JIncroBka: UH(popManus 3a manueHTa

Ouaunt Xuapa 0,1% cnpeii 3a Hoc, pa3TBOp
Olynth Hydra 0,1% nasal spray, solution
Kcunomerasomunos xunpoxmopuz (Xylometazoline hydrochloride)

IMpoyeTeTe BHUMATETHO ISJIAaTA JHUCTOBKA, MPeAN 1A 3aMo4YHeTe Ja MpUeMaTe TOBA JIEKAPCTBO,

Thil KaTo TS ChAbP KA Ba:xkHa 3a Bac undopmanus.

Bunarn m3non3BaiiTe TOBa JIEKAPCTBO TOYHO KAKTO € OMHCAHO B Ta3W JIMCTOBKA WM KakTo Bu e kazan

Bamus nexap uinu gapmarieBt.

- 3amazeTe Ta3u JUCTOBKA. MOXKe /1a Ce HAJIOKH Ja S MPOUYeTeTe OTHOBO.

- AKO ce Hy)XJJaeTe OT JOIThIHUTETHA HHPOPMAIIHS WK ChBET, onuTaiTe Bamus dpapMarienT.

- AKO TIONy4NTe HIKAaKBH HEXKCIIAHU peakluy, yBegaomeTe Bamus nexap i gapmariet. Toa
BKJIFOYBA Y BCUUKH Bh3MOXKHU HEXKEJIaHHU PEAKIIMH, HEOMTUCAHH B Ta3M JINCTOBKA. BrkTe Touka 4.

- AKko cire; 7 THU He ce IOYyBCTBaTe MO-100pe Wit ChCToAHNETO B ce Biomw, TpsOBa 1a
MTOTHPCHUTE JIEKAPCKa TTOMOTII.

Kakso CbABbpPiKa Ta3u JIMCTOBKaA

Kaxso nmpencrasnssa Onuat Xuzapa 0,1% cripeii 3a HOC U 3a KaKBO Ce HU3I0JI3Ba
Kakso Tpsi6Ba na 3Haere, npeau na usnonssate Onunt Xuapa 0,1% copeit 3a Hoc
Kak na mznonmsBare OnmuaT Xuapa 0,1% cmpeit 3a HOC

BB3MOXHU HEKENTaHN peaKIuH

Kak na cexpansBare Onunt Xumapa 0,1% crpeti 3a Hoc

CobpprkaHre Ha OTIAKOBKATa M JOITBIHUTEIHA HHPOpMALUs

ocouprwE

1. Kakso npencraBasaa Oaunt Xuapa 0,1% cnpeii 3a HoC M 32 KAKBO ce U3M0J3Ba

Omunat Xwunpa 0,1% cnpeit 3a HOC PUHAUICKH KBbM IpyIa JIEKapcTBa, HAPECUCHH CUMIATUKOMHUMETHIIH.
Toit uma cpaocBuBaIl eekT U ¢ TOBa HaMallsiBa OTOKA Ha JIMTaBHIIATa U BOJAW 0 MOAOOPEHO OTTHYAHE
Ha cekpeta. CHMIITOMATHYHO OOJIEKYSHHE Ha HA3aJIHA KOHT'€CTUS M TIO{yBaHE, CBbP3aHU C HHPEKIIUH
Ha TOPHUTE JUXATEIHU NBTUIA WA C PUHUT C Pa3jIMYHA €TUOJIOTHs, KaTO HAIp. aJEpTUYEH PUHMUT,
Ba30MOTOPEH PUHUT WJIM PUHUT, CBBP3aH ¢ MHPEKIINN Ha TOPHUTE AUXATEIHU ITbTUIIA.

IlokazaH 3a ynecHeHHME Ha OTIENISHETO HAa CEKpEelMsTa B Cllydad HAa CHHY3UT M KOHIE€CTHs Ha
EBcraxueBara Tpp6a B KOMOMHAIINSA C TIPOCTY/AA.

[Moaxozs 3a NOArOTBSIHE HA MAIIMEHTH 32 AMATHOCTUYHUA MAaHUITYJIAllMU B HA3aJTHUTE MPOXO/IH.
JlekapctBenust npoaykT Omuat Xuzapa 0,1% crpeii 3a HOC chABPKA OCBEH JAPYTHTE MIOMOIIHHU BENIECTBA
W XHalypoHOBa KucenuHa (moja ¢opMara Ha HATPHEB XHUATYpPOHAT), KOSATO Mpe/ra3Ba M OBIKHSIBA
JIMTaBHIIaTa Ha HOCA.

2. Kakso Tps0Ba 1a 3Haerte, npeau Aa usnouassare Ouunt Xugpa 0,1% copeii 3a HoC

He uznonassaiite Oaunt Xuapa 0,1% cnpeii 3a Hoc

- aKo CTe aleprudHu (CBPHXUYBCTBUTEIHHM) KbM KCHJIOMETA30JIMH WIIM KbM HSKOS OT OCTaHAIHTE
cberaBku Ha Onmunat Xuapa 0,1% cnpeii 3a Hoc;

- MM Jie1ia 1o 6 roguHu.

IIpenynpesxknenust ¥ NpeANasHA MEPKH

I'oBoperte ¢ Bamms nexap win papmareBT, npeau na uznonspare Onuat Xuapa 0,-1% cmpeit 3a HOC
* aKo cTpajiate ot 3a00JIsIBaHe Ha ChPIETO (HApUMep CUHIPOM Ha yabikeH QT nHTepBan)

Apyru gexapcrea u Oaunt Xuapa 0,1% cnpeii 3a Hoc
Mons nadopmupaiite Bamus nexap wim ¢apManeBT, ako IpueMare Wik HaCKOpO CTe MpHeMalH APyru
JIEKapCTBa, BKIFOYUTEITHO U TaKHBA, OTITYCKaHU 0e3 periernTa.



BpemenHocT 1 KbpMeHe

[TocwBeTBaiiTe ce ¢ Bammms nmekap niu ¢papMareBT Ipeau yImoTpedaTa Ha KOSTO U 1a € JICKapCTRBO.

Omunt Xunpa 0,1% crpeit 3a HOC He TpsAOBa Ja ce M3MOJI3Ba 110 BpeMe Ha OPEMEHHOCT, Thi KaTo HE ca
W3BECTHU e()eKTUTE Ha JIEKapCTBOTO BBbPXY Iutona. JlekapcTBOTO He TpsAOBa /a ce MU3MOI3Ba 110 BpeMe Ha
KbpPMEHeE, 3alll0TO HE € N3BECTHO JIAJIH MTPEeMHUHABa B KbpMaTa.

Hlodupane u paéora ¢ MAIIMHU
He e m3BecTHO nanm KCUIOMETa30IMH UMa e(eKT BhpXy ClIocOOHOCTTA 3a modupaHe u padboTa ¢
MaIIfHA.

3. Kak na uznoassare Oaunt Xuapa 0,1% cnpeii 3a Hoc

AKO HE € TpeANucaHo IpYyro, 3a BB3pacTHU M Jena Haja 6 TOAMHU ce Mpujara MpH HyXAa I10
1 BopwckBane Ha Onuat Xuapa 0,1% chpeii 3a Hoc BBB Besika HO3/pa A0 3 MbTU JHEBHO. J(o3upoBKaTa
3aBUCH OT MHIMBH/yaJHAaTa YyBCTBUTEIHOCT Ha MAIMEHTA U OT KIMHUYHUS EeKT.

Omunar Xuapa 0,1% copeli 3a HOC He TpsAOBa Ja ce mpuiiara moBede OT 7 JHH, OCBEH aKko HE ¢
MPENHUCaHo APYTo OT JeKap.

AKO cTe mpueJii moBe4e oT HeoOxoaumaTa 103a Oaunt Xuapa 0,1% cnpeii 3a Hoc

AKO cTe mpHenH MoBede OT HeoOXoaumara Jo3a WM ciydaiiHo cre norbiaHamu Omuat Xuzapa 0,1%
crpeii 3a Hoc, He3a0aBHO ce CBbpXkKeTe ¢ Bammms siekap wim gpapmanesT.

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTBITHO 3a Jiera. B cinydaif Ha mpeno3upaHe, He3a0aBHO TPsAOBa /1a ce
MOTHPCH CIIEIITHA MEAUIIHCKA TOMOLIL.

Ako cTe nponycHaau Aa udnoia3sare Oaunt Xuapa 0,1% cnpeii 3a Hoc
He B3emaliTe nBoiiHa 1034, 32 1a KOMIIEHCUPATE MPOIyCcHATATa J034.

Axo cte cnpesau ynorpedara Ha Quunt Xuapa 0,1% cnpeii 3a Hoc
[ToBTOpHA ynotpeba TpsiOBa Ja ce M3BBPIIBA CAMO B CIIy4aid, Ye JIEYCHHETO € MPEKHCHATO 32 HIKOJKO
nHH. BUHAru ce KOHCynTupaiTe ¢ Jekap, 3a MpoABIDKUTEIHOCTTa HA YIOTpeda IpH Jeta.

4. BB3MoKHN HekeTaHU peakuu

KakTo Bcuuku nekapersa, Onunt Xuapa 0,1% crpeit 3a HOC MOXke Ja MPEIU3BUKA HEXKEJIaHH PEaKIUH,
BBIIPEKH Y€ HE BCEKH T'Hl ITOJTy4aBa.

AKO HSKOS OT HEXEIAaHWUTE PEaKIMd CTaHe CEPHO3HA, WIIN 3a0elle)KUTe IPYTH, HEONMCAaHH B Ta3u
JINCTOBKA HEXEJIaHU peakiluy, MOJIs yBenoMmeTe Bamust nexap wiu gapmarieBT.

Mmuoro uectu (>1/10); wectu (>1/100, <1/10); meuectr (>1/1 000, <1/100); peaxu (>1/10 000, <1/1 000);
mHoro penku (<1/10 000); ¢ Hem3BecTHa 4ecToTa (OT HAIMYHHUTE JaHHU HE MOXKe Na Ob/ie HalpaBeHa
OLICHKA).

Ta6m/1ua 1. Hexenanu JICKAPCTBCHU PpCaKOHWU 110 BPEME HaA IMOCTMAPKETUHIOBUTE IIPOYYUBAHHA C
KCHUJIOMCTA30JIMH 10 YC€CTOTA, OHCHCHU IO BPEMC Ha KIIMHUYHU WK CITUACMUOJIOTNIHU IMTPOYUBAHUA:

YecToTa He:xenana peakuus
Hapyuienust Ha HepBHATa cUCTEMA

C Hen3BeCTHA YECTOTa UyBCcTBO 32 MapeHe Ha JINTaBHIlaTa
PecniupaTopuu, rpbIHA U MeAUACTHHAIHA

HApyIIeHUsI

C Hen3BeCTHA YECTOTa CyxoTa B HOCa

Heuectu KbpBene ot HOca

OO0y HapymeHus U epeKTH HA MIICTOTO HA

NpUJI0KEeHNe

C HeM3BECTHA YECTOTA Pubaynn edexr

AKXO CHMIITOMHTE npoabKaBaT WJIM CC BJIOIIAaBaT, WJIKW CC IIOABAT HOBU CHUMIITOMH, Tpﬂ6Ba
He3a0aBHO Ja C€ CBBPIKCTEC C JICKAp.




Chol0maBaHe Ha HeKeJIaHU PeaKInu

AKO TIOJIyYHTE HSIKAKBM HE)KEJIaHHM JICKApCTBEHU pEakiluH, yBemomeTe Bamus jekap miau (apMmarieBT.
ToBa BK/IIOYBA BCHMYKHM BB3MOXXKHHM HEOIIMCAHHM B Ta3M JMCTOBKA HEXKEJIAHU peakiuu. MokeTe ChII0 1a
CHOOINUTE HEXKEIIAHU PEAKIIUU JIUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 3a ChOOIIaBaHE B!

W3nbiaHKuTeIHA areHIus 10 JIeKapcTBaTa

yi. ,,Jlamsa ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebOcaiiT: www.bda.bg

Karo choOmiaBare HexxenaHu peakiiuy, MOKETE Jla 1aJeTe CBOS MPUHOC 3a MOTyYaBaHe Ha MOBEYEC
nH(pOpMaIUs OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansBare Oamat Xuapa 0,1% cnpeii 3a Hoc
Ja ce chxpaHsiBa Ha MsICTO, HEAOCTBITHO 32 JIela.
Ja ce cpxpansBa npu Temnaepatypa mnox 25°C.

He wusmomspaiite Ommatr Xwuzapa 0,1% cnopeit 3a HOC ciem cpoka Ha TOMHOCT, OTOENSA3aH BBPXY
KapToHeHaTa omakoBKa. CpOKBT Ha TOTHOCT OTTOBApsI Ha MOCIEIHUS JeH OT TIOCOYCHUS Mecell.

Omuar Xwumpa 0,1% cnopeit 3a HOC He TpsOBa Ja ce M3MON3Ba MOBede OT | TOAMHA CieJ TBPBOTO
OTBapsHE.

JlekapcTBata He TpAOBa a ce U3XBBPIAT B KaHAIN3ALMITA WM B KOHTCHHEpa 3a AOMALIHU OTHAXBIIH.
[omuTaiite Bamms QapmaneBT Kak Ja YHHIOXHTE HEHY>KHHUTe Bu nexapctBa. Te3um Mepku mie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPena.

6. CL)]mea}me Ha OMAKOBKAaTa U JO0IIbJHUTE/IHA m{(l)opMaum[

Kakgo coabp:xka Oaunt Xuapa 0,1% cnpeii 3a Hoc
- AKTHUBHOTO BEIIECTBO € KCHIIOMETA30JIMHOB XUAPOXIOPH/I.
- Hpyrure cbcraBku ca:

HaTPHUEB XHATyPOHAT,

cop6uton (E420),

riauepon (E422),

HaTpHUeB JuxuaporeHpochaT JUXUIpar,

muHatpueB dochart AUXUApaT,

HATPHUEB XJIOPH]L,

BOJIa 33 MHXXEKIIHU.

Kaxk m3raexxaa Oumnt Xuapa 0,1% cnpeii 3a HOC M KaKBO ChAbPIKa OMAKOBKATA

bsna HDPE Gytunka ¢ 3K go3mpama cucrteMa, miacTMacoBa Kamadka, B KapTOHEHa KYTHS 3a€IHO C
nHPOPMALMOHHA JIUCTOBKA.

10 ml cnpeii 3a Hoc (To3Mpar).

IIpuTtexaTes Ha pa3pelIeHHETO 3a yIOoTpeda
McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght

Dublin 24

Wpnannns


http://www.bda.bg/

IIponsBoauTen

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

Alcorcon,

28923 Madrid,
Ucnanns

3a gombIHUTENHA HHGOPMAIUS OTHOCHO TOBA JIEKAPCTBO, MOJIS CBBPIKETE Ce C JIOKATHUS MPEICTaBUTEN
Ha TIpUTEXKaTeNsI Ha pa3penieHneTo 3a yrmoTpeoda:

JlxxoucbH & JIxkoHchH brirapus EOO/]
busznec mapk Codus

Crpana 4
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Tem. 02/489 94 00

JlaTa Ha mocJienHo ogodpeHue Ha ucToBkaTa: 04/2021r.



