE HA:

- OCTBp PHHHT C BHPYCEH Wiy GakTepHanes npoH3Xox;

- OCTBp HIH XPOHHHHO 0BOCTPAIL CE CHHYHT;

- anepruyeH PHHHT,

- OTHTHC Me/IHA KATAPAIHC aKyTa - ¢ LieN Bb3CTAHOBABAHE HA NPOX0AMMOCTTA Ha EscTaxHesara
TprOa.

4.2 [o3MpoBKA H HAYEH HA OPH/ICKEHHE
O3HPOBKA

TIpOAYKTHT Ce NpHAAara MpH Bb3PacTHU H AeLd Haj 12 rofkHu.
EfHo BIpLCKBAaHE OT OMNAaKOBKaTa ¢ 403aTop ¢habpxa 0,1 mg KCHIOMETa30NHH XHAPOXJIOPHA,

Heya nad 12 200unu u gb3pacmnu.
Enmo enpackeane BLB BCAKa HO3Apa Ha BeekH 8-10 vaca.

JleuenHero He TpabBa Na npesHiuasa 3-5 AHU.

HauMH Ha PHNOKEHHE
HasanmHo nprnoxeHHe,

[Tpeau MEPBOTO NPHAONKEHHE OT ONAKOBKATA, CNIE/ CBANAHETO Ha 3alMTHATA Kanaika, 3-5 rvTH DA o€
HATHCHE JI03aTOPET, 0 NOABATA HA NPOAYKTa B HAKOHEYHHKA.

IosTopna ynorpe6a fa ce H3IBLPIIBA €aMO B CIYUail, e NPHICKEHHETO HA NPOAYKTA € 6nno
npelc'bcua'ro 3a NepHoa OT HAXOJKO AHH.

Topaay xurueHHn cxobpaxkeHus eHa onakoska TpAOBa J1a ce H3NON3Ba CaMo oT,

4.3 IlpoTHBonOKa3aHHA

- CBpBX4yBCTBHTEHOCT KbM aKTHBHOTO BEILIECTBO WM KBM HAKOE
BelecTsa, U30poeHH B Touka 6.1.



- Jla He ce npuiara NpH NaUMEHTH CNE XMIIOPU3EKTOMHES HIIH CIIEA APYTH XHPYPTHYHH
YEPENMHO-MO3BYHH ONEepaLHH.
- Cyx arpoduyeH puHHT.

4.4 ChenMa/JHM npeAynpexXaeHNs H NPEANa3HE MEPKH NpPH ynoTpeba

IlepuaTpHuHa nomynau1a
Ja ce npunara npu geua Haa 12 rogHHH.

[ToaoGHo Ha apyrute cumnatukomumeruuy Kennoresn 0,1% tpatea aa ce npuiiara BHEMAaTe Ho
TIpH NALMENTHA ¢ YyBCTBATETHOCT KBM 2APEHOMHMETHLIH, KOATO c€ npoAesaBa ¢ GescrHue,
CBETOBBPTEXK, TPEMOP, APHTMHH H XHIIEPTOHHA.

an NalHeHTH CbC CHHAPOM Ha YAB/IKCH QT HHTEPBAJ, JICKYBaHH C KCHNOMETa30JIHH, MOXKE 14
HMa NOBHILICH PHCK OT CEPHO3HH BEHTPHKYNTAPHH apHTMHH.

ITpoRYKTET He GMBa Ja ce pHJlara NpH NaLMEHTH ¢ XPOHHYEH WK Ba3OMOTOPEH PHHHUT, KOUTO ¢a
TIpe/PA3IIONOKEHH KbM YIb/DKaBaHe Ha TepanuaTa noseve oT 5 axH. [Ipoasokirennara ynorpeba
(NO-ABJITO OT NPETIOPRUAHKS CPOK) MOXKE Ja JOBENE A0 BTOPHYHA Ba3OAHAATALIMA H KAaTO NOCAeAHLA
O ATPOTeHeH PHHMT (rhinitis medicamentosa). TloTHckaneTo Ha 0cBOGOKIABAHETO HA HOPANPEHATHH
OT HEPBHUTE OKOHYAHHA YPe3 CTHMYTIALIMA Ha anda2-NpecHHANTHHUTE PELENTOPH € BepoATHATA
npuvHHA 3a ToBa 3abonsBake.

JiekapcTBOTO TPAOBA Na ce H3MON3BA ¢ BHHMAHUE MIPH NAUHEHTH ¢ apTepHaiiHa XHNEePTOHKA,
AHIHHA NIEKTOPHC W IPYTH LIAPKY/IaTOPHH HapyUISHHUs, 3aXapeH auabeT, 3aKpHTOBIb/iHA
rJIayKoMa, TPOCTATHA XHNEPTPodHa, XHNEePTHPEOHAHIEM,

Ja He ce MPKNATaT NO-BHCOKH OT NPENOpbYAHUTE A03H 0coGeHO NpH AeLA U NALHEHTH B
CTApYECcKa BB3PACT.

Jla He ce mpunara rno BpeMe Ha JieyeHHe H NTOHe 2 CeIMHUM el MPEKPaTABAHE HA TCPANHATA ¢
MAO-HHXHOMTOPH H TPHLHKIHYHH aHTHAenpecaHTH (BikTe pasaena 4.5).

ToBa nekapcTeo chabpxka 0,1 mg GeH3aNKOHHEB XJIOPHA BB BCEKH IPaM. BeH3aTKOHHEeBHAT
XNOPHA MOXE 3 IPHYHHHA JpasHeHe WK NOJyBaHe Ha HOCHATA JIMTaBHLA, 0COGEHO aKo ce
H3MNOJA3Ba NPOABJUKHTEAHO.

4.5 B3aAMOAEHCTBRE ¢ APYTH JIEKAPCTBEHH NPOAYKTH H ApPYTH HOPMH Ha
B3auMoOAciHCTBHE

Or6ensaany ca peaKH CllyqaH Ha B3aUMOJEHCTBHE ¢ TPHLMKIIHYHHA aHTUAenpecanTH # MAO
uuxubuTopH. Jla we ce npunara Kennoren 0,1% no speme Ha JTe4eHHE ¢ Te3H NPOMYKTH H noxe 2
CCOMHIIH CNICA MNPeKpaTABaHe Ha TepallHATa C TAX.

EnnoBpeMeHHOTO npunoxenue qa Kerwnoren 0,1% ¢ apyry cuMNaTHKOMHMETHLM (Hanp.
ebeapuu, ncepnoedeApUH) M BCUMKK TPOAYKTH, CHEBPIKALILM Te3u BelecTRa TpaGsa na ce
H304TBa MOPaIH CYMapHUA edeKT OT TAXHOTO ACHCTBHE ¥ PHCK OT MOBHIICHO aPTEPHATHO
KPBEBHO HAJIATAHe,.

4.6 Peprunurter, GpeMeHnOCT A KbPMEHE

bpemeHHOCT
Jla ne ce npunara npH GpeMeHHH,

KbpmeHe
He chbiiecTBYBAT JaHHK, KacaelUH OTICARHETO B MIIAKOTO HA KbPMAHKH.

Il,a Ceé TipHnara ¢ BHUMaHHE B NMEpHO/ HA AAKTallHA.




4.7 EdexTu BLPXY cnocofHocTTa 32 Wodupane u pabora ¢ MAHHKA

[MpoaykTbT & npeaHasHa4deH 3a KPATKOTPAHO EUEHHEe, HO NPH NPOAB/LKHTENHA ynotpeba H BbB
BHCOKH JI03H He ¢ M3KIIIOMEHH CHCTEMHH e(DeKTH BhPXY ChpAeHOChA0BaTa cucTema u ITHC,
KOETO MOJKe [1a HApYLLIHM CIOCoGHOCTTA 32 Wwodupane ¥ paboTaTa ¢ MalllHHK,

4.8 Hexenans JeKapcTBEHH PEeAKIHH

Heskenanure NexapcTBEHH PEaKLIMK Ca pasrieaHH Criopes TAXHATA HECTOTA U JIOKAIH3aLln,
3arouBaliki ¢ Hali-4ecTHTE NO clieaHaTa cXeMa - MHOTO uecTu {>1/10), uectn (=1/100 no <1/10),
nevectd (>1/1 000 no <1/100), peaxu (=1/10 000 ao <1/1 000), mHoro peakn {<1/10 000), ¢
HEH3BECTHA YecTOTA (OT HANMYHHUTE JaHHU HE MOke na Gble HanpaBeHa OUeHKa).

O6Imy HADYINEHHS M HADYINEHHS, CBbP3AHM ¢ HATHHA HA NPHIOKEHHE
PeKH: NOKANHO Jpa3HeHe, NTapeHe, HeNPHATHA CYXO0Ta Ha HA3alHATa INTABHLIA.
Muoro peaku: cnaboct, npunowasane, raaeHe.

PecninpaTopHH, IPbAHE H MEAHACTHHAJIHE HAPYIICHHA
HeuecTH: eMHCTAKCHC.
Penxu: kuxaHe,

Hapymenns Ha HEPBHATA CHCTEMA
MHoro pesky: rnasoGonye, CbHIMBOCT WIH H3pa3eHa ceflaliiA cnen Npenosnpane.

HapymeHnrsi Ha CLpUETO
MHoro pefiki: chpliebHeHe, NOBHILIABAHE HA KPBBHOTO HajAraHe.

Crofuiapatie Ha NOAO3KPAHM HEKENAHKW PeaKUMy

Crofiasanero Ha NOAO3HPAHH HEXKENaHH PeakLivy clie]] paspelllaBaHe 3a ynotpela Ha IeKapCTBEHHA
NPOAYKT € BaxkHo. ToBa ro3eonsBa fia MPOABKK HAGMOASHHETO HA CHOTHOLICHHCTO 1107138/PHCK 34
NEKapCcTBEHUs MPOIYKT. O MeTULIMHCKHTE CIIELMANHCTH Ce M3HCKBa Ja co0iaBar BCAka
MOOO3HPaHa HeXENaHa peaklHs upes:

HI3ITBHHTENHA areHuys o nekapersara yi. ,Jlaman [pyes” Ne 8

1303 Cogms

Ten.: +35 928903417

yeGealir: www.bda.bg

4.9 Tlipeposapane
He ca sa0monaBadH ¢llyvan Ha npeo3Upate NpH BE3pPacTHH.

[NeanaTprya nomyaanus

Pazko ce ¢00IIaBa 3a cllyyal Ha PEAO3HPaHe NPY Aela.

B ciyvay Ha npefo3npaHe WK HHIHACHT Ha OPAIHO MOTTTBIIAHE, TTIABHO MPH ASLA, MOFaT 14 €€
HabMOABAT CJICAHHTE CHMITOMH: y4eCTABaHe Ha CHpAeYHaTa AeHHOCT, NMOBHINABAHE Ha KPBBHOTO
HANATaHe, CHHIMBOCT, TIOTHCKAHE HA AHIIAHETO, Pa3CTPOMCTBA Ha CH3HAHWETO.

3HauWTEMHA cenaliig MoXe na ce Habmonara rnpy AcHa.

Hsama crieunduuHO eyeHue npH npeaosvpane. Mepky npu NpeAo3HpaHe - POBOKHPAHT Ha
NOBpPbLLIaHE, NPHIOKEHHE HA MEAHLUMHCKH BbITICH, CTOMalllHA MPOMHBKa, obauilBaHe JIOPOJL H
CHMITTOMATHYHO JIEHEHHE, .




5. ®APMAKOJIOI'HYHH CBOXMCTBA
5.1 @apmMaKkoIHHAMH4YHH CBOficTBa

(apmakoTepaneBTHYHa rpyna: JIekOHrecTaHTH U ApYrd Ha3allHH NPENapaTH 3a JoKaina ynotpeba;
CHMIIATHKOMHMETHUH, obuxHoeHu. ATC kox: ROTAAQ7.

KCHIOMETA30/1HH € NPOM3BOJIHO HA MMHAA3ONMHA CbC CHMNATUKOMHMETHYHO NCHCTBHE. Toii e
HETIOCPEZICTBEH arOHUCT Ha anda 2-ajpeHepruynuTe peuentopH. IIpunoxed BbpXy JIHraBuLATS,
Mpeau3BHKBA CBHBAHE HA KPBHBOHOCHHMTE CbAOBE, MPEMAXBa OTOKA, NOTHCKA XHNEPSMUATA Ha
JMTABMLIATA HA HOCONTHTKATA, HAMANABA KOMMUYecTBOTO Ha cekpera. ITponykrsT Kennoren 0,1% e
nox opMaTa Ha ref, KOETo NPaBH BE3MOXKHO OB/IAXKHIBAHETO HA HA3A/THATA JIHTABHIIA, 6e3
NIPOHHKBAHE B HA3AIHHTE KYXHHH H B I'bPJIOTO.

52 ®apMaKoKHHeTHYHY CBOHCTBA

JleficTBHETO Ha IEKAPCTBEHHA MPOXYKT 3amoyBa 5-10 MAHYTY ciie/i MPHIOKEHHETO H NPOABIAKABA
10 8 4aca, MPH KOETO CMA3sMBT Ha KPHBOHOCHHTE ChAOBE NMpoAbikasa 10 8-12 uaca.

TIpaBHIHO MPHIOKEHHAT BHPXY IMraBULATa MPOAYKT MPeAH3BHKBA JIOKATHO CBMBaHE HA
KpLBOHOCHTE chaoBe. He ce abcopbupa B KIIHHHYHO 3HAYMMO KOTHYECTBO, & ChILO TaKa HE
okassa o0 geficTeue.

5.3 IlpeaxaHHHYHH ZaHHM 32 Gesonmacmoct

B W3C/eIBAHHS BHLPXY JKMBOTHH clien 06110 MPANOKEHHE Ha NPOAYKTa ca HaboAaBaHH
3a/LPKAIIHN C& NIPOILIKHTENHO BpEME CHMIITOMM, THITHUHH 33 BB30YXAaHETO Ha
CHMITATUKOBATa CHCTEMA: PBCT Ha aPTEPHANHOTO KPLBHO HANATaHE, TAXHKapaus,
pa3sliMpeHKe Ha 3eHHLMTE, BB30YAa Ha MYCKYJIMTE, MPEAM3BAKBALIH HACTPBXBAHE HA
KOCMHTE,

Hsma naHHH 33 TepaTOreHHOCT H KaHIIEPOreHHOCT Ha Mpenapara.

6. OAPMAIEBTHYHH JAHHHA
6.1 Chnuchbk HA NOMOIIHATE BEIIECTBA

Hatpner xnopun

Hatpues nuxurporendocdaT xuapar

Hunatpues xunporendocdar qoxekaxuapar

Copburon

Benzankonues XaopHa

JIByHaTpHeBa CON Ha eTH/IEHAHAMHHTETPAoOLEeTHATA KHCE/THHA
XMApOKCHETHHIENY 032

nuuepon

IIpeyucrena sona

6.2 HecnBMECTEMOCTH
He ca orGenazpany.
6.3 Cpok na roasoct

3 roawny.
CpoK Ha FOZHOCT cfie] TbpBOHa4ANHa yroTpeba - 12 ceaMULM,




6.4 ChneunajnH YCJIOBHA Ha ChXpancHHE

Jla ce chxpaHaBa B o0pe 3aTBOPEHa OMaKoBKa.
Jla ce cxxpaussa npy Temnepatypa fo 25°C. [la ce nasy OT CBETIIHHA.

6.5 Buau chIbpXaHHE HA ONAKOBKATA

Onakopka ot miacrmaca HDPE ¢ nosatop 15 ml, cbappxain 10 g 0T npoaykTa, OnakoBaH
3a€/1H0 ¢ HHOPMALMOHHA JMCTOBKA B KAPTOHEHA KyTHA ¢ BCHYKA HEOOXOAMME O3HAHSHHUS.

6.6 CrenuajHH HPEAGA3HE MEPKH NpPH U3XBbLpAsHe u paboTa

HeH3nonssaHuAT NEKAPCTBEH TIPOAYKT HAK OTTIAABYHHTE MATEPHAIA OT HETO TpabBa 1a ce
M3XBBLPJAT B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHHA.

7. OPHTEXATEJ HA PA3PEINEHHMETO 3A YIIOTPEBA

Warsaw Pharmaceutical Works Polfa S.A.

22/24 Karolkowa Str.

01-207 Warsaw, Ilonma

8. HOMEP HA PAEIUEHMETO 3A YHOTPEBA

Per. Ne 20050202

9, JATA HA IIbPBO PA3PEINEHHE/ATIOHOBSIBAHE HA PA3SPEUIEHHETO 3A
YIOOTPEBA

JlaTa Ha mepeo paspewasane: 14.04.2005
Jlara Ha nocneaHo nogHosseane: 19.07.2010

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




