W3NLKUTEITHA ATEHLMA NO NEKAPCTBATA

flucmobxa - Mpuroncerue 5

JIncroBka: nHpopmanun 3a norpgot

A¢pun ND menTou 0,5 mg/ml cnpeH 3a noc, pazrsop
OKCHMETA30JHHOB XUAPOXJIOPUA

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

[IpoteTeTe BHUMATEIHO USAJIATA JIHCTOBKA, NIPEJH 42 3aN0YHETE 1A H3NM0/13BaTe TOBA JIEKAPCTBO,

Thil KATO TH ¢CHALPAKA BaxkHa 3a Bac undopmanns.

BuHary wanoa3panTe TOBa N1EKAPCTBC TOUHO KAKTO € OIIMCAHO B TA3M JIMCTOBKA WJIH KakTo Bu e kazan

Bawnat nekap, papMaleBT WiM MEAKWLMHCKA CECTpa.

- 3ana3zere Taszu MMCTOBKA. MoxKe 1a ¢e HATOXKK Na 9 NPOUETETE OTHORO.

- AKO ce HY>/J1aeTe OT JONBbJHUTENHA HHGOPMALUA WU CHBET, nonutaite Baliunsa gapmanesr.

- AKO NOJIYYHTE HAKAKBH HEXKEAHH JCKAPCTREHHU peakliiM, yeReaoMere Bauus nekap, papmauesr
MU MEJAHMUHHCKA cecTpa. ToBa BKIKOYBA H BCHYKHA BH3MOXKHH HEXKETAHH PCAKLIMK, HEOTTHCAHH B
Ta3Hu JUCTOBKA. B1xTe TouKka 4.

- Ako cnen 7 AHHM He ce uyBcTBaTe No-A00pe nnn cbetoaHueTo Bu ce Bnowy, TpabBa qa noTupeHTe
JIEKAPCKa NOMOIL.

KakBo ¢hLALPAxA Ta34 JHCTOBKA

CakBO npeactaeasa Adpre ND U 3a kakRo ¢€ H3MON3Ba
KakBo TpabBa ga 3xaete npeau ga u3nonspate Adpud ND
{ak pa uznonssate Adppud ND

BB3MOXKHU HEXKENAHU peaKLUuu

Kak na cbxpadsBare A¢pun ND

CbabprkaHAe Ha ONAKOBKAaTa M AOIBJIHUTENIHA HHpOpMaUHA

AN e &

1. KakBo npeacrasasasa A¢pprur ND H 3a kKaKkBo ce H3N0.13Ba

[IbnHOTO HaumMeHoBaHKe Ha Bawneto aekapcTBo e
Adprn ND menTon 0,5 mg/ml cnpeit 3a Hoc, pa3TBop

Kakso npeacrapaasa Appun ND
Adprn ND cnpeit 3a HOc, pa3TBOp ChABPKa AKTHBHOTO BELUECTRO OKCHMETA30/MHOB XHAPOXJIOPHL.

Kak peiictea Adgpun ND
AdipuH ND ¢ pekoHrectaTt, KoWTo 0bsekuyaBa 3anyuieHUs HOC KaTo CBMBA KPbBOHOCHUTE Ch1I0BE B HOCA.
JencTereTo My 3ano4sa ciiea HAKOJIKO MHHYTH Y ITPOALJIKABA C YacOBeE.

Kora ce nanos3sa Agpun ND

A@puH ND ce npunara 3a cMMNTOMaTHYHO 00feKuaBaHe HA HA3ANHATA KOHIeCTUS (3anylleH HOC),
[IPMUUHEHA OT CEHHA XpeMa, HACTHHKA U CUHY3UT.

Mooke aa ce u3nosnsea Ha BCekd |2 vaca.

AKoO cnen 7 JHU He Ce HyBCTBaTe No-g0bpe i cbeTosHUeTO BU ce Bnoum, Tpabea aa
NeKapcKa NoMolll.




2. Kakeo TpafBa na 3naere, npeau Aa uznoazsarte Agppuu ND

He u3znomspaiite Agppun ND

- aKO CTE anepru4¥Hyi KbM OKCHUMETA30JIMHOB XHAPOXJIOPHA HJIH KbM HAKOSl OT OCTAHANUTE ChCTaBKM
Ha TOBa JieKapCcTBO {M30pOEHH B TOUKA 6)

- ako npHemare HHXHOUTOpH Ha MOHOaMHUHOOKcKAazaTta (MAQ — HHXHOUTOPH, KOKUTO ce U3NoN3Bar
3a JieueHHe Ha Oonectra Ha [lapkuHcod u aenpecus). MAO - uHXxubuTOpUTE MOraT aa 3acHasT
XUNEPTOHUUHUTE €(DEKTH HA OKCUMETA30JIMH

- AKO MMATE 3aKPUTObI'bIIHA TNAYKOMA (TOBULIEHO QUHO HANTATAHE)

- ako Bu e npaBena TpaHccpeHonganHa XUNOPHICKTOMKSA (XUPYPruYyHO OTCTPAHABAHE HA
Xxunodu3HaTa xne3a)

- aKO MMATe BBb3MAJCHHUE HA KOXKATA W JIMraBMLIATA Ha NPEUIBEPHETO HAa HOCHATA KyXHMHA W
o0pa3yBaHE Ha KOPUUYKM (CYX PUHHT)

- aKO MMaTe OCTPO KOpOHapHO 3abD0nsBaHe HNU KapaualiHa acTMa

Ilpeaynpexaenuna H NnpeaNa3zHH MEPKH

["'oBopeTe ¢ Banima nexap, ako umare:

- 3a00/I1BaHE HA KOPOHAPHUTE apTepHH

- XUNEPTOHUA (BUCOKO KPBBHO HANATAHE)

- XMNEePTUPEOUAN3HM (MOBUILEHA BYHKUME HA IIMTOBUAHATA %U1E3a)

- 3axapeH adader

- 3aTPYAHEHO YPRHUAPAHE NOPaay YIOAEMABAHE HA NIPOCTAaTHATA KJle3a

AKO ce U3M0J3Ba NO-npoaAbIKUTETHO Bpeme, Adpun ND moxke na npuunHm 3anyuiBaHe Ha Hoca. He ce
penopbYBa Aa c¢ ynorpedsapa noseue ot | ceamuua. Cebpikerte ce ¢ Bauing nekap, B ciyyvait ue Bamunre
CAMINITOMH C€ BJIOLLIABAT WK HE ce NoaodpaBar ciel 7/ AHM.

Heua
He n3nonaraiite Adpuu ND npu geua noa 6-roariuna su3pact (BuxTe Touka 3 Kak ga u3nonspare

Adpun ND)

Apyru siekapcrea u Appun ND

Hudopmupaiite Bawuna nekap, hapMaueBT HaKM MEAULMHCKA CECTPa, aKO NIPUEMATE, HACKOPO CTE

NPHEMA/IH HIIW € BL3MOXHO [1a NpUeMaTe Apyry nekapersa. Toea BKIIOUBA M NeKapcTBa, OTHYCKaHHU 0e3

pelenTa.

XuneproHHYHHAT €deKT Ha OKCUMETA30JIMH MOXKE 12 C€ 3aCHIIH, KO C€ H3I103Ba 3a€HO C:

- HSIKOM BH/IOBE AaHTHAENPECAHTH: TPHUMKIHYHH aBTHAENPECAHTH, MANPOTHIHH, HHXUOUTOPH Ha
mMoHoamMHHookcHaazaTa (MAO - HuxubuToph).

bpeMEHHOCT H KBpMeHe

bpemennocm

[ [pUnoKEHHETO HA OKCUMETA30JIMH HE € CBLP3AHO C HEXEJIaH M3X0/ Ha OpeMeHHocTTa. AKO ynoTpebara
MY € B CbOTBETCTBHUE C npenopnukute, AdpuH ND moxke na ce u3nonira npu OpeMeHHH xenu, [Ipu
NMALMEHTKH C XUNEPTOHUS WM NPU3HAUM Ha HamalleHa nepdy3us Ha rtalleHTara Tpadbpa aa ce noaxoxaa
C NOBHWILEHO BHUMAaHHE. YecTaTa MK NpOABLIKUTENHA ynioTpeda BbB BUCOKH 03K MOXE Ja HAMalu
nepdy3uaTa Ha NiaueHTara.

Kvpmene .
He e U3BeCTHO J1any OKCHMETA30/IMH ce H3/IbuBa B KbpMata. Ilopaamn nuncara Ha aa
OKCHMETA30JIMH Npy kKbpMeHne, Apprua ND He TpsaOea 1a ce ysnosssa o Bpeme Ha




IHodupane u pabora ¢ MAIIHHH
He ca nabmoaasanu edekTd BpXy WodHpaHeTo U padboTata ¢ MallUHMU,

Adpnn ND crabspxa OeH3ankoHHEB XJIOPH/ H OeH3ua0B aak0x0.1; Adpra ND menToa enpe# 3a Hoc
CbAbPAKA NPONHJACHTVIHKOJL.
o beH3ATKOHHUEBUAT XJIOpH (KOHCEPBAHT) MOXKE Aa MpEeAX3BHKA APa3HEHE UM NOAYBAaHE BLTPE B
HOCA, OCODEHO aKo ce U3N0N3BA ABIrO BPEME.
DBEH3UNOBHAT ANIKOXOJ MOXKE Ja NPEAU3BUKA alepruiHy peakUHH.
o [IponUnNeHrMHKOABT MOXKE 14 NPEAU3BHKA KOXKHH pa3apa3sHEHN.

3. Kax na n3nonszsare Agppuu ND

Bunaruv uznon3eaite ToBa NEKApCTBO TOYHO KAKTO € ONHUCAHO B Ta3W JIMCTOBKA WK KakTO Bu € kazan
BatuusaT siekap, dapMaleBT Wi MEJULMHCKA cecTpa. AKO HE CTE CUT'YPHH B HELWLO, nondTanTe Baluus
nekap, (hapMaueBT WK MeJULIMHCKA CecTpa.

Loszupoeka

Bb3pactHn v geua > 10 roauHu: 1-2 BOpbCKBaHUA BbB BCAKA HO3Apa HA Bceku 12 vaca.

Jeua 6-10 roguuy: | sanpbCkBaHE BLB BCSIKa HO3/pa Ha BCcekW |2 yaca.

He TpabBa aa ce npaeaTt noeue or obue & BNPbLCKBAHMA 3a BB3pacTHU (4 3a geua) 3a nepuod ot 24 vaca.
Jla He ce HagBMLIaBa onpeaencHaTa a03a.

A¢pur ND He TpabBa na ce ynorpedbaga 110-4u1ro ot 7 AHH, ocBeH ako BawuaT nekap He Bu e
npeanucan aApyro. /la ce uzdyaka HAKONKO AHY NPEAN NOBTOPHO NPHIOKEHHUE Ha NMPOAYKTA.

IIpunoxncenue

Pazknarere nobpe npeay ynorpeba. Ilpean nmopeara ynorpeda noaroreere cnpes, KaTo HaTUCHETE
HAKOJIKO ITbTH NMOMIIATa, JIOKATO NOCTUMHETE U3NPBLCKBAHE HA MbpBaTa MbJIHA A03A.

JoxaTto gbpxkuTe cnpes npas, NOCTABETE HAKpPaHHUKA NMOCAEA0BATENHO BLB BCAKA HO3pa U HATUCHETE
CWJIHO €1HH MU ABA NTbTH MNOMIIATA, KATO B CHLIOTO BPEME BAHLIBATE.

Cnen ynorpeba nouucrere HakpaikHUKa. Y norpebaTta Ha TO3M NPOAYKT OT NOBEYE OT €AWH YOBEK MOXE 21
AOBE/IE A0 pa3npocTpaHABAHE Ha UH(PEKUHUATA.

AKO cTe H30JI3BAJIH NOBeYe 0T HeoOxoanmara no3a AppuH ND
AKO cTe W3Moa3eany noseye ot Heobxoaumara ao3a AgpuH ND, nezabaBHo ce csbpxeTe ¢ Bawns nekap

WJIH oTHAeTe B DONHULA, KaTO B3eMeTe OyTunkara ¢be cede cu.

AKoO cTe RponycHAJIH A4 uinoa3lsate Adgpun ND
He s3emalite ABOIHA 1034, 32 a2 KOMIIEHCUpATE MPONYyCHATaTa 103a.

AKO UMaTe HAKAKBH AOMbAHUTENHHU BLNPOCH, CBBP3aHHU € YNoTpebara Ha TOBA IEKAPCTRO, NONMMKTANUTE
Bawus nekap, dapmMauesT HIH MEARLIMHCKA CECTpa.

4. B13M0XKHH HEKETAHH PEAKIHH

KakTo BCHUYKMH JCKApPCTBA, TOBA NCKAPCTBO MOXE Ja NpPEAU3BHKA HCKCITAHHW PCAKL
BCCKH I'HM T10J1yHaEBA.



Bb3MOXHHUTE HEXENAHK PEaKLHH ca:

Heuecrn (nossaBar ce npu no-Maiko or | Ha |00 ayum): kuxaHe, ycewmane 3a Cyxora ¥ Apa3sHeHe B Hoca,
yCTaTa H I'bpPJIoTO, U 3anylIEH HOC.

Peaku (nosssear ce npu no-manko ot | Ha 1 000 aywu): TpeBOXKHOCT, yMOpa, pa3Apa3HUTENHOCT,
HApYLUIEH CLH MpPH Jeua, cbpledueHe, nannuralyy, NOBUIIABAHE HA KPBbBHOTO HANAMAHE, OTOK HA HOCHATa
nvrasuua, rnapofosine, raicHe, 3auepBaBaHe Ha TMUETO, OOPHUB, 3PUTEIHH CMYILLEHHS.

CrobmaBaHe HA HEXKEIAHH peaKiiuu

AKO MONYYHUTE HAKAKBH HEXENAHU JIEKapCTBEHU pPeakUHH, yseaomere Baiua nekap, GpapmaueBT wiH
MEIMLMHCKA cecTpa. ToBa BKNIOUBA BCUUKHA Bb3MOYKHH HEOMUCAHU B TasH JIMCTOBKA HEXKENAHH peaKLiHH.
MoskeTe ChLLUO Ja CbODLIUTE HEXENMaHM peakUuuH AMPEKTHO Ypes ManbanuTeNnHa areHUUs no IeKapeTeata,
yn. ,,Jaman I'pyeB” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebcaiiT: www.bda.bg. Kato cvobiasare
HEXKENAaHH peakliHi, MOMKETE Aa JaJeTe CBOA NPHHOC 3a NojiyyaBaHe Ha NoBeye UHGOPMALIMA OTHOCHO
Oe30nacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa cexpanaBate Appuna ND

ﬂﬂ CC CbXpPaHABA HA MACTO, HEAOCTBITHO 34 ACLa.

Jla ce chxpansapa noa 25°C. [la He ce cbXpaHaBa B XJ1aJAMIHHAK HIIW 3aMpassiBa.

He n3nonssaliTe ToBa NEKapCTBO CNEM CPOKa HA rOAHOCT, 0TOENA3aH BbpXY OyTHAKaTa cnea Hajnuca
1 0eH no:”. CpoOKbT HA FOAHOCT OTIrOBaps Ha NOCHEAHHA A€H OT NOCOUYEHHS Mecell.
HU3non3eaiite cnipes B paMkuTe Ha 30 aHK cnea n'bPBOTO OTBApPAHE.

He n3xpbpasiTe NekapcTBaTa B KaHANU3AUUATA WKW B KOHTEWHEpPA 3a AOMALUHH oTrnagbun. |lonuranre
Bawus gapmauesT kak 1a U3XBbPASTE IEKAPCTBATA, KOUTC BEUE HE U3MON3BATE. T€3U MEPKH LUE
CITOMOIHAT 3a OMa3BaHE Ha OKOJIHATA Ccpeaa.

6. CobabpxaHie HA ONAKOBKATA H 10NMbLJIHHTENHA HHPOpMALHA

KakBo csaspxa A¢ppun ND menroa 0,5 mg/ml cnpen 3a noc, pasrsop

- AKTHBHOTO BELECTBO €; OKCHMETa3onrMHOoB xuapoxuopua 0,5 mg/ml

- Jpyrure CbCTaBKH Ca: AMHATPHEB €A€TaT, AMHATpUeB docdaTt , eAHOOCHOREH HaTpHEB dochaT
MOHOXKApAT, NOBKUACOH K29-32, benzankonnes xaopui (0,25 mg/ml), PEG 1450, nponuaenraukon,
NpeyncTeHa BoJa, OeH3MM0oB ankoxon (3 mg/ml), MUKpOKpPUCTANIHA LENYN03a U KapMENo3a HaTPHH,
LIHHEO, paueMuueH kamdop, JTEBOMEHTON.

Kak usriexaa Appu ND 4 KakBO CbAHPKA ONIAKOBKATA

Adpuu ND e 6an no noutn 6sn pazreop, HanoaobsBaw ren, B 6a1a ceetnoycrodunea Oytunka 15 ml ot
naacTMaca ¢ BUCOKa NIbTHOCT M ¢ OsAJla nacTMacoBa nomMna.

[IpuTexaTes Ha palpelIeHHeTO 32 yHOTpedAa H NPOH3BOZHTEN

[TpuTercaTen Ha pa3peLlleHHETo 3a ynoTpeba:
baitep brnrapus EOO/]
Oyn. ,,Llapurpaacko woce® Ne | 15M, naprep

1784 Codus
bharapus




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

Madrid; Ucnanuns

To3n nexkapcTBeH NPOAYKT € pa3pemicH 3a ynorpeda B crpanute-4aenku Ha EUII noa caneannTe

HMEHA:
AFRIN Menthol: Ectonus, Jlarsus, Jlutea, Huaepnanaus

Afrin Mentol: PymMbHus
Afrin: CnhoBakus
Afrin s mentolem: Yewka penybnuka

AFRIN Comfort mentollal: Yurapus
Adprna ND Menthol: buarapus
Nsarox Mentol: IlopTyranus

JlaTa Ha nmocjieHO Npepa3riaexjiaHe Ha aucrokara 06/2024




