JIucToBKAa: I/lH(l)OpMaIll/Ifl 3a manMeHTa

KCUJIOMETA3OJINH WZF 0,05% kanku 3a HOC, pa3TBOP
Kcunomemaszonunos xuopoxiopuo

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

IIpoyeTeTe BHUMATEIHO LSIJIATA JTUCTOBKA, IPEIHU 1A 3all0YHETe Ja pueMaTte TOBa

JIEKapCTBO, Thil KATO TH ChABbP:Ka BajkHa 32 Bac undopmanus.

Bunaru npuemaiite ToBa J1€KapcTBO TOUYHO KAKTO € ONMCAHO B Ta3M JHCTOBKA WIIH KakTo Bu e

Ka3as Bamms nexap uinm gapmarieBr.

- 3amaseTre Ta3u JUCTOBKA. MoJKe 1a ce HaJIOXKU J1a s IPOYETETE OTHOBO.

- AKO UMaTe HIKAaKBU JOIBIHUTEIHN BBIIPOCH, MonuTaiTe Bamms ¢papmaresr.

- Axo IMOJIYYUTEC HAKAKBH HCXKCJIAaHU JICKAPCTBCHU PCAKINU, YBCIOMETC Bamms JICKap Win
Q)apMaueBT. ToBa Bk/II0YBa M BCUYKH BB3MOKHH HEKEJIaHU PpCaKkiumn, HECONMCAHU B Ta3u
JIMCTOBKA.

- AKO He ce 4yBCTBaTe Mo-100pe Uik ChcTOSTHUETO Bu ce o ciiex 3-5 quu, TpsioBa ia
HOTBPCUTE JIEKAPCKa IIOMOLI.

KakBo cbabp:xa Ta3u JUCTOBKA:

Kaxkso nmpeacrasnsasa Kcunomerazonun WZF 0,05% u 3a kakBo ce U3M03Ba
Kaxso Tps6Ba na 3Haere, npeau na npuemere Kennomerazonua WZF 0,05%
Kax na npuemate Keunomerazonun WZF 0,05%

BB3M0XHU HEXKETaHU pPEeaKLUU

Kak na cpxpansBate Kcmnomerasonna WZF 0,05%

ChappikaHre Ha ONTAKOBKATa U JIOMBIHUTENHA HH(pOpMaus

AN AP

1. Kaxkgo npeacrasiasia Keusiomerazoiaud WZF 0,05% u 3a kakBo ce u310J13Ba

KcunmomerasonuH e mpou3BOIHO HA UMHIa30JIMHA. [IpuTekaBa CHMITATHKOMHUMETUYHO JICHCTBUE.
[pusoxeH BbpXy JTUTaBHIIATA HA HOCA, IPETU3BUKBA CBHBAaHE HA KPhbBOHOCHUTE ChIIOBE,
MpeMaxBa OTOKa, MOTUCKA XMIICPEMHUSITA Ha JIUTABHIIaTa HA HOCOTJIhTKATa U HaMaJIsBa
KOJINYECTBOTO Ha CEKpeTa.

3a HamassIBaHE OTOKA Ha HOCHATA JIMTaBUIA ITPH OCTPa XpeMa, MPUCTHITN Ha OOWIICH HOCEH
cekperT (Ba30MOTOPEH PHHHT), aJIeprUdHa XpeMa (aJleprudeH PHHHT).

2. KaksBo Tpsi6Ba 1a 3HaeTte, npeau Aa u3noassate Keunnomerazonun WZF 0,05%
He ynorpeosasaiite Kemnomerazonun WZF 0,05%

- aKo CTe aJepPruiHU KbM KCHJIOMETA30IMHOB XUIPOXJIOPUA WK HSKOS OT IPYTUTE
CHhCTAaBKH Ha TOBA JIEKapCTBO (M30pOCHH B T. 6);

- aKo MMaTe 3aKPUTOBI'bIIHA ITIAYKOMa;

- aKo CTE MPETHPIIENN XUIOPU3CKTOMHUS WM IpyTa YeperHa HHTCPBEHII

- ako umare cyx atpoduyer puHHT (rhinitis sicca).

IIpenynpesxaeHusi U Npeana3sHu MePKH

I'oBopere ¢ Bamms nekap nnu ¢papmanest, npenu na uznonssate Kennomerazonun WZF 0,05%,
- aKo cTpajate OT 3a00JIsIBaHE HA ChPLETO (Hanpumep cuHApoM Ha yiabibkeH QT uHTepBan);
- aKo MpH MalUeHTH, IPU KOUTO CJIe]] MPIIOKEHNE Ha CHMIIATUKOMUMETHIIH ca
HaOJI0/1aBaHU CIICJTHATE CUMIITOMH: O€3ChHHE, CBETOBBPTEXK, TPEMOP, APUTMUH HITH
XHUIEPTOHUS;

- aKo MpH MalMeHTH C MUPKYIATOPHU HapyLIEeHUs (apTepraiHa XUIepTOHUS, aHTHHA



NEKTOPHC), AHA0ET, IIayKoMa, IPOCTaTHA XUTIEPTPO(Us, XUIIEPTUPEOUTUIBM.

ITpu manku fena - ako ce MOsABAT B30y 1a WIIH HAPYIIICHHUS HA ChHS JICKAPCTBOTO TPSAOBA 1a ce
crpe;

IIpu npoab/KUTENHA YIOTPeda HMa ONACHOCT OT aTPOog sl HAa HOCHATA JIMT'ABHLA H 3aTOBA
NPHUJI0KEHUETO ce OrPpaHNYaBa 10 7 THH.

IIpexynpesxkaeHns Npy crielMaJHH IONMYJIALMH, U30J3BAIIHU JeKAPCTBOTO
Ynorpebda nHa Kensomerazoaun WZF 0,05%npu nena:
[la He ce u3noa3Ba Npu Aena noj 2 ToANHU.

JApyru aexapcerBa u Kennomerasonnn WZF 0,05%

Wndopmupaiite Bammust iexap wiu papManeBT, ako U3M0JI3BaTe, HACKOPO CTE W3MOJI3BAIN HIIH €
BB3MOJKHO JIa U3M0JI3BATE PYTH JICKApCTBa.

Jla He ce mpuiara mpoyKTa Mo Bpeme Ha JieueHHue ¢ TPUIUKINYHHE aHTHIenpecanTd wim MAO
WHXHOHUTOPH (JIEKapcTBa, U3IIOI3BaHH 3a JICUCHHE Ha JICTPECHs ), TIOpaIy ChOOIICHHUS 3a PEIKH
clIydad Ha B3auMojeicTBus. EqHoBpeMenHaTa ynotpeba ¢ Apyru CUMITATHKOMUMETHITH
(edbenpun, ncesaoedeapuH) TpsOBa ga ce U30rBa.

BbpeMeHHOCT 1 KbpMeHe U GepTUINTET

AKko cTe OpeMeHHa WM KbPMHUTE, CMSTATE, 4Y€ MOXKeE Jla CTe OpeMEHHA MW TUIaHUpaTe
OpeMeHHOCT, IochBeTBaiTe ce ¢ Bamms nexap win gapmaneBT npeau ynorpedaTta Ha TOBa
JIEKapCTBO.

[Mopanu nurca Ha IOKa3aTEHN MTPOYYBaHHUS 32 ePEeKTUTE Ha MPOAYKTA BbPXY IUI0Ja U ThH KaTo
HE € U3BECTHO JJAJIH JIEKapCTBEHOTO BEIIECTBO CE EKCKPETUPA B KbpPMaTa Ja HE ce MpuiIara mo
BpeMe Ha OpEMEHHOCT U KbpPMEHE.

Ilopupane u ynorpeda Ha MALIMHM:

[IpoayKThT € mpeaHa3Ha4YeH 3a KPATKOTPAWHO JICUSHUE, HO TIPU MPOIBDKUTETHA YIoTpeOa U BbB
BUCOKH JIO3U HE Ca M3KIIFOUCHU CUCTEMHHU €(DeKTH BbPXY ChPICUYHO-ChI0BATA CUCTEMA, KOETO
MO JIa HapyIlIi ClIOCOOHOCTTA 3a IodupaHe 1 padoTara ¢ MaITUHH,

Kcunnomerazoann WZF 0,05% cbabpaa 0eH3aIKOHHEB XJI0PH

Toga nekapctBo chabpka 0,1 mg OeH3aNKOHUEB XJIOPUJT BbB Beeku ml. beHzankoHueBusT
XJIOPUJT MOXeE Jia IPUIMHY J{pa3HEHE WK NOAyBaHe HAa HOCHATA JINTaBHIA, 0COOCHO aKo ce
W3M0JI3Ba MPOBIKUTEITHO.

3. Kak na m3noaszeare Kcunomerasoann WZF 0,05%

Bunaru u3nomn3paiiTe ToBa JIEKapCTBO TOYHO KAKTO € OMKUCAHO B Ta3W JIUCTOBKA MM KakTo Bu e
Ka3aj BammsaT mekap, wim apMareBT. AKO HE CTe CHTYpHHU B HEIo, TTonuTaite Bamms nexap
i GapMarieBT.

Besika kanka cpabpixka 0,025 mg KCHIOMETa30JMHOB XHIPOXIOPHI.

Jleya om 2 00 12 200unu
Jlokamno o 1 - 2 xanku 0,05% pa3TBop BB BCsKa HO3/pa 1 - 2 MbTH THEBHO.

IloBTOpHaTa ynorpeda TpAdBa 1a ce H3BBLPIIBA CAMO B CJIY4aii, Ye JIeYeHHeTo e
NPEeKbCHATO 32 HAKOJIKO THHU.
JleuenneTo He TpsA0Ba Ja NPOABbIKABA NTOBeYe OT 3-5 NHU 0e3 KOHCYITAalus C JeKap.

[la He ce mpumarat 1031 MMO-BUCOKH OT MPENOpPhUaHUTE.

ITopaau xurHeHHn CHOOpAKEHMS €THA OTIaKOBKA TPSOBA J1a C€ U3IOJI3Ba CaMO OT SAMH IAIMEHT.

2



AKO cTe npueJiu moBeye oT HeodxoaumaTa n03a Kcunomerazoaun WZF 0,05%

3HAYUTEITHO MPEI03UPaHE WU CITydaeH IepopalieH IpUeM Ha MIPOAYKTa, 0OCOOSHO OT Jela, MOKe
Jla TIpeIN3BUKA CHHIMBOCT, Pa3CTPONCTBO Ha 3PEHUETO, II1aBO0OHIE, HEPBHOCT, HAPYIIICH
ChpJICUEH PUTHM, OC3CHHHE.

JIBpJIro npusiarase Mo)ke Ja JOBeIe 10 BTOPHUEH PUHUT, YCTONYMB Ha JiedeHue (rhinitis
medicamentosa).

B cnyuait Ha ipeo3upaHe € He00X0ANMMa KOHCYJITAILUS C JIEKap.

CHUMITTOMAaTHYHO JICYCHHE CE MPOBEXK/a ChIJIACHO Ha3HAUECHUETO Ha jiekaps. [IpoMuBKka Ha
CTOMaxa ce TPaBH caMo B CITydail Ha CIIy4aiHO TIEpOPAITHO MOTIBIAHE.

4. Bb3MOKHH HeKeJIaHU JIEKAPCTBEHH PeaKkiun

Karo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXE J1a IPUYWHU HCXKCIIAaHU PCAKIIUH, BBIIPCKU Y€ HE
BCCKH I' ITOJTy4aBa.

HeuecTtn Hexxenanu peakiuu (Morat na 3acersat a0 1 Ha 100 gymm):
- KbPBEHE OT HOCA.

Penxu nexxenanm peaxiuu (Morat fa 3acersHat 1o 1 va 1 000 mymm):
- JIOKAJTHO Jpa3HEHe, MapeHe, HepUATHA CyX0Ta Ha Ha3aIHATa JINTaBUIIA;
- KHUXaHe.

MHoro peKku HexxelnaHu peakuuu (Morat aa 3acersar a0 1 xa 10 000 gymm):
- c1aboCT, MPUIIOIIIABAHE;

- raBoOoye, ChHIMBOCT MM M3pa3eHa Celalys clie]] Mpeao3upaHe;

- ChpleOneHe, MOBUIIaBaHe Ha KPHBHOTO HAJIATAHE.

CrhofmaBaHe Ha HeKeJIAaHH PeaKIHH

AKXO noTyunTe HAKAaKBU HEXKEJIAHU JISKAPCTBEHN PEaKkluy, yBeroMeTe Bamms siexap uim
tdapmanesT. ToBa BKITIOUBAa BCHYKH Bb3MOXKHH, HEOMTUCAHU B Ta3W JIMCTOBKA HEXXETaHU PEaKIIHU.
MozkeTe ChIIOo Ja ChOOIUTE HEXKEIaHU PeaKklUy JUPEKTHO Upe3 Hal[OHAIHATa CUCTeMa 3a
cpoOIaBane, mocoyeHa B M3mbJIHUTETHA areHIus 110 JIeKapcTBaTa

yi. ,,JlamsiH I'pyeB” Ne 8

1303, Codus

Ten.: +35 928903417

yebcaiT: www.bda.bg

Karo cpobmiaBare Hexxenanu peakiy, MOXKeTe Ja JaJleTe CBOS NPUHOC 3a MMoJy4yaBaHe Ha
noBeue HHOpManus OTHOCHO 0€30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansibate Kenstomeraszoiaun WZF 0,05%
Ja ce cpxpaHnsiBa Ha MSICTO, HEIOCTBITHO 32 JIela.

Ha ce cexpanssa mox 25°C. Jla ce mas3u OT CBETJIMHA.

Cpok Ha TOTHOCT CJIeI OTBapsHE Ha OMaKkoBKaTa - 12 ceamMuIy.

He u3non3BaiitTe TOBa JIEKapCTBO CIIE] IaTaTa Ha U3TUYAHE HAa CPOKA HA TOJHOCT MTOCOYEHA Ha
OITaKOBKaTa.

He HSXBBpHHﬁTe JICKapCTBaTa B KaHAIM3aluAaTa Uin B KOHTeﬁHepa 3a 1OMalIHU OTITadBbIIN.
[Monwuratite Bamms hapmaneBT kak 1a H3XBBPIATE JIGKAPCTBATA, KOMTO BEYS HE U3IOJI3BATE.
Te3u MepkH I1ie CIIOMOTHAT 32 Olla3BaHe HA OKOJIHATA Cpeja.


http://www.bda.bg/

6. Cumpmaﬂne Ha OnmaKoBKaTa U J0ONIbJHUTEC/IHA I/lll(l)OpMalII/lH

Kakso coabpxa Kensomeraszoiaun WZF 0,05%

- AKTUBHOTO BEIIIECTBO € KCHIOMETa30JIMHOB XUApoxiopu . Beekn ml ot paztBopa
chabpka 0,5 mg KCHIIOMETAa30JIMHOB XUPOXJIOPHI.

- Hpyru ceeraBku ca: Hatpues nuxuaporeHdochat MOHOXUAPAT, TUHATPUCB

xuaporeHdocdar moaeKaxuapaT, HATPUEB XJIOPHII, COPOUTO, THHATPHUEB €IeTaT, OCH3ATKOHHCB

XJIOpUJI, TIPEYUCTEHA BOJIA.

Kak m3rnexna Kemnomerazonnn WZF 0,05% n kakBo ChbAbp:Ka OAKOBKATA
IMonuernnenor ¢uakon (10 ml) ¢ numera u Kamayka ¢ rapaHIldOHEH NPbhCTeH. Beeku ¢iakoH e
MIOCTaBEH B KapTOHEHA KyTHUS C HEOOXOIUMHTE 0003HAUCHHS U JIMCTOBKA.

IIpuTeskaTes Ha pa3pelleHHeTO 3a ynoTpeda
Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelh)liflska 19, 83-200 Starogard Gdanski, [Tonmra

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

Zaktady Farmaceutyczne POLPHARMA S.A.
Oddzial Medana w Sieradzu
ul. Wiadystawa Lokietka 10, 98-200 Sieradz, [Tosa

3a gompaHKUTENHA HHPOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE C€ C JIOKAIHUS
NpeACTAaBUTEN Ha MIPUTEXKATEIS Ha pa3peleHHeTo 3a ynorpeoa:

»»3.D. [IOJIGAPMA C.A. - xioH ,,bearapus™

yi1. ,,Cumeonoscko moce*, No 85, et. 3, oduc 3, CtyneHTcku rpaj

Codus 1734, bearapus

ten. 02/4400843

JlaTa Ha mocJIeqHO Mpepasrjiexaane Ha gucToBkara 01/2024



