JIHcToBrKka: HEQOpMALKA 3a NOoTpefHTEIN

OTPHBHH MEHTO.JI 0,1% Cnpei 3a Hoc, pa3TBOp
KCIoMeTaz0JIHHOB XWAPOXIOPHA

OTRIVIN MENTHOL 0.1% Nasal spray, solution
Xylometazoline hydrochloride

[Ipoyerere BHHMATENTHO HAJATA JHCTOBKA, NMPEAH A3 3aMI0MHETE A2 H3N0A3BATE TOBA ICKAPCTBO,

ThH KaTo TH CHALPKA BAKHA 32 Bac HHGOpMALHS,

BuHary uznonssaiite TOBA IEKAPCTBO TOTHO KAKTO € OIIMCAHO B Ta3H JIMCTOBKA HIIH KaKTO BH € Ka3all

BAHIMAT JICKap WIK HapMaLeBT,

— JanaseTe Ta3H IUCTOBKA. Moxe fa ce HANoXH Aa 1 MPOYETEeTe OTHORO.

- AKO ¢¢ ByXAaeTe OT AOITBIHHTETHA HHGOPMaLKA HIH ChBET, NONHTANTE BallHA (apMalleBT.

— AKO MOJTYyYHTEe HAKAKBU HEXKEAAHU JICKAPCTBEHH PCaklHi, YBEROMETE BALIMA JICKAD WIH
¢apmalient. ToBa BKIMIOYBA H BCHIKH BE3IMOKHY HEXEIaHH PEaKI[HH, HEOTIHCAHU B TA3U JIHCTOBKA.
Bwxre Togka 4.

— AKO caez 7 IHH HE ce TyBCTBATE I10-H00pe HITH ChCTOSHHETO BH C€ BIIOIIH, TPA6Ba 1a NOTHPCHTE
JIEKApCKa TIOMOIL.

KakBo ¢bALPXKA Ta3HM NHCTOBKA

Kaxso npeactanssa OTPHBHH MEHTOJI 0,1% Cnpei 3a HoC 4 32 KaKBO C€ H3II0/I3Ba
Kakso Tpabsa na 3Haere, npeau aa uinonssare OTPHBHH MEHTOJI 0,1% Cunpeh 3a Hoc
Kax na usnonssare OTPHUBHH MEHTO.I 6,1% Cuapeii 3a soc

BE3MOXHH HEXeNaHU peakiyu

Kax na cexpanssate OTPHBHH MEHTOJ 0,1% Cupeii 32 noc

CrAabpKaHue HA OMAKOBKATA U JOTEITHHATE/IHA HHQOpMaLUA

A e

1. Kaxso npencrapagsa OTPHBHH MEHTO.I 0,1% Capeii 3a HOC H 33 KAKBO ¢¢ H3N0.13B3

OTPHBHH MEHTOJ] 0,1% Cupeii 3a BOC ¢ Ha3a/IeH JeKOHNeCTaHT, KOHTO O0Bp30 OTMYINBA 3aNylIeHUA

HoC. Toll CBABPKA OXMAKAMTE ETSPHYHA MACHA MEHTOI H EBKAIUITTON KaTo JOITBIIHEHNUC KBM HA3AIHHA
HexoHrecTaHT. [Ipenna3HavueH e 33 ACUCHUE HA Bb3PacTHH H FOHOINM Hal 12 roiHHH.

OTPHBHH MEHTO.I 0,1% Cupeii 3a Hoc cbIbpa aKTHBHOTO BEILECCTBO KCHIIOMETA30/IHH. ToH
OBp30 OTMYMBA 3aNyIIEHHA BX HOC M CIIOMAara OTCTPaHABaHEeTO Ha OMokupamys JHraBuLaTa CeKpeT, Karo
BH [1aBa BE3MOHOCT Aa aumare ro-iecHo. OTPHBUH MEHTOJ 0,1% Cnpeii 3a Roc ¢S U3M0M3Ba 33
obnexdaBaHe 3alylIBaHETC HA HOCA, TIPHYMHEHO OT NPOCTYAHH 3abondBaHMs, CEHHA Xpema IWIH ApYTH
AEPruYHY PHHHTH, CHHY3HTH.

Egexrst 2a OTPHBHH MEHTOJI 0,1% Cnpeii 3a Hoc 3a1104Ba B pAMKHTE HA 2 MAHYTH H
npoabmkaea Ao 12 vaca. Toii ce noraca xo0pe JopH OT MAIAEHTH ¢ UYBCTBUTEIHA HOCHA TUraBUIIA.
OTPHUBHH MEHTOJI 0,1% Cupeii 3a Hoc, IpHI0KEH B HOCA, MOKE 1 C¢ H3IION3BA H [IPH PB3NAICHHE

Ha YXOTO, 34 A NOANOMOrHe oTOBOBaHETO Ha HA30(apHHTECANTHATA IUTaBUIla, MOKPHBAILA HOCHHUTE
TBTHIOE B THPIOTO.

OTPHBHH MEHTOJI 0,1% Cupeit 3a Hoc MOXe Ja BH ObA¢ NpeAMMCaH OT BALIMA JICKAP, ako BH
NPSACTOH U3CIEABaHE HAa HOCHATA KYXHHA.

JlaboparopHn W3cneaBasns MOKAa3BaT, Y¢ KCHIOMSTA30/JIMHET HAManiBa akTHBHOCTTa HAa YOBEUIKHA
PHHOBHPYC, YCAOKHABALL NPOCTYXHHTE 3200/ BaHHA.

OTPHBHH MEHTOJ 0,1% Cnpeii 3a Hoc He CbIbpKa HAKAKBH KOHCEPBAHTH, KOSTO HaMallARa Jo
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2. Kaxkpo Tpa6Ba na 3naere, npenn Aa n3noazsare OTPHBHH MEHTO. 0,1% Capeit 3a HOC

He n3noazsafite OTPUBHH MEHTOJ 0,1% Caopeit 3a noc:

¢  AKO CTe aepri4HH (CBPBXIYBCTBHTEAHH) KbM aKTHBHOTO BEIIECTBO KCHAOMETA30JIHHOB
XMAPOXJIOPH, HITH KbM HAKOA OT OCTAHAIMTC CHCTABKH Ha TOBA JICKAPCTBO, IIOCOYEHM B Kpad Ha
Ta3M JIHCTOBKA (BHIKTE TOUYKA 6);
* AKO CKOPO ca BH NPaBH/IM ONIEPAIMs NP3 HOCa (MO3BYHA XHPYPrus, NPpH KOATO ONepalusTa ¢C
M3BBPINBA [IPE3 HOCA UM YCTaTa);
AKO UMaTE 3aKPHTOBIBIHA [TIAYKOMA {TIOBHLMICHO BETPEOYHO HAJIATAHE);
AKO MMATe XPOHHYHA HOCHA MH(EKIH ¢ MHOIO CYXH HOCHM TIPOXoaH (CyX WK atpoduyeH
PHHHT).
AKO € HATAIIE HAKOE OT H3OPOSHKTE, MOJIA MHGpOpMHpaiiTe BALINA JAeKap WK GapMaleBT, 3all0TO
OTPUBHH MEHTO.I 0,1% Cnpeii 3a BOC He ¢ NOIXOAALI 32 BAC NPH Te3x 06CTOATENCTBA.

IipeAynpexIcHHE H NPLANAZHE MEPKH
KorcynTupaiiTe ce ¢ BallHA Jekap WIH dapMauesT npenu uinonssanero sa OTPHBHH MEHTOJ
0,1% Cupeii 3a HO¢, aKO HMATE HAKOE OT CJICAHHUTE 3a00IABAHHA:
® BHCOKO KPBBHO HalAraue;
3260/I9BAHE HA CHPICYHO-CHAOBATA CHCTEMa (HANPHMEP CHHIPOM Ha yabokeH QT uxrepaan);
XUnepdyHKIHUA Ha ITHTOBHAHATA ¥U1¢3a (XMICPTUPCOHAH3EM );
anaabert;
YBEJIMYEHA IPOCTAaTHA #JIe3a (TIPOCTATHA XUNepTpodus );
AOOPOKAYECTREH TYMOP Ha HaROHO0peTHMTE HJIIE3H, KOHTO NNPOH3BEHKA TONIEMH KOJIHYECTBA
ANPEHATTHH ¥ HOpaZApeHAHH {(PeoXpOMOLIUTOM);
& JIEKYBAaTE CC C aHTHACIPECAHTH:
- MOHOGMHHOOKCHAa3HN HHXHOHTOpH (MAOHK) nnm cre ru npueMand npes nocue HUTe IBE
CEIMHMIIH;
- TPMIHKJIMYHH A TETPAUMKIHYHHA aHTHICIIPECAHTH.

AKXO € HaIHLIE HAKOE 0T H30poeHuTe 3abonaBanii, He ynorpebasaiite OTPUBHH MEHTOJ 0,1%
Cnipeil 32 HOC, IpeIM 2 ce KOHCYJATUpATE ¢ BAalllUA JICKap HWIH papMalesT.

[Togo6HO Ha ApYruTe JEKapCcTBa 3a OTITYHIBAHE Ha Hoca (Ha3anHH AckoHrectaHTd), OTPHBHH
MEHTOJI 0,1% Cupeit 3a HOC MOKe 12 NPEIM3BHKA CMYILISHHA B ChHS, 3AMAaAHOCT H TpEHepeHE MPpH
MHOTO YyYBCTBATENIHH NaiiueHTH. KoHCYyNTUpaliTe ce ¢ BallKA JieKap, ako HAKOH OT CHMITTOMHTE CTaHe
00€3MOKOUTEIICH.

Ilozo6HO Ha ApyruTe HasanHu AekonrectanTd, OTPHBHH MEHTOJI 0,1% Cnpeii 3a noc He Tp:Adsa
1a ce m3ioI3Ba noeede ot 10 nocnenosarenHl AHd. KOHCYNITHpaHTe ce ¢ BAlHA JICKap, aKO CHMIITOMHTC
npoak/DKaBar. {IpoabDkUTENHATA HIIM IPEKOMEPHATA yIoTpeda Ha MpOAYKTa MOXe [a A0BENE 10
MIOBTOPHO 3aAllyHIBAHE HA HOCA HITH BIOIIABZHE.

OTPHBHH MEHTO.I 0,1% Cupeii 3a Hoc He € IpeIHA3HAYCH 33 H3MOI3BAHE B OYHTS WAH yCTaTa.
He najevaBaiTe NpenopbYUTEIHATA A03a, 0COOCHO NP JeLa ¥ NalMEHTH B CTAPYeCka BB3pacT.

Hena
OTPHBHH MEHTOQJI 0,1% Cripeii 3a Ho¢ He ce Ipenopb4Ba Ja ¢ W3MOoA3Ba oT Aeua noa 12 roguHu.

Apyrn aekapersa 1 OTPHBHH MEHTOJI 0,1% Cnpeit 3a HOC
HudopMupaiiTe Ballldg Iekap WiK ¢papMalieBT, ako OpHeMare, Hackopo CTe MPHEMATH HIH € Bh3MOXKHO Ad
NPHEMATE APYTH JICKAPCTBA.
He tpabea na mznonzsare OTPHBHH MEHTOUI 0,1% Cnpeii 38 noc, 0coOCHO aKo TpHEMATe RAKOH
MEIHKAMEHTH 34 JICYCHUE Ha AernpecHs. Taxkuea JiekapcTsa ca:
¢ MonoamMaHOOKcHAA3HE HEXUOHTOpH (MAOH): HE u3nonssaiire OTPHBHH MEHTO ¢,1%
Cupeii 3a Hoc, ako npHeMare wiH cre npaeMaan MAOH npes nocnensure 14 qum;

e TpauMKIMYHH H TETPAUHKINYHA aHTHACIPCCAHTH.




KoHcynTupaiite ce ¢ Bamius jiekap, ako npueMare HAiKOU OT U30POEHHTE M0-rope JieKapcTsa, NpeaH
ynorpedara Ha OTPUBHUH MEHTOJI 0,1% Cnpen 3a Hoc.

bpemeHHOCT, KbpMeHe H pepTHAHTET

OTPUBHUH MEHTO.I 0,1% Cnpeii 3a Hoc He TpsaOBa a ce U3MoJI3Ba M0 BpeMe Ha OpeMEHHOCT.

Axo kepmure, OTPUBHH MEHTO.I 0,1% Cnpeii 3a noc TpsadBa 1a 6bae ynorpedsBaH camo ako ToBa
BM € NPenopb4YaHo OT BalllUA JieKap.

[TochBeTBaiiTE Ce ¢ Balls JieKap Wik ¢papMaueBT npeau ynorpebara Ha KOETO U Aa € JIEKapCTBo.

[Hopupane u pabora ¢ MAIIHHHA
OTPUBHH MEHTO.I 0,1% Cnpeii 3a Ho¢ He NOBJIMsABA WK NOBIHABA NPeHEOPEKUMO CIOCOOHOCTTA
3a wodupaHe U paboTa ¢ MALLIUHH.

3. Kak na usnoazsare OTPUBHUH MEHTOJI 0,1% Cnpeii 3a Hoc

Buunaru u3nonssaiite OTPUBHH MEHTOJI 0,1% Cupeii 3a HOC TOYHO KaKTO € OMHCAHO B Ta3H
JIMCTOBKA WJIM KAKTO BH € Ka3aJl BALIUAT JeKap Wi GapMaleBT. AKO HE CTe CHTYPHH B HEIIO, MOMHTAaHTe
BaLLMA JIeKap WK (papMaLeBT.

OTPHUBHH MEHTO.I 0,1% Cnpeii 3a Hoc He ce Npenopbysa Aa ce W3Moi3Ba oT Aela noa 12-roauixa
Bb3pacT.

[TpenopbunTenHaTa 103a €, KakTo CJieaBa:

OTPUBHUH MEHTOJI 0,1% Cnupeii 3a HOC

KonuenTpanus Bu3pacr [Ipuaoxenue
OTPUBHH MEHTO.JI 0,1% | Bu3pacTHu u 1oHOIIM Hax 12 | BnpBCKBaHE BbB BCAKA HO3/Ipa 110
Cupeii 3a HOC rOJIMHH 3 mbTH JIHEBHO NMpu Hy*aa. He

[peBHILABaiTe MAKCUMYyMa OT 3
BNPbCKBAHUsA JIHEBHO BbB BCAKA
Ho3apa. [TocnenHara a03a MOXe 12
ce MPHIOXKH MPE/IH JIsiTaHe.

e He pexere Hakpaiinuka. J[03MpaiusaT crpeii € roTos, 3a Ja 0bje 3apeeH Npeau MbpBOHaYaIHATA
yrnorpeba.

e MH3pyxaiiTe cu HOCa.

e OrcTpanere npeanasHara Kanayka.

e [Ipenu na uznonssare 3a npsB 1bT OTPUBHH MEHTOJI 0,1% Cnpe#i 3a HOC 3apeneTe
MOMIIATa, M3BbPLIBAKK YETUPH HAMOMIBAHMA JI0 MOABATa Ha crpeii BbB Bb3ayXa. [lpu cieapaiia
yrnorpeba noMnara uie Ob1e rotosa 3a ynorpeda. AKO CIpesT He ce pas3npbCHE M0 BPEME Ha
TbPBOHAYATHOTO aKTHUBHPAHE WK HE € OWJI W3M0JI3BaH B MPOAB/DKEHHE Ha NMOBeYe OT 6 1HHM, Lue
TpsiOBa J1a 1 3ape/IuTe OTHOBO, Ype3 YETHPH HArOMIIBaHUA. bbieTe MHOIO BHUMATE/IHH J1a HE
MPbCHETE B OYUTE WUIIM yCTara.




e JlpwkTe u3npaBeHa OyTUIKaTa, KaTo MOCTABHUTE MNajelia B OCHOBATa U, 8 HAKPaHHUKA MEXy
MPbCTHUTE.

HaknoHere ce 1eko Hanpea ¥ NocTaBeTe HaKpaHHWKa B HO3/paTa.
e HarucHere U €1HOBPEMEHHO C TOBA BIMIIANTE JIEKO NMpe3 HOCca.

[ToBTOpeTe nmpoleaypara v 3a gpyrara Ho3japa.
[Touncrere u noacyiIeTe HaKpaHUKA, MPeaH 1a MOCTABUTE NpeAna3HaTa Kana4ka
HETOCPEACTBEHO clie] ynoTpeda.

e 3a 1a ce u3berne Bb3IMOXKHO paznpocTpanenue Ha undekumsra, OTPUBHH MEHTO.I 0,1%
Cnpeii 3a Hoc TpsbBa na ce ynorpedssa caMo OT €1MH MalUeHT.

AKO CTe H3NO0J3BaJIH noBeyYe oT Heodxoaumara n03a OTPUBHH MEHTOJI 0,1% Cnupeii 3a Hoc
Axo cityuaiiHo cre npueau Tebpae roisamo konudectso OTPUBHH MEHTOJI 0,1% Cupeii 3a HOC WiIH
B CJIy4ail Ha MorbliaHe, He3a0aBHO Ce CBBbPIKETE C BALIMA JieKap WiK ¢papMaLeBT.

Axo cre nponycHauan aa u3noassare OTPUBHH MEHTOJI 0,1% Cupeii 3a Hoc
He B3emaliTe aBOIHA 1034, 3a 1a KOMIIEHCHpATE MPOMycHAarara A03a.

4. BBb3MOXKHH HeXKeJIAHH peakuHdH

Kakto Bcuuku nekapcrsa, OTPUBUH MEHTOJI 0,1% Cnpeii 3a Ho¢c MOXe J1a TPEAN3BHKA HEXKCIIaHH
peaKLMH, BHIIPEKH Y€ HE BCEKH I'M MOJTyYaBa.
CIIPETE ynorpe6ara Ha OTPUBHH MEHTO.I 0,1% Cnpeii 3a noc 1 He3a0aBHO NMOTbPCETE JIEKapcka
MOMOIII, aKO YCTAHOBHUTE HAKOHM OT CJieIBALLIMTE CUMIITOMH, KOMTO MOraT /ia ca rnposiBa Ha ajnepruiHa
peakLus:

® 3aTPyAHEHO AUIIAHE WIH NperjibliaHe;

® [IO/yBaHE Ha JIULIETO, YCTHUTE, €3MKa MJIH I'bPJIOTO;

* cuwieH chpOex Ha Koxkara ¢ YepBeH OOpHB WM M3pa3eH OTOK.

YecTH HezkeNlaHH peakuuu (mozam oa 3aceenam oo 1 na 10 voeeka).

C)’XOT& WJIH ApasHEHE Ha HOCHATa JimraBuua, raacHe, FJ]&BGGOJIHB, YyBCTBO Ha Nap€He Ha MACTOTO HA
Mpujarale.

HeuecTH HexkeNlaHH peakumu (mozam oa 3aceznam 0o 1 na écexu 100 wosexa).
KbpBeHe OT Hoca.

MHOro peKH HeKeJaHH peakuun (mozam 0a 3aceznam no-manko om 1 na écexu 10 000 vosexa).
AnepruvyHu peakuui (KoxeH oOpuB, CbpOeXk ), 3aMbIJIEHO BHXKIAaHE, HApYLIEH WA Y4ECTEH CbpACHEH
PHUTBM.




AKO HAKOA OT HEXKEIIAHHTE JIEKAPCTBEHH PEAKLHH CTAHE CEPHO3HA HIIH 3a0¢/IeXHTe APYTH, HEOIHCAHY B
Ta3H JTUCTOBKA HEXKEAHH PeaKyy, MO YBEROMETE BallyA Jiekap Wik JpapMaliesT.

Cro0maBane Ha HEKENANN peaKnny

AKO TIOy4UTe HAKAKBH HE)KENIAHM JIEKRPCTBCHH PEaKIMK, YBEJIOMETE BalMa nexap wiu gpapmanest. Tosa
BKJIFOYBA BCHYKH Bb3MOXXHM, HEOIIMCAHH B Ta3H JIUCTOBKA HexkeNlaHu peakiui. MoxeTe chillo aa
CHOOLIMTE HEXKETAaHK PEaKI[MK JHPEKTHO 9pe3 HAlMOHAIHATA CHCTEMA 3a CHOOImaBane (BIKTE JeTaliuTe
1o-011y ). Kato crobniasare HexenaHU peakiyy, MOXETe A3 JANSTE CBOK NPHHOC 32 TIONYYABAHE Ha
noBseve HHGPOPMaINKA OTHOCHO Ge30NaCHOCTTA HA TOBA JIEKAPCTBO.

brarapus

M3nbnHATENHA areHIUA MO JIEKapCTBaTa,
yi. ,Jdamas I'pyes™” Ne 8

1303 Codus

Ten.: +359 2 8903417

Yebcaiit: www.bda.bg

5. Kak aa cexpanaare OTPHBHH MEHTO. 0,1% Cupeii 3a Boc

Jla ce ¢bXpaHdABa Ha MACTO, HEJOCTHITHO 32 Aela.

He mnomgaitre OTPHBHH MEHTOJ 0,1% Cupeii 3a Hoc CJIE CpoOKa Ha FORHOCT, oTbeNasaH Bbpxy
KapTOHEHAaTa ONakoBka ¥ 6yTwikara, CPOKBT Ha FOAHOCT OTrOBapA Ha MOCNEIHUA IeH OT ITOCOYCHUSA
MeEcerl,

Ha ce cpxpaHsBa B OPUIrHHANHATA onakoska. [a ce cexpanaBa nox 25°C.

He m3xBBpAsiTe JIEKapCTBaTa B KaHAMW3ALKHATA WIM B KOHTEHHepa 3a AoMAallHH oTnaabi. [lonuraiite
BaIKA GapMaNeBT KaK J1a H3XBHPIATE JEKAPCTBATA, KOMTO Bede He H3nou3sare. TesH MepKH 1Ie
CIIOMOT'HAT 3@ OIIa3BaHE HA OKOJTHATA Cpeja.

6. ChappkanHe Ha OHAKOBKATA H AONBLAHHTETHA HHpOPMAUMS

Kaxgo csanp:ka OTPUBHH MEHTO.I 0,1% Cupeii 3a Hoc
Axrusroto BemecTBo Ba OTPHUBHH MEHTO.I 0,1% Cupeii 3a HOC € KCWIOMETa30IHHOB
xMapoxaopaA. Beeks ml ceabpixa 1 mg KCHIOMETA30NHHOB XHAPOXIIOPHII.

JpyTHTE CHCTABKM Ca: HaTpUeB quXuaporeHdocdaT AMXuapaT, AMHATPUER PocdaT ToAcKaXHIPaT,
HAaTPHEB XJIOPHI, THHATPHEB EETAT, ICBOMEHTON, HHHEON, COPOUTOI, MAKPOTOJIITIULEPOIOB
xugpokcucTeapar (Cremophor RH 40), npeuncreHa Boja.

Kaxk maraexaa OTPHBHAH MEHTOJI 0,1% Cupeii 3a HOC H KaKBO ChAbPKA ONAKOBKATA
OTPHBHH MEHTOJI 0,1% Cupeii 3a HO¢ ¢ HasaneH xo3upall COpeil, Chbpikail onajecuypay G
Pas’TBOP ¢ apoOMAaT Ha MEHTA W €BKAJIHIIT B OYTHIKa ¢ IOMIIA, JOCTABAIIA TOTHO KOJIHYECTBO OT MPOIYKTA.
CbObpKaHHETO HA omakoBkaTa € 10 ml.

He scyaxu ONaKOBKYM MOTAT Aa ObaT NMyCHATH HA 11a3apa.

IlpuTexkaTen Ha paspemieHHeTo 3a ynoTpeba W npou3BoanTe.]

IpurexkaTe] HA palpeuieHHETo 32 YIOTpeDa:
GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Mpnannus

HponiBoauten: :
GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen, 'epManus

JaTta Ha noc/eAHO Apepa3rieXAane HAa JHCTOBKATA
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