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OTPHUBHH 0,05% Kamku 3a Hoc, paamop

OTRIVIN 0.05% Nasal drops, solution
Xylometazoline hydrochloride

H[,‘IO‘ICTETG BHHMATEIHO NAJATA JHCTOBKA, IIPEIH 1A 3aH09THETe 0a HINOJNIBATE TOBA JEKAPCTRO,

ThHH KATO T8 ¢CbALPAA BaXKHA 3a Bac magopmanns.

BuHary npuemMaiite ToBa IEKapCTBO TOYHO KAKTO € ONHMCAHO B Ta3H JIMCTOBKA MM KakTo Bu e kasan

BatmmsT nexap it dpapManesT.
- Jamasere TA3W IMCTOBKA. MoXke Aa €€ HaAIOXKH Ja 4 Mpo9eTeTEe OTHOBO.

- AXo ce HyXKJaeTe OT NONBbIHATENHA HHOpMalHa UITH CHBET, NonuTalite Bamus ¢papmanent.
- AKO NOMyYHTe HAKAKBH HEXXEIAHH NeKapCTBEeHH peakuiy, yBeaoMeTe Baums nexap win
(apmanent. ToBa BKIHOYRA W BCHYKH Bb3MOXHH HEXelaHH Peaki[MH, HEONACAHH B Ta3H THCTOBKA.

Binkre Touka 4.

- Axo crnes 7 ZHH He ce MOYYRCTBaTe mo-nobpe umm cseToanreTo Bu ce Biomy, Tpabea Ja NOTbPCHTE

TeKapcka NOMOIL.
KakBo ¢hABLPXKS TAIH JHCTOBKS

Kaxpo npeacrasisa OTPHBHH 0,05% Kancu 3a Hoc U 3a KaKBO Ce H3NON3Ba
Kakso Tpa0sa aa 3Haete, npean Aa uanomrspate OTPHBHH 0,05% Kanku 3a Hoc
Kak na vanonzeare OTPHBHH 0,05% Kamcu 3a noc

B3MoxHN HexKenaHH peakiiuH

Kak jga cexpangsare OTPHBHH 0,05% Kanku 3a Hoc

Chboppikanne Ha ONaKOBKATA W NOITBIHATENHA HHGOpMAITHS

U S e

1. Kaxso npencrasiasa OTPUBHH 0,05% Kankue 3a HOC H 32 KAKBO ¢€ HIOI3BA

OTPHBHH 0,05% Kanku 3a Hoc ¢ Ha3alleH JeKOHTECTAHT, KOHTO OBp30 OTHYINRA 3aMyIeHHs HOC.

Toif e npepHa3HadeH 3a TedeHAe Ha Jena oT 2 1o 11 roguHy.

OTFHBHH 0,05% Kankmu 3a Hoc cCEABPXKA aKTHBHOTO BEINECTRO KCMIiOMeTasonuH. Toif 65p30 oTmymBa
3AIyINeHHs JETCKH HOC M CTIOMATA 3a OTCTPaHABaHETO HA GIOKMpalllis TUTABUIIATA CEKpPeT, KATO RaBa

BBE3MOXKHOCT JeTeTo B a Juima no-jecHo.

OTPHBHH 0,05% Kamnkn 3a Hoc ce H3I0JI3Ba 3a 00leK4aBane 3anynigaHeTo Ha Hoca, IPUYHHEHO OT

NpocTyARH 3a00ngBanus, CeHHA XpeMa HIIM IPYTH aNepruyHd PUHUTH, CHHY3HTH.

Edextsr Ha OTPHBUH 0,05% Kand 3a HOC 3a1049Ba B pAMKHTE HA 2 MUHYTH H NPOTEINKARA 10 12

yaca. Toii ce moHaca ,u;oﬁpe AOopH OT NallieHTH ¢ YYBRCTBWTEIHA HOCHA JINTaBHIIA.

OTPHBHH 0,05% Kankm 3a HOC¢, IpHI0KEH B HOCA, MOKE JIa €& H3MOA3BA U HPH Bh3NANCHWE HA YXO0TO,
3a ja NOANOMOrHe 0TOB0BaHeTO Ha HajodapHHreanHaTa IMTABHLE, TIOKPHUBAIIA HOCHUTE IHTHING H
repnoTo. Toit Moxe n1a B 6Bje npenmica ot Bamua nexap, ako BH IpeAcTod UscnenBaHe Ha HOCHATA

KyXMHa.

JIaﬁopaTopHH H3CIeIBAHNA TOKA3BAT, 9¢ KCUNOMETA30NHHEBT HAMAIIABA HH([)EKHP[OBH&T& AKTHBHOCT Ha

YOBRCIIKHA pUHOBHPYC, NPHIKRHATEN HA MPOCTYNHHA 3a00JIABaHHA.

OTPHBHH 0,05% Kanxu 3a Hoc (Xuapatipaina GopMyna) CEIBPKA ChCTABKH, KOHTO crioMarar 3a

NpeJOTBPATABAHE HA CYXOTATa H APAIHEHETO HA HOCHATA NATARWNA.

2. Kaxnuo Tpabea ga 3HaeTe, Npead Aa manoazeate OTPABHH 0,05% Ka

He mnompaiite OTPHBHH 0,05% KankH 3a Hoc, AK0 BAIUETO JeTe HMa:
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. aneprus (CBpLXIYBCTBHTEIHOCT) K6M KCHIOMETA30HHOE XHIPOXIIOPH] HIH KBM HAKOA OT
OCTAHANHTE CBCTARKH HA TOBA JIEKAPCTRO, OCOYeHH B Kpad Ha TA3H IHCTOBKA (BIXKTE TOIKA 6);
. aKko ckopo ca Bu npasimm onepanus npes Hoca (MO3BYHA XHPYPTHA, [IPH KOATO ONepallliaTa ce
NpaBH TIpe3 HOCA MITH YCTATa);
AKO UMaTe 3aKpHTORIBIIHA MIAyKoMa (TIOBHUINEHO BhTPEOHHO HalATaHE);
. 4KO MMaTe XPOHHYHA HOCHA HHAEKIHA ¢ MHOTO CYXH HOCHH HPOXOAH {CyX My atpodudeH
PHHHT).
AKO € Ha/uIe HAKOE OT H30poeHKTe, Mons uHGopMupaiite Banng nekap unu ¢gapmanesT, 3amoTo
OTPHBHH 0,05% Kanxu 32 HoC He € DOAX0IALI 34 Bac npu re3u odcTogTeNncTsa.

IIpegynpexxennus 0 NpeaNAIHH MEPKH
Koncyntupaifre ce ¢ Bamns nexap wim dgapmanert npenu ynotpebara ia OTPHBHH 0,05% Kanxu 3a
HOc, ako Bamero nete uMa HAKoe OT cleAHHTE 3a00NABAHNAL:

. BHMCOKO KpBBHO HAIATAHE;
¢ 3af0nABaHe Ha CHPHEYHO-CHAOBATA CHCTEMA (HapHMEp CHHAPOM Ha yIbnkeH QT mHTepBaN);
. XumepHyHKIMA Ha LHTOBHAHATA XIe3a (XHIePTHPSOHIHIBM);
Inaber;

. IoGpokadecTBeH TYMOP Ha HanOBOpeTHHTE JKNe3H, KOHTO Npou3Bex/a rolieMH KolHIecTsa
afipeHATHH H HOpaApeHAMHH ((peoXpoMOLHTOMA);

. JIEKYBRHO € ¢ aHTHAENPECaHTH - MOHOAMHHOOKCHAA3HH HHxuOHTOpH (MAOHM) 1 TH €
MpHEMANo Hpes NOCIEAHATE ABE CEIMHLIH.

AKO e Hanune HAKOe oT U30poeHUTe 3ab0mapannd, He usnonssaiite OTPHBHH 0,05% Kanke 3a HOC,
Ip&aHE Ja ¢e KOHCYATHpare ¢ Bamud nexap wmm ¢gapManesT.

IMoxoGHO Ha ApYTUTe JiekapcTsa 2a OTIYIIBAHE Ha Hoca (Hazannu JdexoHrectanTH), OTPHMBHH 0,05%
Kamn 3a Hoe Moxe 13 IPEAU3BHKA CMYILEHHA B ChHS, 3aMagHOCT ¥ TpenepeHe Mpe MHOIO
9yBCTBHTENHH nauuenTH, Koncymrtupaiite ce ¢ Bamus nexap, ako HAKO#H OT CAMIITOMUTE CTaHe
06e3MoKOHTENIEH.

IToxo6Ho Ha ApyruTe HazamHay Aekonrecrant, OTPHBHH 0,05% Kankm 3a Hoc He Tpsi6Ba j1a ce
H3nof3Ra moeede ot 10 nocnegoparenay auu. Koncynrupatite ce ¢ Bamua nexap, ako CHMITTOMHTE
nmpoaekasaT. [TpoxexuTEHATA WIH TPEKOMEpHATA yNioTpeSa Ha MPoAyKTa Moxe Ja JOBeAe A0
DOBTOPHO 3alTyINBAHE HA HOCA HITH BIOMABAHE,

OTPHBHH 0,05% Kanku 3a Hoc He € Ipe/IHa3HAYeH 38 H3MON3BAHE B OUHTE WM YCTATA.

He naasHinapaiite mpenopbiuTeNHATA H028, 0cO0SHO IIPH Jiella H MHOTO Bb3PacTHH MALUEHTH.

Jena

OTPHBHH 0,05% Kankm 33 Hoc¢ He ce MpenopkyBa Aa ¢ M3M0I3Ba MpH JIela Nox 2 roAHHH.
OTPHBHH 0,05% Kamiu 3a HOC e IPENIOPHYEA A2 ¢E IPHIIATr IPH Jella HA BR3pacT Mexay 2 u 11
TOJHHY CaMO 110 POIUTENCKY KOHTPOL.

Hpyrn nexapcrea v OTPHBHH 0,05% Kanku 3a mHoc
HudopMupaiite Bamus sexap mwid (apmariesT, akoe BaleTo gete nprueMa, HaCKopo € IpHEMANO HIH €
Bb3MOJKHO Ja IpHeMa ApYTrd NeKapCTRa.
He tpatsa na m3nonzeare OTPUBHH 0,05% Kamnksu 3a Hoc, 0coDeHO aKo Ha Bamero aerte ca HasHaYeHH
HAKOH MeAWKAMEHTH 34 NeueHHe Ha JieTipecHd. Takupa NekapeTRa ca:

s  MoHoaMHHOOKCHAA3HY MEXHOHTOpH (MAOH): HE manonssatite OTPHUBHH 0,05% Kanku 3a

Ho¢, axko Bamero zete mpueMa nim e npueMano MAOH npes nocneanure 14 nau,
o  TpHIMENHYHH H TETPAUMKIHYHE AHTHACIPECAHTH.

Koncynruapaiite ce ¢ Bamug nekap, ako BalmeTo feTe OpHeMa HAKCH OT U30poeHHTE NO-rope
npeny ynorpebara na OTPHBHH 0,05% Kankwu 3a Hoc.
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Axo kppMure, OTPHBHH 0,05% Kamxcu 3a Hoc TpaGea Jia 65e puiarad caMo Clie, IeKapeka
KOHCYNTALNA,
HMocwpeTraiiTe ce ¢ Bamsa nexkap winy dapmanerT npenu yiorpebara, Ha KoeTo ¢ 42 € JeKapcTso.

Hlodupane 1 padoTa ¢ MAITHHA
OTPHRBHH 0,05% Kanxu 3a HOC He IOBIKABA WK NORNHABA peHebpeXHMOo cnocoBHOCTTA 3a
mrogupane i paboTa ¢ MAMHHE.

Bamxua auiopManud 32 NOMOINHATE BellleCTBA

Tosa nekapctro cpabpika 0.0025 mg 6eH3aTKOAHER XIOPHA BBB BCAKA Kallka, KOWTO CA eKBUBAJIEHTHH Ha
0.100 mg/ml. BeH3anKOHHERHAT XJIOPHT MOXeE Jia IPHIRHI APA3HEHE HIH [IOXYBAHE HA HOCHATA
JIHTaBHIE, 0COGEHO aKO C& U3NO0N3Ba NPOILIDKATENHO.

3. Kax ga manoxssare OTPHBHH 0,05% Kanxu 3a Hoc

Bunarr usnomeaitre OTPHBHH 0,05% Kanku 32 Hoc TOTHO KAKTO € IPETOPBYAHO MO-J0TY. AKO He
CTE CHIYPHH B Hemlo, MonHTakTe Bamua ekap uny ¢apmManesT.

OTPHBHH 0,05% Kanku 3a poc:
¢ He Tpafisa g2 ce @30013Ba OT ASHA N04 2-TONKINEA BE3PACT.
s [lpenoprusa ¢e ynorpefara Ha OTPHABHH 0(,05% Kanxu 3a Hoe npH Jeria Mexay 21 11
TOJHHH Ja CTABA CAMO TTOM PONUTEIICKH KOHTPOIL.

IpenoppUHTEnHATA 1034 €, KAKTO CIIejBa:

KonnenTpauus Brapacr Hpunoxennue
OTPHBHH 0,05% Kanxu 3a | Jlena ot 2 g0 5 roguHu Tox ponuTencKH KOHTPOL.
HOC 1 mo 2 xanky BBB BeAKA HO3Apa 1 o 3

by fHeBHO (Ha Beekw 8 o 10 gaca) e
JocraThuno. He npesumnagaiite
MakCHMYMa OT 3 aflTHKAUHH THEBHO
BBB Beaka Ho3Apa. [TocnenHara xosa
MO3KE Ja ce IPHIOKH NPeIH JIAraHe.

KonnexTpanas Brnapacr Hpunoxenne
OTPHBHH 0,05% Kanku 3a | Jeua ot 6 n0 11 roguns Ilon ponuTeNCKH KOHTPOI.
HOC 2 5o 4 KankH BEB BCAKA HO3Zpa 2 Jjo 3

I'eTH JHeBHO. He npeBuinaraiite

MAKCHMYMA QT 3 AILTHKAI(MH THEBHO
BBB Beaka Hosfpa. [TocearaTa nosa
MOXE 12 ¢e PUIOXKY NpeJH JNgraHe.
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BruMaretHO IOUMCTETe HOoca Ha BameTo gere.

2. VipaxkaeTe U3IOA3BAHETO Ha KallkoMepa npenn ynotpeba, 3a 1a NOCTHTHETE
[PABHITHO Oo3HpaHe.

3. Haeenere riaagara Ha AeTeTO JISKO HaszaR, 0 yA0OHA TOIHIHA,

4, Bes na pomupare KankoMepa A0 Hoca, MHOTO BHUMATEHO TTOCTABETE KallkaTa

{kaTKHTe) BHB BCAKA HOIPA W 3aNpEKTE TaBaTa HAKTIOHCHA Has3al 32 KpaTko BpeMe,

3a J1a TIO3BONIHTE Ha KalKATE A ¢¢ pasnpelenaT B Hoca.




5. AKO Kankarta He OaJHe B HOCA HA JIeTeTo, nocrasere oTHopo OTPHBHH 0,05%
Kankn 3a Hoc.

6. AKo HAKAKBa 9aCT OT KaOKMTE NONAaJHe B HOCa, He nocTassiiTe otHoso OTPHBUH
0,05% Kanxu 32 noc.

7.  Iloeropere H B Apyrara Ho3apa.

8.  Tloumcrere # moAcylleTe KankoMepa, IPEAM Ja IO NOCTABHTE 06PATHO B IIHINEHIIETO
HENOCpeACTBEHO ¢llen ynoTpeda,

9, 3a ga ce H36erHe BE3MOXHO pasnpocTpaHeHue Ha HHoexuusra, OTPHBHH 0,05%
Kankn 3a noc Tpabpa 1a ce HIT0N3Ba CaMo OT &UH MaiieHT.

AKO0 ¢Te H3MOIIBATH IIOBEYE OT HeoBxogEMaTa fo3a OTPHBHH (,05% KankH 3a Hoc
AKO CJTy9aifHO CTe MOCTaBHIM MO-TolsAMo konudecteo OTPHUBHH 0,05% Kamicn 3a HOC WK B CoTydai
Ha HorTeliase, Hagopmupaiite HesabasHo Bains nexap MAH papMalesT.

AKo cTe npolycHag aa menomeare OTPHBHHA 0,05% Kanis 3a Hoe
He npuemaiite pofina no3a, 3a ga KOMIieHCHpATe IPOITycHATATA.

4. BrimMoiHH HeKeTAHH peakiuun

Kakto pcrukH nexapctsa, OTPHBHH 0,05% Kanku 32 HOC MOXe A IPEAN3BHKA HEKETAHH PeaKiuH,
BBIIPEKH Y€ He BCEKH T MOLydaBa.
CIIPETE ynorpe6ara Ha OTPHBHH 0,05% Kanku 3a Hoc 1 He3abaBHO MOTEpCETE JEKAPCKA TIOMOL,
aK0 YCTaHOBHTE HAKOH OT CNEIHHTE CHMITTOMH, KOMTO MOTAT 4 €a IPOABH Ha alleprHvHa peaKins:

. 3aTpyNHEHO ARINAHE UITH NPErTBIIAHE;

. MIOAYBAHE Ha JIMLETO, YCTHUTE, €3HKA HITH IBpJIOTO;

. CHIIEH chpex Ha KOXaTa ¢ 9epBeH O0PUB HIH H3PAseH OTOK.
YecTH HexeAaHH peakuun (Morar Ja zacersart 10 1 na 10 9oBeka).
CyxoTa WiH Apa3HeHe HA HOCHATA JIMTABMIA, FaficHe, raso0oiIHe, 4yBCTBO Ha Napele Ha MACTOTO Ha
TpUITaTaHeE.
Muoro peaxn HexeTaHH peakiMH (MOTAT Ja 3aCerHaT mo-Manko ot 1 Ha Beexy 10 000 goeka).
AneprayHu peaknur (koxen oOpHB, cppOec), 3aMbITeH0 BIKIAHE, HADYIIEH WX YIECTER ChpIeuen
PHTEHM.
AKO HAKOA OT HeKENAHNHTE JIEKAPCTBCHH PeaKMi CTAHE CEPHO3HA HIH 3aberexnTe IpyTrd, HEOHMCAHH B
Ta3M JIMCTOBKA HEXKENAHH PEaKkiiH, MO yBeAoMeTe Batmud mekap miH dapMariesy.

CrnolmaBaHe HA HeXENANH peakuan
AKO MOTy4HTE HIKAKBY HeXENIaHH JIeKapCTBEHH PeaKkL|H, yBeomeTe Bamms nexap wim apuauesr. Tosa
BKIIOYEA BCHYKH BE3MOXKHH, HEOIHCAHH B TA3H IHCTOBKA HEXENaHH peakmuy, MoxeTe chino ga
CBOOINMTE HEXETaHH PEakITHH JUPEKTHO Ype3 HAMOHAIHATA CHCTEMA 3a CHODIARAHE (BIKES;
no-nony). Karo crobimapate HexxenaHH peakiiy, MOXETE Ja TafIeTe CBOA IIPHHOC 3a n )
noBeye HHGOPMAIIHA OTHOCHO Ge30TacHOCTTa HA TOBA JIEKAPCTBO. :

Brarapus
HamniunTenaa areHiHA No JeKapCTeara,



yI, , Jlaman I'pyer” Ne 8
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Ten.: +359 2 8903417
Vebeaiit: www.bda.bg

5. Kax na cexpanassare OTPHBHH 0,05% Kankwn 3a moc

Jla ce ceXpanaBa Ha MICTO, HEIOCTRITHO 33 Aenal

Ha ce cuxpaussa nop 30°C,

He usnonseaiite OTPHBHH 0,05% Kanx# 3a Hoc ce cpoka Ha rogHOCT, 0TOENA3aH BHPXY
KapTOHeHaTa OnakoBka U qurakoHa. CpoKbT Ha FOAHOCT OTrOBaps HA MOCIEeJHUS HeH OT MOCOYeHHs Mecell,
To3H cpok BakH 1 Cle TbPBOHAYANHOTO OTBAPAHE HA OHAKOBKATA.

Jla ce cpxpaHsBa B OPMIMHANHATA OMAKORKA.

He m3xphpraiiTe JeKkapcTBaTa B KAHANHIAIHATA HIH B KORTEliHepa 3a oMalury oTnagsuu. [lomuraiire
Bartumst papmarieBT xak 1a H3XEBPIATE JIEKAPCTBATA, KOMTO Bede He nanom3are. Tean Mepky me
CIIOMOTHAT 3& OTA3BAHE Ha OKOIHATA Cpela.

6. ChAbpiKaHHEE Ha ONAKOBKATA M JONLIHNTEIHA HHpOpMaus

KakBo coanpxa OTPHBHH 0,05% Kanxu 32 Hoc
AxrreHoTO BemecTeo Ha OTPHBHH 0,05% Kankd 3a HOC € KCHIIOMETA30MHOB XUAPOXIOpAT. Boeku
ml ceabpka 0,5 Mg KCHAOMETA30IMHOR XUAPOXIODHI.

Hpyrute chcTaBKM ca: HaTpueB AuXHnporeHpocdar nuxuapar, muHarpues docdar nogexaxunpar,
IHHATPHEB eJeTaT, OeH3amKoHHER XIopuj, copbuton 70%, METUIXHAPOKCHIPONMILENYI03a
(xMApaTHpama ChCTABKa), HATPHEB XJIOPWI, IPEYHCTEHa BOJA.

Kaxk msrnexpa OTPHBHH 0,05% Kankn 33 HOC M KAKBO ChIBPKA OHAKOBKATA
BHCTED pazTROp B GYTHIKA ¢ KATIKOMEP.

CeIbpxkaHneTo Ha onakobkarta e 10 ml.

He BcHyKM 0TIAKOBKM MoTar A2 OBJAT MyCHATH Ha Nasapa.

IlpuTexaren Ha paspelieHHETO 32 ynoTpeba W MPOH3BOAMTEN

IlpuTeskaTen Ha Pa3lpeNIeHHETO 3a ynoTpeba:
GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Upnanmua

IMpoussoguren:

GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen, lepmans
3a morkIHHTENHA HH$OPMAaNHE OTHOCHO TO3H NEKAPCTBEH MPOAYKT, MOIS CBEPIKETE C& ¢ JIOKATHHS
OPENCTABHTEN HA NPHTEXATENA Ha paspelieHHeTo 3a yrnotpeba:

GlaxoSmithKline Consumer Healtheare, ten.02/953-10-34

I[ara Ha IMOC¢OHO NPEPAITRECKTAHE HA THCTOBKATA
¢eppyapu 2019

ThproBeky MapKy, TIPHTEXABAHH WiH nuuensipany or GSK.
©2019 I'pynata koMnannn GSK HIu TexeH MHLEH30aTEN.




