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JIucroBka: nudopmanus 3a norpeduTeIs

Adpun ND menroua 0,5 mg/ml cupeii 3a Hoc, pa3Tsop
OKCHUMETa30JIMHOB XH/1pOXJIOpHL

Afrin ND Menthol 0.5 mg/ml nasal spray, solution
Oxymetazoline hydrochloride

[Ipouerere BHHMATE/IHO USJIATA JIMCTOBKA, NIPE/IH /1a 3aMI0YHETE /1a H3110JI3BaTe TOBA JIEKAPCTBO,

ThiH KATO TS ChABbPXKA BaxHa 32 Bac undopmanus.

BuHaru u3non3paiite ToBa JEKapCTBO TOYHO KAKTO € OMKMCAHO B Ta3M JIMCTOBKA WM KakTo B e ka3aj

Bawusr nekap, papMaueBT UK MEAUIIMHCKA CECTpA.

- 3anasere Ta3u JIMCTOBKA. MOXe /1a ce HAJIOXKH /1 51 NpoYeTeTe OTHOBO.

- AKO Ce HYXKJIaeTe OT JIONbJIHHTEIHA HH(POPMALIMS WK ChBET, nonuTaite Bawns gpapmanest.

- AKO NONYy4YMTE HAKAKBH HEXKEJIAHH JIEKAPCTBEHH peakuuu, yBeaomere Baiuus nekap, hapMalesT
WM MeJIMIIMHCKA cecTpa. ToBa BKJIIOYBA M BCHYKN Bb3MOXKHH HEXKEJIAHW pEakiMi, HEONMUCaHH B
Ta3u JUCTOBKA. Bukre Touka 4.

- AKo cliesi 7 THM He ce uyBCTBaTe 1mo-A00pe WK cheTosHueTo Bu ce Biowu, TpsadBa a noTbpcHTe
JeKapeka nomot.

KakBo ¢cbaAbpKa Ta3H JIHCTOBKA
KakBo npeacrasnsisa A@puH ND u 3a kakBo ce H3roJi3Ba

1.

2 KakBo TpsiOBa na 3naete npeau aa usnonssare Appud ND
3 Kak na usnonszsare Adgpun ND

4. BBb3MOXKHU HEXEJITAaHU peaKLi|u

S Kak na cexpansBate Adppun ND

6 ChabpkaHWe Ha ONAKOBKATA M IONbJAHUTE/IHA HHpOpMaLHs

Kakso npeacraBiasia A¢ppun ND H 3a KakBo ce H310J13BA

[IbnHOTO HAaUMEeHOBaHUE HA BaleTo n1exkapcTBo €
Adpun ND menTon 0,5 mg/ml cnpeii 3a Hoc, pa3TBOp

Kakso npeacrasiasisa Agppun ND
Adpun ND cnpeii 3a HOC, pa3TBOp ChAbPKA AKTUBHOTO BELLIECTBO OKCUMETA30JIMHHOB XHAPOXJIOPHA.

Kaxk peiicrsa A¢ppun ND
Adpun ND e nexkoHrectanT, kKOWTO obJiekyaBa 3anyLieHHss HOC KaTOo CBMBA KPbBOHOCHHUTE Ch/10BE B HOCA.
JleficTBUETO MY 3aro4Ba CJIel HAKOJKO MUHYTH W NPOJbJDiKaBa ¢ 4aCOBE.

Kora ce usznonzpa A¢pun ND
Adpun ND ce npusiara 3a CAMITOMAaTHYHO OOJieKYaBaHe HAa Ha3alHaTa KOHIEeCTHA (3alyLleH HOC),

MPUYMHEHA OT CEHHA XpPeMa, HACTUHKA U CHHY3HT.
Moske na ce u3noJi3ea Ha Bcexku 12 yaca.

Ao cnen, 7 JHU He ce YyBCTBaATE Mo-100pe MM ChbeTosHUETO BU ce BJOlLIH, mﬂﬁﬂ&@ N
f i ",
JieKapcKka noMolLll, / ,_
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2. KakBo TpsiGBa na 3HaeTe, npeAu Aa usnoaisare Agpun ND

He u3noassaiire Appun ND

- aKo CTE aleprivyHi KbM OKCHMETA30JHHOB XHAPOXIOPU HIIH KbM HAKOS OT OCTAHAIHTE ChCTABKH
Ha TOBA JIeKapCTBO (M30POEHH B TOUKA 6)

- aKo TIpHeMaTe HHXMOHTOPH HA MOHoaMUHOOKCHAa3aTa (MAQO — UHXHMOUTOPR, KOHTO Ce WINON3BRAT
33 JIeueHHe Ha 6onectra Ha [lapkuHCOH K aenpecus), MAO - HHXHOHTOpUTE MOTAT Ja 3aCHNAT
XUNEPTOHUYHATE e()eKTH Ha OKCHMETA30JIHH

- aKO MMaTe 3aKPHTOBIBIHA IayKoMa (MOBHIIEHO OYHO HAJSITAHE)

- ako BH € npaseHa TpaHccheHOH JaNHa XMTOPU3EKTOMHSA (XUPYPrHYHO OTCTPAHABAHE Ha
XHIo(H3HAaTa Kie3a)

- aKo MMaTe Bh3ITAJICHHE HA KOXKATa M IMraBHLATA Ha NPEJABEPHETO HA HOCHATA KyXHHA H
00pa3yBaHE HA KOPHUUKH (CYX PUHHT)

- aK0 UMATe OCTPO KOPOHAPHO 3a00JABaHE HIIH KapIHaJiHA acTMa

IIpexynpesxaeHus ¥ NpeanasHid MepKH

I'oBopete ¢ Bauua nekap, ako HMare:

- 3a00/1IBaHe HA KOPOHApHHUTE apTepHH

- XHIIEPTOHHSA (BHCOKO KPBBHO HANATAHE)

- XUNEPTUPEOUU3ELM (NIOBMILIEHA PYHKIHS HA IUTOBMARATA JiNe3a)

- 3axapeH guaber

- 3aTpYJAHEHO YPHHUPaHe NOPaAH yroneMABaHe Ha IPOCTaTHaTa »KJie3a

AKO ce H3IT0JI3Ba MO-TIPOALDKHTENHO BpeMe, Adpur ND moxke fa npuulHy 3anyluBaHe Ha Hoca. He ce
npenopbyBa Ja ce ynorpebasa mopeve oT | ceamuua. Cpppkere ce ¢ Bamma nekap, B ciydaii 4e Bauwinre
CHMITTOMH C€ B/OLIABAT UJIH HE C€ MOAoOpsABaT cnes 7 AHH,

Heua
He usnonssaiite Adgpun ND npu Aena nof 6-roauiuaa se3pact (Bikre Touka 3 Kak 1a usnonssarte
Adpur ND)

Opyrn gexapcTrea u AQpHH ND

Hupopmupaiite Bamua nexap, papManesT HIH MEAHLUHHCKA CECTPA, aKO NPHEMATE, HACKOPO CTe

NPUEMAIN WK € BE3IMOXHO 712 IpHeMare APYyrd nekapcTsa. TOBa BIJIFOUBA U IEKapcTBa, oTIyckanu Des

peuenra.

XUTIEPTOHUIHHUAT eheKT Ha OKCUMEeTa30/IMH MOXKe Aa C€ 3acCHIIH, aKO ¢€ HU3II0JI3Ba 3a€/1HO C!

- HSIKOM BUJOBE AHTHJICMPECAHTH: TPHUMKIMYHH aHTHAEIPECAHTH, MATPOTHIIHH, HHXUOHTOPH HA
MOHOaMHHOOKCHIa3aTa {MAQO - HHXUOHTOPH).

bBpeMEHHOCT H KEpMEHeE

bpemennocm

[TpUNOKEHHETO HAa OKCHMETA30JIMH He € CBbP3aHo C HeXeslaH H3XoJ Ha OpeMeHHOCTTa. Ako ynoTpebara
MY € B CBOTBETCTBHE ¢ mpenopbkute, Agpun ND Moxe J1a ce u3rmon3sa npH OpeMeHHH sxeHH. [1pu
MAlEHTKH ¢ XWIIEPTOHUS ¥y IPU3IHALYM Ha HamajieHa nepdy3us Ha NNALEHTaTa TPAOBa Aa ce NOAXOKAA
¢ MOBHUIEHO BHHMaHHKE. UecTaTa HAH NPOABIKUTENHA YNOTpeOa BEB BUCOKH JI03H MOXE 14 HaMalH
nepdy3usaTa Ha MIALEHTATA.

Kvpmene
He e H3BeCTHO JJajiH OKCHMETA30JIHH ¢& M3IbUBa B KbpMaTa. [lopaay nuncara Ha JaH

OKCHMETA30IHH npu KbpMeHe, AQprH ND He TpabBa Jla ce H3Mos3Ba 110 BpeMe Ha




IHogupane 1 pabora ¢ MAIIHHH
He ca Habmopasany edexkTu BepXy wodupaHeTo 1 paboTaTa ¢ MalUHH.

Adpuu ND cbanpxka GeH3aIKOHHEB XJIOpH H Oen3miioB aakoxoi; A¢ppun ND mentoa crpeil 3a HoC
CbAbPKA IPONKJIEHITHKOJL.
» beH3anKkOHHEBUAT XJIOPUA (KOHCEPBAHT) MOKE J1a IIPEAM3BHKA JApa3HEHE HIIHM NTOIyBaHe BhTPE B
HOCa, 0CODEHO aKo ce U3NO0JNI3BA ABJITO BpeME. |
¢ BEH3HIIOBUAT AJIKOXO0J MOXE [ja NPEeIU3BUKA aNepruyHy peakIi,
¢ [IpONUNCHTMUKONLT MOKE Aa MPEAUIBUKE KOKHYU pazipa3ueHus.

3. Kak aa m3noasBare Adpun ND

BuHaru H3non3saiTe TOBA IEKAPCTBO TOYHO KAKTO € ONUCAHO B TA3M JIMCTOBKA HJIH KakTo BY e ka3zan
Bawrustt nexap, papMaueBT MM METHIIHHCKA CECTpa. AXO He CTE€ CHTYPHH B Helllo, nonuraiTe Baums
nexap, bapMaUueBT M MEIULMHCKA CECTpA.,

Hosuposra

Br3pacTuu M fena > 10 roguuu: 1-2 BnpbCckBaHWA BER BCsika HO3/1pa Ha BeekH 12 yaca.

Hena 6-10 roaunu: 1 BipeCKBaHe BBB BCAKA HO3/[pa HA BeekH 12 waca.

He TpsGBa Aa ce npaBaT noseve oT 06110 8 BNphckBaHKsA 3a Bb3pacTHH (4 3a Jeua) 3a MEpHoA oT 24 vaca.
[la He ce HAIBHULIABA QUIPEACNEHATA A03a.

Adpun ND He 1psOBa aa ce ynotpebsBa mo-abiaro ot 7 AHW, ocBeH ako Balnusar nekap He Bu ¢
npennucait Apyro. Ja ce n3yaka HIKOIKO AHM NpeH NOBTOPHO IPHIIOAKEHHE Ha MTPOJYKTA.

Hpunooicenue

Paskiiatere nodpe npenu ynorpeba. [Ipeau mepeaTa ynorpeda noAroTBETE CNpes, KATC HATHCHETE
HAKONKO [TBTH NMOMNAaTa, JOKATO ITOCTHTHETC U3NPBCKBAHE HA IThpBaTa IThJIHA 4034.

JToxato pppXKUTE CHpes Npas, NOCTaBeTe HaKpaHiKa NOCAEAOBATENHO BPbB BCAKA HO3APA ¥ HATHCHETE
CHIHO €JHH MJIM ABA IIBTH MOMIIATA, KaTO B CHILOTO BPEME BIHILBATE.

Cnen ynorpeda nouncrere HakpaiHika., Ynorpebara Ha TO3W MPOAYKT OT II0BeYE OT ¢AMH HOBEK MOXE J1a
JIOBE[E 10 pasnpoCTpaHsBaHe Ha HH(EKIHATA.

AKO ¢Te H3N0A3BaJIH NoReYe OT HeodxoaumMaTa A03a Adpau ND

AKO cTe M3mo3eany noseue oT HeoOxopumara goz2a Adpun ND, HezalasHo ce cebpkere ¢ Bamma nekap
UITH OTHEETE B OOMHHMLA, KAaTO B3eMeTe OYTHIIKaTa Che cele CH.

AKO cTe NPOIyCcHANH Aa H3noj3sare Appun ND
He B3emaiiTe nBoiiHa 1o3a, 3a 1a KOMIIEHCHpATe NpoIycHaTaTa Jo3a.

AX0 UMaTe HIKAKBH JOMIBJHUTEHH BEIIPOCH, CBLP3aHH ¢ ynoTpebara Ha TOBa JIEKapCTBO, MONUTANHTE
Bauusa nexap, GapMauesT und MeJALWUHCKA CeCTpa.
4, Bb3MOXKHH HEXKEJAHH PEAKITHH

KakTo BCHUKH JiekapCTEa, TOBA JIEKAPCTBO MOKE Aa [TPeAU3BUKA HEXENAHH peaKiliH, B
BCEKH I'M TIOJIYYaBa.




Bb3MOKHHTE HEXEIAHH peakLuy ca;

HeuecTn (nosiBasar ce npH no-mManko ot 1 Ha 100 aymm): kHxaHe, ycellade 3a CyXoTa H JpasHeHe B HOCa,
yCTaTa  FEPAOTO, H 3allYIIEH HOC.

Peaxn (moABsABaT ce mpH no-maako ot 1 Ha 1 000 ayws): TpeBOXKHOCT, YMOpa, pa3apa3sHHTC/IHOCT,
HapyIUCeH CBbH MpH Aela, chplucdbueHe, nannuTaluy, NOBUHILIABAHE HA KPBBHOTO HAJISTAHE, OTOK HA HOCHATa
UraBUUA, TNaBOOONHE, TACHE, 3AYEPBABAHE HA NHUETO, O0PHB, 3PUTEITHU CMYLICHNUS,

Croliasane Ha HeXEJNaHH PeaAKIUH

AKXO nonyvHTe HAKAKBH HEXENAHH JIEKapPCTBEHH peakiny, ypenoMete Ballibg nexap, ¢apMauesT uim
MeOMLHHCKA cecTpa. ToBa BKIIOYBA BCHUKHY BE3MOXKHH HEONHCAHH B Ta3H JJHCTOBKA HEXKEJIAHH PeaKI{HH,
MoxeTe cbLIO 1a CHOOLIUTE HEXKENAHH peaklU iy AMPEKTHO upes M3nsIHATENHa areHUHd 110 JIeKapcTBara,
yi. ,,Jlamsn Ipyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebealit: www.bda.bg. Kato chobiiasare
HEKENaH| PEaKIUy, MOXKETE Ia JAACTE CROS NPUHOC 3a TIONyYaBaHe Ha NoBede MH(MOPManis OTHOCHO
$e30MacHOCTTa Ha TOBA JIEKapCTRO. |

5.  Kaxk aa cexpanaeare Ajppun ND

Jla ce cpxpaHABa Ha MACTO, HEAOCTHIIHO 34 JE11A.
Ha ce cuxpansasa noa 25°C. la He ce ChXpaHaBa B X/IaJUITHAK KITH 3aMpa3sba.

He u3nonssaiiTe ToBa JIEKapCcTBO CJIE/] CpOKa HA FOAHOCT, 0TOeNg3aH BppXy OyTHIKATA CIe/l HaANMHCa
,Jonen no:”. CpoxbT Ha FTOAHOCT OTrOBaps Ha MOCAEAHUA AEH OT NIOCOYEHHS MECEII.
H3nonspalite cripesi B paMKuTe Ha 30 QHHA CNeA MbpBOTO OTBAPAHE.

He uaxpuprsiite IEKapcTBaTa B KAHANM3AUKATA UAH B KOHTEHHEDA 32 NOMAIHY OTRAABIH. 1lonuTaiiTe
Bamus gapMaleBT Kak /ia H3XBBPISTE JICKapeTBaTa, KOMTO BEUe He H3Mon3Bate. Te3H MepkH 1me
CTIOMOTHAT 34 Ona3BaHe HA OKOJHATA cpelia.

6. ChAbp:KAHHE HA ONAKOBKATA H ACHbJIHHTENHA HHPOPMALHS

Kaxpo cuabpxka Adpua ND Mernroa 0,5 mg/ml enpei 3a Hoe, pa3TBOp

- AKTHBHOTO BEILECTBO €; OKCHMEeTa30HHOB xuapoxiopua 0,5 mg/mi

- JIpyruTe ChCTABKH €a: JHHATPHEB €AETAT, JiHATpHeB ocdaT , eAHOOCHOBEH HATPHER docdar
MOHOXMIPAT, NoBuaoH K29-32, 6enzankonues xiopu (0,25 mg/mi), PEG 1450, nponaieHr KoL,
npedscTena Bojia, Oen3unos ankoxoi (3 mg/ml), MUKpOKPHCTANHA LIETYI032 M KAPMEN0o3a HATPHH,
LIMHEO, palleMH4Yed KaM(pop, NEBOMERTOIL.

Kak u3raexaa A¢pud ND 0 KakBO ¢h/AbpiKa ONAKOBKATA

Adpun ND e 6an o nnoutn 6a1 pasTeop, Hanogobsasaiy req, B Osna ceeTioycrofiuusa Oyrunka 15 ml or
JIAaCTMAaca ¢ BUCOKa MIBTHOCT U ¢ 6s1a rnyiacTMacoBa 1nomna.

IlpuTexaTea HA pajpellleHHETO 33 YIoTPpe®a n IPOH3IBOANTE

[TpuTeskaten Ha paspelIeHHETo 3a ynorpeba:
Baiiep Beirapus EQO/JI, yn. ,,Pezbapcka“ Ne 5, 1510 Codua, bbirapus

[TpoussoauTen:




Berlimed S.A., C/Francisco Alonso no.7, Poligono Industrial Santa Rosa Alcala de Henares; 28806
Madrid; Ucnauus

To34 leKapcTBeH NPOAYKT € pa3pelleH 3a ynorpeba B crpanaTe-wieHkn Ha EHII non caegnuTe

HMEHA:
AFRIN: Yeuxa penybnnka, Ecronus, Jlareus, Jlutea, Huaepnanaus, Cnosallika penybnvika, Crosenns,

Henanns, Pymbans.

AFRIN Comfort: Yurapus

Adpun ND menron 0,5 mg/ml cnipeilf 3a noc, pasteop: bbiarapus
AFRIN ND: [Nomna

NASARQOX: [loptyranus

Rhinacept: I'epiius

JdaTa Ha nocaeNHO Hpepasriexaane Ha auctoBkarta 10/2017




