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OTRIVIN 0.1% Nasal spray, solutipff0806Hte 4% ..covrieiiiininecee... YA temeneneenrasinerens
Xylometazoline hydrochloride

IpovyeTeTe BHAMATE/IHO MAJIATA JHCTOBKA, NPEAH A2 3aMOYHETE AA H3NOA3BATE TOBA JICKAPCTBO,

ThHH KaTo T4 ChALPXKA BaXXHa 3a Bac Hadgopmanus,

BHHArd NpyieMaiTe TOBA JIEKAPCTRBO TOYHO KAKTO € ONMCAHO B TAa3H MUCTOBKA HIM KaKTO BH ¢ xa3an

BaluysT gekap HAH apMaLieBT.

- 3anazere Tasu THCTOBKAa. Moske ja ce HATOXKH J1a # MPOYeTeTe OTHOBO.

- AKO ce Hy)KAaeTe oT JOMBIHHTENHa HHGOPMaLMs HIH ChBET, nonuTaite Bamus gapManesr.

- AKO DOTyIHTe HAKAKBH HEXCIaHH JIEKapCTBEHH peakilii, ypenoMeTe Bamind aekap Wil
(hapManiest. ToBa BKIIFOYBA M BCHYKH BB3MOKHH HEXETAHH PEAKIIHH, HEOITHCAHH B Ta3H JTHCTOBKA.
BuxTe Touka 4.

- Axo cnen 7 qHM He ¢e IyBCTBaTe NMo-a00pe HIH CheTOSHHETO BH ce BIONIH, TpAOBa 1a IOTHPCHTE
NEKApCKa NOMOILL.

KakBo ¢bABpXKa Ta3d JHCTOBKA

Kakso npeacrasngsa OTPHBHH 0,1% Capeii 3a H0oC H 33 KakBO ¢ H3M0/I3Ba
Kaxso Tp#6Ba na sHaere, npead na nanonssare OTPHBHH 0,1% Crpeii 3a Hoc
Kak ga manonseare OTPHBHH 0,1% Cupeit 3a Hoc

B13MOXKHH HeXEIaHH peakiiMH

Kak na cexpanasate OTPHBHH 0,1% Chpeii 3a Hoc

ChbaOppxaHHMe Ha OIIaKOBKATa H AOIBJIHATENH2 HHGopMaLHd
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1.  Kaxkso npeacrasiassa OTPUBHH 0,1% Cnupeii 3a HOC H 32 KAKBO Ce H300JI3BA

OTPHUBHH 0,1% Cnpeii 33 HOC ¢ HasaleH ACKOHTECTAHT, KOMTO GBP30 OTIYIIBA 3aMylneHHs Hoc. To# ¢
NPeAHA3HAYEH 34 ICYCHUE HA BE3PACTHY M HOHOLIH Hal 12 roguHH.

OTPHBHH 0,1% Cnpeii 3a Bo¢ ChALPXKA AKTHBHOTO BEIICCTBO KCHIOMETA30IMH. ToiH 05p30 OTMyIBa
3anymeHns BH HOC ¥ COMara OTCTpaHsBaHETO HA OIOKHpAIIVs JIMFaBALIATa CEKpeT, kaTto Bu fasa
BB3MOKHOCT Jia JHINATE ITO-TTECHO.

OTPHBHH 0,1% Cupeii 3a no¢ ¢¢ H3n10/138a 3a 0bJeKyaBase 3aMyIIBAHETO HA HOCA, MPHIHHEHO OT
HpOCTYAHM 3a00/I1BaHNA, CCHHA XpEMa WM JPYTH ANepridHy PUHHATH, CHHY3HTH.

EdextsT Ha OTPHBHH 0,1% Cupeii 3a Hoc 3ano4Ba B paMKHTe Ha 2 MMHYTH B DpOXkKasa 10 12
qaca. To# ce noHaca nodpe JopH OT MalUeHTH ¢ YYBCTBUTEIIHA HOCHA JIMTABHIIA.

OTPUBHH (,1% Cunpeii 32 HOC, NPWIoKEH B HOCA, MOXKE /A CE H3MION3BA U NIPH BB3IIAJICHHE HA YXOTO,
3a J1a TTOIOMOTHE 0TOROBAHETO HA HazodlapHHIeanHaTa JIMraBylia, IOKPHBAILA HOCHHUTE ITBTHILZ H I'bPIIO.
Toit moxe na Bu 6bae npeamacan ot Bamms nekap, ako Ba ipeaAcTod H3Cn€BaHe Ha HOCHATA KyXHHa.
JlaGopaTopHH H3CIeABAHUA [TOKA3BAT, Y& KCHIOMETA30MNHBT HAMAIABA HHPEKIMO3HATA aKTHBHOCT Ha
YOBELIKUS PHHOBHPYC, MPHYMHHTEN HA NMPOCTYIHH 3abongBaHus.

OTPHUBHH 0,1% Cnpeii 3a Hoc (XHapaTHpama ¢opmyJiia) ChAbpXKa ChCTaBKH, KOHTO CrioMarar 3a
NPeIOTBPAaTABAHE HA CYXO0TATa M APa3HEHETO HA HOCHATA THTABHILA.

2.  Kakeo TpabBa na 3uaete, npenn aa manoasparte OTPUBHH 0,1% Cupeit 3a soc

He nanonssaiite OTPHBHH 0,1% Cnpeii 3a Hoc, ako amMaTe:
¢ Aneprus (CBPEXIYBCTBHTEITHOCT) KbM KCHIIOMETA30IMHOB XHAPOXAOPU HITH KbM HAKOA OT
OCTAHAJIATE CHCTABKH HA TOBA JIEKApCTBO, IOCOYCHH B Kpasd Ha Tasy JHCTOBKA (BIDKTE TOUKA
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¢ Axo ckopo ca Bu npasunu onepauus npes Hoca (MO3bYHA XHPYPIid, MPH KOATO ONCpalldiTa ce
H3BBPIUBA IPE3 ROCA WITK yCTaTa).

e AXO HMaTe 3aKPHTOBI'BIHA INaykoMa (MOBHIIEHO BETPEOYHO HAMAraHe).

¢ AKO MMATE XPOHHYHA HOCHA HHMEKLMA ¢ MHOTO CyXH HOCHH IPOXO/H (CyX WIH aTPOdUieH PUHUT).

AKO € HAJIHHE HAKOE OT H30poeHuTe, MOJ MH(opMupaiite Banina nekap Wi GapManesT, 3a0To
OTPHBHH 0,1% Cupeii 3a Hoc He e noaxoasl, 3a Bac npu Te3n 00cTOATENCTRA.

MMpeaynpexaeHHA H NPEANAZHE MEPKH
KoHcyrrpaiite ce ¢ Banms nekap mim gapmanest npeau usnonssasero Ha OTPUBHH 0,1% Cupei 3a
HOC, aK0 HMaTe HAKOE OT CIeTHATE 3a00naBaHHA:
¢ BHCOKO KPBBHO HANAraHe;
3a60NBaHe Ha CHPAETHO-CHIOBATA CHCTEMA (HAMPHMED CHHAPOM Ha yapDkeH QT uHTEpBan);
xuneppYHKIIHA Ha LHTOBHIHATA XKJ€3a (XHIIEPTHPEOUAH3BM );
nraderT;
yBeNMYEHA MPOCTATHA JKJIe3a (IIPOCTATHA XHNEPTPOGH);
NOOPOKAYECTBECH TYMOP Ha HaAOBOpeUHHATE KIE3H, KOHTO NPOU3BEXKIA FOJIEMHY KOJIHICCTBA
aJpeHATHH H HOpaaApeHaNHH (PeoXPOMOLITOM);
® JICKYBATE C€ C AaHTHICIPECAHTH
- MOHOAMHHOOKCHIa3HH MHXHOHTOpH (MAOH) 1y cTe TH NpHEMATH Npe3 NOCIEAHNATE B
CE/IMMIIH,
- TPUIMKJIHYHH ¥ TETPaMKIHIHA aHTHACIPECAHTH.
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AXO & HaJinUe HAKoe OT mOpoeHnTe 3abonaBanns, He ynotpebssaiite OTPHBHH 0,1% Cnpel 3a noc,
IpeaH Oa ce KOHCYNITHpaTe ¢ Bamma nexap Wid GpapMaliceT.

Tono6HO Ha ApyTHTE AeKapcTea 3a otnyiueade Ha Hoca, OTPHBHH 0,1% Cupeii 32 noc MOX¢ Ja
fIpeIM3BHKA CMYIIEHHA B ChHA, 3aMasHOCT ¥ TpeNepeHe PH MHOTO TYBCTBHTEIHY ITALIMCHTH.
Koucynrupaiire ce ¢ Bamms nekap, ako HAKOH OT CHMITTOMATE CTaHe 00€3NOKOHTEEH.

[Toao6Ho Ha Apyrute Hasamuu ackonrectanth, OTPHBHH 0,1% Cnpe# 3a Hoc HE TpaOBa na ce
n3nomsBa rnosede ot 10 nocnenosatenun nuu. Koncynrupaiite ce ¢ Bamng Aekap, ako CUMITOMATE
npoab/okasar. [IpoAbIDKHTEHATA WIH peKOMepHaTa ynoTpeba Ha MPOAYKTa MOXKeE Ja NOBEAE [0
NOBTOPHO 3aNYIIBAHE Ha HOCA HJIM BIIOIIABAHE.

OTPHBHH 0,1% Cnpeii 3a Hoc He € nipegHA3Ha4Y¢H 33 U3N0J3BaHE B O4MUTE WITH yCTATA.

He vaasurasaiire nperopbyrTENIHATA 1032, OCOOCHO NPH A€a H MHOIO Bb3PDAcTHH NaltieHTH.

Jena
OTPHUBHH 0,1% Cupeii 32 HoC He ce MPENopHYBA A2 C€ H3MOJ3BA 0T Aeua nox 12 roauHy.

Hpyra aexapetsa H OTPHBHH 0,1% Cnpeii 3a noc
HudopMupaiite Baims rekap wnu ¢apManesT, ak0 [IPHEMATE, HACKOPO CT€ NPUEMAITH HiH € Bh3MOXKHO
Ia IpHeMare JIpyrd JeKapcTBa.
He tps6Ba na usnonssate OTPHBHH 0,1% Cupeii 3a HoC, 0CO0EHO aKO TIPHEMATE HAKOH METHKAMEHTH
33 JICUCHHE HAa Jienpecus, Takuea nekapeTsa ca:

e MonoamunookcHnasau uaxuGHTopH (MAOH): HE usnonssaiite OTPHBHH 0,1% Cnpeii 3a

HoC¢, aKO MpHeMaTe Wik cTe npueMandy MAOH npes nocneanure 14 qam.

e TpUIEKIHYHH H TETPAOWKIMYHH aHTHICTIPECAHTH.
Koncynrapaiite ce ¢ Bauys jekap, ako pHeMare HIKOH 0T H30POSHHUTE MO-TOpe JIeKapCTBa NpeH
ynorpebara nHa OTPHBHH §,1% Cupeii 3a noc.

BpeMeHEHOCT H KbpMeHe

OTPHBHH 0,1% Cupeii 3a noc ge 1pa0Ba 1a ¢e H3110/13Ba IO BpeMe Ha OPEeMEHHOCT.
Axo kepmuTe, OTPHBHH 0,1% Cupeii 3a Hoc TpabBa 1a 0b1¢ yoTpeOgBas caMo CIIc/| IeKapCKa
KOHCYJITaI|A.
[TochBerBaiiTe c¢ ¢ Bamug iexap WM GapMaresT NpefH H3NO0JI3BAHETO HA KOETO H 1A € JICKA




Hodupane u padbora ¢ MAILHHH
OTPHUBHH 0,1% Cnpeii 32 HOC He MOBJIMABA WM NOBIUABA MPEHEOPEKUMO CIOCOOHOCTTA 32
modgupaHe 1 padora ¢ MaLLIMHH.

Baxxna nadopmanus 3a NOMOIIHHATE BellecTBA

Tosa nekapctBo chabpxka 0,014 mg GeH3aIKOHUEB XJIOPH]L BbB BCAKO BIIPBCKBAHE, KOUTO Ca
exBuBasieHTHH Ha 0,100 mg/ml. BeH3anKOHUEBHAT XJIOPH/, MOXKE J1a NPHYMHH Apa3HEHE WIIK NOAYBAHE Ha
HOCHATa JIMraB1La, 0COOEHO ako ce M3I0J13Ba NPOABIDKHUTEIHO.

3. Kaxk aa uanosssare OTPUBUH 0,1% Cnpeii 3a Hoc

Bunaru usnonssaiire OTPHBHUH 0,1% Cnpeii 32 HOC TOYHO KaKTO € MPEnopbyaHo no-101y. AKO HE CTe
CHT'YPHH B Helllo, nonuTaiite Bawms nexap wiv apmaiesT.

OTPHUBHH 0,1% Cnpeii 3a HoC He ce NPenopbYBa 1a ce W3Mo/3Ba OT Aeua noa |1 2-roamiiHa Bb3pacT.
[IpenopwuMTenHaTa 103a €, KakTo clie/Ba:

KonueHntTpauus Bu3pacr [Ipuaoxkenune
OTPHUBHUH 0,1% Cnpeii 32 | Bu3pacTHu 1 1oHOWM Haj 12 | BIpbCKBaHe BbB BCAKA HO3/pa 10 3
HOC roAWHH mbTH AHEeBHO. He npeBuilaBaiTe

MakCHMyMa OT 3 BNPBCKBaHHUA THEBHO
BBbB BCAKa Ho3apa. [locneanara no3a
MOE [1a C€ MPWIOXKH MPEJH JisiraHe.

e He pexere HakpaiiHuka. J0O3MpalIMAT CrIpei € roTos, 3a Aa ObJe 3apeieH Npeu MbpBOHaYalHaTa
ynorpeda.

e [louucrere HOCA.

e OrcTpaHere npeana3Hara Kanavka.

e [Ilpeam nupsa ynorpeba Ha OTPUBHH 0,1% Cnpeii 3a HOC, H3BbPLIETE 4 HanoMmmnBaHu4, 3a Ja
aKTHBMpare nomnara. Beanbk akTHBHpaHa, NOMIaTa 1lie€ OCTaHe HOPMATHO 3ape/ICHa N0 BPEME Ha
e)KeIHEBHHTE aruTMKalMyu. AKO CIIPEAT HE CE€ pasnpbCHE M0 BpEME Ha IMbJIHOTO aKTHBUPAHE HJIH
NMPOAYKTHT HE € OMJI M3MOJ3BaH MoBeyde oT 7 /IHY, 1e TpsAOBa OTHOBO 11a aKTHBMpATE NOMIIATa,
KaTO MOBTOPUTE YETHPUTE HAMOMIIBaHMA. bbeTe MHOr0O BHUMATEJIHH J1a HE MPBbCHETE B O4HTC
WJIN yCTara.

e JIpwikTe M3npaBeH (akoHa, KaTo MOCTaBUTE Na/ielia B OCHOBATa My, @ HAKpaiHHUKa MEXILY
MPBCTHTE.

e HakJioHeTe ce JIeKO Hanpe/ M 1ocTaBeTe HaKkpalHuKa B HO3para. HarucHeTe U €eAHOBPEMEHHO C
TOBA BAMLIAWTE JIEKO Mpe3 HOCA.
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e [loBTOpeTe u B Apyrara HO3/apa.

e [louncrere ¥ noacymeTe HaAKpaiHUKA, NMPEAM Aa MOCTABUTE MPEANa3sHaTa Kanaika
HETOCPEACTBEHO clie]l ynorpeda.

e 3aja ce H30erHe Bh3MOXKHO pasnpocTpaHenue Ha nHdpekuuata, OTPHUBHH 0,1% Cnpeii 3a Hoc
TpsOBa Ja ce ynorpedsBa caMo OT €1MH MaLHEeHT.

AKO CTe H3M0J13BaJH noBeve or HeoOxoaumara no3a OTPUBHUH 0,1% Cupei 3a HOC
AKo ciy4aitHo cte npuenu no-ronsaMo konuyectso OTPUBUH 0,1% Cupeii 32 HoC WK B Cly4ad Ha
noryibluane, uHhopmupaiire HezabasHo Baius nekap win papMauesT.

Ao cre nponycuaun aa uznoassare OTPUBHUH 0,1% Cnpeii 3a Hoc
He npuemaiite 1BOMHA N03a, 3a 1a KOMIIEHCUpaTe NpoycHaTara.

4. Bb3MOXKHH HeXKeJIAHH peakuHu

Kakro Bcuuku nekapctsa, OTPHBHH 0,1% Cupeii 32 Hoc MOXeE J1a TPEAU3BHKA HEWKETaHH PCAKLIMH,
BBITPEKH 4€ HE BCEKU 'MW MOJIy4aBa.
CIIPETE ynorpe6ara 1a OTPHBHH 0,1% Cnpeii 32 Hoc ¥ He3a0aBHO NOTHPCETE JIEKapCKa MOMOLLL,
aKO YCTAHOBHMTE HAKOH OT CJEHUTE CHMITTOMH, KOMTO MOIaT Jia ca NMposiBa Ha ajIepruiHa peaKius.

® 3aTPY/IHEHO JUIIAHE WIH NpEeribLIaHe,;

® [MOJYBaHE Ha JIMLIETO, YCTHUTE, €3UKa UJIM I'bPJIOTO;

e cuJeH chpOex Ha Ko)KaTa ¢ YepBeH OOpUB WIIM W3pa3eH OTOK.
YecTH HeKeJIaHH peakunn (MoraT ja 3acerHar a0 | Ha 10 yoBeka).
CyxoTa WM Jpa3HeHe Ha HOCHATa JIMraBuLa, raJieHe, rinaBodosne, 4yBCTBO 3a MapeHe Ha MACTOTO Ha
MpUJlaraHe.
HeuecTu HexeaHH peaknun (Morat a 3acersar a0 1 Ha Bceku 100 yoBeka).
KbpBeHe 0T HoCa.
MHOro peKH HesKeJaHH peakuuu (MOrar ja 3acerHar no-majko ot 1 Ha scexu 10 000 yoBeka).
AJIepru4Hy peakiu (KokeH oOpuB, Chbp0Oexk), 3aMbIJIEHO BHXKAAHE, apUTMHYHA WK yH4eCTeHa CbpActiHa
JIEHHOCT.
AKO HAKOS OT HEKETAHWUTE JICKapPCTBEHH PEAKLIMK CTAHEe CEPHO3HA WIH 3a0eie)uTe IPYTrH, HEONHUCaHH B
Ta3M JIMCTOBKA HEXENaHH PeaKlMu, MOJIs yBeaoMeTe Bamus nekap win (apManesT.

Crol0maBane HAa HeKEJIAHH PeaAKIHH

AKO TIO/Iy9HTe HAKAKBH HeXXeJIaH! JIeKapCTBEHHU peakiny, yBeoMeTe Bamms nexap wiv ¢papmauest. Tosa
BKJIFOYBA BCHYKH BH3MOKHH, HEOITMCAHH B Ta3W JTMCTOBKA HEXeJIaHW peaki. MoxeTe ChIIo 1a
CHOOILMTE HEKENAHH PEaKIMK IHPEKTHO Upe3 HALMOHAIIHATA CHCTeMa 3a ChoOIaBaHe (BHKTE JeTaHIHTe
no-noiny). Karo crobiaBaTe HexenaHd peakliii, MOXKETe [1a NaJeTe CBOsA MPUHOC 34 MojyvaBaHe Ha
noseye UH(GoOpMaLMi OTHOCHO O€30MacCHOCTTAa Ha TOBA JIEKapCTBO.

bbarapus

M3nmbaHUATEIHA areHIMA M0 JIEKapcTBara,
yn. ,,JlamsH ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417




YebGceaiiT: www.bda.bg

5. Kak aa coxpanaate OTPHBHH 0,1% Cnpeii 3a noc

Jla ce CuXpaHdBa Ha MJACTO, HEMOCTHIHO 32 AeIa.

Ha ce cuxpanasa noy 30° C.

He m3nomssaiite OTPHBHH 0,1% Cupeii 3a Hoc ciie/| Cpoka Ha FOIHOCT, OTOE/IA3aH BbpXY KapTOHEHaTa
oITakoBKa H (iakoHa. CpoKBT Ha FOJHOCT OTTrOBapa Ha TNOCIEAHHA AeH OoT nocodenus mecell. Tosu cpok
BXKH M CJICH MBPBOHAYATHOTO OTBAPAHE HA OTIAKOBKATA.

Ha ce chxpaBiBa B OpHrMHAIHATA OMAKOBKA.

He m3xsbpiisifTe NIEKapcTBaTa B KAHANM3AIMATA HIM B KOHTEHHEPA 38 OMAILHH oTra/buH. [lonuraiire
Banis apMalleBT KaK A2 H3XBBPIATE JICKapCTBAaTa, KOKMTO BEue He H3Mosi3Bare. Tesu MepKH e
CIIOMOTHAT 3a ONA3BaHe Ha OKOIIHATA CPEAa.

6. CoabppxaHHe HA ONAKOBKATA H AOMBJIAHATEINA HEGOpMANNS

Kaxgo cpabvpxa OTPHBHH 0,1% Copes 32 Hoc

AKTHBHOTO BeuiecTso Ha QTPUBHH 0,1% Crpeii 33 HOC € KCHIOMETa30JIHHOB XHAPOXIOpHA. Beekn ml
ChIBpXka | mg KCHIOMETa30IHHOB XHAPOXITOPHA.

JIpyrHTE CHCTABKH C4; HATPHER AuxuaporeHdocdar auxuapar, TAHATpHEB Gochar JoneKaxHapar,
AMHATPUEB €MeTaT, OeH3ANKOHHEB XJIOpUA, copburon 70%, MeTHIXHAPOKCHITPOITMALCTY 1034
(xunpaTupaina ¢hbCTAaBKA), HATPHUEB XNOPYU], NIPeYHCTEHA BOAA.

Kak uzraexna OTPHBHH 0,1% Cnpeii 3a HOC B KaKBO ¢CbADPXA ONAKOBKATA

BucTbp pa3TBOp B 6YTHIIKA € TOMIIA, JOCTABALIA TOYHO KOJIHYECTRO OT MPONYKTA.
CrpabpkanneTo Ha onakoBkara € 10 mi.

IIpATexaTed HA Pa3PLIICHACTO 33 YNOoTPeda M NPOH3BOAHTE

HpuTexare) Ha paspenieHRETO 32 ynorpeoa:

GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Hpnannus

Hpoun3soanren:

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

JaTa Ha MOCAeAHO NPepa3raeXKiane Aa JHCTOBKATA
ronu 2023
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