JincToBKa: HHpOpMALUA 32 MALIHEHTA

KCHJAOMETA3O.IHH WZF 0,1% Kkanku 3a Hoc, pa3TBop
Kcunomemaszsonunog xudpoxnopuo

XYLOMETAZOLIN WZF 0,1% nasal drops, solution
Xylometazoline hydrochloride

IpouereTe BHHMATENHO LAAATA JHCTOBKA, NPENH Aa 3aN04HeTe A2 NpHEeMaTe TOBA

NeKApCTBO, Thii KaTo TA ChALPXKaA BaxxHa 3a Bac nHpopmauns.

BunHaru npremaitte ToBa JEKAPCTBO TOUHO KaKTO € OMMCAHO B Ta3M JUCTOBKA WK Kakto Bu ¢

kazai Bamus nexkap unu dpapmalesT.

- 3anazeTe Ta3u AucToska. Moxe na ce HaloXH Ja s NpOYEeTETE OTHOBO.

- AKO MMaTe HAKAKBHW ACNBLIHUTENHH BBIIPOCH, MonuTaiiTe Bawma ¢papMalesT.

- AKO IIONYUYUTE HAKAKBY HEXKENAHHU IEKAPCTBEHU PEaKLHK, YBeAoMeTe Bawng nekap unm
dapmanenT. ToBa BKNHOUYBA M BCHYKH BBE3MOKHH HEXKEAHW PEaKUMK, HCOMTHCAHH B Ta3H
NYMcTOBKa. BukTe TOUKA 4,

- AKO He ce 4yBCTBaTe N0-100pe vin cheTosiHUeTo By ce Bnowm cnex 3-5 aku, Tpabsa aa
MOTHLPCHUTE JIEKAPCKA NOMOLLL,

KaxBo ChAbPpPHAA Ta3H JHCTOBKA,

L. Kakso npeacrabnasa KcunoMerazonun WZF (,1% u 3a kakBo ¢ W3MOMI3BA
2. KaxBo TpabBa na 3Haere, npeau na npveMere KcunoMeraso m
) ATEHURS NO REXAPCTBATA
3. Kax na npuemate Kcunomerasonnn WZF 0,1% -
4, BB3MOXKHH HEXeTaHH pPeakLyH Puscmsnce 2
3. Kak na cpxpaunsapatre KeunomeraszonuH WZF 0,1%
6.  ChbIbDKAHME HA OMAKOBKATA M NOMBIHWTENHA HHPOPMALIUA [ o o e
™ 5 -03- 2024
scnume.. 6978 03
1. Kakspo npeacrapiaasa Kcunomerazonun WZF 0,1% n 3a kakpg 6 43501382 CoTT
YOOPOHUE N e foreesrnreenessranns ———aen

KcunoMeTa3oNUHLT € MPOM3BOAHO Ha WMMAa3onyHa. [IpuTexkapa CHMNAaTHKOMUMETHYHO
neiicteue. [IpunoxkeH BBPXY JUraBULATa Ha HOCa, MPeAU3BUKBA CBHBaHE Ha KPEBOHOCHHTE
ChIOBE, MPEeMaxBa OTOKa, MOTHCKA XUIIEPEMHUATA HA TUraByLIaTa Ha HOCONTbTKATa ¥ HaManAsa
KOJIHYECTBOTO Ha CEKpeETa.

32 HaMaNfBaHe OTOKA HA HOCHATA JIMraBULAa NpPH 0CTPpa Xpema, NPUCTBITH Ha 00y1eH HOCeH
cexpeT (Ba30MOTOPEH PUHMT), allepruiHa xpema (aneprudes puHUT).

2. Kakso TpaGBa na 3Haete, npedd Aa u3noaseate Keunomerasonun WZF 0,1%

He ynorpetnasaiite Kcuaomerasoaud WZF 0,1%

- aKO CTe AlEPrHYHK KbM KCHIIOMETA30/MHHO8 XHIAPOXNOPUI UIH HAKOA OT APyFHTE
CHCTABKH HA TOBA JieKapcTBO (M30poeHU B T. 0);

- AKO HMATe 3aKpUTOBLIbAHA [NayKOMa,

- AKO CTE NpPeTbpreny Xunopy3eKTOMUA WK IpyTa YepenHa HHTEPBEHLIHA,

- ako uMare cyx arpoduueH puHuT (rhinitis sicca).

Ipeaynpexaenus H MpeaANasHH MepPKH
loBopere ¢ Bawus nekap wiv GapMaLesT, npeay Aa npueMeTe KeuioMeTasonuH WZF 0,1%,
- aKo cTpaaare or 3abosisBaHe Ha ChpLETO (HanpUMep CUHAPOM Ha yasinkeH QT
HHTEPBaN).

- NPH NALMEHTH, IPH KOUTO CIEH MPHIOKEHHE HA CHMNATUKOMUMETHLIN ca HAOIMMARAWA No
CNEAHUTE CHMIITTOMH: 6e3ChHHE, CBETOBBPTEXK, TPEMOP, APUTMHH WITH XHIIEPTOHNA. éﬁ' %
- MPH NALUEHTH ¢ UMPKYNaTOPHH HapyllieHHs (apTepuanna XUNepTOHMs, aHry §
nuabeT, 3aKpUTObIbIIHA TIayKoMa, TPOCTaTHA XUIIEPTPOQ K, XHITEPTUPEOUAN3E




[Tpn Manku geua — ako €€ NoABAT BB36yAa WAM HapyLIEHHs Ha ChHS, 1€KapCTBOTO TpAOBa 1a ce
cripe.

[Mpy npoabLIKHTEIHA ynotTpe6a HMa onacHoCT OT arpodHa Ha HOCHATA JINIaBULA H 3aTOBA
NpKJIoKEeHHeTO ¢ce orpaHuyasa o 7 AHU,

Vnompeba npu oeya:
ITa He ce M3MoJ13Ba Npu acua non 2 FOOUHY.

Apyru sekapeTsa H KcnaomeTason WZF 0,1%

Undopmupaitre Bawns nekap Wik (hapmalleBT, aKO U3MON3BATE, HACKOPO CTE M3TOJ3BAIH WIH €
BB3IMOMKHO /13 W3M0A3BATE APy Ty NCKapCTsa.

Jla He ce npujaara NpoayKTa o BpEME Ha JICHEHHE C TPULMKIIMYHH aHTHAENPECAHTH HIIH MAO
UHXUOUTOPY (NeKapcTBa, U3MON3BaHHU 3a IEYCHNC Ha nenpecys), mopaju ChLoOLEeHHs 3a peaKy
ciy4ad Ha B3auMOAENCTBHA. EnHoBpeMeHHaTa ynorpeda ¢ Apyri CHMIIATHROM UMETHLIH
{epenpuH, ncesaoedenpyun) Tpabsa 1a ce u3dArsa.

BpeMeHHOCT, KbpMEHE H bepTHANTET

AKo cTe GpeMeHHa WY KbPMHUTE, CMATATE, e MOXE Na CT¢ OpeMeHHa W MTAHUPATS
6peMeHHOCT, NOCHBETBANTE CC € Batnusa nekap unv papMalesT npeau ynorpedara Ha TOBa
JNIEKapCTBO.

[opanu NUMcCa Ha NOKa3aTeNHA NPOyHBAHKA 32 ehekTHTE Ha MPOAYKTA BbPXY N0 U Thii KaTO
He ¢ W3BECTHO ATH IEKAPCTBEHOTO BELIECTBO Ce CKCKPETUPa B KbpMaTa [a HE ce rpusara o
BpeMe Ha OpeMEHHOCT W KEPMEHE.

Illojgupane 1 ynorpeda Ha MAlIKHH

[TpoayKTHT € NpeaHa3HauEH 32 KPATKOTPaiiHO NI€HEHHE, HO MPH [POAB/DKHUTEIHA ynoTpeda 1 BbB
BUCOKW NO3H HE Ca W3K/IHOUYEHH CHCTEMHH €QeKTH BBPXY CBLPIEYHO-CHAOBATA CUCTEMA, KOETO
MOYKE J12 HApYLUH CIOCOGHOCTTA 33 WIOQHPaHE U paboTara ¢ MalllHH.

Kcmtomeraszoaud WZF 0,1% cbabpka 0eH3aIKOHHEB XJI0pHA

ToBa nexapcTBo Chabpxa 0,1 mg OeH3aNKOHMEB XJ10PUA BBE pcekd ml. beH3anKoHUEBUAT
XJIOPUI MOYXe 1a NPHUKHM JpasHeHe Wil NOAyBaHt 44 HOCHATA NUrasyla, 0cobeHo aKo ce
M3MOI3BA TPOABIIKUTEHO.

3. Kaxk na nanoazeare KCHIOMETA30/1HH WZF 0,1%

BUHArY H3MON3BANTE TORA IEKAPCTBO TOUHO KAKTO € OTHCaHO B TasH NYCTOBKA WK KakTo Bu e
«a3asl Baiust nekap, wiu ¢gapMauesT. AKO He CTe CUIypHH B HELLO, nonuraiite Balus nexap
WM papmalleBT.

Besika Karnka cbabpxka 0,05 mg KcuIoMeTa30/IMHOB XHIAPOXJIOPHA.

Heya nad 12 coounu u 863pacmiu
TokanHo no 2-3 kanky 0,1% pa3TBop BbB BCAKE HO3APE 2 - 3 1bTH AHEBHO.

[MosropHaTa ynorpeda TpadBa 1a ce H3BbPLIBA CAMO B cayyai, 4e JeUeHHETO €
NPEeKHCHATO 32 HAKOJIKO AHH.

JleyeHHeTOo He TPAGBA Aa NPOAbJKABA NoBeYe 0T 3-5 nHH 0e3 KOHCYJITALIHA C JICKaD.
Nla He ce MPHAAraT J03H NO-BHCOKH 0T npenopbYaHUTE.

[Mopaay XMCHEHHK ChOOpaXKeHHs e1Ha OTNaKoBKa TpabBa Ja Ce KW3ro/138a €amMo OT €AUH NaUMCHT.

AKO CTe MpHeIH noBe4e oT HeoOxonHMaTa k032 Kcnaomerazonnn WZF 0,1%

TpAOBAJO /
3HAYUTENHO NTPEAO3HPAHE UM CyYaeH NepopancH MpueM Hd npoayxTa, 0cob



7ia Npeau3BHKA ChHIWBOCT, PA3CTPOUCTBO HA 3pEHUETO, rnapodonne, HEPBHOCT, HAPYLUEH
CbpAeyYeH PUTHM, OE3CHHHUE.

I[bnro npuiarake Moxe Aa J0Beae A0 BTOPUYEH PUHMT, yCcTOHYMB Ha neyeHue (rhinitis
medicamentosa).

B cnyuaii Ha npego3upaHe € HeoOX0IUMa KOHCYATALMA C JIEKaP.

CUMITOMATHYHO JeUEHHUE C& NPOBESXKAA ChINACHO Ha3HAaueHnEeTo Ha nekaps. [lpomMuBKa Ha
cTOMAaxa ce MpaBM CaMo B Cliydyall Ha CMy4anHO NEPOPaNHO MOTTbLIAHS,

4. B1h3MOKHH HeXKENdHH JIeKAPCTBEHH PeaKIIHH

KaTo BCMYKH JIEKapcTBa, TOBA JIEKApCTBO MOXE [1a NPUYHHH HEXEJTaH! Peakliu, BbNPEKH H¢ He
BCEKH I'M IMOJ1y4aBa.

HeuecTH Hexenany peakiuu (Morar aa 3acernar 2o 1 Ha 100 ayul H):
- KbPBEHE OT HOCA.

Penky HexeNaHK peakUuuy (morar aa 3acerHart 1o 1 xa 1 000 AYyin):
- NOKATHO Jpa3HeHe, MapeHe, HENPUATHA CYyX0Ta Ha HasajlHaTa JuraBHuLa,
- KUXAaHE.

MHOr0 PEIKH HEXENaHU PeaKuny (MOraT A2 3aCErHaT A0 1 va 10 000 ayuin):
- caabocT, NPUITOLLIABAHE,

- rnaBobosMe, CBHIMBOCT WK M3pa3eHa ceauua Claea Nnpeao3ipane,

- chplebyeHe, MOBUIIABAHE HA KPBBHOTO HAJTATAHE.

CrobuaBaHe HA HexeNaHH peaKUuMH

AKO MONY4YUTE HAKAKBU HEeXENIaHH JIEKAPCTBEHU PeakLK, YBEAOMETE Bamua nexkap win
dbapmauesT. TOBa BKIOUBA BCHUKY BB3MOXHH, HEOTMCAHH B Ta3n JICTOBKA He)XeJlaHW peakuuHu.
MoskeTe CBIIO Aa ChOBLUIUMTe HEXeTaHH peakLlMH AUPEKTHO Ype3 HaluoHalHaTa CHCTEMa 34
cpoBLaBade, nocoyeHa B M3nbaHKUTENHA areHuns no iekapersara

yn. ,,JamaH ['pyeB” Ne 8

1303, Codus

Ten.: +35 928903417

yeGcaiiT: www.bda.bg

KaTo cboBIlaBaTe HeXeNaHH peakuMu, MoXeTe Aa JAafeTe CBOs NPUHOC 3a MoNyHaBaHe Hd
noseue HHbOpPMaLIKA OTHOCHO O€30MAaCHOCTTA HA TOBA JIEKapCTBO.

5. Kax na cexpanasate Kcunomerasonun WZF 0,1%
Ia ce cuXpaHlaBa Ha MACTO, HEAOCTBITHO 3a AcLa.

Tla ce cuxpaHasa noa 25°C. Ha ce na3d oT CBET/IMHA.

CpoK Ha FTOAHOCT CeA OTBApAHE HA ONAaKOBKATA - 12 ceaMULM.

He M3noJ3BaiiTe TOBA JIEKAPCTBO CNEJ AaTaTa Ha U3THYAHE HA CPOKA HA FOJHOCT N0CoYCHa Ha
OMaKoOBKaTa.

He u3xBbpifAiiTe N1eKapcTBara B KaHAIH3aUHATA WK B KOHTElHepa 3a AOMALLHU OTNaxbUH.
MonuTaiiTe Bamwmua dhapMalLeBT Kak Ja U3XBbpJIATE IEKApCTBaTa, KOMTO BEYE HE N3MOJNI3BATE.
Te3u MepKH 1ie CNOMOTHAT 3a OMNa3BaHe Ha OKONHATA CPead.

6. Chbabp:kaHse HA ONAKOBKATA H A0NBJIHHTEIHA HHOpMaALIHA

Kakpo ¢cbappxa KcHI0METa30/1HH WZF 0,1%
- AKTHBHOTO BELLECTBO € KCUIIOMETA30IMHOB Xuapoxnopua. Beeku ml O
ceabpka 1,0 mg KCHIOMETa30/1MHOB XHAPOXIOPHA.



- JIpyruTe CHCTABKM Ca: HATPUEB AMXHAPOreH(pochaT MOHOXUAPAT, AUHATPHED
xunporenochaT I0ACKAXHAPAT, HATPHEB XJIOPH/L, COPOUTON, TUHATPHER CTAT, OeH3aIKOHUER
XJIOpH/JI, IPEYHCTEHA BOJIA.

Kak mariexaa Kennomeraszonun WZF 0,1% u kakBo ¢hAbLpika OMNAaKOBKATA
[MonueTneroe dnaxon (10 ml) ¢ mHneTa ¥ Kanayka che 3alUMTEH NPbCTEH. Beeky ¢bnakoH e
[OCTABEH B KAPTOHEHA KYTHA ¢ HeoOX0AMMHUTE 0003HAUCHHSA H JIHCTOBKA.

IIpuTexaTes HA pa3pellieHHETO 32 ynoTpeda
Zaklady Farmaceutyczne POLPHARMA S.A.

ul. Pelplinska 19, 83-200 Starogard Gdanski, [Tonia

IIpousBoaHTEN
Warsaw Pharmaceutical Works Polfa S.A.
22/24 Karolkowa Str., 01-207 Warsaw, [lona

Zaklady Farmaceutyczne POLPHARMA S.A.
Oddzial Medana w Sieradzu
ul. Wladystawa Lokietka 10, 98-200 Sieradz, [Toniua

3a AOMbJIHUTENHA HHGOPMALIUA OTHOCHO TOBA JIEKAPCTBO, MO, CBBPHKETE CE C JIOKATHHA
NpeACTaBUTE Ha NPUTEXKATENS Ha Pa3pelliCHUETO 3a ynoTpeda:

.3.®. [TIOJIPAPMA C.A.-kioH ,,beiarapusa”

ya. ,,CuMeoHoBcko wwoce™, No 85, et. 3, oduc 3, CTyACHTCKH rpall

Codusa 1734, benrapus

Ten. 02/4400843
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