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KCHJIOMETA2OJEH WZF 0,05% KAIKE 38 HC, PASTBOp » A6 / f7A7 Frp - J \&24
Kcunomemasonurnoe xuopoxaom 2 4 ﬂﬁ 2021

JIucToBKa: AudopManua 3a uaunem

XYLOMETAZOLIN WZF 0,05% nasal drops, solution
Xylometazoline hydrochloride

IIpouerere BHEMATEIHO NSNATA JTHCTOBKA, NPEAH A2 3aN0THETE AA NPAEMATE TOBA

AEKAPCTBO, Thil KATO TH ChHALKA BakH: 32 Bac nndopmanng.

Buuaru npueMatite ToBa NeKapCTBO TOYHO KAKTO € ONHCAHO B Ta3H JIHCTOBKA HITH KaKTO Bue

Kasan Bamma nexap wim gapmanest.

- 3anasere Ta3H NMHCTOBKA. Moske Aa ce HAJIOXKH A 4 IpodeTeTe OTHOBO.

- AKO HMaTe HAKAKBH JOITLIHNTENIHH BBIIPOCH, NonuTalite Bamma ¢apmauest.

- AKO NOJTyuHTe HIKAKBH HEZKENIAHM JIEKAPCTBEHH PeakuMH, yBeAoMeTe Balmna nexap wiH
¢apmanest. Topa BKIIOYBA H BCHYKH BE3MOXKHH HEXKeJIAHH PCaKIfHH, HEOMHCAHH B Ta3H
JIHCTOBKA.

- AKO He ce qyBcTBaTE NO-100pe WK cheTosHEeTo BH ce Bouwm crept 3-5 IHwu, TpAOBa Oa
NOTHPCHTE NEKAPCKa MOMOIIL.

KakBo chXbpika Ta3H ARCTOBKA:

Kaxzeo npezncrasnaea Kcunomerazomas WZF 0,05% u 3a kakso ce H3MON3BA
Kaxpo Tpabea ia 3HaeTe, npenw na npuemete Kcunomerazonun WZF 0,05%
Kak na npuemare Keunomerazomun WZF 0,05%

BB3MOKHE HEXEIAHH PeaKIHi

Kaxk na cexpanssate Kennomerazomnn WZF 0,05%

CoabpxaHye HA ONAKOBKATA M JOITHIHHTENHA HHGOpMaLus

Il S

1. Kaxso npehmmna Kcnnomeraszonan WZF 0,05% u 3a xaxso ce #3000382

KCHIOMETA30IHH € MPOM3BOJHO Ha MMMAasonuHa. I[IpyurexaBa CHMIATHKOMHMETHYHO J¢HCTBHE.
HpunoeH BLPXy JIMMABHIIATA Ha HOCA, NPECAH3IBHKBA CBHBAHE HA KPHBOHOCHHTE CHOBS,
npeMaxsa OTOKA, MOTHCKA XHIIEPEMAATA Ha JIMFABUHIIATA HA HOCOTISTKATa B HAMaiea
KOJTHYECTBOTO HA CEKPETA.

3a HAMAJISBAHE OTOKA HA HOCHATA IMIABHLIA TIPH OCTpPA XpeMa, MPHCTHIA Ha OGHWICH HOCEH
cexpeT (Ba30MOTOPEH PHHHT), ATEPrHYHA XpeMa (ANeprudeH PHHHT).

2.  Kakso TpafBa aa 3usere, npean aa m3nomspate Kennomerasonnn WZF 0,05%
He ynotpebasaiire Kcunomerazonun WZF 0,05%

- aKO CTe ATEPrHYHH KBM KCHIOMETa30/IMHOB XHIPOXAOPH HIH HAKOA OT APYTHTES
CBHCTABKH HA TOBA JeKapcTBO (M36poeHH B T. 6);

- aKO HMAaTe 3aKpHUTOBIBIHE FIaYKOMa;

- 4KO CTe NpeTHPIENH XUNohGHIeKTOMUA WIH APYTa YepenHa HHTepReHLMA

- ako umare cyx arpoduden punar (rhinitis sicca).

Ipexynpexnenns B NpelNa3HH MEPKH
l'oBopere ¢ Bammus nexap wim $apmateBT, ey 1a uanonssate KeanomeTasonuH

- KO0 cTpajaTe o7 3a6oABane Ha chpUeTo (HAMPHMEDP CHHAPOM HA YABDKSH
- 4KO NPH NALKEHTH, IPH KOHTO Ce/ NPHIMKEHHE HA CHMIIATHKOMHME
HabmonasaHu CNeHHTe CHMOTOMH: Ge3ChHHE, CBETOBBPTEXK, TPEMOP, ap
XHITCPTOHHS;
- AKO NPH NALMEHTH ¢ UHPKYNATOPHH HapylleHHd (apTePHANHA XUTIEPTO




NMEKTOPHC), AHabeT, rnaykoMa, NpocTaTHa XuNepTPodUa, XHNEPTHPEOHAHIEM.
P

I'Ipn MAaJIKH aella - ako ce MosBAT Bwﬁy,ua HJIH HapYLIeBHA HA CBHA 1€KapCTBOTO T'pﬂ6Ba Aa ce
cnpe;

IIpn npoanmaxnTenna ynorpeba uma ORACHOCT OT aTpodHA HA HOCHATA JHTABHIA H 32TOBA
IPR/JIOKEHHETO Ce OTPAHHYABA A0 7 AHH.

Ipeaynpexmenns NpH cneNHAJHA TONYJIALHM, H3HOI3BANIA JeKAPCTBOTO
Ynorpeba na Kenjiomerazonnu WZF 0,05%npn neaa:
Ha He ce uanonsea npH neua noa 2 rogHHH.

Apyrna nexapersa H Kcanomeraszoann WZF 0,05%

Hudopmupaiite Bawns nexap win Gapmanest, ako H3NON3BATE, HACKOPO CTE M3NOI3BAIM HIH €
BB3MOXKHO JIa H3MOA3BATE APYTH JIEKAPCTRA.

Lla He ce NpuAara npogyKTa M0 BpeMe Ha JCYEHHE C TPHLAKIHYHA aHTHAETIPECAHTH Hin MAQ
HHXHOWTOPH (NIeKapCTRa, W3MOM3BAHN 32 ICUSHKE Ha Aenpecis), Nopasin choOLIeHN: 38 PEOKH
C/Ty4aH Ha B3auMoleHcTeHA. EqnoBpementaTa ynorpe6a ¢ ApYrH CHMITATHKOMHMETHLH
(edenpun, ncesnoedenpun) Tpabsa aa ce n3Garaa.

Bpemennocr 0 Kbpmene 4 (pepTHANTET

Axo cTe Gpemennn WK KhPMHTE, CMATATE, Y& MOXE Aa cTe OpeMeHHa WK MaHHpaTe
GpementocT, nockaeTBaliTe ce ¢ Bawmus nexap win apmauest npeau ynorpebara na Tosa
JEKapcTBO,

Tlopazu nunca Ha nokazaTenHN Npoy4saHus 32 edEKTHTE HA MPOTYKTa BHPXY MU0 H Thii KaTo
HE © M3BECTHO AN JICKAPCTBEHOTO BEIIECTBO C& €KCKPETHPA B KbpMaTa /g He ce Npiiara fo
BpeMe Ha HPeMEHHOCT H KLpMEHE.

Ilogupane n ynorpeba ua MaluHHA:

TIpoRykTsT € MpeAHa3HA4CH 33 KPATKOTPAIiHO JIeueHHe, HO TIPU NPOXB/DKHTENHA YToTpeba M BuB
BHCOKH JIO3H HE Ca H3K/TIOYEHH CHCTEMHH eeKTH BBPXY ChPASHHO-CBHAOBATA CHCTEMA, KOETO
MOX€ Aia HapyLH crocoGHOCTTa 33 wogipane W paboTaTa ¢ MaLIHHH.

Kcnaomerasonnn WZF 0,05% cbabpika Genzaikonnes XJopua

‘Tosa nekapcteo cuabpxka 0,1 mg Genzankonner xnopua Bbe ek ml. BeHzankosHeBHaT
XAIOPHA MOKE A2 NPHYHHY APa3HEHE HITH NOAYBAHE HA HOCHATA TUraBHLA, 0cO0eHO aKko ce
H3TION3BA POABIDKHTEITHO.

3. Kak aa n3nonzpare Kennomeraszoann WZF 0,05%

BuHaru H3nonsgaiite ToBa N1€KapCTBO TOUHO KAKTO € ONMCAHO B TA3H JIMCTOBKA MM KaKTO B e
kasan Bammar nekap, unu gapmauest. Ako He cTe CHIYpHH B Hewlo, nonuTaiite Bawnsg nekap
wiH dapmangesr.

Beska kanka cpabpxa 0,025 mg KCHAOMETA30IMHOB XHAPOXJIOPHA,

Heya om 2 do 12 200unu
JlokanHo no 1 - 2 kanku 0,05% pasteop 8B BeAKa Ho3apa | - 2 MBTH AHEBHO.

TloBTopHaTa ynoTpeda TpaGea 1a ce m3BLpIBA caMO B CIyYail, e JIeYeHH
OPeKbLCAATO 32 RAKOJIKO JHA.

Jleuennero ne TpaGpa 2a npoas/KaBa noBewe 0T 3-5 AHK 6e3 KORCYITA
Ha He ce npunarat A03H NO-BHCOKH OT NIPENOPBYaHHTE.

Tlopanu xurnenHH cLoGpakeHHA eqHa ONAKOBKA TPAOBA 1 CE H3NON3B2 CaM



Axo cTe nphes nopede oT neobxoaumara a03a Kenaomerazonnn WZF 0,05%

3HaYHTENHO NPENO3HPaHe HIH CyuaeH MEpOpaIeH NPHEM Ha NPOAYKTa, 0COBEHO OT AcUa, MOXKe
A MpeiH3BHKA CHHITHBOCT, Pa3cTPOHCTBO HA 3PEHHETO, MaB0GOine, HEPBHOCT, HAPYIIEH
CBPACUEH PHTBM, Ge3CHHHE.

Awnro npunarase Moxe Aa JoBeae A0 BTOPHYEH PHHHT, YCTOHYME Ha NeueHue (rhinitis
medicamentosa).

B cmyyaii Ha npeosupate € HeoGX0AMMa KOHCYITALINA C JIEKAP.

CHMNITOMATHYHO IeYeHHE CE TIPOBEXKA CBINIACHO HA3HAYEHHETO Ha ekaps. TIpoMHBKa Ha
CTOMaxa ce MPaBH CaMo B ClTy4ai Ha cTy4aHHO NEpPOPajIHO NOTTHIRAHE.

4.  BL3MOXKHH HeKeJIAHH JEKAPCTBEHH PeaKIHK

Karo pecHukh JICKapCTBa, TOBA JEKApPCTRO MOKE Aa TIpHMHHHK HOMENaHH peaxuun, B‘I:HPEI(H g HE
BCEKH TH TIOTy4aBa.

HeuecTH Hexenany peakuu (Morar aa sacersar 1o 1 va 100 gywu):
- KBpPBEHE OT HOCA,

Penxu nexenann peakuuu (Morat aa 3acertar ao 1 na 1 000 gywu):
- JIOKaNHO pa3sHeHe, NapeHe, HeMPHATHA CYXOTa Ha HA3ANHATA JIMraBHLA,
- KHXaHe.

MHoro peikn HexenaHnH peakuuu (Morar Aa 3acersar o 1 va 10 000 gyww):
- ¢cnabocT, MpUNoLIABAHE;

- rnasoGonue, CHHIHBOCT WK H3PA3E¢HA CeJaLHA CIEA NTPEeNo3HpaHe;

- chpuebxeHe, NOBHILABAHE HA KPLBHOTO HaNAraHe.

Cno0mapane Ra HeXkeIaHH PeaKURH

AKO NOJTyYHTe HAKAKBH HEXKENIAHH JIEKAPCTBEHH PeakiHH, yBejomere Bawns JIeKap HIH
dapmaniest. ToBa BKTIOYBA BCHUKH BE3MOXKHH, HEONHCAHH B Ta3H JIMCTOBKA HEXEIaHH PEaKLHH,
Moxce're CBRIIC Na cnoSmm‘e HEHKETTaHuH peal(mm OHPCKTHO !{pea HAHHQOHAMIHATA CHCTEMA 3a
crofliaBane, nocovena B H3ambiHKHTeAHa areHU#A MO AeKAPCTBATA

ya. Jaman [pyes™ Ne 8

1303, Codusn

Ten.: +35 928903417

yebeaiiT: www.bda.bg

Karo crofinaBaTe HexxenaHH PeakLHH, MOXETE 12 IaieTe CBOS MPHHOC 3& [0TydaBaHe Ha
noeeve HHPOPMaLHA OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKAPCTBO.

5.  Kaxaa coxpanssare Kennomerasoara WZF 0,05%
Ha ce cbxpaHsBa Ha MACTO, HEJOCTHITHO 34 Oela.

Jla ce cexpansBa noa 25°C. Jla ce nasH OT CBET/IMHA.

Cpox Ha ropHocT cies oTBapaHe Ha ONakoBKaTa - 12 CeMMIIN.
He u3nonseaiite Topa nexapcTBo cren gatata Ha M3THHMaHE HA CPOKA HA TOAHOCT MOCOYEHA HA
OIMaKOBKATA.

He u3xgnpnsiite nexapcTeaTa B KAaHAAH3ALMATA WIH B KOHTEHHEPA 38 AOMALIHY
[lonuraiite Bawusa apmMauesT kak 1a U3XBBPIIATE NeKaPCTBATA, KOHTO BEYE
Te3n Mepku 1mie CNOMOrHAT 32 ONa3BaHe Ha OKOMHATA Cpefa.




6.  Coappxanse Ha OmAKOBKATA M ACTLAHHTEINA nadopmanua

Kakso ceabpxa Kennomerazonnn WZF 0,05%

- AKTHBHOTO BELLECTBO € KCHIOMETA30/IHHOB xuapoxnopua. Beexw ml ot pasteopa
Cbabpia 0,5 mg KCHIOMETAa30IHHOB XHAPOXIOPHA,

- Apyrn cbeTaski ca: Hatphes auxuaporendgocdar MOHOXHApAT, AHHATPHER

XHIporeH(PocHaT 10AekaxuapaT, HATPHER XIIOPH, copGHTOII, IMHATPHEB €AETAT, BEeH3ANKOHHER

XJIOPHA, IPEYHCTEHA BOAA.

Kak usraexna Kennomerasonun WZF 0,05% u kakso ChALPKA ONAKOBKATA
Toanetunenos gnakon (10 ml) ¢ nunera u kanauxa c rapaHUKoHeH npbeTeH. Boeku dnakon e
MOCTABCH B KAPTOHEHA KYTHA ¢ HeoOXoauMHTe 0603Ha9eHHS H THCTOBKA.

ITpuTexaTen Ha pazpemienneTo
Warsaw Pharmaceutical Works Polfa S.A.
22/24 Karolkowa Str.; 01-207 Warsaw, [onma

Ynorpeba u npousBoauTen
Warsaw Pharmaceutical Works Polfa S.A.
22/24 Karolkowa Str., 01-207 Warsaw, ITonua

Zakiady Farmaceutyczne POLPHARMA S.A.
Oddziat Medana w Sieradzu
ul. Wiadystawa Lokietka 10, 98-200 Sieradz, ITonua

3a ZOMBJIHHTEITHA HHOPMALIMA OTHOCHO TOBA JIEKAPCTBO, MOMIA, CBBPIKETE CE C JOKATHUA
TIPS/ICTABHTEN HA NpHTEXkATENS HA PAIPELIEHHETO 32 ynoTpeba:

»3-@. [IOJIDAPMA C.A. - wioH »DBbarapus®

ya. ,,CumeoHoscko moce, No 85, er. 3, odue 3, CrynenTtckn rpan

Codus 1734, Bearapus

Ten. 02/4400843

Aata Ha nocaeAHO NpepasraeKaaHe HA JHCTOBKATA




