Jlueroska: Hndopmauns 3a nalHEHTa

Oaunr Xnapa 0,1% cuapeit 3a Hoc, pa3TBOP
Olynth Hydra 0,1% nasal spray, solution
Keunomerasonunos xuapoxnopun (xylometazoline hydrochloride)

[IpoyeTeTe BHHMATEIHO NANATA AUCTOBKA, Opeld 1a 3amoYHeTe 1a NpHEMATE TOBa JICKAPCTBO,

ThH KaT0 TH CLALPKA BaxKHAa 3a Bac nndopmanus.

Bunary wsnoassaiite T0Ba JEKapcTBO TOUHO KAKTO € OMWCAHO B TAa3H JIMCTOBKA MM KakTo Bu e kasan

Baummat nekap unu dapmalesT.

- 3ana3ere Ta3y MHCTORKA. Moske 1a ce HAJTOKH I3 A NPOoHETeTe OTHORO.

- AKO €€ HY)K/IaeTe OT JOMBIHUTENHA nH(OpMALIHA MM CBBET, Nonuraiite Bawya ¢gapMauesT.

- AKO MOTYYHTE HAKAKBH HEXKEIAHHU peakluy, yBegoMere Bauius nexap wiu gapmauest. Tosa
BKNKOYBA U BCHYKH Bh3MOXKHH HEXKEIAHH PeakiuyH, HEOMHCAHY B Ta3H IUCTOBKA. Binkre Touka 4.

- AKo cnenl 7 OHH HE Ce MouyBCTBAaTe Mo-100pe WK ¢heToAHUeTo BH ce BiowH, Tpadea 1a
IOTHPCHTE JACKAPCKA TTOMOLLL.

KakBo ¢bObp:xa Ta3H JHCTOBKA

WMTEHM M’Elﬂ.tﬂl no nimmn

l. KaxBo npeacrasngasa Onnut Xuapa 0,1% crpeii 3a Hoc HPRERARET ?

2. Kaxso Tps0OBa na 3naere, npenu aa usnonspare Oaurt Xgapa 0, 1% cnpen 33 HDC E: / ! W 9 5

3. Kax ma wanonszeate Onuut Xuzapa 0,1% copeti 3a HOC LA AR s

4. BL3MOXHY HeKETTaHH peakUHH

5.  Kak na cuxpanssate Onunt Xuapa 0,1% cnpeif 3a Hoc 595373 2 0-11- 2023

6. ChabpKaHie HA OMAKOBKAaTa W AOMBIHUTENIHA HHOOPMaL G MA/ME - . . T eeereeesionina R
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1. Kakso npeacrasaasa Onunt Xuapa (0,1% cnpeii 3a noc H 33 KaKBO ¢¢ H3IN0J3BA

Osuuat Xuapa 0,1% copei 3a HOC NPUHAIUICKW KbM TPYIa JeKapeTha, HapeuyeHH CHMIATHKOMUMETHLIH.
Toit ©Ma cbaocBuBaIll edeKT M ¢ TOBA HAMAJIARBA OTOKA HA IMrapyUATAa U BOAH A0 MOJO0OpEeHO OTTHYAHE
Ha cekpeTd. CHMNTOMATHYHO 0OJIeKYEHHE HA HA3AIHA KOHIEeCTHA Y MOJIYBAHE, CBBP3aHu ¢ HH(PEKLIHH
Ha FOPHHUTE JUXATENHN MBTHLUA KM C PUHHUT C Pa3/iHyHA €THOJIOHA, KATO HANp. anepruieH pHHHT,
BA30MOTOPEH PHHUT UM PUHHT, CBBLP3aH ¢ UH(pEKUHUHY HA FOPHUTE AHXATETHY ITBTHIIA.

lloKasan 3a ynecHenue Ha OTAENSIHETO Ha cekpeuusaTa B Ciaydad Ha CHHY3UT M KOHIECTHA Ha
EBcraxueBara Tprda B KOMOHHALIMA ¢ MPOCTYAA.

[logxonaill 3a MOATOTBAHE HA MALKHEHTH 34 AMArHOCTUYHU MaHHMYIALUUH B HA3AIHHTE MPOXOAH.
JNexapcTeeHHAT npoaykT Onunt Xuapa 0,1 % cnpeii 3a HOC CbABPYKa OCBEH IPYrHTE MOMOUIHY BELIECTBA
H XHaaypoHOBa KucenuHa (rog dopmaTa Ha HATPUER XWAIYPOHAT), KOATO Mpeana3’Ba H OBJaXKHABA
NUrasuLAaTa Ha HOCA.

2. KakBo Tps0Ba 1a 3HaeTe, npean a1a n3noassare Oauuat Xuapa 0,1% cnpeii 3a Hoc

He n3noa3zsaiite Oaunt Xuapa 0,1% cnpeii 3a voc

- aKO CTE AIEPrHYHHU (CBPBXUYYBCTBUTEIHH) KBM KCHIOMETA30/JIMH WIH KbM HAKOS OT OCTaHA/IMTE
cheraBku Ha Onuat Xuapa 0,1% cnpeii 3a Hoc,

- [IpH Jela noa © rofauHH,

[TpeaxynpexaceHHA W npeIna3HA MepKH

['oBOpeTe ¢ BalWinA nexkap unu gapmManesT, npend aa winonseare OnuHT Xuapa 0,1% cnpeit 3a HOC
- aKO cTpajiate OT 3a00NABaHe Ha CEPUETO (HanpuMep CHHAPOM Ha yabLkeH QT nHrepsan)

Apyru aekapcerBa H Onunt Xuapa 0,1% cnpei 3a Hoc
Mons vHdopMmupaidTe Bawus nekap UM GapMaUeBT, aKO MPHEMATE HIH HACKOPO
JIEKapCTBa, BKIFOYHTETHO H TAKHBA, OTRYCKaHKU 0¢3 peuenrta.



bpemMeHHOCT H KbpMeHe

[ToctBeTBanTe ce ¢ Bawna nekap vinu papmMaleBT Opeau ynoTpedara Ha KOETO H Ja € JIEKapCTRO.

Onuat Xuapa 0,1% crpel 3a Hoc He TpsOBa /1a ce U3MOMI3BA MO BPEME Ha OPEeMEHHOCT, TbH KaTo He ¢a
M3BECTHN e¢(eKTUTE HA NEKAPCTBOTO BEPXY UIona. JlekapcTBOTO HE TpAOBaA Oa €€ H3IIOJ3BA N0 BPEME Ha
KbPMEHE, 38110TO He ¢ N3BECTHO Aalu NIPEMHHABA B KbPMATa,

Llotprpane u pabora ¢ MALLIHHA
He e u3BecTHO Aany KCHIOMETA30aHH UMA edekT BhPXY CMocoOHOCTTA 3a Wodupade H padoTa ¢
MALIVHH,

3. Kak aa nanomssare Quannat Xuapa 0,1% cupeii 3a Hoc

AKQO HE € OpeflucaHd [pyro, 3a Bb3PAacTHW W Oeuia Hald 6 roaudu ce npwsara npyW Hyxkaa Lo
| enpbekBane Ha OnuHT Xuapa 0,1% cnpeli 3a Hoc BBB Bcaka HO3Apa N0 3 NbTH AHEBHO. Jlo3HpoBKaTa
3ABMCH OT UHAMBUOYATHATA YYBCTBUTEHOCT HA MaUMeHTa H OT KTHHUYHUA eeKT.

Osuuar Xunpa 0,1% cropeil 3a woc He Tpabea na ce mpunara nopede ot 7 JHH, OCBEH aKO HE ¢
MPEANUCAHO JPYTo OT JeKap.

AKO0 cTe npHe/H noBeve 0T HeoOxogumara go3a Onuat Xuapa 0,1 % cnpeii 3a Hoc

AKO CT¢ TpHEnu moseue OT HeoOXoamMAaTAa 1033 WiIH cnydalino cre morsnHamH OnuaT Xuapa 0,1%
cnped 3a HOC, He3a0aBHO Ce CBBpKETe ¢ Balums nexkap uinH (papMaLenT.

Jla ce chXxpaHABA Ha MACTO, HEAOCTBITHO 3a Aela. B cnyuail Ha npeno3upaxe, He3abasHo TpadBa 1a ce
MOTBPCH CMEHA MEeMHIHHCKA MOMOIIL,

AKO cTe nponycaana 1a uinon3eate Ouanur Xuapa 0,1% cnped 3a Hoc
He B3emaiiTe nBO#HA /1032, 33 Ja KOMIEHCHPATE APOMycHaTaTa a03a.

Axo cTe capean ynorpedara Ha Oannt Xuapa 0,1 % copeit 3a Hoe
[loBTOpHa yriotpeba TpsAadBa na ce M3BBLPLUBA CaMO B ClIy4ai, Y€ JICYEHHETO € NPEKbhCHATO 32 HAKOJKO
AOHH. BHHArKn ce KoHCyATHpaiiTe ¢ nekap, 3a NpoAb/KUTENHOCTTA HA YNoTpeda npH neua.

4. BhiMoKHH HeKeIAHH peaklHu

Kakro Bcuuky nekapersa, OnuHT Xuapa 0,1% cripeil 3a HOC MOXKE 13 Npead3BUKA HEXETAHH peakLH,
BBLIIPEKH Y€ HE BCEKH I'd NONy4aea.

AKO HAKOS OT HEKe/aHUTE peaklUMH CTAHE CepHo3Ha, WM 3adenexure JpyrH, HEONUCAHH B TA3M
JHUCTOBKA HEXEIaHU peakUHU, MONS yeegoMeTe Batus nekap id apMalesT.

Muoro yectd (>1/10); yvectu (>1/100, <1/10); HeuecTu (>1/1 000, <1/100); penxa (>1/10 000, <1/1 000);
MHOTO peaxy (<1/10 000); ¢ HeusBecTHZ YeCTOTA (OT HATMYHHTE JaHHH HE MOXKE 1a DBbIC HarpaBeHa
OLIEHKA).

Tabnnua 1. HexenaHu nekapcTBeHH peakuud MO BpeMe Ha [MOCTMAPKETHHIOBHTE MPOYYBAHHA C
KCHJIOMETA30/1HH 0 YECTOTA, OLUEHEHH IO BPEME HA KIMHHYHH HIIH €OHAEMHOJIOIHYHH IPOYUBAHUA:

YecToTa HesxkenraHa peaknus
HapyulenHs HA HepBHATA CHCTEMA

C HEH3ZBECTHA YECTOTA YyBCTBO 32 NAPEHEe HA IMraBuLATa
PecmHpaTopun, (phLAHA U MEAHACTHHAJAHN

HAPYUIEeHHSA

C HEH3BEeCTHA 4ecToTa CyxoTa B HOCA

C HEW3BECTHA Y€CTOTA KbpseHe oT Hoca

Oo0mH Hapywieans H edexTH HA MACTOTO HA

NpUJIOKeHHue

C HEeH3BECTHA 4YeCTOTa Putayun ebekr

AKO CUMIITOMNTE MPOTb/KABAT MM CE€ BIOLIARAT, WIH €€ MOABAT HOBH C
He3abaBHO J1a ce CBbPAKETE ¢ JeKap.




ChobdmaBale HA HeXeNaHH PeaKIHH

AKO MONyYHTE HAKAKBH HEKeNaHW JEKapCTBEHH peakuuu, yeeaoMete Bamms nexap wim dapMmauesr.
Tosa BKNIOYBA BCHYKH BB3MOXKHH HEOTHCAHKM B Ta3W JIMCTOBKA HEKEIAHU peakudd. MoxkeTe ChINo Aa
CHOOLIHTE HEXENAHU PEaKUHH JUPEKTHO UPE3 HALMOHAIHATA CHCTEMA 3a ChOOLLIABAHE B!

M3nbaHUTEHA areHUMA [0 EKApCTeATa

v . JlaMau [ pyeB” Ne

1303 Codusn

Ten.: +359 2 8903417

vebcaiit: www.bda.bg

KaTo choflaBaTe HeXeNaHu peakini, MOKETE Ja JaJeTe ¢BOs IPUHOC 32 MOJy4aBaHe Ha NOBeYe
UH¢popMaAT OTHOCHO 0E30I1aCHOCTTA HA TOBA JIEKAPCTBO.

3. Kak na cexpanapare Quunt Xuapa 0,1% cnpeii 3a Hoc
Jla ce cpxpaHABa Ha MACTO, HETOCTERIIHO 3a fela.
Ja ce cepxpaHaBa npu TeMnepartypa nox 25°C.

He wusnonsBafite Omuutr Xuapa 0,1% cnpeil 3a Hoc cneg ¢poka Ha TOJHOCT, OTOeNA3aH BBPXY
KAPTOHEHATA ONaKoBKa. CpoKbT HA FOAHOCT OTIOBAPA Ha NOCIEAHUA OEH OT OCOUEHH MecelLl.

Onunat Xnapa 0,1% chopeit 3a voc He TpsAOBa fMa ce M3NMIZBA TOBEYe OT | roguHa cneld OLPBOTO
OTBApsIHE.

JlexapcTeaTa He TpaOBa na ce W3XBBPJIT B KaHANW3aUMATa WIK B KOHTEHHEpa 3a JOMalllH¥ OTHAdLUA.
[lonuraiite Bawua dapmauest kak Oa YHHIIOXKMTe Heny:kHMTe BH fdekapcTea. Te3d MEpKH 1lug

CIIOMOTHAT 34 OITAa3BAHC Ha OKOJTHATa cpcia.

6. CoIbpKaHHEe HA ONAKOBKATA K JONBJIAHHTENHA HHoOpMAIIHS

Kakpo choaspsxa Onuat Xaapa 0,1% cnpeii 3a Hoc
- AKTHBHOTO BEHISCTRO € KCHIIOMETAZONNHOB XMAPOXIIOPHTL.
- ApyTHTE ChCTABKY Ca:

HaTPUEB XHATYpPOHAT,

copOuton (E420),

rnuuepon (E422),

HaTpHEs Auxuaporendocdar IUXUAPAT,

auHaTpues pocdar guxuapar,

HAaTPHUEB XJIOPU,

BO/I3 3a MHIKEKUWH.

Kak naraexaa Quauat Xuapa 0,1% cupedi 32 Hoc H KaKBO ChILPAa ONAKOBKATA

bsnma HDPE Oytunka ¢ 3K mo3upama cucTeMa, NiacTMacoBa kamayka, B KapTOHEHa KyTHA 3a€[HO
HRQOPMAaIIMOHHA JIMCTOBKA.

10 ml cnipet 3a Koc (ao3upat).

[IpuTe:karen Ha pa3pelneHuneTo 3a ynorpeda
McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght

Dublin 24

Hpnangna




IlpoussoauTten

FAMAR HEALTH CARE SERVICES MADRID, S.A.U.
Avda. Leganés, 62,

Alcorcon,

28923 Madrid,

Hcenanusa

H

Ursapharm Arzneimittel GmbH
Industriestrafe 35

66129 Saarbriicken
['epManus

3a TONBJHUTENIHA UHPOPMALUA OTHOCHO TOBA JIEKAPCTBO, MOJISA CRBPKETE CE C JOKATHHA NPEACTABUTEI
HA MPHUTEXATENR HA Pa3pelleHUETOo 33 ynoTpeda:

JIkoHCEH & [[xoHCBH bparapua EOOJ]
buznec nmapk Codus

Crpana 4

Codusa 1766

Ten. 02/489 94 00

JlaTa Ha nocaenno onodpenne Ha nucroBkaTa: 08/2023




