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OTPHBHH MEHTO.I 0,1% Crpeii 31 Hoc, pa!iTBO]J "’
KcunoMeTazonuHOB XHIPOXI0pY _ N . 1) -D8- mq

JucToBka: HHOpMALINA 32 MoTpeduTena

OTRIVIN MENTHOL 0.1% Nasal spray, solution
Xylomeiazoling hydrochloride

IlpoteTeTe BHHMAaTeIHO HAJATA JHCTOBKA, NPEIH J4 3aT10YHeTe Aa HIMOA3BATE TOBA JIEKAPCTBO,

ThH KATO TH ¢hILPKA BAKHA 33 BAC nHPOpMAnU,

Bunaru u3nonzpaiire TOBA ISKAPCTRO TOYHO KAKTO € ONHCAHO B TA3H JTHCTORKA HITH KAKTO BH € Kasal

BALIMAT EKap UIH (apMaLesT.

- 3anasere Ta3d MHCTOBKA. Moe 1a ce HaIOKH A2 8 NpoYeTeTe OTHOBO.

- AKO ¢C HYXAaeTe OT JIOIBJIHHTENIHA KHPOPMAITHS UITH CEBET, NONMHTaiTe BalIna (papMaileBT.

- AKO IIONy4YHTe HAKAKBH HEXKEJAHH JIeKAPCTBeHM PEaKIHH, YBEAOMETE BAIINA JIEKAD HIIH
tdapmanert. ToBa BKIIFOYBA N BCHYIKH BH3MOKHH HEXKETTAHH peakiiy, HEOMHMCAHH B TA3H JHCTORKA.
Buxre Touka 4.

-~ AKo cnies 7 IHY He ce YyBCTBaTe Mo-golpe HIH CECTOSHUETO BH C& RIGIIM, TPAOBA [d MOTEPCUTE
Nlexapcka oMol

KakBo ¢hABPXKA TA3N JIHCTOBKA

Kakso npencrarnaea OTPHBHH MEHTOJI 0,1% Cnpeii 3a Hoc 4 33 KaKRO ¢¢ H3MQJI3B2
Kakgo TpaGra ia 3HaeTe, mpeu ji@a uanonzsate OTPHBUH MEHTOJI 0,1% Cupeii 3a Hoc
Kax aa wanomirare OTPUBHH MEHTOJI (,1% Chpeii 3a Hoe

BE3MOXHH HesKelIaHH peaKiiu

Kax aa cexpanasare OTPUBHH MEHTOJI 0,1% Crpeii 3a Hoc

ChEBpiXaHKE Ha OTIAKOBKATA M JOITEITHHTETHA HHGOpMAaLHs

A A

1. Kaxno npegcrapaasa OTPUBHH MEHTOJ 0,1% Crpeii 3a Hoc H 3a KAKBO Ce H3N0A3B4

OTPHBHH MEHTOJI 0,1% Cnpeii 3a Hoc e Ha3alleH JeKOHPECTAHT, KOATO OBP30 OTHYIIEA 3aMyIIEHH
Hoc. Tol cbabpAa oXJIaKIAIMTE eTepHYHH MAcla MEHTON B €BKAJIMIITON KATO JOITBIHEHHE KbM HA3AIHUS
Jexcnrectanrt. IlpegHa3sHayeH € 3a JleYeHde Ha Bb3PAacTHH M FOHOMIM Hap 12 rojguxu,

OTPHBHH MEHTO.N 0,1% Cupeii 3a HoC CBIBP*KA AKTHRHOTO BElllECTBO KCHIOMETa30MHH. TokH
OBP30 OTIYMIBA 3AIYLICHHS BH HOC H CIIOMAIA OTCTPAaHABAHETO Ha ONOKKPAIIMA TUTABHIATE CEKPET, KaTO
BM JIaBRa BRIMOXHOCT jJa pumare no-necro, OTPABUH MEHTOJ 0,1% Crnpeit 3a Hoc ¢e W3M0/128B4 34
obJexuapaHe 3aMyLIBAHETO Ha HOCA, IPHYHWHEHO OT MPOCTYAHH 3a00ABAHHN, CEHHA XpeMa WK APYTH
aNeprdyHy pUHKTH, CHHY3ZHUTH.

Edexrsr Ha OTPHBUH MEHTO.N 0,1% Cnpeit 3a Hoc 3an04ea B paMKUTe Ha 2 MHHYTH H
npojemxasa o 12 gaca. Toll ce noracs jofpe A0pH OT NaLMEHTH ¢ YYBCTBUTEIHA HOCHA JINTABHIIA,
OTPHUBUHH MEHTO.T 0,1% Cnpeii 3a Hoc, MpUNoxkeH B HOCA, MOXKE 18 ¢& H3I10JI3BA ¥ NPH BE3NaleHHe
Ha yXOTO, 3a Jia IIOJINIOMOrHe oTOBOBaHeTO Ha HazodapuHreanHaTa JHTABHLA, MTOKPHBAINE HOCHHTE
IbTHILZ H ['BPIOTO.

OTPHBHH MEHTO.1 0,1% Cupeii 3a noc Moxe a By (bJic IIPeANKCcaH OT BalllHg JIEKap, aKo BH

PMHOBHPYC, YCIIOKHIBALL l'lpOCTy,D,HPlTC 3a00NABAHUS.

OTPUBHH MEHTOJI 0,1% Cnpei 3a HOC He CBOLPIKAa HUKAKBH KOHCEPBAHTH,
MHHHMYM pPHCKa OT allepTHil H Opa3HeHe.




2. Kakgo Tpafea xa 3naere, npeau aa usnoaseare OTPHBHH MEHTO.I 0,1% Copeii 3a noc

He usnoassaiite OTPHBHH MEHTOJI 0,1% Cunpeii 3a Hoc:
s AKO cTe anepriyHN {CBPBXHYBCTBMTEIHH ) KbM aKTHBHOTO BEMIECTBO KCHUITOMETA30MHOB
XHAPOXIIOPH HITH KbM HAKOSA OT OCTAHAINTE ChCTABKH HA TORE NEKAPCTBO, TTOCOYEHH B Kpad Ha
T43M TKCTOBKA (BHXTE TOUKA 6);
s AKO CKOPG €a BH NTpaBHIH ONEpalHA 1Ipe3 Hoca (MOIbYHA XHPYPIHs, IIPH KOSTO OIEPALMATA Ce
H3BBPIIBA NpE3 HOCA HIIH YCTara);
¢ AKO HMAaTe 3aKpPUTOBIBIHA TIIayKoMa (NOBUILIEHO FETPEQYHO HaTlIraHe);
*  AKO MMaTe XpOHMYHA HOCHA HHGEKHA ¢ MHOTO CyXH HOCHH IIPOXOJH (CYX HIIM aTpodudeH
PUHMT).
AKo € HallMIle HAKOe 0T u3GpoeHNTe, MoNa HHdopMupaiiTe Ballus Nekap WK GapMaleRT, 3aioTo
OTPHBHH MEHTO.I 0,1% Cupeif 3a po¢ He € TOAXOOAL 33 BAC [IPH Te3H 00CTOATENICTBA.

HpenyopeskaeHHs H NPeITA3HH MEPKH

KoHcynThpaiite ce ¢ Balnua fexap HIH hapmanesT mpean uanonspaHero Ha OTPHBHH MEHTO.I

0,1% Cupeii 3a Hoc, ak0 UMaTe HAKOE OT ClIeIHUTE 3200NABaHNA:
s  BHCOKO KPHBHO HAJIATaHe;
» 3abonsBane HA ChPAEYHO-CHLIOBATA CHCTEMA (HATIPHMED CHHIPOM Ha yALIkeH QT HHTEpBAN);
e xunepyRKUMS Ha LIHTOBHIHATA %1e3a (XUIIRPTHPEOHIHIBM ),

aunaber;

YReITMYeHA MPOCTATHA #Jie3a ([IpocTaTHA XUneprpodus);

» nofpokavecTBeH TYMOpP Ha HaJOROpeuHuTe XJ1e3H, KOHTO IpOU3BEKAd roNeMH KOTHIECTRA
ampeHATHH ¥ HOPAAPeHATHH (JeoXpOMOIHTOM);

s JeKYBaTe ¢e ¢ aHTHJeNpPecaHTH - MOHOAMHUHQOKCHAA3HH HHXuGHTOpH (MAOH) nnu cte ru
NpHeMAIN TIpe3 MoCcIeIHUTE JBE CCAMHITH.

AK0 e HaNMLe HAKoe oT H30poeHuTe 3abonsBanms, He ynoTpedapatite OTPHBHH MEHTOJI 0,1%
Cripeii 3a Hoc, IPeH Aa ce KOHCYNTHPATE ¢ BAIKA eKap HIH hapMallerT.

TMogo6HO HAa APYTHTE IEKAPCTRA 38 OTIYIIBAHE HAa Hoca (HazanHu aexonrectanty), OTPHBHH
MEHTO.I 1,1% Cupeii 3a Hoc MoXe¢ /1a IpeIH3BHKA CMYILEHNA B CBbHA, 3aMasgHOCT H Tpelepere MpH
MHOr0 9yBCTBUTENIHH NanueHTd. Koncynrupaiite ce ¢ Bamug Jekap, ako HAKOH OT CUMIITOMHTE CTaHE
ofle3anoKonTeNneH.

[Mono6Ho Ha OpyruTe Hazanuu gekoHrectant, OTPABUH MEHTOJI 0,1% Cnpeii 3a noc ne tpadea
Ja ce u3nomsea noseyve ot 10 nocnenopatennn auu. Koncynriupaiite ce ¢ Baliva nekap, ako CHMITOMHETE
npoakkasar. IIpo bnKuTeTHATa HITH NPEKOMepHAaTa yoTpeda Ha npoAyKTa MOXKE J1a oBEME 10
[IOBTOPHO 3aMyUIR3aHE HA HOCE WIIH BIOLIABAHE.

OTPHBUH MEHTO.I 0,1% Cnpeii 3a Hoc He € 11pe/(HA3HAYEH 33 H3I0T3BAHE B OYHTE MIIH YCTATa.
He HapgBHIIaBaliTe npenopsyuTeNHAaTA 103a, 0coOeHO [IpH Mela i NAlHEHTH B CTAPYECKa Bh3pacT.

Hena
OTPUBHH MEHTOJI 0,1% Cupeii 3a Hoc He ce npenopkuBa 1a ce U3NON3Ea OT Jela nox, 12 roauHu.

JApyrn aexapetea 1 OTPUBAH MEHTO.I 0,1% Cnpeit 3a noc
Hudopmupaiite Bamus nekap UMK ¢apMaiest, ako NpUeMaTe, HACKOPO CTe IPUEMAaJli MIIH € Bh3MOXHO 14
npueMate IpyrH JeKapcTea,
He Tpa6Ba na uanompare OTPHBHH MEHTOUT 8,1% Cnpeit 3a Hoc, 0cobeHo akoe npAeMare HIKOH
MEAMKAMEHTH 3a JeUeHKe Ha JenpecHs. TakHpa NeKkapcTBa ca:
s MoHoamMHHOOKCHIA3HN HEXHOUTOpH (MAOHW): HE mHanomssaiitre OTPUBUH MEH,
Cunpeii 3a Hoc, ako nprueMare unu cte npremann MAOH npes nocnennute 14 nr
s  TPHUMKIWYAN U TETPAUHMKIMIHY AHTHACTIPECAHTH.

KoHcynTupaiiTe ce ¢ Balms JIekap, ako NpHeMare HAKOK OT H30poeHHTe M0-rope Jieky cmaé npem«l
ynorpebtara va OTPUBHH MEHTOJI 0,1% Cupeit 3a Hoc. : :



BpeMeHHOCT, KEpMEHE H PePTHAMTET

OTPHUBUH MEHTO.J 0,1% Cnpeii 3a Hot He Tpadea fja ce H3T10713Ba N0 BpeMe Ha HPEMEHHOCT.

Axo kppMure, OTPHBHH MEHTOJI 0,1% Cnpeii 3a noc tpafsa ja On/1¢ yrnoTpedssan caMo ako ToBa
BH € MPENopbYaHse OT BaIMsA JIeKap.

IMocwBeTBaiiTe ce ¢ BammHA NeKap UK ¢papMaleBT Ipeny ynoTpedara Ha KOeTO | d € JIeKapCcTRo.

loprpane n paboTa ¢ MAIHHA
OTPHBUH MEHTO!I 0,1% Cnpeii 3a Hoc He [IOBIHABA UK [IOBNHABA IpeHeOpexumMo crnocobHocTTa
33 wodgupane ¥ paboTa ¢ MaLIHHH.

3. Kak ga masnonzsate OTPUBHH MEHTO.J 0,1% Cupeii 32 Hoc

Bunarn usnonzeaiite OTPHBHH MEHTO,I 0,1% Cnpeii 3a HOC TOYHO KaKTO € OMHCAHO B TA3H
NHUCTOBKA UMH KAKTO BH € Ka3al BAIIMAT Nekap HnH dapMaesT. AKO He CTe CHTYPHH B HELIO, NONUTaiiTe
BALITHA AeKap HIH (hapMalierT.

OTPHUBHH MEHTO.I 0,1% Cnpeii 3a Hoc He ce IIpenopb4Ba Jia ce H3ToN3Ba OT Aena mox 12-roaumsa
Bh3pacT.

I'Ipenophqmenﬂara J03a €, KaKTO CIICOBAa:

OTPHBUH MEHTO.JI 0,1% Cnipeit 3a noc

Konuentpanus Brapacr IIpunoxenne
OTPUBHH MEHTO.I 0,1% | Bs3pacTHu | 1oH0om#M Hag 12 1 BNpBECKBAHE BEB BCAKA HO3Mpa IO
Crpeii 3a Hoc TOAUHH 3 opTH JHEBHO NpH Hyxda. He

TipeBUIIaBaHTe MAKCUMYMa oT 3
BIPECKBAHKA JHEBHO BB BCAKA
no3zgpa. [locnenuara jo3a MoXe Ja
CE NPUIOKHE NIPEAU IiAraHe.

¢ He pexeTte Hakpainuka. Jlo3upauusT cripeii e roTos, 3a Aa Obae 3apeleH Npead NbpeoHAYaNHaTa
yrotpeda.

Hagyxaiite ck Hoca.
Orerpanete NpeinazHaTa kanauka.
¢ [lpeau na wanonssare 3a npbs neT OTPHBHH MEHTOUI 0,1% Cnpeit 3a noc 3apenere
TIOMITATA, HIBBPIIBZAKA Y€THPH HATTOMITBAHWA 10 IMOABATEA HA chipeii BBB Be3Ayxa. Ilpu ciespamia
ynoTtpeba noMmata e 6b1e roTORa 3a yIIoTpeda. AkO CIPEAT HE ¢ PasnpbCHE TI0 BpeMe Ha
IBPBOHAYAMHOTO AKTHBHPAHE UITH HE € 6N U3MON3BaH B npoABIKCHUE Ha IIOBEYE OT 6 AHH, e
TpﬂﬁBa 1A A 3apenHuTe OTHOBO, 4Ype3 YETHPH HAMOMIIBAHHA. B'b,ue’re MHOT'O BHHUMATETHH ga_ﬂﬁ _
IpPBCHETE B OUMTE HITH YCTATA. f,/"’ EHI
« JlpexTe H3npaBeHa OYTHIIKATA, KATO TIOCTABUTE Nanella B OCHOBATA ¥, & HaKpaii f Ay

3
MPBCTHTE. // AN . L




e HaknoHere c€ AEKO HaNpeR U MOCTABETE HAKPAHHUKA B HO3ApaTa.
* Haruchere ¥ eHOBpEMEHHO ¢ TOBA BAMUIAATE Jieko IIpe3 Hoca.

* [loeTopere npoueaypaTa H 3a OpyTaTa HO3Apa.

s [loumcTere M NOACYIIETE HAKPAMHKKA, IPEIH [d NOCTABHTE IIPEANA3HATA KATla4yKa
HEMOCpeACTBEHO clell ynoTpeha.

s 3a ja ce uzferne BE3MOKHO pasnpocTpaHeHde Ha nHGpekiusara, OTPHBAH MEHTOJ 0,1%
Cnpeii 3a Hoc TpaOBa Aa ce ynoTpeOABa caMo OT eHH MALHENT.

AKo cTe H3INO/3BaAN noBeYe oT HeoGxogumara noza OTPUBUH MEHTOJ 0,1% Cripeii 3a noc
AKO CJIy9aiiHO CTe NpHENH TEbpae rosmo koardecTeo OTPHBHH MEHTOJI 0,1% Copeii 3a noc unu
B CIIy4aii Ha IIOrTblIaHe, He3a0aBHO ce CBbPIKETE ¢ BALIKA JieKap Hi GapMalieBT.

AKo cTe nponycHaiy ga msnoaseare OTPUBHH MEHTOJI 0,1% Copeii 3a Hoc
He B3emaiite apoiiHa 1033, 32 Jla KOMIIEHCHPATe NIPOITyCHATATa K034,

4. BhL3IMOXKHR HeXKeIAHH PeaKIIHH

Kaxro renuky nexkaperea, OTPHBHH MEHTOUI 0,1% Copeii 3a Hoc MOXKe Ja NpeJH3BHKA HekellaH!
PeaKi[MH, BBIIPEKH e He BCEKH T'H TIONydaBa.
CITPETE ynorpe6ara va OTPUBHH MEHTOJI 0,1% Crupeii 3a Hoc¢ M He3abaBHO NOThPCETe IEKApeKa
IIOMOII, aKO YCTAHOBUTE HAKOH OT CIEABALIMTE CUMIITOMH, KOMTO MOTAT Ja ca NpofBa Ha alepruyHa
peaxuus:

®  3aTPY/IHEHO HMUIIAHE WK MPErNbiiane;

e [oOJlyBaHe Ha JIHIETO, YCTHHTE, €31KA HIIH I'bPIIOTO;

* cuneH copfek Ha Koxara ¢ depsed 00PUB UMK W3Pa3eH OTOK.

YecTH HEXENAHH peakuun (Mo2am da saceanam do I na 10 yosexa).
CyxoTa 1M Apa3HeHe Ha HOCHATA JIHCABMLA, TaAeHe, IaB0OoNHeE, MYBCTBO Ha TapeHe Ha MACTOTO Ha
[IpUnaraHe.

MHOI0 pefikH HexeTAHN PeaKmu (Mozam da zaceznam no-manko om 1 na ecexu 10 000 uoeexay).
Anepriyiu peaxuun (koxeH o0puE, ceplek), 3aMBITIEHO BIDKAAHE, HAPYIUEH MIIM YYECTEH ChpleYeH
PHTBM.

AKO HSIKOS OT HEXENAHHTE JeKapCTBEHH PEakllii CTase Cepro3Ha WK 3abenexuTe ,upym
Ta3H JIHCTOBKA HEXKEJIAHH pPeaklHi, MONs yBEeIOMETE BALIKA IEKap MITH QapMalesT.

Crofmabsane Ha HexeJIaHH PeaKIHH

e rep———



CBOOIINTE HeXKEeNaHH PeakIliy JHPEKTHO Ype3 HAI[MOHATHATA CHCTEMA 33 ChoOIlaBale (BIDKTE eTaidimTe
no-foay). Kato crobiuaeare HewelaHH peakiiii, MOXETe 1a AajieTe CBOA MPHHOC 33 JI01y4aBaHe Ha
oBete HHBOPMAIHA OTHOCHO GE30MACHOCTTA HA TOBA NEKANCTRA.

Bbrarapus

M3IBIHHTENHA AreHIMA 110 JIEKapCTBaTa,
yiL ,.Jlaman I'pyes” Ne 8

1303 Codus

Tem.: +359 2 8903417

Vebcaift: www.bda.bg

5. Kak na cnxpanseare OTPUBHH MEHTOJI 0,1% Cnpeii 3a Hoc

Jla ce cpxpaHABa Ha MACTO, HEOCTEITHO 34 Jela.

He u3nonzsaitte OTPHBHH MEHTOJI 0,1% Cnpeii 3a Hoc cllel CpOKa Ha TOAHOCT, 0TOeNA3aH BbpXY
KAPTOHEHATa ONAaKoBKA M OyTHIKaTa. CpOKBT Ha FOJHOCT OTTOBAPA HA MOCIEHUA JIEH OT NOCOUYEHHI
MEcCelLL

Jla ce ceXpaHsARa B OpHIMHANIHATA OakoBka. Jla ce chxpanasa mof 25°C.

He m3xpbppnsiiTe JiekapcTBATa B KaHAJM3AMMATA WM B KOHTeHHEPA 33 JOMALIHY OTNARBLH. [TonHTaliTe
Balus apMareBT Kak Ja M3XBBPIATE JICKAPCTBATa, KOMTO Bede HE U3NOI3BATe. Te3H MEPKH e
CIIOMOTHAT 33 ONA3BAHE HA OKOJIHATA CPCAa.

6. Cupappxanue HA ONAKOBKATA H NONLIHHTENHA HHAOPMALMS

KakBo coappka OTPHBHH MEHTOJ 0,1% Cupeii 3a HOC
AxtueHOTO BeltecTBo Ha OTPUBHH MEHTOJI 0,1% Cnpeii 3a HOC e KCHIIOMETA30IHHOB
xupoxnopu. Beexku ml chabpka | mg KCHIOMETA30MHHOB XUAPOXIOPHL.

JIpyruTe cheTanku ca: HATPHEB AuxmnjiporeHdocdar Tuxuapar, AMHaTpHeB docdat A0OEKAXMOPAT,
HATPHEB XJIOPHJ, AWHATPHEB SOETAT, ICROMEHTON, 1MHeo , copOUTON, MAKpPOrOINIMLEPONOB
xiapakcuereapar (Cremophor RH 40), npeuncTena Boza.

Kax mirnexaa OTPHBHH MEHTOJI 0,1% Cuopeii 3a Hoc M KAKEG CBABPKA ONMAKOBKATA
OTPABHH MEHTOJI 0,1% Crpeii 3a HOC ¢ HA3&I1¢H J03Mpall cIpeii, ChabpiKarl onajiecuHpar 6
pas3TBOp C APOMAT Ha MEHT2 H €BKANMNT B OYTHIIKA ¢ IOMIIA, JOCTABAIA TOYHO KOJHICCTRO OT IIPONYKTA,
CrpabpxaHMeTo Ha onakoBkara ¢ 10 ml.

He BCHYKH OTAKOBKM MOIAT Ia 6BJAT MYCHATH HA 01a3apa.

IlpuTexaTea Ha pa3pelIcHHETO 33 YNOTpeGa U NPOU3BOANTEN

TpuTtexaren Ha pazpelleHHeTo 3a ynaTpebda:
GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Hpnanaus

[IponsBoauTen:
GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen, I'epmanus

34 JOTBNHUTEHHA HH(I]OpMa[.[]/]H OTHOCHQ TO3H NEKApPCTBEH MPOIAYKT, MOJIA CBEPXETE C€ € JIOKAIH
NPEACTABHTEN Ha MPHTEKATEIA HA pa3petleHHETO 34 yrmTpeﬁa:

GlaxoSmithKline Consumer Healthcare, Ten.02/953-10-34

,IIaTa Ha NOCJIEIHO NpepasrjIekKiane Ha JHCTOBKATA
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