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Adpun ND 0,5 mg/ml cnpeii 3a Hoc, pasTBOP
0-3 -01- 2019

JIncroBka: nudopmanms 3a noTpedHTE IS

OKCHMETA30J/IMHOB XHIAPOXJIOPDHA

Afrin ND 0.5 mg/ml nasal spray, solution

Oxymetazoline hydrochloride

HPO‘IETETE BHUMATEJHO USJIAaTA JIUCTOBKA, NMPEAH A 3aM0o4YHeTe Aa H3IM0JI3BATE TOBA JIEKAPCTBO,

Thil KaTo TS ChAbP:KA BaskHa 3a Bac nudopmanus.
BuHaru u3nosssaiiTe ToBa JIEKapCTBO TOYHO KAKTO € ONKCAHO B Ta3H JMCTOBKA HJIM KaKTO B € Kasan

Bawusr nekap, dbapMaueBT MM MEAHUIIMHCKA CECTPA.

- 3anasere Tasu JUCTOBKA. Moe /1a ce HaJIOXKH J1a g MPOYETEeTEe OTHOBO.

- AKO ce HyXk/1aeTe OT JA0NbJIHUTEIHA HH(pOpMallns UITH CbBET, nonuTaiTe Bauivs papmanesT.

- AKO IMOJIYUHTE HAKAKBH HEXEJIaHH JIEKAPCTBEHH peakink, yBejoMere Bawus nekap, GpapMauent
MIIM MEIMLIMHCKA cecTpa. ToBa BK/IKOYBA U BCHUKH Bb3MOXKHH HEXKEJIaHH PEaKIlMH, HEONUCAHH B
Ta3u JUCTOBKA. Buxre TOUKa 4.

- AKO ciesl 7 IHM He ce YYBCTBaTe 10-100pe Wil CbCTOsIHHETO By ce Biowu, TpadBa Ja noTbpcuTe
JieKapcKa moMolLL.

KakBo ¢cbAbpiKa Ta3H JIHCTOBKA

KakBo npexncrasisiBa A¢puH ND M 3a kakBO ce H3Moa3Ba
KakBo TpsiOBa aa 3Haete npeaun aa usnonssate Agpud ND
Kak jna usnonszsare Adgpun ND

Bb3MOXHU HEXKEJIAHU pEeaKLluH

Kak na cexpausBate Adgpun ND

ChbabpyKaHHe Ha OMaKoBKaTa W AOMbJIHUTENHA HH(pOPMaLUS

S S o Sk DN

1, Kakso npeacrasassa Appun ND H 3a KakBo ce H3110/13Ba

[I'b1HOTO HaMMeHOBaHKe Ha BallieTo nekapcTBo e
Adpun ND 0,5 mg/ml cnpeli 3a HOC, pa3TBOp

Kaxkso npeacrasiasisa Appun ND
Adpun ND cnpeif 3a HOC, pa3TBOp CbAbpKa AKTUBHOTO BELLECTBO OKCUMETA30JIMHOB XHAPOXJIOPUA.

Kak ageiictBa Agpun ND
Adpud ND e njekoHrecTanT, KOHTO 00Jiek4aBa 3anylieHuss HOC KaTo CBMBa KPbBOHOCHUTE ChI0BE B HOCA.
JleficTBHETO MY 3anoy4Ba CJIe]] HIKOJIKO MUHYTH W NPO/bJDKaBa C 4YacoBe.

Kora ce usznonzsa A¢ppun ND
Adprn ND ce npunara 3a CMMNTOMaTH4YHO O0JieKyaBaHe Ha HA3a/IHATa KOHIECTHs (3allyIleH HOC),
MpUYMHEHA OT CEHHAa XpemMa, HACTHHKA W CHHY3HT.
Mooke Ja ce u3noJi3Ba Ha Bceku 12 yaca.

AKo ciiesl 7 JIHK HE ce YyBCTBaTe rno-a00pe uin cberosiineTo Bu ce Biowy, TpsoB '
JieKapcKa MmoMoLLL.




2. Kaxpo TpsOBa aa 3Haere, npeau Aa uanoiaszsate Appun ND

He u3noaspaiite Appun ND

- aKo CTe aNeprMiYHE KbM OKCHMETA30JIMHOB XHAPOXIOPHA HIIH KbM HAKOS OT OCTAHAJIMTE ChCTaBKH
Ha TOBa JeKapcTBO (M30pOeHH B TOUKA 6)

- aKo TpHeMare HHXHOMTOpH Ha MOHOaMuHOOkcHaazaTta (MAQ — WHXHOUTOPH, KOUTO C€ H3MON3BAT
3a JeueHue Ha Oonectra Ha [lapkuncon u Aenpechn). MAO - HHXWOMTOPHTE MOTAT A 3aCUISAT
XUTNIEPTOHHYHHTE €(PEKTH HA OKCUMETa30HH

- aKo HMAaTe 3aKPUTOLIBIHA MIayKoMa (TIOBHLIEHO OYHO HANAraHe)

- axo Bu e npaBeHa TpaHCcChEHOHOAMHA XMNO(PH3EKTOMHR (XUPYPTrHYHO OTCTpaHsABaHE Ha
XUNogHU3HATA KIIe3a)

- aKO HMATe BB3MAJICHHE Ha KOXATa ¥ MUraBHLATa Ha NPeJABEPHETO HA HOCHATA KYXHHA U
obpa3ypaHe Ha KOPHUKH (CYX PHHUT)

- aKoO HMaTe OCTPO KOPOHAPHO 3a00nsBaHe UK KapAHalHa acTMa

[pegyupexacHus U NPefIa3sny MEPKU

['oBopere ¢ Bainusg nekap, ako HMare:

- 3a00Jis1BaHE HA KOPOHZPHUTE APTEPHH

- XUIIEPTOHHS (BUCOKO KPBBHO HANATAHE)

- XHOSPTHPSOHAH3LM (TTOBHILICHA QYHKIIWA HA WUTOBHAHATA JKIE34A)

- 3axapeH anader

- 3aTPYIHEHO YPHHUDPAHE MOPaJH YrojieMIBaHe Ha NpOCTaTHATA XKe3d

AKO c€ H3T10J13Ba NMO-MPOABIAKHTENHO Bpeme, AdpuH ND moxe a2 npuuuHY 3anynisaHe Ha Hoca. He ce
IIpenopbYBa Jia ce ynorpebapa noseue ot 1 ceamuna. CebpixeTe ce ¢ BawHa nekap, B ciydai ye Bamure
CHMIITOMM Ce BJIOIIABAT UJIH He ¢€ NMoaobpsasat ciel 7 JHU.

Jdena
He u3nomssaiite Appun ND npu geua nmoa 6-roguirHa Be3pacT (BHxTE Touka 3 Kak na nsnonssare

Adpun ND)

Apyru aexkapcrsa H A¢ppun ND

Undopmupaiite Bamins nekap, ¢gapmManeBT HIH MEHIIHHCKa CECTPa, aKo IPUEMATE, HACKOPO CTe

NpHEMATH KK € BR3MOXKHO J]a IpHeMare Apyrd JiekapcTea. ToBa BKIIOYBA H JISKapCTBa, OTILyCKAaHH 0e3

penenta.

XHIEPTOHUYHHUAT e€eKT Ha OKCHMETA30JIHH MOXKE J1a Ce 3aCHJIM, aKO Ce U3TI0JI3Ba 3ae]IHO C:

- HAKOH BHOBE AHTHACIIPECAHTH: TPHLHKIHYHH AHTHAENPECAHTH, MATPOTHIHH, UHXHOHTOPH HA
MOHOaMMHOoKCHAa3aTa (MAQO - HHXubUTOpH).

bpeMeHHOCT H KLPMeHe
bBpemennocm
TIpHnOXEHHETO HA OKCUMETA30/IMH HE € CBbP3aHO ¢ HEXENaH H3X0oA Ha OpeMeHHOCTTa. AKO ynoTpebara
MY € B ChOTBETCTBHE ¢ npenopskute, Adpur ND Moxe 1a ce u3nonzsa npu OpemenHH xeHH. [Ipn
NaLHEeHTKH ¢ XMUIIEPTOHUS HIIH IIpH3HALM Ha HaMAJICHA nepdy3us Ha miaueHTara TpsadBa Ja ce moaxokia
C [MOBHILIEHO BHUMaHHE. YecraTa WK NPObIDKUTENHA ynoTpeOa BbB BUCOKH J03H MOXKE 1a HaMaH
nepdy3uaTa Ha MIaleHTAaTa.




Kvpmene
He € H3BECTHO JaNH OKCHMETA30JHH Ce H3bYBa B KhpMara. I]opaau nuncarta Ha IaHHH 3a ynotpedara na
OKCUMETA30JIHH NIPU KbpMeHe, Adpun ND He Tpabsa aa ce H3N0N3Ba NO BpeME Ha KbPMEHE.

[lodrpane n padora ¢ MaAIUHM
He ca HabnionasaHu edekTd BEPXY odHpaHeTo U paboTaTa ¢ MallHHH.

A¢pus ND coabpxa OeH32IKOHHEB XJOPH M OSH3HIOB AJIKOX0,1
® beH3anKOHHEBHAT XJIOPHA (KOHCEPBaHT) MOXKE Ja MPEAN3BHKA APAa3HEHE HJTH [1I0JYyBaHE BLTPE B
Hoca, 0COOSHO aKo ¢e H3TOI3Ba ABJIrQ BPEME.
DBeH3HIOBHAT AJIKOXOJ MOXKe 1a NPSAH3BHKA aNepriviHH PeaKkLyH.

3. Kak ga n3noasBate Adgppun ND

BuHard u3nozpaiite ToBa JEKAPCTBO TOYHO KAKTO € OIMCAHO B TA3W AUCTOBKA MM KakTo BH € kazan
Bamusar nekap, ¢papMaleBT WM MEIHIMHCKA CeCTpa. AKO HE CTE CHTYPHH B HEIO, onuTaiTe Barus
nekap, papManesT HIH MEAUIIHHCKA CECTpa.

Hozuposra

Be3pacTHy H fieiia > 10 roguay: 1-2 BOpbCcKBAHHS BEB BCAKA HO3Jpa Ha BeeKH 12 vaca.

Tena 6-10 roguun: 1 BOpHCKBAHE BBB BCAKA HO3Apa HA BeekH 12 vaca.

He TpsaGBa na ce npassT [oBeye OT 0010 8 BIPhCKBaH 32 Bb3pacTHU (4 3a Jela) 3a nepyoa oT 24 vaca.
Ila He ce HAABHIIIABA ONpe/ieneHara Jo34.

Adpur ND He 1pstOBa fa ce ynoTpebsasa no-gbJro ot 7 aru, 0CBeH axo Bawuuar nexap ne Bu e
npeanucan apyro. Ja ce u3uaka HAKOJNKO JHH NPeH MOBTOPHO NMPHIOXKEHHE HA MPOAYKTA.-

Hpunooicenue

Pasxnarere noGpe npenu ynorpeda. [Ipeay nupeara ynotpeda MoAroTseTe Cnpes, KaTo HATHCHETE
HSKOJIKO I'BTH NIOMIIATa, KOKATO MOCTHIHETE M3NPBECKBAHE HAa MEPBATA NTBJIHA J034.

JlokaTo OBp:KUTE CIIpes MpaB, IOCTABETe HakpaiHHKa NOC/IeA0BATENHO BB BCAKA HO3/pa U HATHCHETE
CHJIHC €IHH HJIH JBa ITBTH NMOMIIATa, KaTo B CHIIOTO BpeMe BAHLIBATE.

Cnen ynorpeba nouycTeTe HakpaiHUKa. YnorTpebara Ha TO3M IIPOAYKT OT IIOBEUE OT €HH HOBEK MOXKE A3
NOBEJIE IO pasnpoCcTpaHsIBaHe HA HHPEKLIHATA.

AKO cTe H3N0/I3BATIH MIoBeYe 0T HeoOxoaumMaTa no3a A¢gpan ND

AKO CTe H3MON3BANH NMoBeye 0T HeobxoaumaTa Ao3a AdpuH ND, HezabaBHO ce cBbpKeTe ¢ Baums nexap
HJIH OTHAECTe B OOJHUIA, KaTo B3eMeTe OYyTHIIKATa CbC cede CH.

AK0 cTe IIponycHANH Aa u3noa3eare Agpun ND
He p3emaiite neoHHA 1033, 3a 1a KOMIIEHCHpATE MpOIycHaTaTa 1034.

AKO MMaTe HAKaKBH NONBJIHMTENHH BENPOCH, CBBP3aHH ¢ ynoTpedaTa Ha TOBa JEKapCcTBO, IIONHTAHTE
Bauius exap, dapMaleBT KK MEAHIMHCKA CECTPA.

4. Bb3MOXKHH HEKEJI2HN PEAKIMH




KakTo BCHYKH JICKApCTBA, TOBA JICKAPCTBO MOXKE J1a NPEAU3BHKA HEXKEITAHH PCAKIIMH, BBIIPEKH Ye HE
BCEKH 'l NTOJIy4aBa.

BB3MOXHHTE HEXKEITAHN PEAKIHH Ca.

Hevecrn (nosBspaT ce npy no-Manko ot 1 va 100 aymn): kuxaHe, yceliade 3a CyXoTa H JIpa3HeHE B HOCa,
yCcTaTa M IBPIOTO, M 3aNYIIEeH HOC.

Penxu (nosiBapat ce npH no-Manko oT 1 va 1 000 aymn): TpeBOXKHOCT, YMOpPA, pa3IpasHUTENHOCT,
HapyLLIeH CbH MpH Jela, ChpreOHeHe, NANMHTALMH, MOBHIIABAHe Ha KPBBHOTO HAJIAraHe, OTOK HA HOCHATA
JATaBHLa, rapofonue, rafeHe, 3auepBsiBaHe HA IMUETO, OOPHB, 3pPUTEIIHH CMYIIEHHA.

CrnofinaBane Ha HeskeJIaHH peaKudy

AKO ONYyuMTE HAKAKBY HEXE/IaHN JeKapCTBEHN peakinnn, ypenomere Bamus iekap, papMatieBT Wwin
MeAHMLEHCKA cecTpa. ToBa BKJIIOYBA BCHUKH Bh3MOXKHH HEOMUCAHH B Ta3W IMCTOBKA HEXKETIAHH PEaKIHH.
MozkeTe ChiLO Aa cHOOIIHTE HEXENAHH PeakUHi AHPEKTHO Ype3 H3MbIHATEMHA areHIHA 110 IEKapCcTBara,
yi. ,,Jlamse [pyes” Ne 8, 1303 Codms, 1ei.: +359 2 8903417, yebeaiiT: www.bda.bg. Karo ¢robinasare
HEXEJIAHY PEeaKlIHy, MOXKeTe Ja JaJieTe CBOs NPHHOC 34 NOJy4aRaHe Ha NoBeYe HHMOPMAIH OTHOCHO
£€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kaxk ga cexpanaparte A¢pun ND

Ja ce ceXpaHsABa HA MSICTO, HEAOCTHIHO 34 JcLA.

Ha ce cexpansapa nog 25°C. Jla He ce ¢pXpaHsaBa B XNaJAUJHUK MM 3aMpa3siBa.

He u3non3paiiTe TOBa IEKapcTBO Clejl CpOKa Ha FOAHOCT, OTOENA3aH BEPXY OYTHIIKATA C/ICA HAAIHCA
.1 OfleH J0:”. CpOKET Ha FOFHOCT OTrOBaps HA NOCNEIHUSA JeH OT MOCOYEHHA MECel,
H3nomzealite crnpes B pamkute Ha 30 AHM ¢lied TBPBOTO OTBAPHE.

He u3xsbpigiiTe lekapcTBaTa B KRHAJIH3ALMATA HIIM B KOHTEHHEepa 3a AoMallHK oTnaabuy. Ilonurakire
Barms dhapMalieBT Kak 12 H3XBBPIATE NEKAPCTBATA, KOMTO BEUE HE U3MON3BATE. T€3H MEPKH 1L
CMOMOTHAT 34 OI1a3BaHE HA OKOJIHATA Cpefa.

6. CoabpikaHHe HA ONAKOBKATA H ACHBJIHHTENHA HHpOpMALHS

Kakpo coabp:xa Adpun ND 0,5 mg/ml cnpeii 3a Hoc, pazTBop

- AKTHBHOTO BELIECTBO €: OKCHMETA30JIHHOB Xuapoxnopua 0,5 mg/ml

- JpyriTe ChCTABKH ca: JUHATPHEB eIeTaT, AMHaTpHeB ocdat, eAHOOCHOBEH HarpHes doctar
MOHOXHApAT, ToBUJOH K29-32, benzankonuen xnopua (0,25 mg/ml), PEG 1450, npeuncrena sona,
beH3unoB anxkoxon (2,5 mg/ml), MUKPOKPHCTANHA 11c/1yJI03a H KapMeno3a HaTpuH, apoOMar Ha
NHUMOH, BKJTIOYHTEIHO eCTECTBEHH H M3KYCTBEHH apoMaTH, ankoxon i DL-anda roxogepost.

Kaxk nirnexna Appun ND n KakBo ¢ChABPKA ONAKOBKATA
Adpun ND ¢ 641 a0 nouty 641 pasreop, Hanogodsasan ren, B 641a creTioycroiiunsa 6ytuika 15 ml or
[11acTMAaca ¢ BHCOKA ILTBTHOCT M ¢ Ost1a nnacTMacoBa IoMIia.

IpaTexkaTes Ha pa3pelieHHETO 3a YHoTpeda H NPOH3BOAHTEN

[IpuTexkaren Ha pa3pelliCHHETO 3a yroTpeda:
bafiep bearapua EOO/I, yiu. ,,Pe3bapcka™ Ne 5, 1510 Codust, brarapus
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IlpounssopuTen:
Berlimed S.A., C/Francisco Alonso no.7, Poligono Industrial Santa Rosa Alcala de Henares; 28806

Madrid; Micnanua

Toau AekapereeH NpoAYKY ¢ paspeilien 3a ynoTpeda b erpanwre-uinenwn na EWII nog chepmnTe

HMEHA:
AFRIN: Yemxa peny6nuka, Ecronus, Jlateug, Jlurea, Hugepnanaua, Cinopauka penmy0inuka, CJIOBEHHH,

Hcnanns, PyMbH#AS.

AFRIN Comfort: Yurapus

Adpun ND 0,5 mg/ml cnpeii 3a noc, pa3TBop: bbarapus
AFRIN ND: ITommna

NASAROX: Iloptyranns

Rhinacept: I'spuus

JaTa Ha mocjieaHo npepasriexaane Ha ancroBrata 10/2017




