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OTPUBHUH 0,1% Cnpeii 3a HO¢, pa3TBOp |

KcunomeTa3oIMHOB XHAPOXJIOpUL i 9(73 0 4 -09- 2024 |

OTRIVIN 0.1% Nasal spray, solution
Xylometazoline hydrochloride

[IpouyeTeTe BHHMATENIHO LAJIATA JIHCTOBKA, MPeIH /14 3aM0o4HeTe 12 H3MOoJI3BaTe TOBA JIEKapCTBO,

Thil KaTO T ChABbPAKA BaxKHa 3a Bac ungopmauus.

BuHaru npvemaiite ToBa JIEKapCTBO TOYHO KAKTO € OMUCAHO B Ta3M JIMCTOBKA HJIM KakTO BH € Ka3au

BawusaT jiekap WM papmaLeBT.

- 3anasere Ta3u JMCTOBKA. MOKe /1a ce HaloKH 1a g MpoYeTeTe OTHOBO.

- AKO ce HYXJlaeTe OT JOMbJHUTENHA HH(pOpMaLMs UK CbBET, nonuraiite Bawus papmanesT.

- AKO MOJIyYUTEe HAKAKBH HEXEJIaHH JIEKapCTBEHH peakLuH, yBeaomere Bawuus nekap Wi
(papmaueBT. ToBa BKJIHOYBA M BCHYKH Bb3MOKHH HEXKEJIAHH PeakLMH, HEONUCAaHH B Ta3M JIMCTOBKA.

Buxre Touka 4.
= AKO cnie/l 7 1HU He ce YyBCTBATE Mo-a00pe ik CbCTOAHUETO BH ce Biowu, TpsaOBa a noTbpcUTe

JIEKapCKa NoMOLL.
KakBo CbAbpPAKA TA3H JIHCTOBKA

KakBo npeacrasissa OTPUBHUH 0,1% Cnpeii 3a Hoc 1 332 KakBO C€ U3M10J13Ba
KakBo TpsOBa na 3Haere, npeau aa usnonssare OTPUBHUH 0,1% Cnpeii 3a Hoc
Kak na u3non3sare OTPUBHUH 0,1% Cnpeii 3a Hoc

Bb3MOXKHHU HEXEJIaHW peaKLuH

Kak na cbxpansBare OTPUBHH 0,1% Cnpeii 3a Hoc

ChbabprkaHUe Ha ONAKOBKATa M AOMbJIHUTEIHA HHOpMaLUs

il a2 o

1. Kakso npeacrasassa OTPUBHH 0,1% Cnpeii 3a HOC H 32 KAaKBO ce H310/13BA

OTPUBHUH 0,1% Cnpeii 3a HOC € Ha3aleH AEKOHIeCTaHT, KONTO Obp30 OTNYLIBA 3anylueHus Hoc. Tol e
pe/lHa3HaueH 3a JIeYeHUe Ha Bb3PaCTHH U FOHOLUM Hal 12 roauHHu.

OTPUBHUH 0,1% Cnpeii 3a Hoc CbAbpKa aKTUBHOTO BELLECTBO KCHJIOMETA30/IMH. 10 Obp30 oTnylLiBa
3anyleHus By HOC M ciomara OTCTpaHsABaHETO Ha OJIOKMpALLIUs TMraByLiaTa cekpeT, Kato By nasa
Bb3MOXKHOCT Aa JAMLLATEe MO-JIECHO.

OTPHUBHH 0,1% Cnpeii 3a Hoc ce 13110J13Ba 3a 00JieKyaBaHe 3alryLIBaHETO HA HOCA, IPUYHHEHO OT

MPOCTYIHU 3a00JIABAHUSA, CEHHA XpEMa WJIH JApYrH ajlepruyHi pUHHTH, CHHY3HUTH.
Edexrbr Ha OTPUBHH 0,1% Chpeii 32 Hoc 3ano4Ba B paMKUTe Ha 2 MUHYTH U NIpoAbJbKaBa 10 12

yaca. Toi# ce noHacs 100pe 10pH OT MALMEHTH C YYBCTBUTEJIHA HOCHA JIMraBULLA.

OTPUBHH 0,1% Cnpeii 3a HO¢, NPUIOKEH B HOCA, MOXKE [1a C€ M3M0JI3Ba U NPH Bb3IaJIEHUE HA YXOTO,
3a J1a NoiNoMorHe oTobOBaHETO Ha Ha3ogapUHrealHarTa JuraBuLa, NOKpUBallla HOCHUTE MbTHLIA U IbpJIO.
Toit moxke na Bu 0bae npeanucad ot Bawus nekap, ako By npeacTou u3cneiBaHe Ha HOCHaTa KyxXUHa.
JlabopaTopHu H3CNeABaHMSA MOKA3BaT, Y€ KCUJIOMETA30JMHBT HaMal1sBa HH(EKLIMO3HAaTa aKTHBHOCT Ha
YOBELIKWS pUHOBUPYC, MPUUUHHUTES HA MPOCTY/AHH 3a00JIABaHU.

OTPUBHH 0,1% Cnpeii 3a noc (Xuaparupaiua gpopmyiia) CbAbpxa CbCTaBKH, KOUTO crioMarar 3a
[pel0TBpaTsiBaHe Ha CyXOoTaTa U JIpa3HEHETO Ha HOCHATA JIMraBULA.

R KakBo TpsiOBa 1a 3Haete, npeau aa u3noassare OTPUBHUH 0,1% Cnpeii 3a Hoc

He u3noasBaiite OTPUBHH 0,1% Cnpeii 3a Hoc, ako umare:

e Aneprus (CBpbXUyBCTBUTEJIHOCT) KbM KCHJIOMETA30JIMHOB XHAPOXJIOPUA H / r‘ﬂ.- X
OCTaHaJIUTe CbCTABKM HA TOBA JIEKAPCTBO, NOCOYEHHU B Kpas Ha Ta3u JIUCTORK af R Le




* AKo cKopo ca Bu npasunu onepauua npes Hoca (MO3btHHa XHPYPrua, NpH KOATO ONEpauuaTa ce
H3BLPLUBA NpPE3 HOCA MM YCTAaTa).

e  AKO HMATE 3aKPUTOBIbAHA rlayKkoMa (MOBULLEHO BbTPEOHHO HAJIAraHe).

* AKO MMaTe XpOHUYHA HOCHA MH(}EKUHUS C MHOIO CYXHU HOCHH NPOXOAH (CYX HJIK aTPOPHUYEH PHHHT).

AKO e HATMUE HAKOEe OT H30poenute, mons uHpopmupaiite Bawnsa aekap nau gapmanest, 3alL0TO
OTPUBHH 0,1% Cnpeit 3a Hoc He ¢ noaxoasul 3a Bac rpu Te3mn obcrosrencraa.

[IpeaynpexeHus U npeanasHi MepKH
Koucynrtupaitre ce ¢ Bauiug nexap unu ¢apmauest npean uinonssavero Ha OTPUBHH 0,1% Cnpeii 3a

HOC, 2KO UMaTe HAKOE OT CIeAHKUTE 3aD0NABAHNS:
® BUCOKO KPLBHO HANATAHE;
1a00nsBaHe Ha CHPACUHO-CH0BATA CUCTEMA (HanpuMep CHHAPOM Ha yabaxeH QT uHTepBan),
XxunepdyHKUHA HA UIMTOBNAHATA *#Ne3a (XUIIEPTHPEOHINIbM);
avader,
yBEJIMUEHA IPOCTATHA XKJe3a (IpocTaTHA XUNEPTpodua),
A00pOKaUeCTBEH TYMOpP HA HANOBOPEUHUTE XKEe3H, KONTO NPOH3BEkK A MONEMH KOJIHYECTBA
ajipeHANUH U HopaapeHanuH (PeoxpoMOLUTOM);
® JICKYBATE CE€ C AHTH/AEMPECAHTH
- MOHOAMHWHOOKCHAA3HH HHXHOUTOPY (MAQOH) UK cTe T'H NpUEMaTH 1pes MOCACAHUTE ABe
CEAMHLIH;
- TPULMKNHYHA W TETPALUMKNHYHU aHTHAENPECAHTH.

AKO € Hanuue Hiakoe oT H30poeHuTe 3abonasanus, He ynorpedssaitte OTPHBHUH 0,1% Cnpeit 3a Hoc,
npelH Ja ce KOHCyaTHpare ¢ Bawius nexap win gpapManest.

[TonobHo Ha ApyruTe nekapcTra 3a otnywsane Ha Hoca, OTPHUBHUH 0,1% Cnpeit 3a noc Moxe na
npear3BUKA CMYLLEHHA B CbHA, 3aMAAHOCT U TPEMEPEHE NPH MHOrO YYBCTBUTENIHH NMALIHEHTH.
KoHcyntupaiite ce ¢ Bamus nekap, ako HAKOH OT CUMITOMHUTE CTaHe 00C3INOKOUTENEH.

[TonobHo Ha apyruTe HasanHu gexkoHrectaHtd, OTPHBHUH 0,1% Cnpeit 3a Hoc He TpadBa aa ce
W3non3ea noeeye oT 10 nocnenoBatendu aHW. KoHcyntupaiite ce ¢ Bawna nekap, ako CHMITOMUTE
npoabkaBar. [Ipoab/KATENHATA MM TPEKOMEPHATA YNOTpeda Ha NPOAYKTA MOXE 1a JOBSAE A0
NOBTOPHO 3anyUIBaHe Ha HOCA MM BNOLIABAHE.

OTPHUBHH 0,1% Cnpeii 3a HOC HE € NPEAHA3HAYUCH 33 H3NOJ3BAHE B OYHTE WKW yCTaTa.

He wansuuiaBaiiTe npenopbyuTenHaTa 1033, OCCOCHO MPH Aeua U MHOTO Bb3PAacTHH NALMEHTH.

HNeua
OTPHBHH 0,1% Cnpeii 3a Hoc He ce npenopbybBa Aa ce U3non3sa or aAcua noa 12 roamtu.

Apyru aexapctea 1 OTPHBHH 0,1% Cnpeii 3a Hoc
HMudopmupaiite Baiuna nexap unu gpapmalieBT, ako NpUEMATE, HACKOPO CTE€ NPUEMATTH UIIH € Bb3MOXKHO
Ja [IpUEMATE APYrH NeKapcTsa.
He tpabea na n3nonssare OTPHUBHH 0,1% Cnpeii 3a noc, 0COOEHO ako NMpHeMaTe HAKOH MEAWKAMEHTH
3a JieyeHue Ha aenpecus. Takvea nekapersa ca:

¢ MonoamuHooxcuaasHd uuxudnropy (MAOUH): HE u3nonzeaiite OTPHBHUH 0,1% Cnpeii 3a

HOC, aKo npuemare uau cte npueMatd MAOU npes nocneannre 14 anm.
¢ TPHLHKAUYHHA KU TETPAUMKAHYHH AHTHAECNPECAHTH,

Koncyntupaiite ce ¢ Baluua nekap, ako npueMare HAKOH OT U30POEHUTE NO-TOpe NEKAPCTBE Mpeau
ynorpedatra Ha OTPUBHH 0,1% Cnpeii 3a Hoc.

BpeMeHHOCT H KbpMeEHe
OTPHBHH 0,1% Cnpeii 3a Hoc He TpAOBa Aa ce U3103Ba N0 BpEME HA OPEMEHHOCT.

Axo xbpmute, OTPUBHH 0,1% Cnpeii 3a noc Tpsa0Ba na Obie ynorpedspad camo .

KOHCYATauMs.
[NocsBeTRaiiTe ce ¢ Baluus nekap unu gapMauesT npeiu M3i0J13BaHETO HA KOETO U Afa Q)




LLlopupane u pabora ¢ MalIMHH
OTPHUBHH 0,1% Cnpeii 32 HOC HE NOBJIMABA UJIK MOBJIMABA NPEeHEOPEKUMO CIIOCOOHOCTTA 34

wodupaHe 1 paboTra ¢ MaLLHHHU.

Baxxna undopmMauus 3a NOMOUIHHTE BELlECTBA
ToBa nekapctBo cbabpxa 0,014 mg OeH3aKOHMEB XJIOPU/L BbB BCAKO BIPbCKBAHE, KOUTO Ca
ekBuBaJieHTHHU Ha 0,100 mg/ml. beH3aJIKOHHEBUAT XJIOPHA MOXKE J1a MPUYUHH Jpa3HEHE WM T10/1yBaHE Ha

HOCHATA JIMraBula, 0COOEHO aKO C€ M3MOoJI3Ba MPOABJIXKHTEIIHO.

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

Bunaru usnosssaiite OTPUBHUH 0,1% Cnpeii 32 Ho¢C TOYHO KaKTO € NpErnopbyaHo no-A0j1y. AKO He CTe

CUTYPHM B Hello, nonuraiTe Baluus gekap uiu papmauesT.
OTPUBHH 0,1% Cnpeii 32 HOc He ce penopbyBa a ce W3M0J3Ba OT Jaeua 1o 12-roauuiHa Bb3pacT.

[ IpenopbuMTenHaTa 103a €, KakTo CJIeABa.

KoHueHTpauus Bb3pacr [IpuyiokeHHe
OTPUBHUH 0,1% Cnpeii3a | Bb3pacTHu 1 roHOLIM Hax 12 | BpbCKBaHe BbB BCsAKa HO3/pa 10 3
HOC rOJAMHH MbTH AHEBHO. He npeBuilaBanTe

MaKCHMYMa OT 3 BIIPbCKBAHHWA JHCBHO
BbB BCAKA HO3/1pa. [locnenHara no3a
MOXKE 1a CE€ INMPUITOXKH NPENAH JIAT'aHE.

e He pexere HakpaiiHuka. [lo3upaluuaT cnpeii € roTos, 3a Aa Ob/e 3apelieH Npeay MbpBOHa4alHaTa
ynorpeoa.

e [louucrere HOCA.

e OrcTpaHere npeAnasHara Karnavka.

e [Ipenu nbpBa ynorpedba Ha OTPUBHUH 0,1% Cnpeii 3a Hoc, U3BbpLIETE 4 HANIOMIBaHHA, 3a /1A
aKTHUBMpaTe nomnara. BeHbX akTUBUpaHa, [1OMI1ATa LE OCTAHE HOPMAJIHO 3ape/ieHa 110 BpeMe Ha
eXeIHEBHUTE arIMKaLMU. AKO CIIPEAT HE ce pa3lpbCHE M0 BpEME Ha ITbJIHOTO aKTHBHPaHe WJIH
MPOAYKTBT HE € OWJ U3M0JI3BaH MoBeye OT 7 AHH, LIe TpsSOBa OTHOBO J1a aKTHBUPATE NOMIIATA,
KaTo MOBTOPUTE YETUPHUTE HANOMINBAaHHUA. bbeTe MHOro BHUMATE/IHH J1a HE MPBbCHETE B OUHUTE
WJIK ycTaTa.

e JlpbxTe u3npaseH ¢akoHa, KaTo MOCTABUTE MNajiella B OCHOBATa MY, @ HAKpalHHUKa MEXI1y




e HakoHere ce neko Hanpea ¥ NocTaBeTe HaKpaiHUKa B HO3/para.

e HarucHeTe U eqHOBPEMEHHO C TOBA BAMLLIANWTE JIEKO Mpe3 Hoca.
’

e [loBTOpeTe U B Apyrara HO3/pa.

e [louncrere U NOACYILIETE HAKpailHUKa, IPEAU Aa NOCTaBUTE NMpe/a3HaTa Kanaika
HenocpeACTBEHO ciel ynorpeoa.

e 3a ja ce u3zberde Bb3MOXHO pasnpocrpaHenre Ha UHpekuusata, OTPUBHUH 0,1% Cnpeii 3a Hoc

TpsOBa J1a ce ynorpebsBa caMO OT €1MH MaLUEHT.

AKO cTe H3noJi3Baju nopeye ot Heobxoaumara no3a OTPUBHUH 0,1% Cnpeii 3a Hoc
Ao ciyyaiiHo cre npuenu no-ronsmo konnuectso OTPUBHUH 0,1% Cnpeii 3a Hoc WM B cliyyail Ha
noriabliaHe, MHGopmupaiite He3abaBHO Bauius nexap uian papMaLieBT.

Ako cte nponycHaau aa usnoazsare OTPUBUH 0,1% Cnpeii 3a Hoc
He npuemalite nBoiiHa 103a, 3a Aa KOMIIEHCUpATE NMPONYyCHATAaTa.

4. Bb3MOXKHH HeXKeJIaHH peaKuHH

Kakrto Bcuuku nexkapcrsa, OTPUBHUH 0,1% Cnpeii 3a Hoc MOXe J1a peId3BHKA HEXeJJaHH peaKLHH,
BBIIPEKH Y€ HE BCEKH I'M MOJy4aBa.
CIIPETE ynorpedara Ha OTPUBHUH 0,1% Cnpeii 3a Hoc ¥ HE3a0aBHO NOTbpCETE JIEKapCKa MOMOL,
aKO YCTAHOBMUTE HAKOM OT CJEAHUTE CUMIITTOMM, KOUTO MOraT /ia ca MnposiBa Ha ajiepruiyHa peakuus:

® 3aTPYJAHEHO AMIIAHE WM NPErTbLIAHE;

® [10/lyBaHe Ha JIMLETO, YCTHUTE, €3UKa UJIH I'bpJIOTO,

® CHJIeH CbpOEX Ha KOXKaTa C YepBEH OOPUB UJIH HU3pa3eH OTOK.
YecTn Hexke1aHH peakuuu (Morar aa 3acersar 1o 1 Ha 10 yoBeka).
CyxoTa WM Jipa3HeHe Ha HOCHATa JIMraByLa, raaeHe, rinapodosne, 4yBCTBO 3a NapeHe Ha MACTOTO Ha
npujaraHe.
HedecTH HexelaHu peakuMu (Morar 1a 3acerHar 10 1 Ha Bceku 100 4yoBeka).

K'bpBeHE OT HOCA.

MHOIro peaKH HexXeJIaHH peakuuH (Morat Aa 3acerHar no-mManko ot 1 Ha Bceku 10 000 yoseka).
AJIEprudHM peakuuu (KoskeH oOpuB, CbpOexk), 3aMbIJIEHO BHXK/aHEe, apUTMUYHA HJIK y4YeCTEeHa ChpAeYHa
NE€HHOCT.

AKO HSIKOSl OT HEeXKEeJIaHMTE JIEKapCTBEHU PeaKLIMM CTaHe CeprHOo3Ha WM 3a0esiexHuTe Apyry, HEOMHCaHH B

Ta3M JIMCTOBKA HEXEJIaHU peaKkuUuHu, MoJs yBeaomeTe Baluus nekap Wi apMaLeBT.

CbobmaBaHe HA HEXKeJIAHH peaKkuHH

AKO MOJIyuHTe HAKAKBU HEXEJIaHU JIEKAPCTBEHU peakuuH, yBeaomere Baluus nekap uiu gapmauent. Toba
BKJIIOYBAa BCHYKH Bb3MOXHH, HEONMCAHHU B Ta3H JIMCTOBKA HEXKeJlaHU peakLuu. Moxere cbllo aa
ChOOLLMTE HEXEJTAaHH PeaKLMK JUPEKTHO Ype3 HallMOHAIHATA CHCTEMa 3a CbOOLIaBaHe (BHXKTE AeTaHIuTe
no-noy). Kato cbo011aBare HexellaHd peakLMd, MOXKETe /a JlajleTe CBOs NPHHOC 3a 1NoJly4aBaHe Ha

[MOBCYC HH(DDPMBU.HH OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKApCTBO.

buarapus

M3nmbaHuTENNHA areHuus 1o Jiekapcrsara,
yi. ,,JlamsH ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417
VeocaiiT: www.bda.bg




5. Kak na cuexpanasate OTPHBHH 0,1% Cnpei 3a Hoc

Jla ce chxpaHsBa Ha MACTO, HEAOCTBLITHO 3a Aela.

Ha ce cbxpaHnsea nox 30° C.

He nw3nonzeaiire OTPHBHH 0,1% Cnpeii 3a Hoc cnea cpoka Ha rogRoOCT, oTOENA3aH BbPXY KapTOHEHaTa
OonakoBka H (pnakoHa. CpoKbT HA TOAHOCT OTFOBAPA HA NOCHCAHHUA ICH OT NOCOUYECHHA Mecel. TO3H CpoK
BAXKH U CAell MbPBOHAYAIHOTO OTBAPSHE HA ONAKOBKaTa.

Jla ce chxpaHsBa B OpUTHHAIHATA OMAKOBKA.

He u3xBbpasiiTe neKapcTBaTa B KAHANU3AUMATA UM B KOHTEHHEPA 33 JoMalluHU oTnaabuu. llonuraiite
Bauing dapmaieBT Kak 1a U3XBLPIIATE IEKAPCTBATA, KOUTO BEYe He U3noaisare. Teiu MepKu uie
CNOMOCHAT 3a ONa3BaHe Ha OKOJIHATA cpeja.

6. ChAbpiKaHHe HA ONAKOBKATA H A0NLJAHHTENIHA MH(bopMaLHs

Kaxso cxanpxa OTPUBHUH 0,1% Cnpeii 3a voc

AxTrBHOTO BewecTBo HA OTPUBHH 0,1% Chpeit 32 HOC € KCUAOMETa301HHOR XxHapoxaopua. Beeku ml
CbAbpka 1 mg KCHNOMETA30NMHOB XUAPOXJIOPHAL.

Hpyrure ¢bCTaBkH Ca: HATPUEB AMXUAPOreHochar Avxnapar, AMHaATpUEB Pochar 10AcKaxXuApar,
AHHATpHEB eaeTaT, OeH3NKOHHER X10pHa, copouTon 70%, METUNXHMAPOKCUNIPONIUKILENAYN03a
(xuapaTrpalla CbCTaBKa), HATPHER XJOPKA, NPEYUCTEHA BOAA.

Kak w3rnexaa OTPHBUH 0,1% Cripeii 3a HOC 1 KAKBO CBABPAKA ONAKOBKATA

bucTbp pazTBop B OyTHIKA € NOMNA, AOCTABALLA TOYHO KOJHUECTBO OT NPOAYKTA.
CbabpxaHHETO Ha onakoBkarta € 10 ml.

[IpuTexkaTes HA palpewieHHETO 32 ynorTpeda N NPOH3IBOAHTE
[IpuTeRKaTEN HA paspelleHUETo 32 ynoTpeda:

Haleon Hungary Kft., Csorsz utca 43, 1124 Budapest, YHrapus
IlpousBoamnTen:

Haleon Germany GmbH, Barthstrasse 4, 80339, Minchen, | epmauns

JaTa Ha nocaeaHo npepasriex/iaHe HA JIHCTOBKATA
mapt 2024




