KPATKA XAPAKTEPHCTHKA HA IIPOI[YKTA .

1. HME HA JEKAPCTBEHMUA ITPOAYKT

Onunr 0,05% chpeii 3a Hoc, pa3reop
Olynth 0,05% nasal spray, solution

2. KAMYECTBEH A KOJTHYECTBEH CHCTAB

I mi pasrop ceappika (.5 mg kewnomerazoniHoB xuapoxnopun (xylometazoline hydrochloride).
3a MBIHHA CTTHCBK HA IOMOLLHHTE BEINECTBA, BHXKTE TOuka 6.1,

3. JIEKAPCTBEHA ®OFPMA

Cnpeii 3a Hoe, pasTBOp (RO3MpanT)

4, KJIAHAYHU JAHHH
4.1 TepaneBTHYHH NOKAIAHAA

CumnroMaTHyHO OONEKYeHHE Ha Ha3ajlHa KOHrecTwd M [OOYBaHE, CBBP3aHM C MH(EKUMH HA TFOPHHTE
AMXATENIHH [THTHINA HITH C PHHAT C pa3fiMdHa €THOJIOrTAA, KaTo HaMp. aiepTHueH PHHUT, BA3OMOTOPEH PHHHT
HJIH pHHHT, CBEP3aH ¢ HH(EKIIMH HA TOPHKHTE JHXATEITHH ITETHIIA.

Tlokazan 3a ynecueHHe Ha OTAS/MHETO HA CEKPELMATa B CJlyYad Ha CHHY3MT W KOHrecTHs Ha EBcTaxueBata
TpEOa B KOMOHHALIHA ¢ TIPOCTYAA.

[lonroTeaxe na NarMeHTHATE 2a AMATHOCTHYHM MAHMITYJIATIAH B HA3AIHHTE TPOXOAH.

4.2 Jo3upoBKa H HAYHH HA NPHI0KEHHE

EOSH POBKA

Jewa or 2 1o 6 TOaHHM:

Ipunara ce npH Hy/Ja 10 TpY IIbTH AHEBHO Mo | Bopwckpane Ha OnueT 0,05% BBB BCAKa HO3/Ipa.

OnunT cnpeif 3a Hoc He TpAOBa Ja ce MpHnara IOBede OT 5 10 7 JHK, OCBEH AKO HE € MPEATHCAHO APYro OT
nekap.

Haunn Ha npuioxeHe

3a BBHIUIHO MPHIIOKEHHE (HHTPAHAAHO).

4.3 IIpoTuBonokKazaHHs

- CBpPBXYYECTBUTENHOCT KbM aKTHBHOTO BELIECTRO WM KBM HAKOE OT MOMOLIHKTE BEILECTRa, H3OPOeHH B
Touka 6.1;

- Aeua mon 2 roauuiHa BBE3pAcT,

4.4 CnemHannu nNpeaynpexaeHus H NpeAnaznd MEPKH Ipu ynoTpeba N

JlekapcTROTO € IIpEAHA3HAYEHO 32 KPAaTKOTpaiHa ynoTpeba. IIponqbiskuTenHoTo npriara
J0O peaKTHBHA XHIIepEMHS C HA3ANHA KOHIeCTHA MIIH HA3a/THa 00CTPYKIHA.
Topa mMoxe Aa noBeae A0 MHOrOKpaTHa MITH IOpH HeNpeKLCHaTa ynotpefa Ha nekapd
(BwxTe TOMKA 4.8).



Mpu naumentd cke cHaapoM Ha yabmkeH QT uuTepBal, NEeKyBaHM © KCWIOMETA30NHMH, MOXe Aa HMa
TIOBHHIEH PUCK OT CEPHOIHM BEHTPUKYTIAPHH APUTMHM.

AKO CHMNTOMHTE MPONBIDKABAT WIH CE BIIOUIABAT, WIH C€ TIOABST HOBM CHMIITOMH, MAUHEHTHT TpAOBa
He3a0aBHO Na ce CBBINKE C IeKap.

4.5 BsanmopeiicTBHE ¢ JPYrH Je€KAPCTEEHH NPOAYKTH H APYTH (popMH Ha B3anmoAeiicTBHe

TMopaay HACKaTa cHcTeMHa abcopbius Ha KCHIOMETA30TIMH P MHTPAHAZAIHO MPHIIOKEHKHE, CE CUMTA, Ye €
MaIKO BEPOATHO Ja Bb3HHKHE B3aHMO/(efICTBHAE ¢ NeKapcTEa, MPWIATAHH 1O APYr MBT.
He ca npoBexaann u3c/ieqBaHHA HA B3aHMOACHCTBHATA.

4.6 Depruaurer, GPEeMEHHOCT H KbpMeEHe

Hama anexkBaTHH B Ao0pe KOHTPOIMpaHH H3ICNeNBaHHA ¢ KCHIOMETa3OondH NpH OpeMeHHH N KBpPMEIH
weHH. He € W3BecTHO Nany KCHIOMETA20NMH HIIH HETOBHTE MeTalONHTH Ce eKCKPETHPAT B KBpMaTa MpH
YOEEKA.

Tozu npoaykt He TpAOBa fa ce H3MO/I3Ba IO BpeMe Ha OPEMEHHOCT WIH KbpMEeHe, OCBEH aK0 MOTEHI[HATHATA
NON3a OT JICYEHHETO HA MaiiKaTa He HaaXBBP/ BE3MOMHHTE PHCKOBE 32 pa3BHBALIHA CE TUIOA.

Tpx 6peMeHHOCT MK KbpMeHEe & HeoOXO0MMa KOHCYITAlHA ¢ JieKap.

4.7 Ed¢erxTn Bepxy cnocobHocTTa 12 mojupane B pabora ¢ ManIuHy

He e u3BecTHO JafH KCHAOMETA30/MKH HMa edeKT BppXy crniocobHocTTa 32 mwodupane v paGoTta ¢ MalllWHH.
4.8 Hexenann JeKapcTBeHH PeaAKIHA

JlaHHH OT KITMHMYHH NPOYUBAHHAS -

TInanebo-xOHTPOMHAPAHY IPOYURAHHA C KCHIOMETAZ0IHE C noc'ranqﬂo JAHHM 33 HEXETIAHH CHOHTHA He Ca
HAJINYHH.

[TocTMAapKETHHIOBH NMPOYYBAHHA

Hexxenanute nekapcTBEHH PEaKLMH TIO BPEME HAa MOCTMAPKETHHTOBHTE NIPOYYBAHKMA C KCHIOMETA30/IMH ¢a
npenactaseny B Tabnuia 1. TaxHaTta decToTa € NpenACTaBeHa, KAKTO CASABA:

Meoro ueetn (>1/10); uectn (=1/100, <1/10); Heuectu (=1/1 000, <1/100); peaxun (>=1/10 000, <1/1 000);
MHOTO peakH (<1/10 000}; ¢ nenspecTHA YeCTOTa (OT HANTHYHHTE JAHHH He MOXKe Ja OhJie HanpaBeHa

OMCHKA).

Tabnuna 1 HexxenasH NekapcTBEHH peaKHH MO BPEME HA TIOCTMAPKETHHIOBUTE MPOY4BAaHKA ¢
KCHJIOMETAI0NHH [0 Y€CTOTa, CLSHEHH IO BPEME HA KIHHHYHU HH EMHASMUONOIHYHH OpOYYBaHHA:

YecroTa Hexes1ana peaxnun

Hapymienns Ha HepBHATA CHCTEMA
MHuoro penxu YyBCTRO 32 NapeHe HA TUraBHIATA

PecnupaTopau, rpbIHM H MeTHACTHHAIHH
HAPYHIEHHS
MHoro peaku Cyxora B Hoca

O6wn Hapynienns u ¢peKTH HA MACTOTO HA
HNpHJIOKEeHHe

Mmuoro pelen Pubayua edekr




Crobiasane Ha 0JO3HPAHM HEXKENAHN PEAKLIHK

CrobluapaHeTo Ha OJO3HPAaHW HEKENAHH PEAKIMH cliel pa3pemiaBaHe 3a ynorpefa HA JIEKapCTBEHMA
NpoAYKT € BakHO. ToBa MO3BONABA Aa NPOARIKH HAOMIOACHHETO HA CHOTHOWCHHCTO MON3a/pHCK 32
AEKapCTBREHUA NpoaykT. OT MEeAHIMHCKHTE CHCHHANHCTH Ce¢ H3MCKBA Jia ¢hoOMABAT BCAKA IMOAQ3IHpaHA
HeXenaHa peakitis upes:

HsneauuTensa areHUHA N0 JIEKAPCTBATa
ya. Jamau Tpyes” Ne §

1303 Codun

Ten.: +359 2 8903417

yeGcaiiT: www.bda.bg

4.9 Ilpepozupane

Ot nperiega Ha AaHHHTe 3a Oe30MacHOCT ciie/ MycKaHe Ha [1a3apa, He ¢ YCTAHOBEHH AOBIHHTENHH
ciryqad Ha HIIP, cepians ¢ OpelO3HpaREe Ha KCHIIOMETA30/MMH.

KaTo HMIHZa30/IHHOB NPOAYKT, CHCTEMHOTQ TIPEAO3IHPAHE Ha KCHIIOMETA30/IHH MOKE Aa JOBEIC A0 IIHpOoKa
raMa CHMIITOMH, KOHTO MOXKC 1a CE O0ACHAT CBC CTUMYJTHPAHE HIIH JCTIPCCHA Ha ChPACYHATA H HEPBHATA
CHCTEMA.

Ha ce ¢chxpandBa Ha MACTO, HEAOCTHITHO 3a Jetla. B cayuaii Ha npenosupane, HesabasHo Tpsabea na ce
MOTBHPCH CTIEIHA MESHIHMECKA TIOMOTI,

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1 <PapmMakoZHHAMHYHH CBOicTBA

(dapMmakcTepaneBTHYHa Ipyna: Pecnvparopsa cucreMa, CHMIIATHKOMHMETHIM, caMmocToarento, ATC koa:
RO1 AA 07

KcHnoMeTasonuH, NpouseoaHO Ha HMHAA301a, € CHMITATHKOMHMETHYHO JIEKAPCTEO ¢ anda-aIpeHepruyHo
neficTBHe.

Toki ge#icTea ANPEKTHO BBPXY Q-aJipEHOPEIENTOPHTE, HO He B BEpXY B-penentopure. Kcunomerasonun uma
BA30KOHCTPUKTOpeH eeKT H 10 TO3M HAYHH HAMAMsBA KOHMECTHATA H TIONYBAHETO HA HA3ANHATA THIABHIA,
noao6psaBa AULIAHETO NPe3 HOCA H OTAENAHETO Ha CEKPeLMATa,

Koraro ce 3101362 NOKATHO KATO Ha3aleH JEKOHTECTAHT, KCHIOMETa30iuH AelicTBa GBp30 M OCHIypsEa
NpOALIKHTENHO 001€KUeHHe.

Hauanoto na ae#icTereTo 0bMKHOBeHO ce Habmonasa 1o 5-10 MUHYTH, KaTO JEKOHTECTAHTHHAT ¢(EKT €
NMpOB/DKHTENEH H Tpae fo 10 daca.

52 <PapmMakoKHHeTHYHH CBOHCTBA

AGcopbumsa
Koraro ce W3monsea ¥ nosupa npaBwiHO, abcopOUHMATA HAa JIOKANHO DPWIONKEHHS KCHIOMETAzoNMH B
CHCTEMHOTO KpbBoOGpaleHie 0ONKHOBEHO € He3HAYHTEITHA.

Pasnpenenenue, SuotpanchopMalig U eIMMHHHPAHE

Hsama HapnvHa HHGOpMANMs OTHOCHO pasnpeleneHHeTo, MeTaGoNu3Ma Hill eKCKpeLHATa
KCHIIOMETA30NMH TIPH HOBEKA. y

53 IlpexxkanARYHR A2HAH 33 6E30NACHOCT

Hsma Hanyguey NpeaKTHHUYHY JaHHH, KOHTO MPpeNONarat HeXe/laHH KOHCTATALIMH,
npH Xopa.



6. PAPMAHEBTHYHH NTAHHH
6.1 COHCEK HA IOMOUIHNUTE BEelecTBA

benzankoHueB XN0pHA

Copburton

Hatpuer xnopug

Hatpues quxuaporen gocdar Auxuapat
HuHarpes pocdar auxuapar
Juuatpues enerar

Tlpeuscrena soja

6.2 HechBMecTHMOCTH
Henpunosxumo.
6.3 Cpok na rogaoct

3 roguey.
INopanu xurveHHH npaadHH Omant 0,05% He Tpabea na 6bae ynotpebsBaH 24 ceAMHLM crel NBPBATA
ynorpeba.

6.4 Cneusannn ycJaoBHA HAa ChXpaHeHHE

JHa ce cpxpannBa non 25°C.

6.5 BuaH cBALPKAHAE HA ONAKOBKATA

[TepeHyHaTa cnakoeka ¢ G6yTUIKa OT TBMHO CTHKIIO ¢ MHTETPHpaHa Jo3upallia crpeif moMna ¢
NOJIHETHIEHOBA Kanavka

Bropuvnata onakoBKa € NPaBOBIBIHA KAPTOHEHA KYTHS.

KonuyecTso B eHa onakoska — 10 ml.

6.6 CheunajJHn npeANa3HAE MEPKH NPH H3IXBLpJnHE U pabora

HenznonzsaHusat NMpOayKT KIH OTNIAABYHHTE MATEPHAIH OT HErO Tps{ﬁaa Aa c€ H3XBRPIIAT B CBOTBCTCTBHE C
MECTHHTC H3HCKBAHHA.

7. IIPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEEBA
McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght

Dublin 24

Hpnangus

8. HOMEF(A) HA PASPEHIEHHMETO 3A YIIOTPEBA

20030026

9. JATA HA ITBPBO PA3PEINABAHE/IOAHOBSIBAHE HA PAZPEINEHUE
YIIOTPEBA

Jara Ha nepBo paspewasaHe: 20.01.2003 r.
Jata wa nocneguo noaHoeasase: 18.06.2008 r,

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA: despyapu 2019 r.
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