| JIncroBka: Mudopmanus 3a namfHeHTa

OsmnT Xuapa 0,1% cnpeii 3a Hoe, pa3TBOp / wosaro P
Olynth Hydra 0,1% nasal spray, solution - —
KcuinoMeTa3ouHoB XUapoxiopua (xylometazoline hydrochlori 6 -03- 2026
POXJIOPH (XY y __ﬁ) 275, ﬂ. ,

IIpouyeTeTe BHHMATE/JHO LAJATA JUCTOBKA, NMpeAH [a 3aNM04YHeTe Aa NMpHeMaTe TOBAa JIEKapCTBO,

ThH KaTo TH ChAbPKa BaxkHa 3a Bac undopmanns.

BuHary u3nos3BaiTe ToBa JEKapCTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA MJIH KakTo Bu € kasan

BamuaT nekap wiau ¢apmauesr.

- 3anasere Ta3u JUCTOBKA. MoJXKe J1a ce HaJIoXKH J1a s POYETETe OTHOBO.

- AKO ce Hy>/1aeTe OT JOIIbJIHUTEIHA HH(OpPMaLIMs WIH ChBET, IonuTaiTe Bamms ¢papmanesr.

- AKO MoJIy4HTE HAKAKBH HEXKeJIaHH peakiuH, yBeaoMeTe Bammus nekap win ¢papmanest. Tosa
BKJIIOYBA M BCHUKH BB3MOXXHHM HEXEJIAaHHM PeaKI[MH, HEOITUCAHHU B Ta3M JIMCTOBKA. Buxkre To4kKa 4.

- Axo cnen 7 IHH He ce MOYYBCTBATE MO-A00pe WK ChCTOAHUETO Bu ce Biiomu, TpsA0Ba Aa
MOTHPCUTE JIEKAPCKa IMOMOIII.

KakBo Ch/ABPKA Ta3H JHCTOBKA

Kakso npeacrapisaBa OnuHT Xuzapa 0,1% cnpen 3a HOC M 3a KaKBO c€ M3I10J13Ba
Kakso Tps6Ba j1a 3Haete, nmpeau Aa usnonssare OmunT Xuzapa 0,1% crpei 3a Hoc
Kak na u3nonssare Onunr Xuzgpa 0,1% cnpei 3a HOC

BB3MO0XHH HEXEJIaHHU peaKIuH

Kak na cexpangsare OnuHT Xuapa 0,1% crpei 3a HOC

CobabpKaHHe Ha OTIAKOBKATa U JOMBJIHUTEIHA HH(pOpMaLIUs

cal ol o ol

1. Kakpo npeacrasasisa Ouunat Xuapa 0,1% cnpen 3a HOC B 32 KaKBO ce H3I0/13Ba

Onunr Xuapa 0,1% crnpen 3a HOC IPUHAIEXKH KBM I'pylia JICKapCTBa, HAPEYCHH CHMITATHKOMHMMETHIIH.
Toit uma cpaoceuBan] eekT U ¢ TOBa HaMaJIABa OTOKAa Ha JIMTaBHUIIaTa U BOAM 10 MOJOOPEHO OTTHYaHE
Ha cekpera. CHMIITOMAaTHYHO OOJIEKYEHHE Ha Ha3aJIHA KOHIeCTHSA M NOAyBaHE, CBbP3aHHU C HHPEKLHUH
Ha NOPHUTE JUXATEJIHH IIBTHILA WM C PUHHUT C pa3jiIfuHa €THOJIOTHsA, KaTO Hanp. aJIepru4eH pHHHT,
Ba30MOTOPEH PHHHUT MJIM PUHHUT, CBbpP3aH C HH(EKIMU Ha TOPHUTE AUXATEIHHU ITbTHILA.

[loxazan 3a yjJeCHEHHE Ha OTACIMHETO HAa CEKpeuHusATa B CJIy4Yad Ha CHHY3HT M KOHI'€CTHA Ha
EBcTaxueBaTa Tpp0a B KOMOMHAIHUA C IIPOCTY/a.

[Toaxoadul 3a NOAroTBAHE HA MALMEHTH 3a AUArHOCTHYHH MAHHUIIYJIAlLlMH B HA3aJIHUTE MPOXO/IM.
JIekapcTBeHuaT npoaykt OnuHT Xuapa 0,1% cnpei 3a HOC CbAbpPXKa OCBEH JPYTrHTE IOMOILIHH BEIIECTBA
M XHaJlypoHOBa KHcenuHa (moj ¢opMara Ha HaTpHEB XMAypoOHaT), KOATO IIpe/ra3sBa M OBJIaXHABA
JIMraBUIIaTa Ha HOCA.

2 Kakpo TpsidBa na 3HaeTe, npeau Aa uinoassare OauHT Xuapa 0,1% cnpe# 3a Hoc

He n3noaspaiire Oaunr Xuapa 0,1% cnopei 3a Hoc

- aKO CTe aJIeprHYHU (CBPbXYYBCTBUTEIHH) KbM KCHJIOMETA30JIMH HJIH KbM HAKOA OT OCTaHAJIHTE
cheraBk Ha OmuaT Xuapa 0,1% cnpeit 3a Hoc;

. npu aena noja 6 roguHH.

[IpeaynpexaeHus U NpeANnasHH MEepPKH

["oBopeTe ¢ Bamms nekap WM Gpapmanent, npeau aa usnonssare OmuaT Xuapa 0,1% cnpei 3a HOC
© aKO cTpajare oT 3a0oJigBaHe Ha ChpLETO (HampHMep CHHAPOM Ha yab/keH QT uHTe o

JApyrn nekapcrsa v Oaunt Xuapa 0,1% cnpen 3a Hoc
Mons uadopmupaiite Bammsa nekap Wi ¢gapmanesT, ako IpUEMaTe HIH HAcKo
JIEKapCTBa, BKIKOYHUTENIHO U TAKKBA, OTITYCKaHHU 0e3 pelernra.




BpeMeHHOCT H KhpMeHe

[TocsBeTBaliTe ce ¢ Bamma nexkap wid gapMaLesT npeau ynorpedaTa Ha KOETO U Ja € NSKapCTRO.

Omuur Xuapa 0,1% crpeit 3a Hoc He TpAOBa Ja ce H3MOM3Ba 110 BpeMe Ha OpeMEHHOCT, Thi Karo He ca
H3BeCTHH e(PeKTHTE HA JIEKapCTBOTO BBPXY ILoAa. JIekapCTBOTO He TpAOBa Aa ce M3MO3Ba N0 BpEME Ha
KbPMEHE, 3all[0TO HE € U3BECTHO JATTH NPEMHUHABA B KbpMarTa.

[Hodupane H pabora ¢ MAIIHHHK
He € H3BecTHO i KCHJIOMETa30JIMH HMa €(EeKT BEPXy cnocoOHOCTTa 3a modnpaHe H pabora ¢
MaIIHHH.

3. Kak aa manoassare Onaar Xnapa 0,1% copeii 3a Hoc

AKO HE € NpEeAnHCaHO APYTo, 3a BB3PACTHH M Jcla Haj O roAMHH C€ IpWiIara npH HyXXaa II0
1 sopsckBane Ha Onuur Xuapa 0,1% crpei 3a HoC BBB BCAka HO3Apa A0 3 TbTH AHEBHO. JJo3uposkara
3aBHCH OT MHAMBUAYAIHATA YYBCTBUTEIIHOCT Ha NALIMEHTA H OT KINIMHHYHHA SEKT.

Omuur Xugpa 0,1% coper 3a Hoc He TpsabBa Aa ce mpwiiara nosede OT 7 JHH, OCBEH ako HE €
Npeaucalo Apyro OT JeKap.

AKoO ¢Te npHenu noseve oT HeoOxoaumaTa ao03a Oanat Xuapa 0,1% cnpeit 3a Hoc

AKO CTe mpHenu nosede OT HeodxoaAuMaTa Ao3a WM Cily4vaHHo cre norbiaHand Omuat Xuapa 0,1%
CITpEH 3a HOC, He3a0aBHO ce CBBPXETE ¢ Bamusa nexap unu $apMaLeBT.

Ha ce cpXpaHaBa Ha MCTO, HEAOCTBIKO 3a Acla. B ciyyail Ha npenosupane, He3abapHo TpabBa ga ce
MOTBPCH CNCIIHA MCIUIIMHCKA ITOMOIIL.

AKo cTe nponycHanu Aa m3noa3earte OanaT Xaapa 0,1% cnpei 3a Hoc
He B3eMaliTe ABOHHA 034, 32 Ja KOMICHCHPATE NMPONYCHATATA J03a.

AKo cTe cnpenu ynorpedara Ha Oaunt Xuapa 0,1% cnpeii 3a Hoc
IlorTOpHa ynoTpeda Tpsabea na ce M3BRBEPMIBA CaMO B CIy4al, 4e JICICHHETO € ITPEKBCHATO 33 HIKOJIKO
OHH. BHHaru ce KOHCYJITHpPAKUTE ¢ JIeKap, 3a MPOABLDKHTEIHOCTTA Ha ynoTpeda npH nena.

4. Bb3MOXKHM He)XXeJaHH peaKkiuH

Kaxto Bcuuxy nexaperea, Onunt Xuzpa 0,1% cnpeit 33 HOC MoXe a IPEAU3BHKA HEXENAHH PEAKIHH,
BBIIPEKH Y€ HE BCEKH ' MOJIYy4apa.

AKO HAKOA OT HEXeNaHUTE peakllHM CTaHe CEepHO3Ha, MNM 3a0eflexyuTe Npyrd, HEONMHCAHH B Tas3H
JIMCTOBKA HEXEJIAaHM PeaKIMH, MO yBeAoMeTe Bamua nexap win dapMauesT.

Muoro uectd (=>1/10); gectn (=1/100, <1/10); veuectn (=1/1 000, <1/100); pemxu (=21/10 000, <1/1 000);
MHoro peaxd (<1/10 000); ¢ Hen3BecTHa 4ecToTa (0T HAMTHYHUTE JaHHHM HE MOXe [a ObJe HalpaBeHa
OLICHKA).

Tabnuna 1. Hexenann JICKApCTBCHH pPCAKIIMK 110 BpPCMC Ha INOCTMAPKCTHHIOBHUTC IIPOYHBAHHA C
KCHIOMCTA30/IHH I10 YECTOTa, OLICHCHH MO BpEMC HAa KITHHHYHH HIH CTIHACMHOJOIAYHH IIPOYIBAHHA,

YecroTa Hexenana peakuss
HapyllleHHS HZ HEpBHATA CHCTEMA
C HEeU3BECTHA YeCTOTa YyBCTBO 32 mapeHe Ha JIHraBHIATA
PecniHpaTOpHH, TPLABA H MEIHACTHHAJIHA
HApVIIICHHA
C HeU3BeCTHA YECTOTA CyxoTa B Hoca
| C Heu3BeCTHA YeCTOTa | KnpBeHe oT Hoca
O6mn HapyiieHHn H e)eKTH HA MACTOTO HA
NpRJoKEeHHEe
C Heu3BeCTHA 4eCTOoTa | Pubaynn epexr

il

AKO CHMIOTOMHTE NPpoOARILXKABAT WIN CC BJIONIABAT, HJIIH CC IIOABAT HOB
He3abaBHO 14 ce CBBPXKCTC C JICKap.




CrofimaBane Ha HeXXeNaHH PeaKI{HA

AKO MONyuHMTe HAKAKBH HEXEIAaHH JICKAPCTBEHU peakilud, yBeaoMere Bamma nexap wid ¢apMauesT.
ToBa BKIIOYBaZ BCHYKH BB3MOXXHH HEONMCAHH B Ta3H JTMCTOBKA HEXENaHU peakuuu. Moxere cplno ga
CHODIINTE HEXeNIaHH peaKIHH JUPEKTHO Ype3 HALIMOHAIHATA CHCTEMA 3a ¢ho0IaBaHe B.

HamrenHUTENHA areHUNs 110 JICKapcTBaTa

yi. ,.JlamsaH ['pyeB” Ne 8

1303 Codnun

Ten.: +359 2 8903417

yebcanT: www.bda.bg

Kato choOmasare HexXellaHH peakLMH, MOXETe J1a AajieTe cBOS MPHHOC 3a IOJydaBaHe Ha [IoBe4e
HHGOPMAIHA OTHOCHO 6€3011aCHOCTTa Ha TOBA JIEKapCTRO.

5. Kak aa cexpanseare Oannt Xuapa 0,1% cnpei 3a Hoc
Jla ce CpXpaHABAa Ha MACTO, HEAOCTBITHO 32 J€Ena.
Ila ce cxxpaHaBa mpu Temnepatypa nox 23°C.

He wm3nomsBaitre Omuur Xuapa 0,1% cnpeit 3a HOc cnell cpOoKa Ha TOJHOCT, OTOENsA3aH BLPXY
KapTOHEHAaTa onakoBka. CpoKsT HA FOHOCT OTTOBapsA Ha NOCHECIHHUS ACH OT MOCOYEHHA MECELL.

Omunt Xnapa 0,1% cropeit 3a HOC He TpaOBa Aa ce H3MONM3BAa 1OB€Ye OT | roaMHa cien ITbpBOTO
OTBapaHe.

JlexapcTBara He TpAGBa Ja ce U3XBBLPIAT B KaHAIH3AlMATa WM B KOHTEHHEpa 33 JOMAIUHH OTNATBLH.
[Tlonuraiite Banima ¢apMaueBT Kak [a YHMINOXUTE HeHyKHuUTe Bu nexapcrsa. Te3an Mepku e
CHOMOTHAT 3a Olla3zBaHe Ha OKOJIHATa Cpea.

6. CranpikaHHue HA ONAKOBKATA H JOMLAHHTEIHA HHPpOPMALIHA

Kakpo coabpxa Oannt Xuapa 0,1% cupei 3a Hoc
- AKTHBHOTO BELIECTBO ¢ KCHIOMETA30JIMHOB XHPOXJIOPHA.
- J(pyTHTE CBCTaBKH ca:

HATPHEB XHANYpPOHAT,

copburon (E420),

rivtepon (E422),

HaTpHEB AUXUAporeHdochaT AMXHIpaT,

auHaTpUeB dhocdaT AUXUAPAT,

HATPHEB XJIOpUI,

BOJ1a 334 MIDKCKLIMH.

Kax mariaexna Oaunar Xuapa 0,1% cnpei 3a HOC H KAKBO ChAbPXKA ONMMAKOBKATA

bana HDPE 6yrunka ¢ 3K gosmpalina cHCTEMa, IUIACTMACOBA Kallayka, B KapTOHEHAa KYTHUA 3a€JHO C
uH(pOpMaUMOHHA JTUCTOBKA.

10 m] cripeit 3a Hoc (Ao3upanmt).

IIpurexatesn HA pajpellleHHETO 3a ynoTpeba
McNeil Healthcare (Ireland) Ltd.
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IIpouiBoanTeEN
FAMAR HEALTH CARE SERVICES MADRID, S.A.U.

Avda. Leganés, 62,
Alcorcon,

28923 Madnd,
HUcnanus
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