b. JUCTOBKA



JlucToBka: HHpOpMAlHH 32 NALHEHTA

PUHOCTOII® 0,05% cnpeii 3a Hoc, pa3TBop
RHINOSTOP® 0,05% nasal spray, solution
KCHJIOMETa30JMHOB Xuapoxiopua (xylometazoline hydrochloride)

IlpouyeTeTe BHHMATE/IHO UAJIATA JIACTOBKA, IIPEeIH A 3aN0YHETE 1A H3M0/I3BaTe TOBA JIEKAPCTBO, Thi
KAaTO TH ChAbpKa BaXkHa 3a Bac undopmanus.

BuHaru u3nosa3saiTe TOBa JIEKAPCTBO TOYHO KAKTO € OMMUCAHO B Ta3M JIMCTOBKA MJIM KakTo Bu e ka3an
BawusaTt nekap win ¢papMalieBT.

3ana3ere Ta3u JUCTOBKA. MoXke a ce HaJIOXKH Ja 1 MpOoYeTeTe OTHOBO.

AKO ce Hy»>K/laeTe OT JIONbJIHUTEIHA UHOpMaLUs WK ChBET, NonuraiTe Bawus papmauesT.

AKO MOJIy4YHUTE HAKAKBH HEXEJIaHW peakluu, yBeaomere Baius nekap win ¢gapmauest. ToBa BklouBa
M BCUYKH Bb3MOXXHHU HEXEJIAHU peaKlMH, HEOITMCAHM B Ta3MW JIUCTOBKA. BxTe Touka 4.

Axo caen 10 nHM He ce YyBCTBaTe Mo-A00pe WK CbeTosiHUETO BU ce Biiouiu, TpsaOBa 1a NOTbPCUTE

JIeKapcKa MoMolll.

KakBo ChAbpiKa Ta3H JIHCTOBKA
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Kakso npezacrasngasa Punocrton 0,05% crnipe# 3a HOC ¥ 3a KaKkBO ce
KakBo Tps6Ba na 3Haere, npeau aa uznonzeare Punocron 0,05% ¢
Kak na uznonssare Punocron 0,05% cripei 3a Hoc

BB3MOXKHH HEXKEJIaHH peaKLIMH
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Kak na cexpanssare Punocron 0,05% cnpeu 3a Hoc
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Kaxkso npeacrasaasa Punocron 0,05% cnpei 3a Hoc | 32 Kak

Punocton 0,05% crnpeii 3a HOC CbAbpKa AKTUBHO BELLECTBO OT Ipyriara Ha Taka Hapeu4eHUTE
JAeKOHrecTaHTH. [ Ipy1 BipbCKBaHe B HOCA J€MCTBA AUPEKTHO BbPXY KPbBOHOCHHUTE Ch/10BE (ApTEPHH U BEHH)
B HOCHAaTa JIMraByLa, KaTo MpeAu3BMKBa CBUBAHETO UM. B pesyiirar Ha TOBA MPUTOKA HA KPbB KbM HOCA M
CUHYCHUTE (OKOJIOHOCHUTE KYXHMHHM) HaMaJIsiBa, OTOKA Ha JIMraBuuaTa Ccriaza, OTAEJISHETO Ha CEeKPEeTH
HaMaJIsBa, MPOXOJMMOCTTA HA HOCHUTE XOJI0BE U AMILAHETO ce nojaoopasar. EQekTbT Ha JiekapcTBOTO
HacTbIBa OBP30 10 2 MUHYTH M NpoIb/bKaBa 10 12 yaca.

Punocton 0,05% cnipeit 3a HOC ce M3I10J13Ba 3a MMOBJIMABAHE HA OTOKA MPH OCTbP, HEAJIEPrMUY€H U aJIepru4eH
PUHUT (TeyYalll ¥ 3aMylieH HOC); 3a MOANoOMaraHe OTAEISHETO Ha CEKPETHTE NPH CHHY3UTH (Bb3IaJICHHE Ha
OKOJIOHOCHUTE KyXHMHH); B KOMIUIEKCHATa Teparus Ha Bb3MAJICHUE Ha CPEIHOTO yXO 3a 0TOBOBaHe Ha
JIMraByuara B HocorsibTkara. M3nonssa ce npu jgeua or 2 1o 12 roauuiHa Bb3pacr.

2.

KaksBo TpsOBa 1a 3Haere, npeau aa udnossare Punocron 0,05% cnpeii 3a Hoc

He n3nouassaiire Punocron 0,05% cnpeii 3a noc:

[IpeaynpexaeHnus U npeaAnazHd MEpPKH
['oBopeTte ¢ Bamus nekap wium dpapmatieBT, npeau aa u3nonszsare Punocron 0,05% of

aKO CTE aJIEPrdYHU KbM aKTHBHOTO BEILIECTBO MJIM KbM HAKOS OT OCTAHAJIMTE ChbCTABKK Ha TOBA
nexkapcTBo (M36poeHH B Touka 6);

[pH ONepaLrHt, KOUTO ca U3BbPLUEHHU Ipe3 HOCa,

[IPU CYX PHUHHT,

aTpo(UYEeH PUHMT;

MOBUILIEHO BBTPEOYHO HajIAraHe (riaykoma).

3a00J1IBaHUS HA CbPLUETO (Hanpumep CUHAPOM Ha yabaxkeH QT uHTepsan),
PUTbMHH HapyLLIEHUS;

BUCOKO KPBbBHO HAJIAraHe;

3a00/11BaHE Ha LIMTOBHM/IHATA XJI€3a (XHUIIEPTUPEOUIUIBM);




- yrojieMsBaHe Ha MpOoCTaTaTa,

- auaber;

- npy TyMop Ha HaaOBOpeka (deoxpoMoLIUTOM);

- AKO NPUEMATE WM CTE IIPHEMAIH TTpe3 MOoCAeAHUTE 2 CEAMULIM JICKAPCTRA 32 JIeUEHHE Ha AcnpecHs
(MAOQO-unxuburopm) (Biicre pasgen ,,Jlpyru nexapcrsa H PuHocTon crpeit 3a HoC™);

- HOBOPOJACHH, KbpMaueTa H Ieua N0 2 roAMIIIHa BL3pacT.

Jlena H I0HOOIH
Punocton 0,05% crnpeii 3a HOC € NpeAHA3HAYEH 34 NPHAGKEHUE NIPH Aeua ot 2 10 12 roauiHa Bb3pacT.

Apyre Jexkapcrsa H Parocron 0,05% cnpe#t 3a Hoc

Hudopmupaiite Bamms nexkap wian ¢papManesT, akO HINOA3BATE, HACKOPO CTE H3MOJI3BAJIM MJIH € Bh3MOXKHO
13 U3MON3BaTE APYrH JIEKapCTBa.

Bwunpeku, ue Punocron 0,05% cnpeit 3a HOc € J1eKapCTBO, KOETO CE TpHiiara B HoCa, € Bb3MOXHO, Makap M
pAIKO, A8 B3aUMOACHCTBA ¢ ICKAPCTBA, KOMTO ce [pUeMaTt npe3 ycTara.

KciioMeTazonuHBT MOXE [ia 3aCHIIH ACHCTBUETO HA MOHOAMHHOOKCHUIA3HUTE HHXUOUTODH U J1a NPOBOKMUPA
X¥NepTOHUYHA Kpu3a. KCHIOMETa30/IMHET HE C€ NpEenopbyBa NPK MALMEHTH, KOUTO OPUEMAT WM ca
npueMand MAO-uHXHOKTOPH npe3 nocaeauure 2 ceaAMULM (BIKTE pasaen ,JIlpeaynpexxacHus U npeaAnasHu
MEPKH*).

CansTcTBaLUaTa yrioTpeda Ha TpU- Y TETPALMIVIMYHU AHTHACTIPECAHTH CBC CUMITATUKOMHMETHYHH
NMPOAYKTH MOXKE a YBEJIMYU CUMIATHKOMHUMETHYHHS €(EeKT Ha KCHWJIOMETA30JIMHA, MOpaay KOETO He ce

NMpENnopb4Ba.

BpeMeHHOCT, KbpMeHe H PepTHIRTET
AKko cTe OpeMeHHa WK KbpMUTE, CMATaTE, Y€ MOXKE Aa cTe OpeMeHHa WIH IU1aHHpaTe OpeMeHHOCT,

nocbBeTBaiiTe ce ¢ Bamns nekap win dapmauest npeau ynorpedara Ha ToBa J1eKapCTBO.

[Tpunoxenuero Ha Punocron 0,05% crnipei 3a Hoc 1o BpeMe Ha OPEMEHHOCT, € Bb3MOXKHO CAMO B CIIy4YanTe
Ha CEPHO3HH MEAHMIIMHCKM NMOoKa3aHHA 3a ToBa. HeobxoauMo € 1a ce H304rea nprioxkKeHHeTO My 110 BpeMe Ha
KbpMEHE, ThH KaToO HAMAa JaHHH JaJIM aKTHBHOTO BEIHECTBO C€ OTACIA B KbpMaTa.

Illo¢pnpane & paboTa ¢c MAaMIAHH
Punocron 0,05% crnipeii 3a HOC He NOBNHMABA WIIH MOB/IHABA NMpeHeOpeKUMO CMocodHOCTTA 32 WwodHpaHe K
paGoTa ¢ MatHuHH.

Parocton 0,05% cnpeit 3a Boc cbaAbpxka 6€H3a1KOHAEB XJIOPH]
beH3aIKOHHEBHAT XJIOPH/ MOXE /ia MPHYNHHU Apa3HeHe Wiy NOJYBaHe HA HOCHATA IMraBMUa, 0cobeHO ako
C€ M3NOI3Ba NMPOTBLDKUTEHO.

3. Kak aa nanoazsare Paaocron 0,05% cnpei 3a Boc

BuHary U3noa3BaMTe TOBA JIEKAPCTRO TOYHO KAKTO € ONMMCAHO B Ta3M JIMCTOBKA WM KakTo Bu € Kazan
BawuaT aekap unm papMauesT.
AKO He CTe CHI'YPHHM B Helllo, nonuTaiite Bamms nexap uiu gpapmaliesnT.

[IpenopbunTENHaTA 1034 €:

[Ipu neua ot 2 a0 12-roarinHa 8B3pacT ce Mpunara rno 1 BIpbCKBaHE OT pa3TBOpa BbB BCAKA HO3APA 0 3
MbTU AHEBHO. Mexay ABe BOpbCkBaHUA TPpaOBa Na HMa UHTepBan NoHe ot 8 yaca.

[1pu neua ot 2 0o 6-roauilHa BB3PACT € HEOOXOAMMa KOHCYJITaLMA C eKap.

Yka3anua 3a ynorpeba Ha Punocron 0,05% crnipen 3a HOC:

NpLCKaHe Ha CTpyA.
2. Ocoboaere Hoca Ha BallleTo aeTe OT CEKpETH.

3. IlocTaBeTe HAKOHECUYHHKA B €/IHATA HO3/pa NPH M3NpPaBeHa rNapa M JIEKO I'o HATHQ
4. 3a BIIpBCKBAHE B ApYyrara HO3/pa roBTOPETE NpoLeaypara.

5. 3aTBopeTe kanaukara cnej ynorpeba.




Punocton 0,05% cnipei 3a HOC € npeAHA3HAYCH Ja ce MOJI3Ba OT €AHH MAUNCHT NOpaau ONacHOCT OT
pa3npocTpaHeHHe Ha MHGPEKLHA NTPH €OHOBPEMEHHA yNoTpeda OT HAKONKO NallHeHTa.

He npepuiuiasaire 103aTa, IOCOYEHA B Ta3H JIMCTOBKA!

He npunaraiite nekapcteoTo nosede ot 10 aAHH. [IpoAB/KHTENHOTO JIeYEHHE MOXKE Ja MPEAH3BHKA
YBpeXKAaHe Ha HOCHATA JIMraBULia. AKO HE CTE NMOYYBCTBAIU OOJICKUEHHUE HA CHMIITOMHUTE, KOHCY/ITUPANTE Ce
C Iexap.

AKO CTe HINOJ3BATH moBeyue oT Heobxoammarta 103a Praocron 0,05% cnpeii 3a noc

ITpyn npeno3upane WK CIy4aiHO NOrmbliaHe, 0co0eHO Npu geua, MOraT Aa ce HalaioaaBar ClieIHUTE
CUMIITOMH: CH/THA 3aMasiHOCT, H3MOTABaHEe, CHIIHO NOHW)KEHHE Ha TejleCHaTa TeMIepaTypa, riiaBoboue,
Opaaukapaus (3abaBeH mync), XxunepToHus (MOBULIEHO HANIATAHE B CBAOBETE), MOTUCKAHE HAa JHILAHETO,
KOMa, KOHBYJICHM. XMNEPTOHHATA MOXKE Aa Ob/ie NOcneBaHa OT XUNIOTOHUA (MTOHMKXEHO HANATaHE B
chaoseTe). Mankure neua ca no-4YyBCTBUTENHH OT Bb3PaCTHHUTE.

HPH nosABa Ha TEC3H CUMITTOMH IMOTHPCECTE JICKAPCKA IMTOMOLL,

AKxo cTe nponycHaan aa m3nonssare Praocron (0,05% copeii 3a Hoc
AKO CTe NPpOMYyCHAJIHN €/IHa 1034, MPUIOKETE Crnpes 3a HOC, KOIKOTO € Bb3MOXKHO [0-CKOPO. AKO IOYTH €
CTaHa/IO BPEME 3a CNEIBALLIOTO NPUIOKEHHE HA JIEKAPCTBOTO, MPUIIOKETO ro, KAKTO OOMKHOBEHO.

He B3emaiiTe ABOHHA 1032, 34 Aa KOMIICHCUPATE NMpOMyCcHaTara 2034.

Axo cre cupeinn ynorpebara na Punocron 0,05% cupeit 3a noc
AKO MMaTe HAKAKBH JOMBIHUTEIHN BBIIPOCH, CBBP3aHM ¢ yrioTpebara Ha ToBa JIeKapcTBO, IONUTAMTe

Bawuus nexap wiu dapmauesT.

4. BB3MOXKHH HeXKeJIAHH PeAKUHH

KakTo BCHMUKH JIeKapCcTBa, TOBA JIEKAPCTBO MOXKE /12 NPEAU3BHKA HEXKEIAHU PEaKLIMH, BBIIPEKH Y€ HE BCEKH
r'd NONy4asa.

Cnpere ynorpefaTa Ha NPOAYKTA H NOThpceTe He3alaBHO JIeKAPCKA NOMOIIL, AKO NOJIYIHTE CJICAHRTE,
MAKAD H MAOI'O PeAKH, CEPHO3HH ONMJIAKBAHHA!

- 3aTPYAHEHO JMINAHE WU MperibliaHe;

- OTOK Ha JIHLETO, YCTHUTE, €3HKa WIH I'bploTO (AHTHOENEM);

- CHIeH cepOexx Ha Koxkara ¢ 0OpHB U 3a4yepBaBaHe.

HexxenanuTe JCKAPCTBEHH PCAKIMH €A NPEACTABEHH O YECTOTA, KAKTO CJIeABA:

Yecern (MD}KE Ja 3acerHar 4o 1 Ha 10 ,El}’lllH): I ﬂﬁBOﬁﬂﬂHE, CYXO0Ta HAa HOCHATA JINI'dBHLid H I'bpPJIOTO, raJiCHC,
MnapeH< Ha MACTOTO HaA TIpHIIOXKCHHC.

HeuecTH (Moxe Aa 3acerHar go 1 Ha 100 aymu): KepBeHe OT HOCA.

Muoro peaxr (Moxe Aa 3acerHaT 40 1 Ha 10000 aywnM): npexoaHU 3pUTENIHK HAPYIICHHA, ADHTMHH KN
yuyecTeHa CbpACYHA AEHHOCT, peakKLHH Ha CBBPXYYBCTBUTEIHOCT {OOpHB, chpbex, aHrnoeaeMm).

CrnobmaBane HA HeXKeJIAHH peaKIHH
AKO NoTy4uTe HEXKETaHH Peakiuy, yBeaoMmere Balius nexap wid ¢papManesT. ToBa BKIIOYBA BCUHKHU
BH3MOKHH HEXKENAHH PEAKLIMM, HEOMMUCAHH B Ta3H NUCTOBKA. Moxke ChILO A3 CLODIIHTE 38 HEXENaHH
peakury InpeKkTHO dype3 U3nbIHHTENIHA areHUuMA 110 JIeKapeTsaTa, yia. Jlamad ['pyes Ne 8, 1303 Codiya, ren:
+359 28903417, yebcaiir: www.bda.bg. Korato crobijapare 3a He:KeaHH peakuuu, Bue pg
NPeOCTaBAHETO Ha MoBpeue UHPopMaiiua 3a 6€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na cexpanssate Praocron 0,05% cnpeii 3a noc




,[[a C€ CpXpaHABA H& MACTO, HEJOCTBITHO 34 ACLIA.

He u3nonseaiite TOBa NEKapCTBO CNIEA CPOKA HA FOAHOCT, 0TOENA3aH BbPXY KapTOHEHaTa ornaxonka. CpoKsT
Ha rOOHOCT OTTOBAPA HA MOCICAHUS €H OT MOCOYEHHUS MecCelLl.

Ha ce cexpaHsBa B OpurMHaiiHa onaxoska. Jla ce cpxpanasa noj 25°C.

He n3xBbpisiiTe JekapcTBaTa B KAHAIM3AUMATA WIN B KOHTEHHepa 3a JoMaluHH oTniaabiM. Ilonuraiite
Baina dapmaiieBT Kak 1a M3XBBPJIATE JIEKAPCTBATa, KOHTO Beue He M3Mon3eare. Te3n MEepKH 1e CIOMOTHAT

33 ONA3BaHe Ha OKOJNHATA Cpena.

6. Crabpxanue HA ONAKOBKATA H JONBJIHHTE/IHA HHPOPMALHS

Kakso cvabspxka Punoctron 0,05% cnpei 3a noc

- AKTHBHOTO BELIECTBO €. KCHIOMETA30/IHHOB XUAPOXJIOPHA.
B 1 ml paszreop ce crabpxka 0,5 mg aKTHBHO BEIECTBO KCHUIIOMETA30JIMHOB XHIAPOXIIOPU
(xylometazoline hydrochloride), equnuana no3a npu BrpeckBaHe aoctass 0,04 mg
KCHJIOMETAa301UHOB XHAPOXIIOPHE.

- JpyrHTe ChCTABKM Ca: HATPUER XTTOPU, AMHATPHESB €AEeTAT, XJIOPOBOAOPOAHA KUCEIMHA, KOHIL.,
TPUETAHONAMHKH, OCHIATKOHUEB XJIOPH, TPEUYHCTEHA BOAA.

Kak m3rnexna Paaocron (,05% cnped 32 HOC A KAKBO CHABLPXKA ONAKOBKATA

bucTep, 6e3uBeTEH pa3TBOP.

10 ml nekapcTBeH NMPOAYKT C€ AO3MPAT B [UTACTMACOB (PNAKOH CbC CIPEH NOMIA U AIUTMKATOP 32 HOC ChC
3allMTHA Kala4ka, B KAPTOHEHA KYTHA, 3a€IHO C JIMCTOBKA.

IIpuTexkaTen HA pa3pemieHRETO 3a ynoTpeha

COOAPMACH IUTIOC EOOA
Oyn. Poxxen Ne 16, 1220 Codus, brarapus

Iipou3BoauTten

CODAPMA A/l
Hnaycrpuanya 3oHa, CanaaHcks 2800, bunrapus

JdaTa HA NOCJIeAHO NPEPAIrIeKAAHEe HA THCTOBKATA: AcKEMBpH 2025.




