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OTPHUBHH 0,1% Cnpeit 3a Hoc,
KcuioMeTa30JIMHOB XHAPOXJIOP

H&‘IPEMM N 1 -
OTRIVIN 0.1% Nasal spray, sol GGdA/MP - .ﬂiffg#'z,/._
Xylometazoline hydrochloridey,osp,

[IpoyeTeTe BHMMATEHO USAJATA JJHCTOBKA, MPeAH Aa 3aN04YHeTe Aa H3MOJI3BaTe TOBA JIeKaPCTBO,

Thil KaTO TH CbAbPKA BaXKHA 32 Bac unpopmanus.

Bunaru npueMaiTe TOBa JIEKAPCTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA MJIM KakTo BH e ka3an

BawusaT nekap WM papmaleBr.

- 3anasere TasH JIMCTOBKA. Moxe a ce HaJIOXKH J1a A [TPOUYETETE OTHOBO.

- AKO ce Hy»JaeTe OT AJOMbJIHUTENHA HHpOpMaLMa WK CbBET, nonuTalire Bamua ¢papmanesrT.

- AKO IMOJIYYHUTE HAKAKBU HEXKEJIAHH JICKAPCTBEHU PeaKUMH, yBeaoMeTe Bamua gexkap Win
dapMmaueBT. ToBa BKJIIOYBA U BCUYKH Bb3MOXXHH HEXEJIAHU PEAKLIMHA, HEOTIMCAHHU B Ta3M JIMCTOBKA.
BuxTe Touka 4.

~ AKo cnen 7 JHM HE C€ YYBCTBATE Mo-100pe WK ChCTOAHHETO BH ce BiiowM, TpAOBa J1a NOTHPCUTE
JieKapcKa MoMolll.

KakBo ¢bABpiKa Ta3H JHCTOBKA

Kakso npeacrasingsa OTPHUBHH 0,1% Cnpeii 3a HOC ¥ 32 KaKBO C€ M3M0JI3Ba
KakBo TpabBa na 3naere, npeau aa unoaszsare OTPUBHH 0,1% Cnpeii 3a Hoc
Kak na w3nonzsare OTPUBHH 0,1% Cnpeii 32 HoC

Bb3MOXHH HEXKEJIAHW peaKLUu

Kak na cexpanssare OTPUBHUH 0,1% Cnpeii 3a Hoc

CbabpkaHHMe Ha OMAaKOBKATa U JOMbJIHUTE/IHA HHPOpMaLIUs

R N

1. Kakso npeacrasassa OTPUBHH 0,1% Cnpeii 3a HOC ¥ 32 KAKBO Ce H3M0J3BA

OTPHUBHH 0,1% Cnupeii 3a HOC € HA3AJICH JCKOHI'€CTAHT, KOUTO OBbP30 OTNYLIBA 3aNylLUeHUA HOC. ToH €
NpeAHAa3HAYCH 34 JIEYEHUE Ha Bb3PaCTHU M FOHOWUMW Hal |2 roauHu.

OTPHUBHUH 0,1% Cnpeii 32 HOC CbAbPKA AKTUBHOTO BEILIECTBO KCUJIOMETA30JIMH. ToM OBp30 OTNyLIBA
3anyuieHus By HOC M criomara oTcTpaHsaBaHETO Ha OJIOKMpallMa IMraBMuara cekper, kato Bu nasa
Bb3MOXHOCT Ja AULIATE MO-JIECHO.

OTPHUBHH 0,1% Cnpeii 3a Hoc ce M3n0/13Ba 3a 00JIeKYaBaHe 3aMylIBAaHETO HA HOCA, IPUYUHEHO OT
MPOCTYAHH 3a00JIABaHUA, CCHHA XPEMA WIH JAPYTrd aJIepri4HH PUHUTH, CHHY3HUTH.

EdexrsT Ha OTPHBHUH 0,1% Cnpeii 32 Hoc 3an04Ba B paMKHUTE HA 2 MHHYTH U NIpoabJikasa 10 12
yaca. To# ce noHacs 100pe 10pHU OT MAUMEHTH C YYBCTBUTEIHA HOCHA JIUTaBULIA.

OTPUBHH 0,1% Cnpeii 3a HOC, IPUIOXKEH B HOCA, MOXKE J1a CE M3I0JI3BA U NPH Bb3MNAJICHUE HA YXOTO,
3a J1a MoAnomMorHe orob0BaHeTO Ha Ha30(gapUHreanHaTa JUraBMla, NOKpUBalla HOCHUTE MTbTHULIA U I'bPJIO.
To#l Mmoxe na Bu Obae npeanucad ot Bauius sekap, ako Bu npeacrou u3cneaBaHe Ha HOCHaTa KyXHHa.
JlabopaTtopHu U3clieABaHUA MOKAa3BaT, Y€ KCUJIIOMETA30JIMHbT HaMaIsiBa MHPEKLMO3HATa aKTUBHOCT Ha
YOBELIKHUS PUHOBUPYC, MPUYUHMUTES HA MPOCTYAHH 3a00/19BaHUA.

OTPUBHH 0,1% Cnupeii 3a noc (Xuapatupamia GopMyJia) CbAbpaka CbCTABKH, KOUTO CrioMarar 3a
MpeAOTBPATABaHE HA CyX0OTaTa U APAa3HEHETO Ha HOCHATa JIMraBULia.

i Kakso TpabBa aa 3naere, npeau aa u3noazsare OTPUBHH 0,1% Cnpeii 3a Hoc

He wanoassaiire OTPUBHUH 0,1% Cnpeii 3a Hoc, ako umare:

e Aneprus (CBpbXUYBCTBHUTEIHOCT) KbM KCHJIOMETA30/IMHOB XUIAPOXJIOPHUI WK
OCTaHAJIMTE CbCTABKH HA TOBA JIEKAPCTBO, NOCOYEHHU B Kpas Ha Ta3H JIMCTOB
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e AKO CKOpo ca Bu npaBwiM onepanus npe3 Hoca (MO3bYHA XHPYPrud, P KOATO OnepauMsaTa ce
W3BBPLIBA NMPE3 HOCA WIIK yCTaTa).

e AKO MMaTe 3aKpUTOBI'bJIHA [J1ayKOMa (MOBHILEHO BbTPEOYHO HAJIATAHE).
e AKO MMaTe XpOHHYHA HOCHA MH(EKIIMA C MHOIO CyXyd HOCHH MPOXO0/M (CyX UM aTpOoUUYEH PUHHT).

AKO € HaJTMLUE HAKOE OT u3bpoeHuTe, Mo HHGopMupaiiTe Bamus nekap wiu gapMaleBT, 3al10TO
OTPHUBHH 0,1% Cupeii 3a Hoc He € noaxoasil 3a Bac npu te3u odbcTosTeICTBA.

[IpeaynpexaeHHs H NpeanasHd MepKH
Koncynrupaiite ce ¢ Bamusa nexkap wiu papmaueBt npeau usnonzsaHero Ha OTPUBHUH 0,1% Cnpeii 3a
HOC, aKO UMaTEe HAKOE OT CJIEAHUTE 3a00JIABaAHUA:

® BHCOKO KPBBHO HAJIATAHE;
3a00JIs1BaHe Ha CHPACYHO-CHAOBATA CUCTEMA (HANpUMEpP CUHAPOM Ha yabkeH QT uaTepsa);
XunepPpyHKUMS Ha LWMTOBHAHATA *Jie3a (XUIEPTUPEOUIU3BM );
nuaoer;
yBeJIMY€Ha MPOCTATHA Jie3a (MpocTarHa XUneprpodus);
N00pOKa4YeCTBEH TYMOP Ha HANOBOPEYHHUTE XKJI€3U, KOUTO MPOM3BEXK A I'OJIEMH KOJIMYECTBA
aJiPEHAJIMH U HOpaJpeHaNUH ((PeOXPOMOLIUTOM);
® JIEKyBaTe Ce€ ¢ aHTUAECNPECaHTH
- MOHOAMHHOOKCHIa3HU HHXuOUTOpH (MAOM) nnu cre ru npueManu npe3 nocjaeaHUuTe JBe
CeAMMLIM;
- TPHUHMKJIMYHH W TETPALUMKIHYHH aHTHIENPECAHTH.

AKO € HAJTMLE HAKOE OT u30poeHuTe 3abonaBanus, He ynorpedssaitte OTPUBHH 0,1% Cupeii 3a Hoc,
npeau aa ce KoHcyaTupate ¢ Baius nekap uiu ¢papMalieBT.

[TonoOHO Ha apyruTe nekapcrTea 3a ornywsaHe Ha Hoca, OTPUBHH 0,1% Cnpeii 3a Hoc MOXe na
MpeAn3BUKa CMYLIEHHUS B CbHSA, 3aMasHOCT U TPENEPEHE MPU MHOI0 YyBCTBUTEIHU MALIHEHTH.
KoHcynrupaiire ce ¢ Bamus nekap, ako HAKON OT CUMIITOMUTE CTaHE O0E€3MTOKOUTEJIEH.

[TonoOHO Ha apyrure HazainHu nekoHrectantu, OTPUBHUH 0,1% Cnpeit 3a Hoc He Tpa0OBa na ce
u3nonssa noseye ot 10 nocnenosarenHu qHKH. KoHcynTupaire ce ¢ Bamus nekap, ako CHMIITOMMTE
npoabikaBar. [IpoabinkuTeNHaTa WM NMTpeKOMepHaTa ynorpeda Ha npoayKTa MoXe Jia JIOBEAE 10
[IOBTOPHO 3allylIBAHE Ha HOCA WJIM BJIOILABAHE.

OTPHUBHUH 0,1% Cuhpeii 32 HOC HE € NpeJHa3HAYEH 33 U3M0JI3BaHE B OUMUTE MIIH YCTaTa.

He naasuiuaBaiiTe npenopbyYMTEIHATA 1033, 0COOEHO NpH Aelia U MHOIO Bb3pacTHH MaLMEHTH.

Hena
OTPHUBHH 0,1% Cnpeii 3a Hoc He ce npenopbyBa Ja ce U3M0J13Ba OT Jeua noa 12 roguHu.

A pyru aekapcrea 1 OTPUBHH 0,1% Cnpeii 3a Hoc
Hudopmupaiire Bawuusa nekap uiu ¢papmalieBT, ako MpMeMaTe, HACKOPO CTE€ MPHEMAJTH UITH € Bb3MOXCHO
Jia mpyemMare ApPYry JIeKapcTBa.
He tpsaoBa na usnonseare OTPUBHUH 0,1% Cnpeit 3a Hoc, 0COO€HO aKO NMpUEMATE HAKOU MEIMKAMEHTH
3a JICYEHHUE Ha Jenpecus. TakuBa JieKkapcTea ca:

e MounoamuHookcuaazHu uHxuburopu (MAOH): HE usznonzsaiite OTPUBHUH 0,1% Cnpeii 3a

HOC, aKo npueMare WM cre npuemantn MAOHU npes nocnenuure 14 nHU.

e TPUUMKIUYHH U TETPALMUKINYHHU AaHTUIENPECAHTH.

KoHcynTupaiire ce ¢ Bauusa nekap, ako npueMare HAKOHM OT U30pOEHHUTE MO-rope JieKapcTBa Mnpeau

ynorpedbara Ha OTPUBHH 0,1% Cnpeii 3a noc.

bpeMeHHOCT H KbpMeHe

OTPHUBHH 0,1% Cnpeii 3a Hoc He TpsOBa /12 C€ M3MOJI3Ba M0 BpeMe Ha OPEMEHHOCT.
Axo kepmure, OTPHUBHH 0,1% Cnpeii 3a noc TpsabBa na 0p1¢ ynorpedsaBad caMo ciell 1eKkapcka
KOHCYJITAllUs.
[TocsBeTBaiiTe ce ¢ Baluus nekap win ¢papMaueBT Npeau U3NO0J3BaHETO HA KOETO M 14 € J1




IHodupane u pabora ¢ MALIHHH
OTPHUBHUH 0,1% Cnpeii 32 HOC HE NMOBIMABA WJIM MOBJIMABA NPEHEOPEKUMO CMOCOOHOCTTA 3a
modupaHe U paboTa C MalLIMHM.

BaxxHa uHdopmManus 32 NOMOUIHHTE BellleCTBA

Tosa nexapctBo ¢cbabpka 0,014 mg 6eH3aIKOHHEB XJIOPU/ BbB BCAKO BIIPBCKBAHE, KOUTO Ca
ekBUBaJIEHTHH Ha 0,100 mg/ml. beH3ankoHUEeBUAT XJIOPHI MOXE J1a NPUYUHH [Apa3HEHEe WM M0JAyBaHe Ha
HOCHATa JIMraBulia, 0CO0E€HO aKo ce HU3I0J13Ba NPOAB/DKUTENHO.

3. Kak na u3noazsare OTPUBHH 0,1% Cnpeii 3a Hoc

Bunaru u3nonssaiire OTPUBHH 0,1% Cnpeifi 32 HoC TOYHO KakTO € Npenopb4yaHo no-10J1y. AKo He cTe
CUI'YPHH B Hello, nonuTtaite Bawus nekap wiv ¢apMaleBT.

OTPHUBHH 0,1% Cnpeii 3a HOC He ce npenopbyBa [a ce U3I10J13Ba OT Aela noa 12-roauiiHa Bb3pacT.
[IpenopbunTEeNnHaTa 03a €, KaKTo ClieBa:

KoHuenTpanus Bou3pacr Ipuaoxenue
OTPUBHH 0,1% Cnpeii 3a | Bb3pacTHu U roHOIIM Haz 12 | BnpBbCKBaHe BbB BCAKA HO3pa 10 3
HOC FOAHHH MbTH AHEBHO. He npeBuinaBaiiTe

MaKCHUMyMa OT 3 BIIPbCKBAHHUA JHCBHO
BbB BCAKA HO3/1pa. [locneaHara no3a
MOXE Na CC INPHJIOKH MNPCAH JIATAHCE.

e He pexere HakpaiiHuka. Jo3MpalMAT Cnipei € roTos, 3a 1a Objie 3apeieH Npeay MbpBOHavYaiHaTa
ynorpeoa.

e [loyucrere Hoca.

e OrcTpaHeTe nNpeana3sHaTa Kanaika.

e [lIpeau nvpBa ynorpeba Ha OTPUBHUH 0,1% Cnpeii 3a Hoc, U3BbpLIETE 4 HANIOMIIBAHUS, 3a A4
aKkTuBUpare nommnara. BeIHbX akTUBUpaHa, MOMI1aTa L€ OCTaHEe HOPMAJIHO 3ape/ieHa 10 BpeEME Ha
eXeIHEBHUTE aruIMKaLUK. AKO CIIPEAT HE C€ pa3NpbCHE M0 BpeMe Ha MbJIHOTO AKTUBUPAHE WM
NPOAYKTHLT He € OWN U3MO0JI3BaH NoBeYe OT 7 AHH, e TpAOBa OTHOBO Ja aKTMBHUpATE NOMIIaTa,
KaTo MOBTOPUTE YETUPUTE HANOMIIBAHUA. bbaeTe MHOIO BHUMATEJIHM /1 HE NPBCHETE B O4YUTE

HJIH YCTdTa.

e JlpbxTe U3npaseH (pakoHa, KaTo NOCTaBUTE Najiella B OCHOBAaTa My, a HAaKpalHMKa MEXY
NMPBCTHUTE.




e HaknoHere ce neko Hanpea U rnoCtaBeTe HﬂKpﬂﬁHHKﬂ B HO31parTta.

e HarucHere U eNHOBPEMEHHO C TOBA BAMILIANTE JIEKO Mpe3 Hoca.
i

[ToBTOpETe M B Apyrara HO3Jpa.

e [Jouncrere U NOACYLUETE HAKpaHHUKA, MPEAM Ja NOCTABMTE NMpeAna3HaTa Karnaika
HEMOCPEACTBEHO ciiea ynorpeoa.

e 3a ja ce u3berHe Bb3MOXHO pasnpoctpaHeHue Ha uHpekuuata, OTPUBHH 0,1% Cnpeii 3a Hoc
TpsAOBa aa ce ynorpebdsaBa caMo OT €1MH MaLIUEHT.

AKO cTe H3Nn0JI3BaJIH noBeve oT HeoOxoaumara n03a OTPUBHUH 0,1% Cnpeii 3a Hoc
AKko ciy4daiiHo cre npuenau no-rojsamo konuuectso OTPUBHUH 0,1% Cnpeit 3a Hoc viM B ciiyyai Ha
rnorjbliaHe, MHpopmupanTe He3abaBHO Baluus nekap win papmauesr.

Ako cte nponycHanau aa udnoazsare OTPUBHUH 0,1% Cnpeii 3a Hoc
He npuemanTe ABOMHA 1034, 3a Ja KOMIIEHCUpATE MpoycHarara.

4. BL3MOXKHH HeXeJIAHH peaKluu

KakTo Bcuuku nekapctsa, OTPUBHH 0,1% Cnpeit 3a HoC MOXe [a NpeAU3BUKa HEXETAHU PEeaKLInH,
BLIIPEKM Y€ HE BCEKH I'M MOJTy4yasa.
CIIPETE ynorpebara Ha OTPUBHH 0,1% Cnpeii 32 HoC 1 He3a0aBHO NOTHPCETE JIEKapCcKa MOMOLL,
aKO YCTAHOBHMTE HAKOM OT CJIEAHUTE CUMINTOMH, KOMUTO MOraT [ia ca NposiBa Ha aJiepru4yHa peakums:

® 3aTPYAHEHO JMILIAHE WIIH MperjibliaHe;

® [I0JlyBaHE Ha JIMLIETO, YCTHUTE, €3MKa UJIK bPJIOTO;

e CUJEH Ccbpbex Ha KoXKaTa ¢ YEPBEH OOPUB WJIM M3PAa3€CH OTOK.
YecTn HexkeNaHH peakuuu (Morar aa 3acersHar a0 1 Ha 10 yoBeka).
CyxoTa Wi Jpa3HEeHE Ha HOCHATa JIMraBuua, raJcHe, riiaBo0oJiMe, 4yBCTBO 3a MapeHe Ha MACTOTO Ha
pujiaraHe.
HeuecTH Hexenanu peakuuu (Morat na 3acerHar A0 1 Ha Bceku 100 goseka).
KbspBeHe oT Hoca.
MHOro peaAKH HeKeJIaHM peakuHu (Morar aa 3acertat no-maiko ot 1 Ha Bceku 10 000 yoBeka).
AJNlepru4Hy peakuuu (Ko)keH obpuB, Cbpbex), 3aMbriIeHO BUXKIAHE, APUTMHUYHA WIIM YYECTEHA ChpleYHA
NEWHOCT.
AKO HAKOSA OT HEXEJTAHUTE JICKAPCTBEHHU PEAKLIMM CTAHE CEPUO3HA WM 3a0enexuTe ApYry, HEONMUCaHH B
Ta3u JIMCTOBKA HEeXeJIaHW peakLMy, Mons yBeaoMere Banius nekap wim papMaiesT.

ChobmiaBaHe HAa HeXKeJIaHH PeaKlHH

AKO NOJIy4YuTEe HAKAKBH HEXKEJIAHU JIEKapCTBEHHU peakuuu, yBenoMere Bamms nekap unu gapmauest. Tosa
BKJIIOYBA BCUYKH Bb3MOXHH, HEONMCAHH B Ta3H JIMCTOBKA HEXeJlaHW peakuu. MoxeTre cbilo Aa
ChOOIMTE HEKENTAaHH peaKLMM JUPEKTHO Ype3 HallHOHAJIHATA CUCTEMA 3a ChoOI1aBaHe (BUXKTE ACTAMIUTE
no-aony). Karo crob1iaBare HexeaHd peakLiMi, MOXKETE /1a JIaJIETe CBOA MPHHOC 3a NOJy4YaBaHe Ha
noseye HHGoOpMaLIMis OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTBO.

bonarapus

HM3nbaHUTENHA areHLus Mo JIeKapcTBara,
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Ten.: +359 2 8903417
YebcanT: www.bda.be




S. Kak na cexpanssare OTPHUBHH 0,1% Cnpeii 3a Hoc

Jla ce cbXpaHsABa HA MACTO, HEJOCTBITHO 3a Aela.

Ha ce cbxpansaBa noa 30° C.

He usnomssaiite OTPUBHH 0,1% Cnpeii 3a Hoc ciien cpoka Ha roiHOCT, 0TOeNs3aH BbPXY KapTOHEHAaTa
onakoBka 1 ¢niakoHa. CpoKbT Ha rOJAHOCT OTroBaps Ha NMOCNEAHHA JIeH OT MocoyeHus Mecell. To3u cpok
BaXXH U CJie[] TbPBOHAYAJIHOTO OTBAapAHE HA OINAKOBKaTa.

Ja ce cbxpaHsBa B OpUrdHaJIHaTa ONaKoBKa.

He u3XBBPJISHTE JIEKApCTBaTa B KAHA/IM3aLUMATA WIM B KOHTEHEpa 3a JOMalllHK oTnanbluu. [TonuraiiTe
Bawusa ¢apMaueBT Kak 1a U3XBbPJIATE JIEKAPCTBAaTa, KOMTO Be4e He U3non3BaTe. Te3n MepKH Iile
CIIOMOTHAT 3a OMNa3BaHe Ha OKOJIHATa cpeja.

6. CbabpxaHHe HA ONAKOBKATA H 10NbJHHTEJHA HHOOpPMALIHA
Kakso coabpxxa OTPUBHUH 0,1% Cnpeii 3a Hoc

AxtusHOTO Beulectso Ha OTPUBHUH 0,1% Cupeii 3a HOC € KCUIOMETAa30/IMHOB XHapoxjopua. Beexu ml
ChAbpka | mg KCUIOMETA30JIMHOB XUAPOXJIOPHU/.

Jlpyrure CbCTaBKHU ca: HaTpUeB AuxuaporeHdocdar nuxuapar, AMHATpUeB dpocdar noaeKaxuapar,
JUHATPUEB eaerar, OeH3aNKOHUEB XI0pull, copouTon 70%, METHIXHUAPOKCHITPONMMILIETYI03a
(Xuaparupailla CbCTaBKa), HATPUEB XJIOPUI, NPEYHCTEHA BOA.

Kak m3raexna OTPUBHH 0,1% Cnpeii 3a HoC H KaKBO CbAbPKa ONAKOBKATA

bucTtsp pa3TBop B OyTUIIKa C NOMMA, A0CTaBALIA TOYHO KOJTUYECTBO OT NMPOAYKTA.
ChabpkaHueTo Ha onakoBkara € 10 ml.

IIpuTexares HA pa3peiieHHETO 32 ynoTpeba H NPOH3BOAHTE
IIpuTexkaren Ha paspelieHHeTO 32 ynorpeda:
Haleon Hungary Kft., Csorsz utca 43, 1124 Budapest, Yurapus

[Ipon3BoaHTENN:

Haleon Germany GmbH, Barthstrasse 4, 80339, Miinchen, ['epmanus
GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen, "'epmanuns

JlaTa Ha NOCJIeAHO Npepasrjex/IaHe Ha JHCTOBKATA
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