JIncToBKka: HEPOpPMAIHE 32 NalMEHTa

PHHOCTOII® 0,1% cnpeii 3a HOC, pa3TBOP
RHINOSTOP?® 0,1% nasal spray, solution
KCHJIOMETA30JJMHOB Xuapoxiopua (xylometazoline hydrochloride)

IIpoueTeTe BHEMATE/IHO HAJIATA JJUCTOBKA, NPEXH AA 3aN0YHETE Aa H3M013BATE TOBA JIEKAPCTBO, Thi

KaTo TH ChAbLPika BaXKHa 3a Bac nndopmaung.

BuHaru d3nonsBaiite TOBa IEKAPCTBO TOYHO KAKTO € ONMCAHO B Ta3H JIMCTOBKA WM KakTO Bu e kazan

Bawusit nexap Wix gpapMaLeBT.

- 3anaseTe Ta3u JUCTOBKA. MoXe 1a c¢ HaNoXH a 8 NMPOUYETETE OTHOBO.

- AKO ce HYXJlaeTe OT AOITbJIHUTENHA HHPOpMaLMsa WK ChRET, nonuTaiTe Bamms ¢papmanesT.

- AKO NMOJIYUHTE HAKAKBH HEXEIaHH PeaKinH, yBegomere Bans sexap wnm ¢papmanesT. ToBa BKIKOYBa
M BCHYKH BB3MOXHH HEXENAHH PEeaKLMU, HEONUCAHU B Ta3u JIMCTOBKA. BHxkTe TOukKa 4.

- Axo cnea 10 nHM He ce yyRcTBaTe no-a0bpe Wik cheTosHHeTo BU ce Browu, TpaOra Aa noTbpcrTe

JEKAPCKA MOMOIL.

KakBo CbAbpXKA TA3H JIHCTOBKA

Kakso npeacrasnasa PuHocron 0,1% crnipe#t 3a HOC U 3a KaKBO
Kakpo TpabBa 1a 3Haere, npeau Aa usnonaspare Punocron 0,1%
Kak aa u3nonzeare Punocron 0,1% cnpeit 3a Hoc

BB3MOXXHHM HEXENAHK PEeaKLIMH

Kak na cpxpanaBate Punocton 0,1% cnpei 3a Hoc
CbabpiKaHHE Ha OTIAKOBKATA W JONBIHHUTEAHA HHPOpMaLIUA

HA ATERUIR N0 NEKAPCT3ATA

flucmoBka - Tlpuaoxenus 2

Kbt Pae. Me 920(602‘7’6

Paspeweie 0 6 -02- 205
somump. 2LI0A T AR

1. Kakso npeacrasianasa Punocron 0,1% cnpeit 3a HOC H 32 KaKBO ce H3N0.13BA

AN Sl b e

Punocton 0,1% cnpeit 3a HOC ChABPIKA AKTHBHO BELECTBO OT rpynara Ha Taka Hap€4Y€HHUTE JECKOHI€CTAHTH.
[Ipu BnpbcKkBaHE B HOCA ACHCTBA AMPEKTHO BbPXY KPbBOHOCHHUTE CBHAOBE (APTEPHH H BEHM) B HOCHATA
JIMTaBHilA, KATO MPEAH3BUKBA CBUBAHETO UM. B pe3ysiTar Ha TOBA MIPHTOKA HA KPbLB KbM HOCA U CHHYCHTE
(OKONOHOCHHTE KYXMHH) HaMansBa, OTOKA Ha JIMrapyliaTa crnaja, OTAe/ISHETO Ha CEKPETH HaMaJIABA,
NPoXOJAMMOCTTA HA HOCHHTE XO/I0BE H AMLIAHETO ce nogoOpasar. EQexTsT Ha NeKapcTBOTO HACTHEIIBA OBP30
10 2 MMHYTH H NpoAbjpkasa 10 12 yaca.

Punocton 0,1% cnpeit 3a HOC ce U3MON3Ba 3a NOBJIMABAHE HA OTOKA [IPH OCTHP, HEAIEPrUUEH U allepruieH
PHHHUT (Teuan| ¥ 3amyLieH HOC); 3a MOANOMaraHe OTAE/AHETO Ha CEKPETUTE NPU CHHY3MTH (Bb3NaJICHUE Ha
OKOMIOHOCHHTE KYXHHH); B KOMILUIEKCHATa TepalnuA Ha Bb3MaJiCHUE Ha CPEJHOTO yxo 3a oTOBOBaHE Ha
nUMrasuLiaTa B HOCOrTbTKaTa. M3ron3ea ce npM Bb3pacTHH H Acla Hag 12 roavilHa Bb3pacT.

2. Kaxso TpabBa 1a 3uaeTe, npeaH Aa u3noaisare PuHocron (,1% cnpei 3a Hoc

He nanon3saiire Prnocron 0,1% cnpeit 3a Hoc:

- aKO CTE aJIEPriMHH KbM aKTHBHOTO BELECTBO MJTH KbM HAKOS OT OCTAHAJIUTE CECTABKH HA TOBA
nekapcTeo (M30pOEHH B TOUKa 6);

- MpH OMepalyu, KOMTO ¢a U3BBPLUCHH Npe3 HOCA,

- IPH CYX PUHMT;

- aTpo(¢pUUEH PUHHT;

. MOBHILIEHO BbTPEOYHO HaNAraHe (raaykoma).

IlpeaynpexaeHus R OPeANAIHH MEPKH

["'oBopete ¢ Bauius nekap win ¢papMauesT, npeau aa uinonssare Purocron 0,1% cnpe

- 3a00J1BaHKHA HA CbpUECTO (HANPUMEP CUHAPOM HA yabKeH QT uHTepBan), Ucx
PUTBMHM HapyLUEHHA;

- BUCOKO KPbBHO HAIATAHE;

- 3a00NABaHEe HA LMTOBUIHATA #Jie3a (XMIEPTHPEOUIUIBbM);




- yrojieMsBaHe Ha 1IpoCTaTaTa;

- n1aber;

- [pu TyMop Ha HaaOBOpeka (peoxpoMoLUTOM);

- aKO MpHeMAaTe HIIH CTE€ NPHEMATH TIpe3 MOCIEAHUTE 2 CEAMULIMA NIEKapCTBa 3a JICHEHUE Ha Jenpecus
(MAQO-uuxubutopH) (BHxTe pasaen ,,Jipyru nexapcrsa v PuHocron cnpei 3a HOC);

- nena A0 12 roauiiHa Be3pacT.

Jlera H IOHOULIN
Punocton 0,1% crpeit 3a HOC € npejHA3HAYEH 38 MPUTOKEHUE MPH BB3PACTHH W Aeua Haa 12 roauiuHa

Bb3pacT.

Apyra aexapctea 1 Panocron 0,1% cnopei 3a Hoc

Hudopmupaiite Baimisa nekap win papMalesT, aKO H3MOI3BATE, HACKOPO CTE H3MOI3BAIM HIIH € BE3MOXHO
114 Y3M0J3BaTe APYrH JIEKapCcTBa.

Bbnpeky, ye Punocron 0,1% cnpeii 3a HOC € JIeKapcTBO, KOETO CE Npuiara B HOCa, € Bb3MOXHO, Makap M
PAAKO, Ja B3aHMOJAEHCTBA C JIEKAPCTBA, KOMTO ce NpUeMaT npe3 ycrata. KcunoMerazonuHbT MOXKeE aa
3aCHIH AeACTBUETO HA MOHOAMHHOOKCHIA3HHTE MHXUOUTOPH M Ja NPpOBOKHpa XUINEPTOHHYHA KpH3a
(noBHILABaHe HAa KPLBHOTO HanaraHe). KCunoMeTasonmuHBT HE ¢e npenopbyuBa MpH MaUHEHTH, KOUTO
npUeMat Win ca npueManu MAO-HHXHOUTOPY Npe3 nocjieHATe 2 CEAMHULIM (BIDKTE pa3jen

LS IpeaynpexaeHUs U Npeana3Hi MEpKH ).

ConbsTcTBalLaTa yoTpeba Ha TpU- U TETPAUUKIHYHHA AHTHACNPECAHTH ChC CHMIIATHKOMHUMETUYHHU
NPOAYKTH MOJXKE /14 YBEJIHYM CHMNATUKOMUMETHHHHA €(PEKT Ha KCHJIOMETA30JIMHA, NOPAaaH KOETO HE CE
Mpenopb4sa.

bpemennocT, KbpMeHe B PepPTHIAHTET

AKO cTe OpeMeHHA WIH KbPMHTE, CMATATE, Y€ MOXKe Ja ¢Te OpeMeHHa WM IUTaHMpaTe OPEeMEHHOCT,
MOChBETBANTE ce ¢ Bawuusa nekap unu ¢papmalenT NMpeau ynorpedara Ha TOBA JIEKAPCTBO.

[Mpunoxexunero Ha Pudocton 0,1% cnpeit 3a HOC No Bpeme Ha OPeMEeHHOCT, € Bb3MOXKHO CaMO B C/lyauTe
HA CEPHO3HM MEIHLIMHCKH MoKa3aHua 3a Toa. Heobxoaumo € 1a ce n3barsa npuiokeHUeTo My Mo BpeMe Ha
KbpMEHE, Thil KaTO HAMA JaHHH Ja/IH JICKAPCTBEHOTO BELLECTBO CE OTAENA B KbPMATA.

[Hlodupane u pabora ¢ MAINIUHEH
Punocron 0,1% cnpeit 3a HOC HE MOBIKABA WK NOBAMABA NPeHEOpEeMMO cnocoOHOCTTA 32 WodUpaHe U
paboTa ¢ MalIHHH.

Parocton 0,1% cnpeii 3a H0C ¢bABPKA OeH3RIKOHHEB XJIOPHA
BeH3aNKOHHEBHAT XJIOPHA MOXE [a NMPUMUHH Apa3HEHE WM NOAYBaHe Ha HOCHATA AuraBHia, 0co0EeHO ako
C€ M3M0J13Ba NPOJB/DKUTEIHO.

3. Kak aa nanoassare Punocron 0,1% cnpeii 3a Hoc

BuHary u3non3spaite ToBa JEKapCTBO TOUHO KAKTO € ONKHCAHO B Ta3W JIMCTOBKA WIM KaKTO BH € Ka3zan
BaiumsT nekap Wi ¢gapMallesT.
AKO HE CTe CHTYPHHM B HEIlO, IToNnUuTaiTe Baluua nekap win ¢papmaleBT.

[IpenopruuTenHaTa no3a €:
[Tpu BB3pacTHH U Aeua HAA 12-roAuiiHa Bb3PACT C€ Npuiara no 1 BOpbCKBAHE BLB BCAKA HO3ApA A0 3 MBTH
AHEBRHO. Mexay ase arMKauuu Tpadsa Aa uMa MHTEpBan noHe ot 8 yaca.

Yxazanus 3a ynotpeda Ha Punocton 0,1% cnpeii 3a Hoc:
1. OTcTpanere KanaukaTa 4 NpeAu MbLPBATa yrnoTpeda Ha COpes HATUCHETE 103aTOpa HAKOIKO
MPBbCKAHE HA CTPYAI.

2. Ocroboere HOCA OT CEKpPETH.

3. IlocTapeTe HaKOHEYHMKA B €AHATA HO3Jpa MPH U3NPABEHA [J1aBa U 'O HATHCHETE.
4. 3a BNIpbCKBAHE B ApPYyrara HO3/pa NOBTOPETE NpoLeAypara.

5. 3aTBoperTe kanaykara ciea yrnorpeba.




PunocTon 0,1% cnpei 3a HOC € NpeaAHa3HaYeH Ja € MOJI3Ba OT €AWH MALIMEHT, 1opaax ONacHoOCT OT
pasnpocTpaHEHUE HA MHQEKLUMA NPH eAHOBPEMEHHA YIIOTpeOa OT HAKOJKO MalHEHTA.

He npesuiuaBaiiTe 103ara, OCOYEHA B Ta3M JIMCTOBKA!

He npunaraiite nekapcteoro nosede oT 10 aHu. IIpoabiDKHTENHOTO NEUEHWE MOXKE 1a NpEean3BUKa
YBpEXAaHe HA HOCHATA JIMraBuua. AKO HE CTE MOYYBCTBAIH 00JIcKUEHHUE HA CHMIITOMHTE, KOHCYJITHPAHTE ce

C JieKap.

AKO cTe H3MOJI3BAJH NoBeUe oT HeobxoaumaTa a03a Puuocron 0,1% cnpeii 3a HoC

[Ipu npero3npaHe WIH CAYYaRHO NOTIIbLIAHE, OCOOCHO MpH Jelia, MOTaT Ja ce Hab/IogaBar ClIeJHATE
CHMITTOMH: CHJTHA 3aMasHOCT, M3NOTABaHe, CUITHO MOHW>XKEHHUE HA TEJIECHATa TeMIepaTypa, rnasodonue,
Opaavkapana (3adaseH mmyJic), XUNEPTOHHUA (MOBHUIICHO HAJIATAHE B CHIOBETE ), MOTUCKAHE HA AHILIAHETO,
KOMa, KOHBYJICHH. XMINIEPTOHUATA MOXe Aa ObAe nocnensana OT XUIIOTOHHUS (ITOHM)KEHO HANAraHe B
cbAOBeTEe). MankuTe Aeua ca 1o YyRCTBUTEIH#A OT Bb3PACTHHTE.

AKo cTe nponycHaan aa Hanoaspare Pruocron 0,1% cnpeit 3a Hoc

AKO cTe NPOMYCHATH €1Ha 2034, IPUIIOKETE CIPER 32 HOC, KOJKOTO € Bb3MOXHO NMO-CKOPO. AKO NMOYTH €
CTaHAJIO BpPEeMeE 3a CNEARALIOTO NPWIOKEHHUE Ha JIEKAPCTBOTO, NPHJIOKETO o, KAKTO OOMKHOBEHO.

He B3emaiiTe ABoiHa 1034, 32 1a KOMIIEHCUpATe NpOITycHAaTaTa A03a.

AKo cTe cnpenH ynorpebdara Ha Panocron 0,1% cnpen 3a Hoc
AKO MMaTe HAKAKBH JAOMTbJIHHTE/HH BHIIPOCH, CBBbP3aHH ¢ yrorpebara Ha TOBa JIEKapCTBO, NONUTAATE

Bauius nekap unu gapMaLeBT.

4. Bu3MOXKHH HEXEJTAHH PCAKIIHH

KakTo BCHUKH TeKapCTBa, TOBA ICKAPCTBO MOJKE Ja NPEAU3BUKA HEKEJIAHH PEAKLIMH, BBIIPEKH Y€ HE BCEKH
'Y MOJTy4aBa.

Cupere ynorpefara Ha NPOAYKTA H NOTHpPCeTe He3a0aBHO JieKapcKa NOMOIll, K0 MOJIyYHTe, MAKap H
MHOFO PSIAKO, CJICTHHTE OMJIAKBAHHA:

- 3aTPYAHEHO OMILAHE WM MMperiblUaHe;

- OTOK Ha JIMLETO, YCTHUTE, €31MKa HWIH I'bPlOTO (AHFHOEAEM);

- cHIieH cbpbex Ha koxaTa ¢ OOpUB U 3auepBsIBaHE.

HexenaHure JeKapCTREHH PEaKlHH €A NPEACTABEHH N0 4eCTOTa, KAKTO ¢jeJBa:
YecTn (Moxe aa 3acerHar go | Ha 10 aymm): rnaBobonme, CyxoTa Ha HOCHATA JIMFraBUIIA U IBbPJIOTO, FAJICHE,

napeHe Ha MACTOTO Ha IMPWIOKEHHUE.
Hewectn {(Moxe Aa 3acerHat a0 1 Ha 100 qyiuu): KppBeHe OT Hoca.

Mmuoro peaxn (Moxe a 3acerHat a0 1 Ha 10000 gyum): npexoaHH 3pUTETHN HAPYLICHHA, ADUTMHAH HIIH
YYECTEH CbpAEYEH PUTBM, PEAKLHH HA CBBPXUYBCTBUTEAHOCT (0OpHB, CHPOEXK, aHTHOE/IEM).

Coo0maBaHe HA HEXEJIAHH PeAKHHH
AKO MOJIYYUTE HEXEJIAaHH peakuuH, yBeaomere Bauina nekap nwav ¢dapmaueBt. ToBa BKIHOYBA BCHUYKH
Bb3MOKHH HEXEJAHM PEaKLMHM, HEONMCAHH B Ta3W JIMCTOBKA. Moke cbluo Ja cbhoOLMTE 3a HEXKeJaHW
peakiuu JHpekTHO Ype3 UannnHuTenHa areHuus no nexkapersara, yi. amad ['pyes Ne 8, 1303 Codus, ren:
+359 28903417, yebcaiit: www.bda.bg. Koraro cpobmasare 3a HexenaHu peaxuuu, Bue nomararte 3a
NpeAoCTaBAHETO HA Mopede HHopMallks 3a 6€30NMacHOCTTA HA TOBA JICKAPCTBO.

S. Kax na coxpanasare Punocron 0,1% cnpeii 3a Hoc

I[a C€ CpXpaHABAa HaA MACTO, HCUOCTDBITHO 34 AcClaA.




He n3nonzsaire TOBa JICKAPCTBO CIICA CpOKa Ha rOJHOCT, oTbeng3an BbPXY KAPTOHCHATA OIIAKOBKaA. CPDI{'I:T
Ha rOAHOCT OTroBapA Ha NOCJICAHHA JCH OT MNOCOHUCHHA MCCCII.

Jla ce cbxpaHsBa B OpMriHajiHa onakoBka. [la ce cexpansasa noa 25°C.

He u3xpbpngiite jjekapcTBaTa B KaHAIM3aLUATA WM B KOHTEHHEPA 3a JIOMatiHH oTNaabuM. llonuranTe
Baius ¢apMalieBT Kak [a UIXBBPJIATE JIEKApPCTBATa, KOUTO BEYE HE M3NOI3BATE. T€3H MEPKH Lite CIIOMOIHAT
33 Ola3BaHe Ha OKOJ/IHATA CpeAa.

6. ChabpKaBHe HA ONAKOBKATA M JONbJIHATEIHA HHPOpMALIHA

Kakso coanpxa Panocron 0,1% cnpei 3a Hoc

- AKTHBHOTO BELLECTBO €. KCWIOMETA3OIIMHOB XHAPOXJIOPHA.
B 1 ml pazrBop ce cbabpxa 1 mg aKTHBHO BELECTBO KCWIOMETA30JHHOB XHAPOXJIOPH
(xylometazoline hydrochloride), envnuuna no3a npu snpscksaHe goctassa 0,08 mg

KCHJIOMCTA30JIJHHOB XHAPOXITOPHI.
- )Ipyrme ChCTABKH Ca:. HATPHEB XNOPH, JHHATPHCB €ACTAT, XJTOPOBOAOPOAHA KMCCIIHHA, KOHLL.,
TPHETAHOIAMHH, OeH3aKOHHEB XJ1opya, NNpEYHCTCHA BOJ1a.

Kak n3raexna Panocron 0,1% cnpeii 32 Hoc H KAKBO ChAbPKA ONMAKOBKATA

buctbp, 6€3uBETEH pa3TBOP.
10 ml nekapcTBeH NpPOAYKT C€ AO3MPAT B [LNACTMACOB (PJIAKOH ChC CIIPEH NMOMIIA H aIJIMKATOP 3a HOC ChC

3alHTHA KalnavdkKa, B KapTOHCHA KYTHA, 3aCIHO C THCTOBKA.

IIpuTexaTen Ha pazpelieHHeTO 3a ynorpebda
COOAPMACH IUTIOC EOOJ
OyAa. Poxken Nel6, 1220 Codus, buirapus

IIpon3BoauTen
CODAPMA A/l
HMugyctpuanHa 30Ha, Cangadcku 2800, bnarapus

Jara HA moc/ieIHO NpepasraexiaHe HA JUCTOBKATA: ekeMBpH 2025,




