1. HUME HA JIEKAPCTBEHHA INIPOAYKT

Adpuu ND MeHTon 0,5 mg/ml cnpeit 3a Hoc, pa3TBOp
Afrin ND menthol 0,5 mg/ml nasal spray, solution

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

OKCHUMETA30JIMHOB XUAPOXNOpHA (oxymetazoline hydrochloride) 0,5 mg/ml
| BophekBane (100 MukpoanTpa) cCbabpaxka SO MUKporpaMa OKCUMETA30IHHOB XHAPOXJAOPHUAL.

[ToMOlUHM BEllECTBA C U3BECTHO AcHCTBUE: DeHzankoHues xnopua 0,25 mg/ml n 6eusunos ankoxon 3,0
mg/ml.

Adpun ND menton cnpei 3a HOC, pa3TBOP CbAbPHKA NPONUICHIIHKOA 5 mg/ml.

3a MTBJIHUA CNHUCHK HA MOMOLLHUTE BElleCTBA BUXKTE TOoUKa 6.1.

3. JJEKAPCTBEHA ®OPMA

Cnpeit 3a HOC, pa3TBOp
ban go noutu 0an pasrteop, Hanogobseaw ren, ¢ pH ot 5,0 mo 6,5.

4. KJAHUYHHU JAHHHA

4.1 TepaneBTHYHHN NOKA3AHHA

CuMNTOMaTHUHO 00NEKYaBAHE HAa HA3a/lHaTa KOHIECTHA, NPHYHHEHA OT CEHHA XpeMa, HACTUHKA U
CHHY3HT.
Adpun ND e nokasaH npy Bb3pacTHH U Jielia Ha Bb3pacT 6 W NOBEUE I'OJIMHH.

4.2 Jo3upoBKa U HAYMHH HA NPHJIOKEHHE

Jo3upoBka
BuapacTHu: 1-2 BNIpbCcKBaHUA BB BCAKA HO3Apa Ha BcexH 12 yaca.

IHeowampuuna nonyarayus
Heua > 10 roaunu: 1-2 BnpbCKkBaHHUA BbB BCAKA HO3Jpa Ha Bceku 12 uaca.
Heua 6-10 roavun: | BnpbCKBaHE BBB BCAKA HO3/1pa HA BCEKH 12 uaca.

He Tpabsa na ce npasaT noeeue o1 061110 8§ BNpbCKBaHUA 32 Bb3pacTHH (4 3a aeua) 3a nepron oT 24 uaca.
Jla He ce HajBMILABA onpeaesieHaTa A03a.

A@puH ND ne Tpabsa aa ce vinonsea no-awnro ot 7 AHU, ocBeH ako BawusT nekap ve Bu e npeanucan
apyro. /la ce n3uaka HAKONKO OHU Npean NOBTOPHO NPHIOKEHHE HA NPOAYKTA.

Hauun Ha npunoxenue
Pasknarere nobpe npeau ynorpeda. Ilpean nwpeara ynorpeda noarorseTe cnpes, Kartg




ABPAKH Npan, HHKPHF[HH[{"I::T CE NOoCTaBa NecNecaoBaTe/IHO BbB BCAKa HO3/lpa H ItOMI1aTa C€ HATUCKA €/1HH
HJIHA [Ba INBTH, KATO B ChUIOTO BpEMC CC BIHI1IBA.

4.3 TlporuBonokalaHus

CBpBbX4YBCTBHUTEIHOCT KbM AKTHBHOTO BELLECTBO HIH KbM HAKOE OT NMOMOWHWTE BELLECTBA, H30POEHH B
ToUKa 6.1, WK ¢ H3BECTHA YYBCTBUTEAHOCT KbM CHMNATUKOMUMETHUYHHU CPEACTBA.

A¢dpunr ND He Tpabea aa ce n3nonsea:

. OT MNALKWEHTH, NPUEMALLA HHXUOUTOPU HA MOHOAMHHOOKcHIa3aTa (MAQ - MHXUOUTOPH) UK OT
MaUuHEHTH, KOUTO ca npueman MAQO - HHXHOUTOpH Npe3 MPeALIECTRALLUTE 2 CSMMULIM.

OT MauUUEHTH CbC 3aKPHTOBIBIIHA TNayKoMa.

OT TALMEHTH ClIE] TPAHC-CHEHOMAANHA XHITOPHUIEKTOMMS.

[P U3BECTHA CBPBbXYYBCTBUTENHOCT MU UAWOCUHKPA3HA KBM HAKOS OT CbCTABKUTE Ha NPOAYKTA.
NPH Bb3NMANCHHUE HA KOXKATA M JINFABULIATA Ha NPEIBEPHETO HA HOCHATA KYXHHA U HHKPYCTALUS
(CYX pUHHT).

. OT MAUUEHTH C OCTPO KOPOHAPHO 3a00JIIBaAHE WK KApAHAIHA acTMa.

Adpun ND He TpabBa na ce W3non3Ba nNpM Aena Ha Bb3pacT noj 6 roAHKH.
4.4 CneuHa HH npeaynpexaeHHsa U NPeana3sHH MEPKH NP ynorpeda

OcBeH ako He e HazHaveH oT nekap, Appur ND tpabBa na ce M3non3ea ¢ NOBHILEHO BHUMAHHE NMpH
NALKMEHTH ¢ KOPOHApHA DOJIECT HA CHPULTO, XUNEPTOHHUR, XHNEPTHPEOHINIBM, 3axapeH aAuader i
3aTPYAHEHO YPUHUPAHE BCACACTBUE HA XUNepTpodHa Ha NPOCTATHATA XKJ1€34.

[TpoabnmxkuTenHaTa ynoTpeba Moxe 1a A0BEAE 10 PA3BUTHE HA KOHIECTHA BCJICACTBHE Ha OTHEMAHE
(rebound - KoHrecTHs).

KakTo npy BCHUKH JIOKATHUA ACKOHI€CTAHTH, HE C€ NPEeNnopbYBa HENMPeKbCHaTa ynoTpeda B NpoabHKEHHE
Ha NOoBeYe OT €1Ha CEAMMLA.

Coabpxawsuar ce B AQgpHH ND koHceppanT (DeH3ankoHUEB XA0pUA) MOXE Aa NPeIN3BHKA JIpa3HeHe WK
NoAyBaHe BLTPE B HOCA, 0COOEHO MPH NMPoABJKUTENHA ynoTpeda. BEH3U0BUAT aIKOXOJ MOXKe J1a
npeau3BUKa anepruyHu peakumu. Appud ND ¢ MEHTON CbAbpAKa NPONUIEHIIMKON, KOWTO MOXE Aa
NMPeAU3BUKA ApPa3HEHE Ha KOxKaTa.

4.5 BiaumoaeHcTBHE C APYrH JEeKAPCTBEHM NPOAYKTH U ApYrd ¢opMH Ha B3auMoAeHCTBHE

EnHoBpemeHHnarta ynoTpeda ¢ TpPUUMKIHYHY aHTHAENPECAHTH, MANPOTHUIHH WKW HHXHOUTOPH Ha
MOHOaMUHOOKcHAasaTa (MAO-nHxubHUTOpH) MOXKE Na NOTEHUUPA NPECOPHUTE €(DEKTH Ha
OKCHMETA30JIUH.

4.6 DepTHIANTET, OPEMEHHOCT H KbPMENeE

bpeMeHHOCT

OKCHUMETA30/IMH HE Ce CBLP3BA C HeXKeNaH u3xon oT OpemeHHocTTa. [IpoyuBaHUATA NpH KHUBOTHY

[MOKA3BaT NPEKU WM HENPEKK BpeIHMN €PEKTH, CBbP3aHN ¢ DpEeMEHHOCTTa, eMOPHOHATHOTO/Pera o]

Pa3BUTHE, PAXKIAAHETO WK MOCTHATATHOTO pa3suThe. APpuH ND Moxe f1a ¢ M3mon3ea ot Lo v e TR

HEHH, AKO C€ M3MON3Ra cnopea npenopbkurte. C NoBUINEHO BHUMaHHE TpsAbOBa aa ce Noaxo ’P % '-’?*"
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NaUMUEHTKHN ¢ XUMEPTOHHS WK NMPH3HAUM Ha HaMalleHa ruiaueHTapHa nepdysua. Uecrtara unu
NPOABLAKUTENHA YyNOTpeba BLB BUCOKH 103U MOXKE 14 A0BEE 10 HaMangaBaHe Ha MNallgHTapHaTa

nepdys3us.

KbpMmeHe
He e u3BeCTHO Ja/M OKCHMETA30/IUH CE€ eKCKpETHPA B KbpMaTa. [lopaaum nvncata Ha 1aHHy 3a ynoTpebara
HA OKCUMETA30JIMH OT KbpMellu xkeun, Adpud ND He TpadBa na ce n3non3ea no BpeMe Ha KbpPMEHE.

Deprunurer
Hama HaJlM4HW JaHHY 3a BIUAHUE BbPXY GEPTHIINTETA IPH MBIKE K JKEHH.

4.7 FE¢exkTH BBPXY cIocoOHOCTTA 32 WO HpaHEe H pAdOTA ¢ MALIHHH

A¢pun ND He nosausiBa vnu norauaea npeHedpexumo cnocobHocTTa 3a wodupaHe W padora ¢
MaLLIMHH.

4.8 Hexenanu JieKapCcTBEHH peaKI MU

Kato usano Adgpud ND ce nonacs nobpe 1 HexxenanuTe peakuuH, ako TAKHUBA CE€ pa3BUAT, ODUKHOBEHO ca
JEKH U NpexoaHu. Hai-uecTo cnoMeHaBaHaTa HexenaHa peakuus € JIOKATHOTO YCElllaHe 3a CyXxoTa Ha
HOCHaTa JuraBuua. CMBAEHETO U NAPEHETO Ca HEHECTH JIOKA/THH PEAKLUHH.

Tabnuuen CNUCHK HA HEXKENAHNTE PEAKLIHH

Hexenanure peakuui, cbobUIEHHN MO BpEME HA MOCTMAPKETHHIOBUS NEPUOA, ca U3bpoeHu B Tabnuuara
No-ACHY Cnopea cucTeMo-opraneH kinac. 1o yectora ce onpeaensit kato: MHoro dectu (= 1/10); yecru
(= 1/100 go < 1/10); neuectu (= 1/1 000 go < 1/100); peakn (= 1/10 000 go < 1/1 000); MmHoro peaxku
(< 1/10 000) u c Hen3BeCTHA yecTOoTa {OT HAIMUHUTE IABHU HEe MOXKe jia Obae HanpaBeHa oUEHKa).

CHcTeMo-opraneH KJjac YectoTa Hexenana peakuus

HapyuieHus Ha HepBHAaTa Penku TPEBOXHOCT, CeJaThBeH edekT,

CHCTEMA pa3sApa3sHATENHROCT, HAPYLUEHUA
Ha CbHS NPH Aeua, rnaBobonue

Hapyuienusa Ha ouuTe Peaku 3PUTEIHH CMYLIEHUS

CbplIeUHW HAPYLLIEHHS Penxu TaxXvuKapavs, nainuTanuu

CbA0BU HapyLIEHUS Peaxu pPEAKTUBHA XUMNEPEMUS,
NOBHUIIEHO KPLBHO HANMAAHE

PecnupatophHu, rpbAHA H HeuecTn KHXaHe, CYyX0Ta M ipa3HeHe B

MEAHACTUHANHH HOC4, YCTaTa v I'bpJoTo, U

HApYLUEHHA KOHIeCTHA BCIEACTBUE HA
OTHEMaHE

CTomMaluHo-4peBHM Penxy rajgeHe

HApYLIEHKS

Hapyuienus Ha Kkoxara Peaku €K3aHTEMA

NOAKOXHATA ThKaH

beH3aNKOHHEBHAT XN0pHA KU NPONHUICHIMHKONDT MOTraT Aa NpUYHHAT JIOKAITHH KOXH




ChobiiasaHe Ha MOAC3IKPAHN HEWKENAHW PEaKLIHK

CrobiaBaHeTo Ha NOAO3IUPAHH HEXKENAHH PeakLUM ¢/1eA pa3pellaBaHe 3a ynorpeba Ha NeKapCTBEHUA
NPOAYKT € BaxkHO. TOBa 103BOJIABA Aa MPOALIXKM HAONOEHHMETO HA CHOTHOLIEHUETO MOJI3a/PUCK 34
NeXaApCTBEHUS NMPOAYKT. OT MEAUUHHCKUTE CNEUMANTUCTH CE UAUCKRA Aa ChODLUABAT BCAKA MOA03MPAaHa

HexXceaHa peaxuma upe3 U3nbAHuTeRHa areHIMa No nekapceTeara, yvi. ,JlamMau I'pyes” Ne 8, 1303 Codus,
Ten.: +359 2 8903417, yebeaht: www.bda.bg..

4.9 TIlpeaosupane

CUMNTOMHTE Ha YMEPEHO TEKKO UIIK TEKKO NPeJ03UPAHE MOTAT JIa ca MUAPHA3a, rajieHe, LIMaHO3a,
pebpunureT, cnazMu, TaXMKapaus, CbpaeuHa apuTMUSA, CbpPACUEH apecT, XHNEPTOHUS, beoapobeH oToK,
JAWUCITHEA, MCHXHYHHW HapylueHus. Bb3MOXKHH ca cbLIO W NPOABY Ha MOTHCKAHE HA (PYHKLHATA HA
LEHTpAIHATA HEPBHA CUCTEMA KAaTO CbHAHWBOCT, NOHHKABAHE Ha TeJjecHaTa TeMneparypa, Opagukapans,
HanoaoOABalla WOK XUNOTOHUS, alHes U 3aryba Ha cb3HaHue. MoXe J1a ce W3M0J3Ba HeCeNeKTHBEH
anda-0nokep Kato heHTONAMHH, 34 J1a C€ MOTHCHE NOBULLIEHOTO KPBBHO HalAraHe. B cepuosHuTe cnyuau
MOE 1a ce Hanara UHTYyOauus ¥ arnapaTHa BEHTHIALIMS.

B cnyuait Ha yMEPEHO TEKKO A0 TEKKO NPEe03UpaHe NMPH NEPOPAIHA KOHCYMAUHSA 1O HEBHUMAHUE, MOXKE
/12 C€ NPUCTBHITA KbM NPUIIOKEHKUE HA AKTUBEH BLIJIEH (20COpOEHT) U HATPHUER CYJI(AT (1aKCATUR), KAKTO
M KbM CTOMALLEH NAaBaX — B CNYUYaH Y€ € HY}HAa MACHBHA NETOKCHKALUA.

OcTaHanoTo JeYeHHUE € NOANbPXKALLO W CHMITTOMATHYHO.

BasomnpecopHure nekapeTea ca NPpOTHBONOKA3aHMU.

5. ®APMAKOJOI'HYHHA CBOVICTBA
5.1 @apmaxko/JMHAMMYHH CBOHCTRA

d>apmakoTepaneBTHYHA rpyna: CUMNaTUKOMUMETHLH, YHCTH;
ATC kon: ROTAAOQDS

MexaHu3bM Ha AEUCTBUE

OKCUMETAZONIMHOBUAT XUAPOXAOPH € CHMNATHKOMHUMETHYHO CPEACTBO, KOCTO YIPAXKHABA NOKATHO
CbAOCBHBALLO JACHCTBUE HA HOCHATA JIMraBMLUA, HAMAJIABAMKK HazaiHaTa KOHrectHsa. AdgpuH ND cnpei 3a
HOC €€ OITMCBA KAaTO JeKapCTBeHa GopMa, KOSTO HE Karle, MOHEeXeE ¢Jie/]1 BNPbCKBAHE BUCKO3ZUTETLT MY Ce
MOBULLABA ¥ C€ 3abpKa BbPXY NUraBULUTE NO-e(PEKTHBHO OT CTAHAAPTEH BOACH pa3TBOp. KIHHHUHKTE
NpOYUYBaHUA NMNOKA3BaT, Y€ OKCUMETA3Z0/KH 3an04Ba Aa AeUCTBA 10 HAKOJIKO MUHYTH, KATO ePEKTHT MY
npoab/bKaBa A0 12 yaca cnea NpuioxeHHe.

5.2 DapMAKOKHHETHYHH CBOHCTBA

OKCHMETa30IHHOBHUAT XHUAPOXIIOPUL CE MpUara AUpPEeKTHO BEPXY HOCHATa NMraByMUa, KbACTO YNpa)kHABA
JloKaneH chaocBuBall edekT. JIMnceaT JaHHU 3a CUCTEMHATA €KCTIO3MLIME HA OKCUMETA30JIUH CIe/
Ha3amHO NMPUNOKEHHE.




5.3 TllpeakavHHYHK DaHHH 32 0€30MACHOCT

HeknHHHUHKTE AaHHHK HE NoKa3BaT 0codeH pUCK 3a xopa Ha 0a3aTa Ha KOHBEHLIMOHAJIHKUTE
(hapMaKoJOTHUHH NPOYYBAHUA 32 TOKCUYHOCT NPU MHOMOKPATHO NpUNaraHe Wiy penpoiykTHBHa
TOKCHYHOCT. AQpHH ND He € W3NMUTBaH 33 reHOTOKCUUHOCT UK KAPUMHOMEHEH MOTEHUUAN.

[TpenKNIMHUYHUTE AaHHHU NPEeANOaarar, 4¢ OCH3ATKOHUEBUAT XJIOPHA MOXKE A2 UMa TOKCUYEH e(eKT
BbPXY PECHUUYKHTE, 3aBUCELL OT KOHUCHTPALIMSATA U NPOABIKUTEIHOCTTA HA ACHCTBUE, KOMTO BKIOYBA
HeobOpaTyMa 3aryfa Ha NOABUKHOCT K MOXKE 1a MHAYUMPA XHCTONATOMOTHYHU NPOMEHHU B HOCHATa
NUraBMLa.

6. PAPMAILEBTHYHHA JAHHHU
6.1 CnHebk H2 NOMOIIHHUTE BEllleCTRA

JuHarpues enerar

Hunartpues docdar

EnHOOCHOBEH HaTpHeB docdaT MOHOXHAPAT
[ToBuaon K29-32

beHsankoHUeB xJiopua

[Monuerunenrnukon 1450

[Iponunenraukon

[peuucrena sona

beH3uN0B anKoXo

LluHeon

Kamdop, pauemuueH

JleBOMEHTON

MHUKpPOKPUCTANIHA LUENYI03a U KAPMENO3a HATPU

6.2 HecbBMECTHMOCTH
Henpunoxumo

6.3 Cpok Ha rogHocT

2 rOAUMM.
Ja ce u3nonssa go 30 aHu cnes NbBPBOTO OTBAPAHE.

6.4 Cpoennalnn ycl10BHS HA ChXPAHEHHE

Ha ce cwxpansBa nog 25°C.,
Jla He ce cbxpaHsABa B XJ1aIMITHHK HITH 3aMpa3fBa.

6.5 Bua u cpabpKanne HA ONAKOBKATA

bana, ceeTnoycroiuusa 6ytunka, 15 ml ot nonnernnen ¢ Bucoka nabwtHOCT (HDPE) ¢
NOJUNPONANEHOBA NOMNA.




6.6 ChnennajiHH NPEANAIHH MEPKH NPH H3XBLPAsSIHE

Heusnon3saHUAT MPOAYKT UK OTOAABLUYHKHTE MAaTEPHUANIM OT HEro TPAOBA 1a C€ U3XBBLPJIAT B CHOTBETCTBUE
C MECTHUTE U3NCKBAHMA.

7. HNPHUTEXATEJ HA PASPEILEHHUETO 3A YIIOTPEBA
bakiep bvarapna EOO/],
oyi. , Llapurpancko woce™ Ne 115M, naprep

1’784 Codmna
bunrapus

8. HOMEP(A) HA PASPELHIEHHUETO 3A YIIOTPEBA

Per. Ne 20120301

9. HJATA HA ITbPBO PAZPEINABAHE/TIOJHOBABAHE HA PASPEHIEHHETO 3A
YINOTPEBA

Jlata Ha nbpBO paspewapane: 13 oHu 2012

10. JATA HA AKTYAJINZUPAHE HA TEKCTA

06/2024




