KPATKA XAPAKTEPHCTHKA HA ITPOJYKTA

1. HME HA JIEKAPCTBEHHA ITPOAYKT

Onuut Xuapa 0,1 % cnpeit 3a Hoc, pasTBOp

Olynth Hydra 9,1 % nasal spray, solution R “Mw-m"“““”':”é}ﬂ

15-6- W

2. KAYECTBEH M KOJIMYECTBEH ChCTAB . ORI et

1 ml pasteop cBOBpAKa 1 Mg KCHIOMeTaz0MMHOB XHApoxU1opua (xylometazoline hydrochloride)
3a NBJIHHA CNHCEK HA MOMOIIHHTE BELECTEE, BIOKTE ToUKa 6.1.

3. JEKAPCTBEHA ®OPMA

Cnpeii 3a Hoc, pasTBop {IO3HpAIN)

4, KJAHHYHH TAHHHA
4.1 TepancBTHIHH NOKAIAHHSA

CumnroMaTH4HO OONEKYEHHE HA HA3ajHA KOHIeCTHs M IMOAYBaHE, CELP3aHH ¢ HMH(EKUMH HAa TODHHTE
AMXaTeHH MTBTHLIA KK ¢ PHHUT C Pa3TiiHa ETHOJIOTHA, KATO HATIP. ANIEPTHYCH PHHKT, BA3OMOTOPEH PUHHT
M PRHHT, CEBP3aH ¢ HH(EKLMM HA TOPHUTE THXATEIHE HTHLIA.

Ilokazan 3a YIECHEHUE Ha OTACITAHCTO Ha CBeruP]ﬂTa B (:J'Iy'qald Ha CHHY3IHT H KOHreCTHA Ha EBCTaXHeBaTa
TpBOa B KOMOMHALHA ¢ IPOCTYA.

HO,HFOTBHHE HA NALHEHTHTE 3a AHArHOCTHYHH MaHﬂ]Tyﬂa].[HH B HA3ATTHHUTE OpoxoaH.

4.2 Jo3sHpoBKa H HAMHN HA ilpli;;ﬁb‘uéﬁné

,ﬂoan pOBKa

Bm3pacTHH H elia Haj 6 FOAHHE:

Ipunara ce npx Hy#za 0 | BIPECKBaHE BBE BCAKA HOAPA A0 TPH TTBTH JHEBHO.

Onuat Xuapa 0,1% cnpei 3a Hoc He TpAOBa Aa ce npdiara noBe4e oT 5 4o 7 IHH, OCBEH aKO HE €
npennucato Ipyro OT JeKap.

HauuH Ha DpUIOKeHHE
3a PbHLIHO MPHIOKEHHE (HHTPAHASAIHO).

4.3 IlpormBonoxazaHun

Onunr Xuapa 0,1% cnpeii 3a Hoc He TpaGpa Aa ce IpHIAra B CASIHUTE CIyYaH HA:

- CBPBXYYBCTBHUTEIHOCT KbM AKTHBHOTO BE1lleCTBO HH KbM HAKOE OT MOMOIIHUTE BEINECTBa, H3OpOoeHH
B TOYKa 6.1;

- Jeua moa 6—ro,unuu-[a BE3pacT,

4.4 Cpeunajan npeaynpe:RieHus H NPeana3HH MEPKH NPH yoTpeda

JiexapcTBOTO € MpeaHAa3sHAYCHO 33 KPaTKOTpaiiHa ynorpeba. [IponwikuTenHoTo Ipunarane
JI0 peakTHBHA XHNIEPEMHA ¢ HA3AIHA KOHT€CTHA HTM Ha3aIHa OOCTPYKIMs.

ToBa moke na AoBeae 10 MHOTOKpaTHa WK AOPH HelpeKbeHaTa yNoTpeda Ha Jieka
(Bi>k Touka 4.3).

IIpn nmanueHTH CBC CHHAPOM Ha ymaemkeH QT HHTepBan, NeKyBaHH ¢ KCHIIOM
MOBHIIEH PHCK OT CEPHO3HH BEHTPHKYIAPHU APHTMHH.



AKO CHMITOMHTE NPOIBKaBaT HIH C€ BJOINIABAT, WIM ¢ TNOABAT HOBH CUMIITOMHM, MALHEHTHT TpaGea
He3abaBHO Na C& CRBPIKE C JIeKap.

4.5 BzanmoaeiicTBHe ¢ APYTH JICKAPCTBEHH NPOAYKTH K Apyru opMH HA B3aHMoeiicTBHE

ITopanu nuckara cHCTEMHA abcopOIMs HA KCHIIOMETA30IMH NIPH HHTPAHAZATHO NPHIOKEHKE, Ce CUHTA, Ue €
MAaJIKO BEpPOATHO J1a Bb3HHKHE B3aMMOJCHCTBYE C IEKapCTRA, IPUNIAraHH 1O APYT IBT.
He ca nposexaaHy H3CI€ABaHNA HA B3aMMOIEHCTBHATA.

4.6 DepTHAHTET, GPEMEHHOCT H KEpMeEHe

Hsma anexsaTan U 1o6pe KOHTPOIHPAHH W3CIeIBAHAS ¢ KCHNOMETA30/MH IIPH GPEMEHHM M KbPMELLUY JXeHH,
He ¢ n3BecTHO AanB KCHIOMETAZ0MHH MIIH HEFOBHTE MeTAOONIHTH Ce €KCKPETHPAT B KbPMATA IIPH YOBEKA.
Tozn npomykT He TpAOBa ia ce HIMON3BA N0 Bpeme Ha GPEMEHHOCT HITH KBPMEHE, OCBEH 8KO OTEHLMAIHATA
110/13a OT IEYEHHETO HA MalikaTa He HaJXBEPNA BE3MOKHHTE PUCKOBE 3a PA3BHBAILHA Ce 101,

Tpx GpeMEHHOCT WITH KbPMeHe e HeoOXO0AHMa KOHCYNTALHA ¢ jleKap.

4.7 E¢exTH BbPXy cH0coGHOCTTA 3a Wodupane H paboTa ¢ MaINHK
He ¢ H3BeCTHO Nanu KCHNOMETAz0NHMH ¥Ma edeKT BBPXY ¢nocoGHOCTTa 3a modHpake U paboTa ¢ MALUMHH.
4.8 Hexenann NeKapCTBeHH peaKnHH

JIaHHH OT KAHHWYHH NTPOYYBaHHA

[Inanebo-koHTpONEpaHU NPOYYBaHHMA ¢ KCHIIOMETA30IHH ¢ JOCTaTHYHO NaHHH 33 HeXellaH! CEOUTHA He ca
HATHYHH.

TocTMapkeTHHrOBH POYHBaHUA _ N ‘
Hexenanure nexkapcTBEHH PEaKIHH TIO BPEMe HA IOCTMAPKETHHIOBHTE NPOYYBAHUs ¢ KCHAOMETA30/MH.ca
npeactapenH B Tabnuua 1. Taxuara yecTora e npencTaBeHa, KakTo CNEARA:

Muoro yect (=1/10); uect (>1/100, <1/10); weuectn (>1/1 000, <1/100); peaxu (>1/10 000, <1/1 000);
MHoro pezku (<1/10 000); ¢ HensBecTHa YecToTa (OT HATHYHHTE AAHHH HE MOKe Ja G1/le HanpageHa
OLIEHKA).

Tabnuua 1. HexenaHu fekapcTBeHH PeaKUMU 10 BPEME HA IOCTMAPKETHHTOBHTE NIPOYYBaHHS C
KCHITOMETA30JIHH 10 YECTOTA, OLEHEHH MO BpeMe Ha KITHHHYHH MITH €MMAEMHOIOTHYHY [FPOYYBAHHA:

YecToTa Heixeaana peaknms

Hapyienna Ha HEPBHATA CHCTEMA
MHoro penku YyecTBO 32 napeHe Ha JIMraBHOaTa

PecnnparopHm, rpsAHA B MeTHACTHHAIHH
HAPYIHEHHSA
Mhuoro peaxkn Cyxora B HoCa

O6mu Hapymenns H ¢peXTH Ha MACTOTO HA
NpHICKEHHE
MHoro peaku Pubaynn ediekt




Cro01aBaHe Ha MOAO3HPAHH HEIKETAHH PeaKIIHH

Crpo011aBaHeTO Ha TIONO3HpaHH HEXKENaHW peakuMH clell paspemapaHe 3a ynoTpeba Ha nexkapcTBeHus
HOpORYKT € BaxkHo. ToBa MO3BOJIABA 1A MpPOJBDKH HaDMIOACHMETO HA CHOTHOIUEHHETO [ON3a/pHCK 3a
NeKapcTBeHHA NMpoaykT. OT MEQMIMHCKHTE CHELHAIWCTH €€ M3KCKBa Ja ChOOINABAT BCAKA MOAO3MpaHa
HeKeJIaHa PeaKuma 4pes:

H3nbnHuTEeNHA areHIHA IO ISKapcTRaTa

yi. Jlamau I'pyes™ Ne 8

1303 Codua

Ten.; +359 2 8903417

yebeaiiT: www.bda.bg

4.9 IIpeaosupane

Ot npernena Ha faHHKUTE 3a GE30MACHOCT clied MycKaHe HA Ma3apa, HE Ca YCTAHOBEHH IOTTBAHHTEHH
ciydan Ha HJIP, ceep3anu ¢ npeo3HpaHe Ha KCHIOMETA30HH.

Kato aMunazonnmor NPpOOAYKT, CHCTEMHOTO NPEAO3HPAHE Ha KCHIOMETA30JIHH MOXe 1a JOBeNE N0 LIHPOKa
raMa CHMIITOMM, KOHTO MOKE Ja ¢¢ 00ACHAT ChC CTHMYJTHPAHEe WK ACTIpECHd Ha CBPAEYHATA i HEPBHATA
CHCTCMA.

Ja ce ¢BxpaHsBa Ha MSACTO, HEJOCTBIHO 3a Aena. B cmywall Ha mpenosupane, He3abaBHO TpAGBa Na ce
NOTHEPCH CNEMHA MEeIHUITHHCKA MOMOLLL.

5. ©®APMAKOJOTHMYHH CBOMCTBA
5.1 PapMakoaHHAMHYHH CBOHCTRA

dapmakoTepanesTHyHa rpyna: PecnupaTopHa cucTeMa, CHMIIATHKOMUMETHLH, caMoctostenno, ATC kon;
RO1 AA 07

KennomeTasonns, NpoH3BOAHO Ha MMHJIAZ0M1a, € CHMIIATHKOMHMETHYHO ACKAPCTBO ¢ anda-aipeHeprHyHo
JIeHCTRHE.

Toii peifcTBa THPEKTHO BBEPXY Q-aPEHOPENENITOPHTE, HO HE H BBpXY B-peuermrropure. Kenomeraszonuu uma
Ba30KOHCTPHKTOpPeH eeKT H 110 TO3M HAYHH HAMaMgBa KOHPeCTHATA H MOAYBAHETO HA HA3AJIHATA JIMCABHLA,
nonoGpsaBa JHITAHETO Mpe3 HOCA H OTAENAHETO Ha CEKPeLUATA.

Koraro ce u3nonssa nokajiHO KaTo Ha3ajleH JEKOHTECTAHT, KCHIOMETa30MMH AeHCTBAa OBp30 M OCHIypsiBa
MpOIBIKHTEAHO obneKUSHHE.

Hauanoto Ha ngeiicteHeTo o0MKHOBeHO ce Habniopara A0 5-10 MMHYTH, KATO JEKOHTECTAHTHHAT €(EKT €
NMPOAL/DKATENEH U Tpae 1o 10 yaca.

Onnur Xuapa 0,1% cnpeii 3a HoC CBABPAKA, OCBEH PYTHTE NOMOLIHK BELECTBA M XHATYPOHOBA KHCEIMHA
(noxa ¢popmata Ha HATPHEB XHANYPOHAT), KOATO MPEATNA3Ra K OBIAKHABA TMIABUIIATA HA HOCA.

5.2 PapmaxoxHHeTHYHH CBOHCTEA

AOGcopbiua
Koraro ce H3Mon3ea ¥ 103Mpa NpaBwiHo, abcopbuUMATa Ha JTOKAJIHO OPHNIOKEHHA KCHNOMETA3ONMH B
CHCTEMHOTD KpbBOooOpaliiere 0OHKHOBEHO € He3HAUHTENHA.

Pasupenenene, 6uoTpaHcdopMaLMa H €THMHHEPAHE
HaMa HanWuHa HH(pOpMAIMS OTHOCHO paslpencieHHeTo, MeTabonuaMa HIH  E€KCKpELMATa Ha
KCHIOMETA30/IHH MPH YO0BEKA.




5.3 IlpegxnuHUYHH AAHHH 3a GesonacHocT
Hama HanuuHA NpeaKnHHAYHE JAHHHE, KOUTO NPeaNoIaraT HexelaHH KOHCTATAUMH, KOHTO Aa CHOTETCTBAT
MPH X0pa.

6. DAPMAIIEBETHYHH JAHHH

6.1 Cuhnuchbk Ha NOMOIIHHTE BEIMECTBA
Hatpuer xuanypoxat

Copburon (E420)

Innuepon (E422)

Hartpuer muxunporendoctar suxuapat
JuHatpes docdar auxuapar

Harpues xopun

Boga 3a HKeKHMu

6.2 HecpBMECTHMOCTH

Henpuoskumo.

6.3 Cpok na rogHocT

2 roguHU.
Onunt Xuppa 0,1% cnpeii 3a Hoc He TpAGBa Aa ce H3NOM3BA MOBEYE OT | TOMMHA CNEN ILPBOTO OTBAPAHE.

6.4 ChneuuanH YCHOBES HA CLXpAHEHHE

Ja ce crxpanasa nopa 25°C.

6.5 Jlannu 3a onaxkosKaTa

Bana HDPE 6ytunxka ¢ 3K nosmpaina cicTeMa, I1acTMAcOBA Kanayka, B KAPTOHEHA KYTHA 3a€IHO ©
HHPOPMaIIHOHHA THCTORKA.

{0 mi cnpeii 3a HoC.

6.6 Cuenuansan npeaAnasHK MEPKH NPH H3XBEPJIAHE H paboTa

Heusnon3saHHAT NPOAYKT WIH OTHAXBYHHTE MaTEpHanu OT Hero TPAGBa 1a ¢& H3XBBPNAT B CHOTBETCTBHE C
MECTHHTe W3HCKBAHHA.

7. HPUTEXKATEN HA PASPENIEHHUETO 3A YIIOTPEBA
McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght

Dublin 24

Hpnannoua

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEGA

20110095




9. JATA HA IIBPBO PASPEINIABAHE/MIOJAHOBABAHE HA PASPENIEHHETO 3A
YIIOTPEBA

Hata Ha MepBO paspemasane: 08 Mespyapu 2011 .
Hara na nonnosasane: 08 ®espyapu 2016 r.

10. JATA HA AKTYAJM3UPAHE HA TEKCTA

®espyapn 2019 r.




