KPATKA XAPAKTEPUCTHKA HA ITPOXYKTA

1. HME HA JEKAPCTBEHHS IPOJYKT N3NLAHWTENHA ATEHLIASA NO NEKAPCTBATA
Kpamxa Ha npogyxma - Mm 1
Bukc Cumere Anoe 4 Eskamnt 0,5 mg/ml copeii 3a Hoc, pastsop Kot Poz. Ne A0(lwo _LB

Vicks Sinex Aloe and Eucaliptus 0,5 mg/ml nasal spray, solution

raspewee w8/ TAT 174 — T 9237
" , 13 D& 201

2. KAUYECTBEHHKO/IMYECTBEH CHCTAB

OxcHMeTa3oMHOB XHApoxnopHa 0,5 mg/ml
Exno supscksane (50 MEKpOIHTpa) ChOLP: KA IPHONHIHTENHO 25 MHKPOTpaMa OKCHMETA30IHHOB
XHIPOXIOPHA (oxymetazoline hydrochloride).

HomonHu semecTsa ¢ H3BECTHO AeHcTBHE: OGen3ankoumer xnopua 0,2 mg/ml (0,01 mg/BnpeckBane) u
6ensnnos ankoxon 2 mg/ml (0,1 mg/Bnprcksane).

3a NBIHKHA CIHCHE HA MOMOIMHATE BEHICCTBA BIDKTE TOUKA 6. 1.

3. JEKAPCTBEHA ®OPMA

Cnpeii 3a Hoc, pa3TBOp

BHCTEp, TeueH neKapcTBEH NPORYKT

4. K/HHHYHH JAHHH

4.1 TepaneBTHYHH MOKAZAHHSA
CHMIITOMaTHIHO JIEYEHHE Ha HA3ATHA KOHTECTHS.

4.2 [lo3HpOBKA H HAYHH Ha NPHIOKEHHE

JosupoBka
Br3pactau ¥ aena Ban 10 romunn: 1-2 BIPECKBAHKA BBB BCAKA HO3JPa, MAKCHMYM 2-3 ITETH JHEBHO.

IHleduampuuna nonynayus
Heua Ha BR3pact 6 fo 10 rogvmu: | BuphcKBaHE BBB BCAKA HO3/PA, MAKCHMYM 2-3 ITGTH AHEBHO.

He e npenmasznaueH 3a ynoTpe6a npu gena Ha BB3pacT 00/ 6 TOXHHH,
Bexc Crrexc Anoe u EsxammT He Tpa6Ba Ja ce H3mon3Ba moseye oT 5 - 7 moc/eA0BaTeHH AHH.
Haung Ha npuiioxkeHne: Ha3aNHO NPHIOKEHHE.

4.3 TIIpoTHBONMOKA3AHHSA

. CBpBXYYBCTBHTCIHOCT KbM AKTHBHOTO BELIECTBO HJTH HAKOE OT [IOMOIIHKTE BEIIECTBA, A30POCHH
B TO9Ka 6.1; J—

. Ilpy mamEenTH, KOHTO NMPACMAT HHXHOHTOPH HA MOHOAMHHOOKCHAa3aTa (MAQ
MAMHEHTH, KOUTO ¢a npHeMand MAO HHxuOHTOpH B IpeAXoHHTE ABE CE,
Ilpn naupenTH ¢ TECHOBIBIIHA IIIAYKOMA.
IIpn namenTn cien TPAHCCHEHOHTANHA XHIOPHIEKTOMHS;




. KoraTo HMa BB3nancnHe Ha KOXKATa H JIHTABHLIATA HAa HA3AIHAA BX0J H 06pasyBane Ha KPYCTH
(rhinitis sicca);
. IIpu matMEeRTH ¢ OCTPO KOPOHAPHO 3a00NABane WK KAPIHATHA aCTMA.

44 CrenHaJIHH GpeaynpeAAeHHS H NPEANAINH MEPKH OPH ynoTpeda

. Heob6x0mimo € MOBHIICHO BHAMAHHE PH NAIMEHTH ¢ XHIIEPTOHHA, ChPACIHH 3a60n4Banns,
BKIIOIHTENHO CTCHOKAP/HA, XHICPTHPEOHAU3EM, 3aXapeH qHaber H XunepTpO(Hs Ha MPOCTATATA.
Jla He ce MpeBMmaBa NPENOPHIUTEIHATA J034.

AKO CHMITTOMHTE c¢ BJIOMIAT UM HAMa NOR0OpeHne caex 3 OHH, JICKApAT TpAGea Na HAIIpaBH
NpeoLCHKa Ha KTHHMIHATA CHTYAITHSL.

. Bukc Cunekc Anoe i EkaminT Tpatea aa ce H3M0MI3Ba MAKCHMYM 7 TIOCIICAOBATEIHH JIHH, 33 Ja
ce m3berne rebound-edekT U NeKapcTBEHO HAMYUHAPAH PHHHAT.

. Tosa nexapcTBo chABPAA GeH3aIKOMHEB XIOPHA,. BeH3ankoHHEBHAT XJIOPH] MOXKeE Ja IPHINHA
Jpa3sHEHE HITH NOAYBAHE Ha HOCHATA JIMTABHIIA, 0OCOOEHO aKO Ce H3TON3BA MPOXB/DKHTENIHO. AKO
ce MOAO3MPA TAKABA PEAKIHA (IIEPCHCTHPAIIa Ha3aIHa KOHTECTH), IO BE3MOXHOCT CIICABA 1a CE
H3MQJI3Ba NPOAYKT, KOHTO HE CHABPKA KOHCEPBAHT. AKO TaKbB IIPOAYKT 33 HA3aJIHO NPHIOKCHHE
Oe3 KOHCEPBAHT He € Ha/H49eH, TPAGBa j1a ce mpenenu ynoTpebara Ha Apyra n030Ba hopMa.

. Tosa nexkapcTso chabpHka OEHIAIOB ANKOX0N. BeH3MIOBHAT ATKOX0II MOXKE /A IPHIHHH
aJICPIrHYHH PCAKITHH H/HIH JIEKO JOKAJIHO ApasHeHe.

4.5 BiaaMoaeliCTREe ¢ PYTH JeKAPCTBEHH MPOAYKTH H ApYTH (JOPMA HA B3aEMoAeHCTBHE

Tosn nponyxT He Tpa6Ba Aa ce H3nOM3Ea B koMOuAAIHS ¢ MAQ #HXHOHTOPH, WK A0 2 CEaMMITH ClIe]
nprem Ha MAQ nExu6HTOpH , THi KaTO ChINECTBYBA PHCK OT B3aMMOICHCTBANA, BOJEIIH J0
XHNepToHHd. BixkTe Touxa 4.3.

HipecTHO €, Y€ TO3M NPOAYKT B3AHMO/EHCTBA C TPHIHKITHIHHTE AHTHCTIPECAHTH, C BE3MOKCH
NIOBHIICH PHCK OT XHIICPTOHHA M aDHTMHH,

Edexrure 5a 6eTa-6oKepHTe HIH APYTH AHTHXHNEPTEHIHBHH JICKAPCTEA, HAID. METHILZONA,
Geramunis, 1cOPH3OKBHE H IBaHETHAMH MOXe 72 65T aHTATORKIMPAHH.

Moxe n1a ce OSBH JOIIBTHATENHA CHPACTHOCHA0BA TOKCHIHOCT, KOTATO CHMIATHKOMHMETHIM CE
NpHNaraT ¢ aHTHITADKHHCOHOBM JICKAPCTBEHH MPONYKTH, KAT0 GPOMOKPHITTHH.

4.6 @eprunnrter, 5peMeHHOCT H KbpMeHe

Bpemennocr

3a OKCHMETA30/IHH XHAPOXAOPHA HE Ca HAIMYHH KIMHUYHK JAHHH 33 KCIIO3HINS 110 BPEME Ha
OpeMeHHOCT.

TIpoyusaHHATA C SKHBOTHH HE IIOKA3BaT CLINECTBYBAHETO HA AWPEKTHH WIH HHNUPEKTHH YBPEK TaITH
edexTH BHpXY OpeMeHHOCTTa, eMOPHOHAIHO/(ETATHOTO Pa3BHTHE, PAXKAAHETO HIH NOCTHATAITHOTO
Pa3BHTHE.

Kspmene

3a OKCHMETA30/IMHOBHAT XHAPOXIOPH/] HAMA HATHYHH KNHHHYIHH JAHHH, KOHTO 18 MOKA3BAT, I¢ Ce
EKCKpETHpa B KEPMATa.

IIpenoprarTennaTa no3a He TPAOBA 1A C& HAXBHIIABA, Thil KATO MPEZO3HPAHETO MOXE Aa HAMAIH
IUTALCHTAPHHSA KPBBOTOK H JIa HAMA/IH MPONYKIMATA Ha KEPMA.,

Ylopamu BenoCcTaTEIHO JaHHH 33 yNOTPebara Ha HNPOAYKTA IO BpeMe Ha GpEMEHROCT M KbPMEHE,
ymotpebaTa Ha NpoAyKTa TpAOBa Na ce H3GATRA, OCBESH aKO HE € NPEANHCAHO OT JeKap.

4.7 Edexra BBpxy ciocofHOCTTA 32 InodEpaHe H pa6oTa ¢ MAIIAHH

Brkc Cunekc Anoe u EpkanunT He oka3sa BTHAHHE BBPXY cOOCOGHOCTTA 32 mOd
MANTHHK.




4.8 Hexeland JeKapCTBEHA PeaKIHHA

Crnopen cHcTeMO-OpraHHMTE KIaCH(HKAMH, HEXKSIIAHKTS PEAKIHH ca H30POSHH cnope]] 4ecToTara
(6poH Ha NaHECHTH, KOHTO CE OYAKBA A3 IOIYIaT PeakiHs), KaTo Ca M3MOI3BARH CTICIHATE KaTerOpHU:
mHoro 1ecTH (=1/10); wectn (=1/100 zo <1/10); megectn (=1/1 000 o <1/100); peaxu (>1/10 000 xo
<1/1 000); muoro peaxn (<1/10 000) ¥ ¢ Hem3pecTHa YecToTa (YECTOTATa HE MOXKE Xa Ob/e onpeneneHa
OT HAIHYHHTE JAHHH).

Cucremo-opranen kiac | Hexenana JEKAPCTREHA PEAKIEA

Pecnupamopnu, 2peOnu u MeOuacmunanriu HAOPYWeRus

Hegectn (1/100 - KHXAaHE, CYX0Ta H ApA3HCHE B HOCA, YCTATa H I'BPIIOTO

1/1 000)

Hapyuenus na neperama cucmema

Penxu (< 1/1 000): | TPEBOXHOCT, CEAATHBEH eekT, pasapasHHTEIHOCT, HAPYIICHHS Ha ChHA

Copoeunu u cv006U HAPYWEHUR

Penxu (< 1/1 000): | Taxmuxapus, NAJIMATAIHH, TOBHIICHO KPHBHO HAJIATAHE

Obwu Hapyutenus u eghexmu HQ MACMOMO KA NPUNONCERUE

Peaxu (< 1/1 000): PEakTHBHA XHIICpeMHs, IaBoboIHe, raaeHe, eK3aHTeM H 3pHTCIHH
HApYIICHHA

H3m0/13BaHETO 32 NO-NPOXBIDKHTEHO BPEME OT NPENOPLIMTEIHOTO MOXE Aa JOBEAE A0 HaMalcH edexT
u/mm rebound-xoHrecTHA.

Crobmanane Ha TOIO3HPAHH HEXEIAHU PEAKIIHH
CrobmapaneTo Ha NOKO3HPAHH HEXKEIAHM PEAKITHH CIIEJ] paspENIaBaHE 32 YOTpe6a Ha eKapCTBEHHA

OPOAYKT € BaKHO. TOBa M03BONIABA /1a NPOXBIDKH HAOMIOAECHHETO Ha CHOTHOMIEHHETO IOJI33/PHCK 3a
JICKapPCTBEHMS TPOAYKT. OT MEAMITHHCKHTE CICMHAIHCTH ¢ H3ACKBA /1 ChOOIIaBaT BCAKA OAO3HpaHa
HEXXeNaHa peakuia Ha Mamearmrenna areHms oo nexapcreara, yi. ,,Javss Cpyer” Ne8, 1303 Codus,
Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

4.9 IIpeaoczmpane

CHMIOTOMH Ha MPEIO3HPAHE:

CHMOTOMH Ha YMEPEHO HIH TeXKO HPEA03HPane MOXE Na OhJaT MANPHA3a, TaICHE, IHAH(33, BACOKA
TEMIeparypa, COa3MH, TAXHKap/us, CLPACTHA apHTMHS, CHPACYCH apecT, XHIEPTOHKS, OTOK Ha Oennre
ApoboBe, 3ayx, ICHXHYHH pa3cTpoiicTsa. [loTHCKaReTo HA (JYHKITHHTE HA ICHTPATHATA HEPBHA
CHCTEMA, KaT0 CHH/IMBOCT, IOHMDKABAHE Ha TENIECHATA TeMIeparypa, Gpazukapaua, moxonogooaa
XHIIOTOHHS, 33yX H 3ary0a Ha Ch3HAHHE CBHINO ¢a Bh3MOXKHH.

Jlegenue Ha npenosHpane; ,

Hanara ce cuvMmrroMaTHHO NIeueHne Ha npeo3upane. Moxe 1a ce MPUITOXKH HeCEJIEKTHBEH an(a-IHTHE,
KaTo (PEHTONIAMHH 33 HAMANABAHE HA MOBHIICHOTO KPLBHO HATATAHE, 4 B CEPHO3HMTE CIIydaH MOXKE Jia
C€ HANOKH HHTYOAIms H H3KYCTBEHO JHILAHE.

B cny4ait Ha yMeEpeHO HIH TEXKO NEPOPATHO MPHEMAHE 10 HeBHHMaHHe, TpA6Ba Na ce npexnpHeme
OpPHIOKECHHETO HA AKTHBEH BEITIcH (abcop6enT) u HaTpreB cyndar (1akcaTHB) HITH MoXe OH CTOMAIICH
JaBaX B ClIydai Ha TONEMM KOJIHIECTRA.

TTo-HaTATHITHOTO Ji€UeHHEe € HOQTBPXANIO H CHMITOMATHYIHO.

BasonpecopHn nekapcTsa ca NPOTHBONIOKA3AHH.

5. ®APMAKOJIOTHYHH CBOUCTBA
5.1 ®apMaxoIHEAMHYHH CBOHCTBA

(PapMakoTepaneBTHIHA rpyna; CHMIATHKOMHMETHIIH




ATC xox: RO1IAAQS

Mexann3rm Ha neficTene

OKcHMETa30NIHH € NPAKO AeHCTBAll CHMIATHKOMHMETHICH aMuH. Tol AeicTa BEPXyY anda-
afpeHEPTHIHHTE PEICHTOPH B CHAOBETE HA HA3AJIHATA JIMTABHIIA, NPEHH3BHKBAHKH Ba3OKOHCTPMKIHA
JEeKOHT€CTHA.

Haganoro Ha R€ACTBHETO € 10 HAKONKO MHHYTH M NPOABIDKARA 0 12 daca.

5.2 @apMaAKOKHHETMYHH CBOHCTBA

Abcopbumsa
Ilpu nokamso mMpHACKEHHE BEPXY HA3ATHATA JIATABHIA, HAMA KIMHHYHO 3HawmMa abcopOmms Ha
OKCHMETA30/IMHOB XHAPOXIIOpH/I.

5.3 llpeaknAEAYHN JAHHE 33 Ge30MACHOCT

HexIMHWIHATE NaHHK He MOKA3BaT HAKAKLE PHCK 33 XOpa Ha 6a3aTa Ha KOHBCHIMOHANHHTE NPOYYBaHHS
33 TOKCHYHOCT TIPH MHOTOKDATHO NPHJIATaHe WIH PENpOIYKTHBHA TOKCHIHOCT. Buke CHEeKkC Anoe H
Esxamant cnipelf 3a HOc He € OMT H3CIEABaH 33 FEHOTOKCHYHOCT HIIH KaHIEPOT€HHOCT.
TIpeAKTHHUYHATE JAHHA NPENIONATAT, 9¢ GEH3ATKOHHEBHAT XIIOPH MOXE A JaJ¢ 3aBHCHM OT
KOHUCHTPAIHATA H BPEMETO TOKCHIEH e)eKT BhPXY PECHHTE, BKIIOYHTENTHO HeoOpaTHMO 00¢3IBHKBAHE
H MOX¢ J1a MPEIH3BAKA XHCTONATONOTHYAN NPOMEHH B IMTABHIIATA HA HOCA.

6. ®APMAINEBTHYHM JAHHH

6.1 Cunacpbk Ha IOMOIMHNATE BeIeCTEA

Copburon

Harpunes murpar (3a kopexuus na pH)
IToxmcopGart 80

BensunoB ankoxon

JIamoneHa kucemHHa, GespogHa (3a Kopekius Ha pH)
BensankoHHeB XIIOPHA pa3TBOp
Anecyndam xannit

JleBoMenToN

[pneon

JluHaTpHEB exeraTt

Cyx eKCTpakT Ha anoe

JlerokapBoHn

[Ipesmcresa Bona

6.2 HecnBMecTHMOCTH

Henpunoxamo

6.3 Cpok Ha regrocr

Crexnena Oyriika 15 ml: 3 rogamm

Cnex mepeo oTBapsAne Ha GyTiikara; 12 mecena
6.4 ChoenHANHH YCIOBHS HA ChXpaHEHHE

Jla ce chxpanssa nox 25°C.




6.5 BEHAH chALPXKAHHE HA ONAKOBKATA
Kadssa cToknena (Tun III) 6yrunxa 15 ml ¢ nosupama nomna (I0IHOPONHICH).
6.6 CnendanHH NPeANAIHH MEPKH NPH HIXBHPIIAHE

Hama cnienHaaH H3HCKBAHHA.

7. INPHTEXATEJ HA PASPENIEHHUETO 3A YIIOTPEBA

Wick Pharma, Zweigniederlassung der Procter & Gamble GmbH

Sulzbacher Strasse 40, 65824 Schwalbach am Taunus

Fepmauns

8. HOMEP (A) HA PA3SPEIIIEHHETO 3A YIIOTPEBA

Per. Ne 20140218

9. JATAHAIBPBO PAPEIIABAHE/TIOJHOBSIBAHE HA PAZPEHIEHHETO 3A
YHOOTPEFA

Jlata Ha TEPBO paspemasane: 18 omm 2014 1.

Jlata Ha nocnexHo nogHOBABane: 24 oan 2015 .

10. JATA HA AKTYAJIH3IAPAHE HA TEKCTA
04/2021




