Ha3uk

5% /0,1%

crnpewn 3a Hoc, pa3TBop
AeKcnaHTeHon / KcunomeTasonuH xugpoxnopua
nasic
5% /0,1%

nasal spray, solution

Dexpanthenol / Xylometazoline hydrochloride

3a Bb3pacTHU U Aeua Hap 6 roavHm

MpoyeTeTe BHAMATENHO LANaTa NUCTOBKA, NPEAU Aa 3ano4HeTe Aa
M3M0oN3BaTe TOBa IEKapCTBO, Thil KaTo TA CbAbpXKa BaxHa 3a Bac
MH(opMauua.

BuHarn manon3Baitte TOBa NEKAPCTBO TOYHO KAKTO € OMNUCAHO B Tasn

NMCTOBKA MK KakTo Bu e kasan BawwAT nekap unu hapmanesT.

- 3anasete Ta3n aucToBka. Moxe Ja ce Hanoxu fa A npoyeTeTe
OTHOBO.

- AKO Ce HyxaeTe 0T AOMbHUTENHA MH(OPMALMA UK CbBET, NONUTaNTE
Bawma chapmauesT.

- AKO Nony4uTE HAKAKBY HEXENaHM NEKAPCTBEHM PeakLuK, yBeoMeTe
Bawwa nexap wnm dapmavesT. ToBa BK/HOUYBA M BCUYKN BH3MOXHU
Hexenahy peakuyi, Heom1CcaHu B Ta3u MMCTOBKA. BuxTe Touka 4.

- AKO 7 [iHY He ce YyBCTBaTe No-A06pe U CbCTOAHMETO By ce Browy,
TpABBa i MOTHPCUTE NeKapcKa NoMOLL,

KakBo cbAabp)Ka Ta3u NUCTOBKa:
. Kakeo npeactasnaAsa Hasuk® v 3a kakBo ce usnonssa
2. Kakso TpAbBa fa 3HaeTe npeau a uanon3ssare Hasuk®
3. Kak pa n3non3sare Haank®
4. Bb3MOXHW HeXenaHn peakuum
5. Kak na cvxpaqasare Haauk®
6. CbabpxaHue Ha onakoBKaTa 1 JOMbHUTENHA MH(opMaLvA

1. KAKBO NMPEACTABNABA HASMK® 1 3A KAKBO CE U3MON3BA

Haauk® e cnpeit 3a Hoc.

KcunometasonuH UMa Cb0CBMBALLO [ENCTBUE, KAaTO MO TO3N HaYMH
Npean3BNKBa OTOLOBaHe Ha NuraBiuLaTa B Hoca.

[JlekcriaHTeHON € MPOM3BOAHO Ha MAHTOTEHOBATA KMCEMMHA; BUTAMMH,
KOWTO CNOcOBCTBA 3a 3apacTBaHe Ha HapaHeHara nurasiLa  npuTexasa
MYKOMPOTEKTUBHO (MpeanassalLo urasuuuTe) AecTaue.

Ha3uk® ce nanonasa npu xpema M 3a MOANOMaraHe 3apacTBaHETO Ha
Ne3un Mo HasanHata NMraBuua W ChCEOHUTE KOXHW y4acTbuy, 3a
obrek4aBaHe Ha Ba3OMOTOPEH PUHUT W 3a NIEYeHWe Ha HapyleHoTO
[IViuaHe npes Hoca Ces HasanHa XMpypritdHa onepauus.

Haavk® e npepHasHadeH 3a ynotpeba npy BL3PACTHY 1 Mpy Aewa Hap 6 ropuHm.

2. KAKBO TPABBA [1A 3HAETE, NPEAU A U3MOJI3BATE HA3KK®

He usnonssaiite Haauk®:

- @Ko CTe anepruyHy (CBPbXYYBCTBUTENHM) KbM KCUTIOMETA30MMH UK
JEKCNaHTEHON, MK KbM HAKOA OT OCTaHanUTe CbeTaskv Ha Hasuk®,

- @Ko CTpajare OT CyX0 Bb3naneHve Ha nuraBuLiaTa Ha Hoca v 06pasysa-
He Ha KOPUYKM (CyX pUHNT),

- Cnej OCBLECTBEHO Npe3 HOca OnepaTuBHO OTCTpaHABaHE Ha
enndusara (TpaHctheHonaanHa xunou3eKTomMmus),

- npv 6ebeTa 1 Aeua Ha Bb3PaCT Noz 6 roanHm.

06bpHeTe cneynanto BHUMaHue npyu ynotpebara Ha Hasuk®:

- aKo np1emare UHXUOUTOpY Ha MoHoamuHookcuaasata (MAO uHxubuTopm)
ANU- [pYTV NEKapCTBEHM NPOAYKTM, KOWTO Buxa MOMKM fa noBuwaT
KPBBHOTO HanAraHe,

- aKO MMaTe NOBYULIEHO BLTPEOYHO HaNAraHe, 0COBEHO MpH TACHOBIbIHA
rnaykoma,

- @Ko CTpapare oT TeXKI ChPAEYHO-ChA0BY 3a60NABAHNA (HaMP. KOPOHaPHA
CbpzeyHa 6onecT, BUCOKO KPBBHO HaNAraHe (XMNepTOoHUA),

- aKo cTpajare ot 3a60nABaHe Ha CbPLIETO (HanpUMep CUHAPOM Ha YO bIXeH
QT uHTepBan),

- @Ko uMate TymMop Ha HaaobOpeyHaTa xnesa ((heoxpoMoLmTom),

- @Ko cTpapare ot MeTabonuTHI Pa3CTPOICTBA (HAMP. CBPBXaKTUBHOCT Ha
LUMTOBIMAHATA XNe3a (XMNepTVPEouan3bM), anabert),

- @Ko cTpajare oT nopdmpy,
- @Ko UMaTe NPpocTaTHa Xunepnnasua.

JlekapCTBEHUAT NPOAYKT MOXE Aa CE 3M0N3Ba NPU XPOHWYEH PUHUT Camo Nog,
neKapcko HabntoaeHue, nopayM ONacHOCT OT HaManABaHe Ha HasanHata
Nurasuua.

Ynotpeba npu feua:

MpogobnxuTenHata ynotpeba v npeso3vpaHeTo TpAGBa Aa ce U3bArBaT,
ocobeHo npu feua. Ynotpebata Ha Mo-BUCOKM [O3N TpAGBa fa ce
MPOBEX/a CamMo MO MEANLMHCKYN KOHTPON.

Ha3uk® CbbpXa KOHLEHTPALWA Ha aKTUBHUTE BeLLeCTBa, NpeaHasHa4eHa
32 Bb3pacTHW 1 ielia Hafl 6 rofvHI 1 3aT0Ba He € NOAXOAALL 33 KbpMayeTa
W [iela Noz LWeCTroANWHA Bb3PpacT.

3a no-manku peva ce npegnara cnpeﬁ 32 HOC C NO-HUCKM KOHLEHTpaLun Ha
AKTUBHUTE BeLleCTBa.

[Npyru nexapctsa u Hasuk®

Monsa uHchopmmpaiiTe Bawma nekap uim (hapmaLeBT, ako npuemare unm
Hackopo CTe npuveman [pyrit NeKapcTBa, BKMOYATENHO W TakuBa,
oTnyckaHn 6e3 peenTa.

ErospemerHaTa ynotpe6a Ha Hasuk® ¢ HAKOW NeKapCTBERY MPOAYKTH, KOUTO
noBAUraT HaCTPOEHWETO (TPaHWALMMPOMUHOBY MOHOGMUHOOKCUAA3HM
VHXVEMTOPW UMK TPULMKAMYHIA aHTMAENpecaHT) Moxe Aa Aosede A0
MOBMILABAHE HA KPBBHOTO HanAraHe B pesynTat Ha edekTute BbpXy
CbPAEYHO-CHAOBUTE (DYHKLIAN.

BpemeHHOCT 1 KbpMeHe

MocbeeTBaiiTe ce ¢ Bawwa nexap wnm (apmauesT npeay ynoTpebata Ha
KOeTO ¥ i e NeKapcTB.o.

Ha3uk® He TpAbBa Aa ce uanonasa no Bpeme Ha BpemMeHHOCT nopaan
OTCBCTBMETO HA AOCTATBYHO [aHHM 32 MPUNOXEHNETO Ha KCUOMETa30-
TIMIH XMAPOXNOPUA MY GPEMEHHI XeHM.

Ha3uk® He TpAGBa Aa Ce M3non3sa OT KbpMeLUM XeHW, Thil KaTo He e
W3BECTHO Aany KCUMOMETa3oNnH XvAPOXIOpHA MPeMinHaBa B MaiyvHoTO
MAAKO.

Llodmpare u pabota ¢ mawnHu

Mpn u3non3saHe Ha TO3N NEKApCTBEH MPOAYKT B CLOTBETCTBUE C
YKa3aHWATa, He Ce 04aKBaT NPOABM Ha HAKAKBB ePeKT N0 OTHOLLEHVE Ha
CNOCOBHOCTTA 32 LWodvpaHe v paboTa C MaLluHK.

Ha3uk® CbAbpxa 6e3ankoHueB xnopua. BeH3aankoHuesmAT Xnopua mMoxe
[a NpUYMHKM apasHeHe Wi nofysaHe B HOCaA, 0C0BeHO ako ce 13nonasa
NPOABKUTENHO BpEME.

3. KAK 1A U3MON3BATE HA3MK®

BuHarv uanonasaiite Ha3uK® TOYHO KaKTO € OM1CaHO B Taaun NMCTOBKA
WM KakTo Bi e kasan BawwAT nekap wan papmauesT. Ao He cTe
CUrypHI B HELLO, nonuTanTe Bawwma nekap v apmavesT.

HauuH Ha npunoxeHue:
3a Nnpunoxexue B Hoca

CrbkieHa 6yTunka ¢ oukcypaH BNPbCKBALY HaKpanHNK

W | OTcTpaHeTe 3awuTHaTa Kamayka OT  BPBCKBALWA

HakpaiHvK. Mpeaun MbPBOTO MPUMOXeHe Ha cnpes, TpAGBa
2/ [} Ce Harnomna HAKOMKO MbTY, A0 NoNy4aBaHe Ha paBHOMEPHO
BnpbeKkBaHe. Cnef TOBa, MW BCAKO CNeABALLO NPUMOXEHMe,
AO3VPALLMAT CNpelt € roToB 3a ynoTpeda.

BkapaliTe BMpbCKBALMA HAKpalHUK B HO3ApaTa, Taka ye
CnpeAT Aa Obe BbB BepTMKaNHa NO3NLMA W BNPbCKaTe
BeaHbX. Cnen ynoTpeba nouucTeTe HakpaitHka 1 0THOBO
nocTaBeTe 3alyTHaTa Kanayka.

V4

[DosupoBska:

AKo HAMa Apyro NeKapcko npeanucanue, Mpu Bb3PacTHY W Aeua Hag 6
TOAVHU Ce Mpunara no eHo BPbCKBaHe BbB BCAKA HO3APa, 40 3 MbTH Ha
[EeH. anHO)KeHVIETO 3aBUCKU OT WHOMBMOYanHaTa YyBCTBUTENHOCT W
TEpanesTUYHNA ehexT.

MPOABLKUTENHOCT Ha NPUNOXKEHUETO:

Hasuk® He TpABBa fa ce v3non3ea no-Abaro OT 7 AHW, OCBEH aKo He e
MPEeANMCaHO APYro OT fiekap UaM cTOMaTonor. MpoAbMXUTENHOCTTA Ha
NeYeHneTo Npy Aeua TpABBA BUHAMN A CE ONPEAeNA Cnes KOHCYNTauuA ¢
nekap.

Heo6xoavm e HeKONKOAHEBEH NepUoz Npeay Bb306HOBABAHE Ha JIEYEHUETO.
XpoHudHata ynoTpeba Ha Ha3uk® moxe Aa npeavasika TpaitHo Habbbsaxe
11 8BEHTYaNHO aTpOhMA Ha NuraBuLaTa Ha Hoca.

MauvieHTUTe cTpadalwy oT rnaykoma, 0coBeHo OT TACHOBIbAHA MayKoma,
TpAGBA Aia Ce KOHCYNTMpaT ¢ nekap npeav ynotpeba Ha Hasnk®.

Ako cMATaTe, Ye eheKTbT 0T neyeHneTo ¢ Hasuk® e TBbpae cuneH uim
TBbPAE CNab, KOHCYNTMpanTe ce ¢ BawwA nekap unu dhapmavesT.
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Ako cTe nsnonssanu noseye 0T Heobxopumara fo3a Hasuk® (Hanp.
npefo3upaHe UNK CNyyaiHO NOrMbLUAHE HAa TONAMO KONMYeCcTBO
Hasuk®), moxe fa ce NOABAT CNeJHNTE CUMNTOMM:

CByBaHe Ha 3eHuuMTe (MM03a), pasLnpABaHe Ha 3eHULMTE (MUapUasa),
rafieHe, NOBPbLIAHE, NOCUHABAHE Ha YCTHUTE (LMaHO3a), TPECKA, MbPYOBE,
CbPAEYHO-CHAOBA  HApYWeHNA  (TaxvkapouA, CbpAeYHM  apuTMum,
LMPKYNaTopeH Komanc, CbpAeYeH apecT, XUNEpTOHMA), AvXaTesnHN
HapyweHuA (6enoapobeH OTOK, pecrmpaTopHa AUCHYHKUMA), MCUXUYHN
pascTpoiicTaa.

Moxe pa ce HabmogasaT 1 CBHAMBOCT, MOHMX@BaHe Ha TenecHara
TemMnepatypa, HamaneHa CbpAeyHa YecToTa, PAKO MOHWKaBaHe Ha
KPBBHOTO HanAraHe, CnupaHe Ha AuLaHeTo u koma.

Ako cTe nponycHanu aa usnonssare Haauk®

He B3emaiiTe ABoVHa 033, 3a Aa KOMMEHcUpare nponycHatara A03a, a
MPOABIKETE NEYEHNETO CHIMACHO MHCTPYKLMUTE 3a ynoTpeba.

AKO uMaTe HAKaKBI JOMbIHUTENHI BBNPOCK, CBBP3aHH ¢ ynotpebata Ha
TO3 MPOAYKT, MOMA nonuTaitTe Bawma nekap, unu dapmavesT.

4. Bb3MOXXHW HEXEJIAHW PEAKLIUU

Kakto BCHyKu NekapcTea, Ha3uk® moxe na Npean3BMKa Hexenadn

peaKLi, BLPeKi Ye He BCeKU 1 noyyasa.
HexenaruTe nekapcTBeHM peakuun ca knacuchvumpany cropes TAXHaTa
4eCTOTa, KaTo € U3non3BaHa cnegHaTa cxema:
MHOTO YecTit | npu noeve ot 1 0T 10 naumenTa, neKyBaHi ¢
NeKapCTBEHNA MPOAYKT
Yectu 1 10 10 nauvenTa ot 100 naumeHTa, NekyBanm ¢
NeKapCTBEHNA MPOAYKT
HevecTun 1 10 10 nauvenTa ot 1000 NauveHTa, nekyBaHn ¢
NeKapCTBEHNA MPOAYKT
peaku 1 10 10 nauvenTa ot 10000 naumenTa, nekyBaHu ¢
NeKapCTBEHNA MPOAYKT
MHOTO pefikit | no-manko ot 1 naumeHT ot 10000 naumeHTa, nekysaHn ¢
NeKapcTBEHNA NPOAYKT
HEen3BeCTHa | He MOXe fa Ce Onpeaenin OT HaNMYHNTE AaHHN

Bb3moXHN HexenaHu peakuuu:

PecnupatopHu, rpbaHM 1 MeaMacTUHaNHN HapyLWeHUsA

Moro pesiku: 3acunBaHe Ha HasanHaTa KOHrecTUA Cnes NpemMyHaBaxe Ha
etheKTa Ha NeKapCTBEHNA MPOAYKT (PeakTVBHA XVNEPEMUA), KbPBEHE OT
HOCa (enu1CTaKeuc).

HeuasecTHa YecToTa: [apeHe 1 CyxoTa Ha HasanHata nurauLa, KuxaHe

HapyweHrua Ha HepBHaTa cuctema
Moro penku: lnaso6onve, 6e3cbHMe UM ymopa, Bb30yAa; XantoLmHaLum
(npv no-ronemn eua)

CbpAeyHN HapyLeHuA

Peaku: Mannutaumy, yckopeHa CbpAeyHa AENHOCT  (Taxvkapaws),
MOBMLLABAHE Ha KPBBHOTO HanAraHe (XvnepToHuA)

MHoro peaki: CbpagyHmM apuTMian

HapyweHuA Ha uMyHHaTa cucTema
Moro peaku: Peakumn Ha HENOHOCUMOCT (aHruoeaeM, 06puB, ek3ema)

AKO NONY4MTE HAKAKBM HEXenaHu NekapcTBeHU peakuuu, YBeomeTe
BawmA nekap umu chapmauesT. ToBa BKMOYBA BCUYKN BBHIMOXHM,
HEOMMCaHN B TasW NUCTOBKA HEXenaHu peakumn. MoxeTe cbluo Aa
COBLUMTE HEXENaHW PeakLUW MPEKTHO Ype3 VI3mbAHUTENHA areHLmA o
nekapcTBara:

yn. ,Aamat pyes” Ne 8

1303 Cocpua

Ten.: +35 928903417

yebeaitt: www.bda.bg

KarTo chobiluasare HeXenaHy peakuyy, MoXeTe fa AafeTe CBOA MPUHOC
3a MonyYaBaHe Ha NoBeYe MHOPMALIMA OTHOCHO 6630NacHOCTTa Ha TOBa
NeKapeTeo.

5.KAK IA CbXPAHABATE HA3WK®

To3v NeKapcTBeH NPOAYKT He M3UCKBA CTIELManHI YCIIOBUA Ha ChXPaHeHMe.
CbXpaHABaiiTe Ha MACTO, HEAOCTBIHO 3a AeLia.

He wanonsgaiite Hasuk® cnes cpoka Ha rogHOCT, OTOENA3aH BbpXy
OMaKoBKara.

CpOK‘bT Ha roHOCT OTr0BapA Ha NoCnefHNA AeH 0T NOCOYEHNA MeceL.

Cnen oTBapAHe Ha OnakoBKaTa, MPOAYKTHT € rofeH 3a ynotpeba B
NPOABIKEHNE Ha 12 ceammum.

JlekapcTBata He TpAGBa fa Ce W3XBLPMAT B KaHanu3auuAta uiM B
KOHTelHepa 3a JomallHy oTnagbLy. MonuTaiTe Bawwa hapmavesT Kak
JAa YHULLOXITE HEHY)XHUTe Bt nekapcTsa. Tean MepKy Le CriomMorHaT 3a
ona3BaHe Ha OKonHara cpesa.

6. CbAbP)XAHWE HA OMAKOBKATA U AOMBJIHUTENHA NHOOP-
MALIAA

KakBo cbabpka Hasuk®

- AKTMBHMTE BELLECTBA Ca: KCUMOMETA30MAH XAPOXNIOPHUA U AEKCTIAHTEHON.
B 10 ml pa3TBop ce cbabpxar 10 mg KCUnoMeTa3on1H XUAPOXMOPUA U
500 mg AekcnaHTeHor.
Beako Bnpbckeare ot 0,1 ml (eksuBanexTHo Ha 0,10 g) oT pa3TBopa
cbabpka 0,1 mg KeUnomeTasonuH Xuapoxnopua 1 5,0 mg AeKcnaHTeHon.

- [fipyrute cweTaBky ca: beHsankorue xnopug 0,02 mg/0,1ml, kanves
anxugporexdpocdar, auHatpues choccpat aopekaxmppar (Ph. Eur),
MpeYncTeHa Boaa.

Kak usrnexpa Hasuk® u kakBo CbAbpXa onakoBKaTta

MHorofo30B KOHTeiHep ¢ nomna 3a BrnpbckBaHe. Hasuk® uma
NOCTOAHHO (PUKCMpaHa pasnpbeKBalya Aro3a. Mopaau T0Ba, TEXHUYE-
CKM Hen36eXHO €, ia MMa 0CTaTb4yHO KONMYECTBO, 10 KOETO pasnpbe-
KBallaTta Ar3a Aa He MoXe Aa gocTturHe. Kakto e nocoyeHo obaue,
rapaHTMpaHoTO MWHMMANHO KONMYECTBO, KOETO MOXEe fa 6bae
u3non3eaxo, e 10 ml.

Ha3uk® e 6uctbp, GesuBeTeH chpelt 3a HOC, KOWTO Ce npeanara B
onakoski, chabpxaluy 10 ml pasTeop.

Toau cnpeit 3a HOC Ce Npeanara 1 ¢ NO-HICKa KOHLIEHTPaLMA Ha aKTUBHOTO
BELLECTBO, NOAXOAALL 33 AieLia MeXAY 2 1 6 rofnHu.

Mputexaren Ha paspeweHneTo 3a ynotpeba
Cassella-med GmbH & Co. KG
Gereonsmihlengasse 1, 50670 Kéln, lepmatma
Phone:  +49 221/1652 -0

Fax: +49 221 /1652 - 513

E-mail: dialog@cassella-med.eu

Mpoussoputen

Klosterfrau Berlin GmbH
Motzener Str. 41, 12277 Berlin
[fepmanna

TenechoH: +49 30 /720070
dakce +49 30/720072 34

[laTa Ha nocnegHo npepasrnexaaHe Ha NUCTOBKaTa
{Onn/2020

Per. Ne 20060662

CaoificTBa Ha Hasuk®:

OusionornyHata ponA Ha Bb3JYXOMPOBOAHWTE MbTUWA B HOca € Aa
3aTONMAT, OBNAXHABAT 1 (DUNTPUPAT BAWLIBAHWA Bb3AYX, KAaTO N0 TO3M
HauuH Npesnassat GPOHXMANHOTO AbPBO OT OXNaXAaHe W U3CyLlaBaHe.
Mopaan Te3 thyHKLMM, HOCHUTE MbTHLLA Ca NOKPUT C 406pe KpbBOCHaOAeHa
nuraBuLa.

PasnnyHu dhakTopu (Hanp. xpema i X1pypruyHin IHTEPBEHLUM) MoraT Aa
YBPEAAT Ha3anHaTa nurasiua.

Mogo6HN cTUMynW npeausBuKBaT HabbOBaHe Ha Nurasuuata Ha Hoca,
HapyLLEHO AuLLaHe NPe3 Hoca U yCellaHe 3a ,3anyluBaHe” Ha Hoca.

C ornen obnekyasaHe Ha Bb3NanMTENHOTO HabbOBaHe Ha HoCHaTa urasuLa,
Npean3BIKaHo OT Xpema Ui XUpypriyHa nHTepseHLnA, Hasuk® HasaneH
Cripelt ce mpunara fIoKanHo BbpXy HasanHaTta nurasuua, ocurypABaiiky
[VMPEKTHO Bb3ZEVCTBYE OT CTPpaHa Ha aKTUBHUTE BELLECTBA KCUNOMETA30NMH
XUAPOXIIOPUE U AEKCTIAHTEHON.

KennomeTa3onuH Xvapoxnopua OcurypABa MPOSbKUTENHO 0TObOBaHe
Ha 0TOYHaTa NMraBuua 1 0bneKyaBaHe Ha AULAHETO Npes Hoca, KOeTo ce
NpoABABA B paMKUTE Ha HAKOMKO MWHYTW CRef MPUTIOKEHUETO.
PaunoHanHoTo 3acunBaHe Ha TO3W E(HEKT Ce MOCTUra MOCPEACTBOM
KOMOWMHMPAHETO Ha KCUMIOMETA30MMH XMAPOXNOPUA C AEKCTaHTEHoN.
[lekcnaHTeHon npecTaBNABa NPON3BOAHO Ha MAHTOTEHOBATA KUCENMHA,
BATAMMH HEOOXO4MM 32 BCUYKW TbKaHM B YOBELKWA OpraHu3bM,
KOMMOHEHT Ha PEAOBHIA XPAHUTENEH PEXMM.
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