JIncroBka: unopManns 3a NaNHEHTA

PHUHOCTOII® 0,05% cnpeii 3a Hoc, pa3TBOp
RHINOSTOP?® 0,05% nasal spray, solution
KCWIOMETAa30dHOB Xuapoxiaopua (xylometazoline hydrochloride)

IpoueTeTe BHEMATEIRO HAMATA JIHCTOBKA, IPEANA Aa 3allOMHETE 1A H3MOJI3BATE TOBA JEKAPCTBO, ThiH

KATO TH ChABPXKA BaxkHA 32 Bac undopmanns,

BHHaru H3noj3BaiTe TOBa JIEKAPCTBO TOYHO KAKTO € ONIMCAHO B Ta3M TMCTOBKA WK KakTo B e ka3san

BauusaT nexap win ¢papmanesT.

- 3anazere Ta3u JMCTOBKA. MOXKE [1a Ce HAJIOXKHM J1a S NPOUETETE OTHOBO.

- AKO ce HY)X/JIaeTe OT JOMBbJIHUTENHA HH(pOPMALIML UK CbBET, Nonurtaite Bawms ¢papmauenT.

- AKO moNyuMTe HAKAKBH HEXKENaHH peaklvy, yBeaoMere Bamug nekap unu gapmauesTt. ToBa BKIIOUBA
{ BCHUYKH BH3MOXKHU HEXKETIAaHHM PeaKLIMK, HEOTIHCAHH B Ta3H JIMCTOBKA. BipkTe TOUKA 4.

- Axo cnen 10 qHu He ce yyBcTBaTE NO-100pe WK cheToAHHETO BU ce BioOwWwH, TpsOBa Aa NOTbLPCHTE
NleKapcKa MOMOIL.

KaxBo ¢CbALPAKA TA3H JIHCTOBKA

1. Kakso npeacrasnasa PuHocton 0,05% cnpeil 3a HOC 4 38 KaKBO CeHAAOAIBE r

2. Kaxso Tps6Ba aa 3xaere, npeau aa uanonssate Punocton 0,05% chifed R/ WiRTENTHA ATEHUA NO TEKAPCTRATA |

3. Kak ga u3nonssare Punocron 0,05% cnpeii 3a HOC flucmodka - Mpusoxene 2

4. B13MOXHH HEXETIAHH PEaKLIHH 0{G 09

5 Kax f1a chbXpaHsBaTe Pusocton 0,05% cripeii 3a Hoc Kbm Paz. No 92.__'2'5 ......................

: PaspeiirerHue Ne
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1. Kakso npeiacrasaaBa Punocton 0,05% cnpeit 3a noc H 32 KAKBOTE I

Punocron 0,05% cripeit 3a HOC CHABLPIKA AKTHBHO BEILECTBO OT I'pyraTa Ha TaKa HAPEYCHHUTE
AckoHrecTtanTH. [IpH BNpbCcKBaHe B HOCA AEHCTBA AUPEKTHO BbPXY KPLBOHOCHUTE ChIOBE (APTEPHHU H BEHH)
B HOCHATa JIMraBMua, KaTo NpeIrM3BHKBA CBUBAHETO UM. B pe3ynTaT Ha TOBa IPMTOKA HA KPbB KbM HOCA H

CHHyCHTE {OKOIIOHOCHUTE KyXHHH) HaMa/IaBa, OTOKa Ha JIMFaBULIATA Caja, OTACJIIHETO Ha CEeKpeTH
HaMaJiABa, NPOXOJAUMOCTTAa Ha HOCHUTE XOJ0BE U AHIIAHETO ce Noaodpasat. EdekTsT Ha 1ekapcTBOTO
HacTbNBa OBLP30 A0 2 MUHYTH M NMpoabjDkaBa A0 12 yaca.

PunocTon 0,05% cnpe# 3a HOC ce HU3M10/13Ba 3a MOBAMABAHE HA OTOKA MPH OCTHP, HEAJIEPTUHEH M allepruiet
PUHHUT (Teyall ¥ 3anyLIeH HOC); 3a MOoANOMAaraHe OTAeISHETO Ha CCKPETHTE MPH CHHY3UTH (Bh3NaJICHUE Ha
OKOMIOHOCHHTE KYXWHH), B KOMIUIGKCHATA TEPANKsA Ha BL3NAIEHHE Ha CPEHOTO YXO 3a oTOBLOBaHE Ha
NUraBKLaTa B HocorrbTKara. M3non3ea ce npu aeua ot 2 10 12 roguinHa BB3pAacT.

2. Kakpo TpuabBa aa 3uaerte, npeau aa ninoiazsare Punocron 0,05% copeii 3a Hoc

He u3noassakite Punocron 0,05% copest 3a Hoc:

- aKO CTE aNePruiHy KbM aKTHBHOTO BEILECTBO WIH KbM HAKOA OT OCTAHAIMTE CbCTABKH HA TOBA
nekapcTeo (M30poeHH B TouKa 6);

- NPH ONEPpaLMK, KOUTO Ca U3BBPILEHH IPe3 HOCA;

- [IpY CYX PHHMT;

- aTpO(PUUEH PUHHT,

- MOBHUINICHO BLTPEOYHO HaNsArate (rnaykoMa).

IlpeaynpexaeHHs H NpeanaiHd MEpPKH

["osopete ¢ Bauins nekap win dapmauesT, npeau aa uznonseare Punocron 0,05% of ;_-.-'

- 3abonaBaHHUA HA CbpUETO (HanpUMEp CUHAPOM Ha yawked QT uurepsan),
PUTBEMHH HapyLIEHHS;

- BUCOKO KPbBHO HAJIAraHe;

- 3a00/19BaHe HA IUTOBUIHATA J1e€3a (XUIISPTUPEOHIUIBM);




- YrofeMABaHE Ha MPOCTATATA;

- aunaber;

- npu TyMoOp Ha HaabBOpeka (peoxpoMoUHTOM);

- aKO NMPUEMATE HWIH CTE NMPHEMATH Mpe3 MocJeAHUTE 2 CEAMHLIM JIeKapCTRa 3a JieueHHe Ha Jenpecus
(MAO-uuxuburopn) (Buxre pazaen ,,J{pyru sekapctea M PUHOCTON cnpeii 3a HOC™);

- HOBOPOJEHH, KbpMayeTa 4 [eua 0 2 roaMiiHa Bb3pacT.

Jdena H OHOIH
Punocrton 0,05% cnpeit 3a HOC € NpeaHazHaYEeH 3a IPUIOKEHHE NPH Acua oT 2 A0 12 roaMinHa Bb3pacr.

Apyru gexkapcrea H Punocron 0,05% capeii 3a soc

Hudopmupaiite Bawuns nekap wiu ¢papMalieBT, aKO H3II0J13BATE, HACKOPO CTE M3MOI3BAIM WM € BE3MOXKHO
Ja M3NOoN3BaTe APYTH AEKapCcTaa.

Bwnpekn, yue Punocton 0,05% cnpeit 3a Hoc € 1€KapcTBO, KOETO €€ MpHIara B HOCa, € Bb3MOXKHO, MaKap H
PSAKO, [1a B3aHUMOAEMCTBRA C 1eKapCcTBa, KOUTO C€ [IPUEMAT Tpe3 YCTaTa.

KcunoMeTazoMMHBT MOKE /1a 3aCHIH ASHCTBHETO HA MOHOAMHMHOOKCHAA3HUTE HHXHOUTOPH M Ja ITpOBOKHpa
XMIIEPTOHUYHA KpH3a. KCHIOMETa30IMHBT HE C€ NPENOPbhUBA NMPU NALHEHTH, KOUTO MPUEMAT HITH Ca
npuemMann MAO-HHXHOHTOPH MIpe3 nmocaeAHNUTE 2 ceaMULM (BrkTe pazgen .. IlpenynpexacHysa v npeanasHu
MEPKH™).

CownbTeTBamara ynorpeda Ha TpM- M TETPAaUMKIMYHH AHTUAETPECAHTH CHC CUMNATHKOMHUMETHHHY
NPOAYKTH MOX€E /1a YBEJIMYM CHMITATHKOMMMETHYHHA e(PEKT HA KCHIIOMETA30/IMHA, NOPAIH KOETO HE ¢

NpENnopbL4YBa.

bpeMeHHOCT, KbpMeEHE H PEPTHIHTET

AKO cTe OpeMeHHa WK KbPMHTE, CMATATE, Ue MOXKE Aa cTe OpeMeHHa WM IaHuparte OpeMeHHOCT,
NnochLBeTBanTe ce ¢ Baluua nekap wiau gapMauesT npeay ynorpedara Ha TOBa JIEKAPCTBO.

[Tpunoxennero Ha Punocron 0,05% crnipe#t 3a Hoc 1o BpeMe Ha OpPEMEHHOCT, € BB3MOXKHO CaMO B CIIy4aHTe
Ha CePHO3HH MEQHLMHCKH NMoKa3aHua 3a ToBa. HeoOxoanMo e 1a ce u3barea npuioKeHHETo My Mo BpeMe Ha
KbPMEHE, Thi KaTO HAMA JaHHH JATTH AKTHBHOTO BELLECTBO CE OTHEJA B KbpMaTa.

Illo¢pnpane n paboTa ¢ MAIHHHA
Purocrton 0,05% cnpeit 3a HOC He NOBIKHABA WIH MOBJIHABA PEHEOPEIKHMO cNOCOOHOCTTA 3a Lo UpaHe K

paboTa ¢ MalLKUHHU.

Puanocron 0,05% cnpesi 3a HOC chABPkKA OeH3ATIKOHHEB XJIOPH]
beH3a/IKOHHEBHAT XJIOpHUA MOXe Aa PUYMHHU Apa3HEeHe WK N0AYBaHe Ha HOCHATA JIMraBuLa, 0cobeHo ako

CE HU3M0J3Ba NPOABIAKHUTCIHO.

3. Kak aa n3noassare Punocron 0,05% cnpeit 3a HoC

Bunaru H3noJi3BalTe TOBa JIEKAPCTBO TOYHO KAKTO € OIIKCAHO B Ta3M IMCTOBKA WM KakTo By € Kkazan

Bauiuar nekap uau gpapMaulesT.
AKO HE CT€ CUT'YPHH B Hello, nonuraiire Bamus nekap wnu ¢apMauesT.

[TIpenoprunuTenHara no3a €.

Ilpu neua ot 2 no 12-roaMiiHa Bb3pacT ce npwiara no 1 sNPbCKBaHE OT pa3TBOpa BLB BCAKA HO3Apa 10 3
NMLTH AHEBHO. Mexay aBe BnpbekBaHvs TpaOBa 1a KMa HHTEPBAJI NMOHE OT 8 yaca.

[Ipu aeua ot 2 go 6-roaMiIHA BL3pacT € HEOOXOAHMA KOHCYJITaLMA C IeKap.

Yka3zaHus 3a ynotpeba Ha Punocton 0,05% cnpeii 3a Hoc:
1. OrcTpaHere Kanaukara ¥ nNpeau nbpeaTa ynorpeba Ha cripes, HaTUCHETE 103aTopa HAKPAKQ, & AR
NpbCKAaHE Ha CTPyA. o

2. OcBobonete Hoca Ha Batiero gete OT cekpern.

3. [locTaBeTe HAKOHEYHHUKA B €HATA HO3/IpA OPH H3IIpaBeHa riaBa H JIEKO o HATHJY
4. 3a BNpBCKBAHE B APYrara HO3/pa NOBTOPETE NpOLEAYypaTa.

5. 3aTBOpeTe Kamaukara cnea ynorpeda.




Punocrton 0,05% cnpeit 3a HOC € nipeHa3HAUYEH Ja CE MOJI3Ba OT €AUH MALKHeHT Nnopaay onacHocT OT
pa3npocTpaHeHHUE HA MHPEKLIMA NPH €AHOBPEMEHHA YoTpeda OT HAKONKO NaLMEHTa.

He npeBuiuapaiite 03aTa, NOCO4EHa B Ta3H JIMCTOBKA!

He npunaraire nekapcTsoTo noseve ot 10 AHKU. [TpooaBHKATENHOTO NeueHHe MOXE 1 NpEeAU3BUKa
yBpEX/JaHe Ha HOCHATA JIMTaBula. AKO HE CTE NOYYBCTBAIM ODJIEKUEHHE Ha CHMITTOMHTE, KOHCYJITHpAHTE Ce

C JACKap.

AKO CTe H3n0a3BA/IH NOBeYe oT HeoOxoaumaTa J03a PanocTton 0,05% cnpeit 3a HOC

[Tpu npeno3upaHe WM ciiy4adHO NOorabilaHe, 0COOCHO MpH Aeula, MoraT Aa ce Habmogaear ClieIHUTE
CUMITTOMM: CHJTHA 3aMasHOCT, M3TIOTABAHE, CHITHO TIOHIKEHHE Ha TEJIECHATA TEMIIEpATypa, riiasodonue,
opaaukapaus (3abaBeH nyic), XuneproHus (MOBKHIUIEHO HANATAHE B CbAOBETE), [IOTUCKAHE HA JULIAHETO,
KOMa, KOHBYJICUM. XHIIEPTOHUATA MOXe [a Obae nociegsaHa OT XHIIOTOHHUSA ([TOHMIKEHO HAITAHE B
chAOBeTE). MankuTe Jelia ca no-4yBCTBHTEIHH OT Bb3PACTHHUTE.

HPH nosea Ha T€3H CHUMIITOMH NOTHPCETE JICKAPOKA NTOMOLL.

AKo cTe nponycHaan a1a manouassare Punocron 0,05% cnpeii 3a Hoc

AKO CTe MPOMyCHAITH €HAa 1033, [PWIOHKETE CIIped 3a HOC, KOJIKOTO € Bb3MOXHO MO-CKOPO. AKO INOYTH €
CTaHa/IO BpEME 3a ClIe/IBALIIOTO NPHIIOKEHHE HA JIEKAPCTBOTO, NPUIIOXKETO ro, KAKTO 0OMKHOBEHO.

He B3emaiite AROHHA 1034, 33 Jja KOMIIEHCHUpATE MPOIMYCHATAaTa 03a.

Axo cre cnpean ynotpebara Ha Purnocron 0,05% cope#t 3a Hoc
AKO MMaTe HAKAKBH JOMTbJTHUTEIHH BBIPOCH, CBBP3aHH ¢ ynotpebara Ha TOBa JIEKAPCTBO, NMOMTHTAUTE
Bawnsa nexap unm ¢gapMaleBr.

4, B1b3MOXKHA HEXKETAHH PEAKIEHH

KakTo BCHYKH JIEKapCTB4d, TOBA JICKAPCTRBO MOXCE J1d NMPCAH3IBHKA HEXKCE/1AHH PCAKLIUH, BBIIPDCKHK HE HC BCCKH
I'M nnoJjiy4Hapa.

Cnperte ynoTpefaTa HA NPOAYKTA K NOTLpCceTe He3abaBHO JieKapcKa NOMOII, AK0 NMOJYHHTE CIICIHHTE,
MAKAP H MHOI0 peJKH, CEPHO3HH ONJIAKBAHHA:

- 3aTpYAHEHO JWLLUAHE WIH NperyibliaHe;

- OTOK Ha JIMUETO, YCTHUTE, €3WKa WM I'bpJIOTO (8HTHOEIEM);

- CHJEH ChpOex Ha KoXKaTa ¢ oOpuB H 3a4cpsgaBaHe.

Hexenauure JEKAPCTBCHH PCAKHHH €a NIPCIACTABCHA 110 YECTOTa, KAKTO CJACABa.

YecTu (Moxe aa 3acerdar Ao 1 Ha 10 gywmu): rnapobosive, CyXoTa Ha HOCHATA JIMTaBULA U I'bPJIOTO, FAEHE,
mapeHe Ha MACTOTO Ha NPUIOKEHHE.

Heueern (Moxke fa 3acerdar Ao 1 Ha 100 ayumu): kbpBeHe OT Hoca.

Muoro peaku (Moxe aa 3acerdar 4o 1 Ha 10000 gyws): npexoaHH 3pUTENHH HAPYLIEHHWA, APHTMHH WIH
yuecTeHa ChpleUHa AeHHOCT, pCaKIMH Ha CBbPXYYBCTBUTENHOCT (0OpHB, ChpOeK, aHTHOSAEM).

CrobmaBaHe HA HEXKEJIAHH PEAKIHH
AKO monyuMTe HEXENaHU peakiiiy, yeenomere Baiusa nekap wiM gapMmauesT. Toea BKITIOUBA BCHUKH
Bb3MOXHH HEXKEJITAHW PEaKLIMM, HEOTIMCAHH B Ta3H JTUCTOBKA. Moske CblI0 Aa ChOOLIUTE 3a HEXEaHU
peakLHH AUpeKTHO upe3 M3mbnHuTenna areHuus no nekapereara, yia. Jamsd I'pyes Ne 8, 1303 Cods, Texn:
+359 28903417, yebcair: www.bda.bg. KoraTto crobi1aBare 3a HexkeNnaHy peakuuH, Bue g
MpeAOCTaBAHETO HA NMoBeve HHpopMaLHs 3a He3011aCHOCTTa Ha TOBA JIEKapCTBO.

S. Kax na chxpansanate Punocron 0,05% cnpe# 3a noc



I[a CE€ CbXpaHABa HA MACTO, HCOOCTLHITHO 34 ACLA.

He uanon3eaiite TOBA JIEKAPCTBO CIAEH CPOKa HA FOJHOCT, OTOENIA2aH BbPXY KapTOHEHATa OnakoBka. CpoKbT
Ha rOHOCT OTrOBaps Ha MOCACAHHA JCH OT MOCOYCHHUA MeCeL.

Jla ce cbxpaHsBa B OpUrHHaIHa onakoska. [la ce cbxpansasa nog 25°C.

He u3xBLpnsiite neKkapcTBaTa B KaHATA3ALMATA WIMA B KOHTEHHEpa 3a AOMalUHH oTnaasUM. [lonuranTe
Baiuns ¢apMalieBT Kak Ja U3XBLPAATE JIEKapcTBaTa, KOMTO Beue HE H3noa3BaTe. Te3n MEPKH LI COMOrHAT

34 Ol1a3BaHE HA OKOJIHATA Cpeja.

6. CobabpxaHue HA OMAKOBKATA M JONLJIHHTEIHA HHPOpMALHA

KaxkBo ¢cnabpxka Punocton 0,05% copeii 3a noc

- AKTHBHOTO BELUECTBO €, KCHIOMETA30JIMHOB XUAPOXJIOPHL.
B 1 ml paszteop ce chabpxka 0,5 mg akTHBHO BEIECTBO KCHJIOMETA30JIHHOB XHAPOXJIOPHA
(xylometazoline hydrochloride), envHudHa 103a npy BnpbcekBane gocrasd 0,04 mg

KCHJIOMETA30JIHHOB XHAPOXIIOPU/L.
- Jlpyrure CbCTABKM €a: HATPHEB XJIOPHI, AMHATPHEB €A€TaT, XJIOPOBOAOPOAHA KHCEJIMHA, KOHLL.,
TpHUETAHOJIAMHUH, OEH3aJIKOHHER XNOPUA, MPEYUCTEHA BOJA.

Kak uarjexaa Punocron 0,05% cnpeii 32 HOC H KAKBO ChAbPKA ONAKOBKATA

bucrep, 6e3uBETEH pa3TBOP.
10 ml nexapcTBeH NPOAYKT C€ AO3MPAT B ILTIACTMACOB (JIAKOH ChC CIIPEH NMOMIA K ATUTHKATOP 32 HOC CbC

3dllKHTHa Karnavka, B KApTOHCHA KYTHA, 3a€AHO C JIHCTOBKA.

IIpuTexartes Ha pa3pelIenteTo 3a ynorpebda

CODAPMACH IUTIOC EOO/
6ya. Poxen Ne 16, 1220 Codus, buarapus

IIpou3zsoauTe.n

COPAPMA A/l
yn. Unuencko moce 16, 1220 Codns, brarapus

JlaTa Ha NocJaeIHO Npepa3riekIaHe HA JHCTOBKATA: AcKeMBpu 2023,




