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KcnnoMeTazonuHOR XHAPOXIIODH

OTRIVIN 0.1% Nasal spray, solution
Xylometazoline hydrochloride

IIpoyeTeTe BAKMATEIHO I/IATA JHCTOBKA, IIPEIH A4 3aII0YMHETE Aa M3II0JI3BATE TOB2 J€KAPCTBO,

Thi KATO TH ChAbPXA BaxHa 3a Bac nndgopmanini.

BuHaryn npuHeMaiTe ToBa JEKAPCTBO TOMHO KAKTO € OMMCAHO B TA3M JIMCTOBKA MM kakTo BU € kazan

Bamusar nexkap uind ¢gapMalieBT.

- 3anazere Ta3m TMCTOBKA. Moske Ja ce HanoxXu J1a 4 IIPOYETETE OTHORO.

- Axo ce HyxzaeTe 0T JONbIHUTENHA HHPOpMaLMs UM ChBET, onuTaiTe Bammus gapMariesT.

- AKO MONMy4HTe HAKAKBY HEXEIAHM JIEKApCTBEHM PeakluH, yBeaoMeTe Bamiua nekap Hid
¢apmaneBT. ToBa BKIIOYBA M BCHYKH Bh3MOXKHH HEXETaHU peakiiy, HEOIUCAHN B Ta3y JIUCTOBKA.
Buxre Touka 4.

- AKO cnie 7 IHHM He ce 4yBCTBaTe No-A00pe K ¢ChCTOAHMETO BH ce Bnomu, Tpabsa aa oThpeuTe
NeKapcKa oMol,.

Kakso ChABPNKKA TA3H JHCTOBK2

Kaxkso npeacrarngea OTPHBHUH 0,1% Cuapeii 32 HOC ¥ 32 KaKBO €& H3IIOA3BA
KaxBo TpsadBa fa 3HaeTe, npens na u3nonssare OTPABUH 0,1% Copeii 3a Hoc
Kax jna usnonssare OTPUBHUH 0,1% Cnpeii 3a Hoc

Br3MOXHM HexkellaHU peakuun

Kaxk aa cexpanseare OTPUBHUH 0,1% Cnpeii 3a Hoc

CrpappxaHue Ha ONaKOBKATA U AOMBIHUTENHA HHPOpMALUA

A S ol e

1. Kaxkseo npencraragra OTPUBHH 0,1% Cupeii 32 HOC H 32 KaKBO Ce H3II0/I3BA

OTPHUBHH 0,1% Cnpeii 3a HOC € Ha3aJICH JEKOHISCTaHT, KOHTO Obp30 OTIYIIBA 3allyHICHHUA HOC. ToH €
NpeIHA3HAYEH 3a IeYcHUE Ha Bh3pACTHU H KOHOIIH HaA 12 rOguH.

OTPHBHH 0,1% Cupeii 3a HO¢ ChIbpsKa AKTUBHOTO BELISCTBO KCUITOMETa301HH. Tol 65bp30 oTNy1Ba
jamymeHds Bu Hoc H cioMara oTeTpaHaBaHeTO Ha ONIOKMpalllis NHCaBHIATA CEKpeT, KaTo Bu Jasa
Bh3MOXKHOCT J]a JHIIATE 0-JIECHO.

OTPUBHH 0,1% Cnpeii 3a HOC Ce H3M0JA3Ba 33 00IEK4aBaHe 3aNyLIBAHETO HA HOCA, IPUYMHEHO OT
NPOCTYAHH 3a00NABaHHA, CEHHA XpeMa WUITH APyl anepridHH pUHKTYH, CHHY3HTH.

E¢extsT Ha OTPUBHH 0,1% Cupeii 3a Hoc 3ar104Ba B paMKHTE HA 2 MUHYTH W IIpOJb/Dkasa go 12
yaca. Tol ce moHacs nodpe JOpH OT NaLMEeHTH ¢ YYBCTBUTEIHA HOCHA JIMTABUIIA.

OTPHUBHH 0,1% Cnpeii 3a Hoc, IPHIOKEH B HOCA, MOXE [1a C¢ U3MON3BA U NPH BH3NANEHHE Ha YXO0TO,
3a a OANOMOTHe 0TOBROBAHETO HA HazodapHHATEaIHATA JTHTABHLA, IOKPUBAIA HOCHATE IIBTHLIA H I'BPJO,
Toii moxe ga Bu Obae npennucad OT Ballug Jiekap, ako Bu npeacTon wicneaBade Ha HOCHATA KYXUHA.
JlabopaTopHum U3cienBaHKA IOKA3BaT, Y& KCHIIOMETA30HHBT HaMallaBa UHGMEKIIHO3HATA AKTUBHOCT Ha
YOBEUIKHA PUHOBUPYC, IPUIMHHUTEN HA NIPOCTYIHA 3a0014BaHNA.

OTPUBUH 0,1% Cupeit 3a Hoc (XuapaTupaiiia GopMyna) CbAbPiKAa ChCTABKM, KOUTO CIIOMAarar 3a
NPeAOTBPATABAHE HA CYXOTATa H JIPA3HEHETO HA HOCHATA JIMraBUIA.

2.  Kaxso TpsifBa aa 3Haete, npeau Aa uznonisate OTPHBUH 0,1% Cnpeit

He mianonssaiite OTPHBHH 0,1% Cupeii 3a Hoc, ako uMarTe:

e  Aneprua (CBpbXYYBCTBUTEIIHOCT ) KbM KCHIIOMETa30/IMHOB XHUAPOXIIOP
OCTAHANMUTE ChCTABKH HA TOB& JICKapCTBO, IIOCOUYEHH B Kpas HA Ta3H JIHC
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e Axo ckopo ¢a Bu npaBuiH onepatua npes Hoca (MO3bYHa XHPYpPrus, MPH KOATO ofepanyara ¢
H3BBPINEA MPE3 HOCA HITH YCTATAa).

¢ AKO UMaTe 3aKpUTOBIbIHA [MIayKOMA (MOBUILEHO BRTPEOUHO HANAraHE).

¢ AKO HMAaTe XpOHWYHA HOCHA HHPEKIMI ¢ MHOTO CYXY HOCHH ITPOXOAHM {(CyX MM aTpodHueH pHHUT).

AKO0 € HaTMLE HAKOE oT u3bpoeHuTe, Mons nudopmupaiite Bamus nekap unu gapManerT, 3amoTo
OTPHUBHH 0,1% Cupeii 3a Hoc He e noaxonsi 3a Bac npy Te3n o0CTOATEICTBA.

HpenynpexieHus U NpeANA3HHE MEPKH
Koucynrupaiire ce ¢ Bamms nekap i gapmaneBT npend Hinoassadero Ha OTPHBHUH 0,1% Cnpeh 3a
HOC, AKO MMATE HAKOE OT CIIeAHHUTE 3a00JIABaHHA:
& BHCOKO KPBBHQ HAJITAHE,
3abongBaHe HA ChPJECIHO-CBIOBATA CHCTEMA,
XUunep@yHKIUA Ha HATOBHAHATA XKJle3a (XHIEPTHPEOUIHIEM);
naber;
yBENMUCHA [MPOCTATHA *Jle3a (TIPOCTaTHA XHIIEpTPohus);
noOpOKavYeCTBEH TYMOp Ha HATOBOPEYHUTE KIte3u, KOUTO MPOH3BEIKIA FONEMU KOJIHYECTBA
AZIPEHANIAH 1 HopaapeHaTdH ((peOXpoOMOLIUTOM);
® JieKyBaTe CE€ C AHTHIEIPECAHTH - MOHOAMHHOOKCKHIa3HY HHxutHuTopu (MAOH) unu cre ru
NPUEMAITH TIPE3 HOCISAHUTE ABE CEAMMIIH.

Ax0 ¢ Hanmuue HAKoe oT U3bpoeHuTe 3aboiaBanns, He ynotpedsgpaiite OTPUBHH (,1% Cnpe# 3a Hoc,
Npefy Aa ce KOHCyJiTupare ¢ Bamus nekap unu ¢apmanesT.

[lono6HO Ha ApyrdTe ekapcTRa 3a ormymeane Ha Hoca, OTPHBUH 0,1% Cnpeit 3a Hoc MOXKe a4
IpeIU3BUKA CMYILEHUA B ChHA, 3aMastHOCT M Tperepese IPH MHOIO YyBCTBHTEIHH TAUEHTH.
KoHcynTupaiite ¢e ¢ Balliug eKap, K0 HIKOH OT CHMIITOMHUTE ¢TaHE 00e3MOKOUTEIIEH.

[logodHso Ha gpyruTe Hazanuu gekoHrectanTa, OTPUBHUH 0,1% Cnpeii 32 Hoc He TpaOBa aa ce
u3non3ea noseye oT 10 nocnenoBarenHy AHU. KoHncyntupaiite ce ¢ Bamusa gexap, ako CHMIOTOMHUTE
npoasipkasat. [IpoabpkuTeHaTa WM IPEKOMEPHATA YIIoTpeOa Ha NPOAYKTA MOXKE Aa JoBexe J0
IIOBTOPHO 3allylIBaHE HA HOCA MIIH BJIOIIABAHE.

OTPHBHH 0,1% Cuopeii 3a HOC He € IIPpenHa3HaA4YeH 34 H3NOI3BaHE B OIMTE UIH YCTaTa.

He HaaBUILIABANTE NPENOPBUHTENHATA 1034, 0COOEHO NPH A ¥ MHOIO BE3PACTHHY NAIMEHTH.

Hena
OTPHBHH 0,1% Cnpeii 3a Hoc He ce NpenoprUBa Aa ce U3MOA3Ba OT Aeld oA 12 roguHu.

JApyru aexkapersa u OTPUBHUH 0,1% Cupeii 3a Hoe
Hudopmupaiite Banms nexkap wiv ¢gpapManeBT, ako MpieMaTe, HaCKOpo CTe MPHEMAld Wit € Bb3MOXKHO
da HpHeMatTe APYI'H NeKapCTBa.
He 1padra jna usnonssare OTPUBHH 0,1% Crpeii 32 Hoc, 0c0O€HO aKo NpHEMAaTe HAKOH MeIHKaAMCHTH
3a JIEYEHHE Ha aerpecus. TakuBa nekapcTea ca.

o MonoamunooxcHgazH nExUOETOpH (MAOM): HE n3nonzeaiite OTPHBHH 0,1% Crpeit 3a

HOC, aK0 IIpHeMare Wil ¢re npieMans MAOHU 1ipes nocneanute 14 aHn.

¢ TPHIMKIWYHH K TeTPALIHKIIMYHU aHTHASIIPECAHTH.
Koncynmupatite ce ¢ Bamms nexap, axko lfpyeMare HAKOH 0T U30poeHuTe No-Tope JIeKapcTBa Ipenu
ynotrpebara na OTPHBUH 0,1% Cupeit 3a soc.

bpeMenHOCT M KBpMeHe
OTPHUBHH 0,1% Cnpeii 3a Hoc He TpsOBa Aa ¢e U3MO0J3BA 110 BpeMe Ha OPEMEHHOCT.
Axo xepMmute, OTPHBUH 0,1% Cnpeii 3a Hoc tpabBa fa 055 ynoTpedanan caM

KOHCYJITALEMA.
[ToceBeTBaiiTe ce ¢ Batnus nexap Wik ¢papManeBT Ipeayd UINON3BAHETO HA KOE

Hlodpupane u pabora ¢ MAINKHE



OTPHUBHH 0,1% Cupeii 32 HOC He TIOBIUSABA WIH [MOBJIUABA TPEHEOPEKUMO CIIOCOOHOCTTA 3a
modupase ¥ padora ¢ MalUUHH.

3. Kak na msnonssare OTPUBHH 0,1% Cupeii 3a HOC

Bunaru usnonssaiite OTPUBHUH 0,1% Cnpeii 32 HOC TOYHO KaKTO € MPEnopbyaHo Mmo-a0iay. AKO He CTe
CUT'YPHH B Helllo, nonuTaiite Baiius nexap uwiu gapmalent.

OTPHUBHH 0,1% Cupeii 3a Hoc He ce npenopbysa Jia ce U3I0J13Ba OT Aeua noj 12-rojuiHa Bb3pacr.
[IpenopbuMTeNIHaTA 1032 €, KAKTO CIIe/IBa:

KoHueHnTpanus Bu3pacrt Ipuniaoxenue
OTPUBHUH 0,1% Cupeii 3a | Be3pactiu u 1oHOM Haj 12 | BpBbCKBaHE BbB BCsKa HO3/pa J10 3
HOC TOJIMHH MbTH JHEBHO. He npeBuinasanre

MakKCHMyMa OT 3 BITPBbCKBAHHA JHEBHO
BbB BCAKA HO3/1pa. [locnennara no3sa
MOZKE J1a CC MPHIIOXKH TIPCIH JIAT'dHC.

e He pexere Hakpaiinuka. Jlo3upalusT cripeii e rotos, 3a Ja ObJe 3ape/ieH Npeay IbpBoHaYaiHaTa
yrnorpeda.

e J[louyncrere HOCA.
¢ OrcrpaHere npeanasHara Kanadka.

e [Ipenu nbpeara ynorpeda Ha OTPUBHUH 0,1% Crhpeii 32 HO¢ U3BbpLIETE HAKOIKO
HaAIrOMIIBaHMs JI0 MOsABATa HA cripeil BbB Bb3ayxa. I Ipu nocneasanio npunoxernue Ha OTPUBUH

0,1% Cnpeii 3a Hoc go3upanara crnpeii momna e Obae rotosa 3a ynorpeda. bbaere MHOro
BHUMATEJIHU Jla HE TIPBbCHETE B OYUTE UJIM yCTaTa.

e JlpwbxkTe usnpaseH (prrakoHa, KaTo NMOCTABUTE ajiella B OCHOBATa MY, a HAKpaWHUKa MEXTY
[IPBCTUTE.

e HakJioHeTe ce JIeko Hampe/i U NocTaBeTe HaKpaifHHKa B HO3paTa.
e Haruchere ¥ eIHOBPEMEHHO C TOBa BAMIANTE JIEKO Mpe3 HOca.

e [loBTOpETE M B AApyraTa HO3pa.




e JlouncreTe H NOACYINETE HAKPAHHUKA, [IPEIy Jla MOCTABUTE Mpeia3Hara KamayKka
HEMMOCPEACTBEHO CIICK yIIoTpeoa.

o 3a fa ce uzberse Bp3MOXKHO pasnpocTpaHeHue Ha uHpexkuuaTa, OTPHBHH 0,1% Cnpeit 3a Hoc
TpaOBa Aa ce ynorTpedara caMo OT €MH IIAIMCHT.

AKO CTe H3TI0JI3BAJH MoBede oT HeoOxoauMaTa go3a OTPHBHH 0,1% Chpeit 3a nHoc
Ako cnyuaiiHo cTe npHen no-ronaMo konuyectBo OTPUBHH 0,1% Cnpeii 3a Hoc UITH B CIIy4Yad Ha
norablane, ”HGopMHpaiite HezabagHO Bainus nekap wim rapMateBT.

Axo cte nponycHaau Aa manoazeate OTPHBHH 0,1% Cuopeii 3a Hoc
He npuemMatite nBoiiHa n034, 3a 1a KOMIICHCHpATE NPOITYyCHATaTa.

4, BB3IMOXKHE HeXKeJIaHH peaKIBH

Kakro Bcuuku nexkapetsa, OTPHBHH 0,1% Cnpeil 3a Hoc MOXKe g2 IPeIU3BUKa HEXEJIaHd pEaKIIHH,
BBIPEKH H9€ HE BCEKH 'Y NOJIyYaBa.
CIIPETE ynorpebara na OTPUBHH 0,1% Cnpeii 3a Hoc ¥ He3aDaBHO ITOThPCETE TIEKAPCKA [TOMOII,
aKO YCTAHOBHTE HAKQH OT CIICAHUTE CHMIITOMH, KOHTC MOIaT Aa Ca NposABa Ha anepriyHa peaxins:

¢ 3aTPYAHEHO AUILIAHE MIIH MpEriblUlaHe;

¢ OJyBaHE Ha JIHLETO, YCTHUTE, €3UKa WM I'bPIIOTO;

¢ CHIEH ChpOeX HA KOXKATA ¢ YepBEeH OOPHB HIIY H3Pa3cH OTOK.
YecTn HekeIaHH peakIuM (MOraT a 3acerHart a0 1 Ha 10 qoBeka).
Cyxo0Ta W Apa3HeHe Ha HOCHATA JIMTaBHUIla, rafeHe, riiagodonue, YyBCTBO 3a MapeHe Ha MACTOTO Ha
IIPIJIATaHE.
MHOT0 peAKH HeXeJaHK peaKIMu (MOraT Ja 3acersar nmo-mManko or 1 Ha sceku 10 000 yobeka).
AJlepraday peaknmy (KoKeH OOpHUB, ChpOeK), 3aMBIIIeHO BIDKIAHE, apUTMHYHA WIH YU€CTeHa ChpAcYHa
NEeHHOCT.
AKO HAKOSA OT HeXETAHHTE JEKAPCTBEHH PeaKIHH CTaHe CepHO3HA U 3adenexure ApyTH, HEONMUCAHH B
Ta3d THCTOBKA HEXEAaHH peakiiy, MoJs YRegoMeTe Bamug nexap unu papMaient.

Cro0lIaBaHe HA HeXeNaHH PeaKiiui

AKO TIONYyUHTE HAKAKBY HEXeIaHU JISKAPCTBESHH peaklliy, yBeaomere Bauus nekap wid ¢apMauesr. Topa
BKITFO9BA BCHYKH Bh3MOXKHY, HEONHCAHH B TA3H JIMCTOBKA HEXKeNlaHH peakiuu. MoxKeTe CBIIO Ja
ChOOILMTE HEXKEJTAHH PeaKIMyi JUPEKTHO Hpe3 HaUHOHAJIHATa CUCTEMA 34 ChOOLIABaHE (BHXKTE ASTAHIHTE
no-go:ay). Karo ¢boblaBare HexeIaHH peakilii, MOXeTe Oa JAKETS CBOA NPUHOC 3a MOTyJaBaHe Ha
noBeye HHpoOpMaKa OTHOCHO O€30MacHOCTTA HA TORA JIEKAPCTBO.

Briarapus

HM3mbnHUTETHA areHI|d o JISKApCTBaTa,
yn. , JlamsaH I'pye” Ne 8

1303 Codusx

Ten.: +359 2 8903417

Yebcaiit: www.bda.bg

5. Kak aa coxpanseare OTPUBHH 0,1% Chpeii 3a Hoc

Jla ce cbXpaHABa HA MACTO, HEAOCTBITHO 34 AeUA.
Ha ce cexpansea nox 30° C. -
He m3nonssaiire OTPHUBHH 0,1% Cnpeii 3a Hoc ciies ¢poKa Ha TORHOCT, OTOENA3aH BY
OMakoBKa M (iakoHa. CpOKBT HA FOLHOCT OTTOBAPS Ha MOCHEAHMS JISH OT MOCOYEHHU, '
Ja ce cbXpaHsABa B OPUTHHATTHATA OTIAKOBKA. ‘
He uw3xpepigiiTe nekapcTeaTa B KaHAIW3alUUATa MK B KOHTEHHEPA 32 NOMAIITHH OT

Bamus gapManeBT Kak Ja U3XBEPIATE JIEKAPCTBATA, KOWTO Beue He ui3non3sare. T¢d u’&ﬁa
CIIOMOTHAT 34 ONIa3BaHE Ha OKOIHATA CPEIA. \ =

[ JI I
,.

b o~ -
L) ‘11.?\.‘1"3_ ." - ]




6. CrbpKaHHE HA ONAKOBKATA H JONBJHHTEINA MHPOpMa s

Kakpo csaspxa OTPUBHUH 0,1% Copeii 3a Hoc

AxtusHOTO BelllecTRO Ha OTPHUBHH 0,1% Crpeii 3a Hoc € KCUIOMETa30IMHOB XHIpoxnopua. Beexu ml

ChABPKA | mg KCUIOMETA30JIMHOB XWAPOXJIOPH.

JIpyrure CRCTaBKM Ca; HATpHEB nuxuAporeHdocdar JUXuAparT, JMHATpUEB PpocdaT nogeKaxuapar,
JHHATPHMEB efeTaT, OeH3UIKOHUEB XJI0pui, copduton 70%, METHIXMAPOKCHIIPONHUILENY/I03a
(XuppaTdpania CbCTABKA), HATPHEB XJIOPUJ, NPEYHCTEHA BOJA.

Kaxk maraexnpa OTPHBHH 0,1% Crnpeit 32 HOc H KaKBO CHABPKA ONAKOBKATA

BHCTED pasTBOp B OYTUIKA C MOMIIA, JOCTARAIIA TOYHO KOJHUYECTEO OT MPOAYKTA.
CoaspxaHieTo Ha orakoBkara € 10 ml.

IIpuTexkaTen Ha paspelleHUeTO 332 YIHOTpeda B NPOU3BOIHTEI

IIpuTexaTen Ha paspellleHHETO 32 YnioTpeba:

GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Mpnasaus
IlpowsBogurenn:
Novartis Consumer Health GmbH, Zielstattstrasse 40, 81379 Miinchen, 'epmanns

GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen, ['epManns

3a JOMBJIHKTENHa HHPOPMaIis OTHOCHO TO3H JIEKAPCTBEH MPOJAYKT, MO CBhPIKETE Ce C JTOKATHHS
NpeACTABUTEN HA IIPUTEKATEAL HA paspelleHUETO 3a ynorpebda:

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

HdaTa Ha mocaeHO npepasriaekIaHe Ha JHCTOBKATA
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