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Omunt Xugpa 0,1 % crpeii 3a HOC, pa3TBOp
Olynth Hydra 0,1 % nasal spray, solution

2. KAYECTBEH H KOJIMYECTBEH CH(CTAB

1 ml pasteop cwabpka 1 mg kcmnoMerasonuHoB xuapoxiaopua (xylometazoline hydrochloride)
34 ITbIIHHA CIIMCHK HA MOMOINHHUTE BEIecTBa, BHOKTe Touka 6.1.

3. JEKAPCTBEHA ©OPMA

Cnpet 3a Hoc, pa3sTBop (Ao3mupain)

4. KJ/IMHHYHH JAHHH

4.1 TepaneBTHYHH NOKAIAHHAN

CumnToMaTHIHO OOJIEKUCHHE HA Ha3a/iHa KOHTECTHA M [OXYBaHE, CBLP3aHH ¢ HHEKNMH HA TOpHUTE
OUXATEIIHH NBbTHINA WIH ¢ PUHMT C pa3fiiyHa €THOJIOTHS, KATO HaMp. aNeprudeH puHNUT, Ba3OMOTOPCH PHHHT
WM PHHUT, CBBP3aH ¢ HHEKLMH Ha TOPHUTE JHXATENHH ITHhTHINA.

[Toxa3aH 3a yIECHEHME HA OTACIIAHETO HA CEKPELMATA B CITY9aH HA CHHY3HT B KOHIeCTHs Ha EBcraxuepata
TprOa B KOMOHHAUHA C NPOCTYAA.

[loaroTssaHe Ha MALMEHTUTE 32 NHATHOCTHYHHY MAHUITYJIAUKH B HA3aMHHTE MPOXOAH.

4.2 Jo3upoBxa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Brp3pacTHn v aeua Hag 6 roouHH:

Ilpunara ce npu Hyxna no | BNIpbCKBaHE BbB BeAKAa HO3Ipa M0 TPH IIbTH JHEBHO.

Osmut Xuapa 0,1% crpeii 3a Hoc He TpaOBa /1a ce Npunara nopede oT 7 JHH, OCBEH aKO He € IIPEINHCAn0
APYTO OT NeKap.

Ha4uyuH Ha OpUIOKCHHE
3a BRHIIHO NMPUAOKEHHE (MHTPAHA3aJIHO).

4.3 IlpoTreROomnOKa’anus

Onuut Xuapa 0,1% copeii 3a Hoc He TpabBa Aa ce MpWIAra B CJISAHKTE CIIyYaH Ha:
- CBPBXYYBCTBHTEIHOCT KbM AKTUBHOTO BEHIECTBO MITH KbM HAKOE OT IIOMOLIHHTE BELIECTRA, H30poeHH
B TO4Kka 6.1:

- neua o O-roAHINHA BB3PacT,
44 CnenuajioH UpeaynpexXIcHHs H NpeANa3Aa MEPKH NPH ynoTpeba

JlekapcTBOTO € mpeHa3HaYeHo 3a KpaTKoTpalina ynotpeda. [1poabmKuTeIHOTO NPHIAraHe MOXe Ia T0BEgC
[0 peaKTHBHA XHIIEPEMHA ¢ HAZATHA KOHMeCTHs HITH HA3a/IHA 0OCTpYKIIUA.

ToBa Moxe 1a foBeae N0 MHOTOKpaTHA WM A0PH HeMpeKbeHaTa ynoTpeba Ha JISKapCTBOTO OLHAHMEHTA
(BI>K TOuKa 4.8).

[Ipr nammeHTH CBC CHHApPOM Ha yawkeH QT uHTepBal, JeKyBaHH C KCHJIOM
NOBHIIIEH PUCK OT CEPHO3HH BEeHTPHKYJIAPHU apHTMEH.



AKO CHMITOMHTE NPOObIDKABAT WIHM CE BJIOIIABAT, WIH C€ [IOABAT HOBM CHMIITOMH, MAalMEHTHT TpAOBa
He3abaBHO Aa ce CBBbPKeE C JIEKap.

4.5 B3aumoaeiicTBHE C APYIH JeKAPCTBEHH NPOAYKTH H APYrA YOpMH Ha BIAHMOAEHCTBHE

[Topanu HuckaTa cucreMmua abcopOLHA Ha KCHAIOMETA30JIMH NIPH HHTPAHA3aIHO [IPHIOKEHHE, Ce CUMTA, Ue €
MaKO BEPOSATHO 1a Bb3HHKHE B3aHMOJICHCTBHE C JIEKAPCTBA, IPUIAraHH Mo SPYr MbT.
He ca npoBexaaHu H3CACABAHHA HA B3aHMOIEHCTBHATA.

4.6 @eprTaanTeT, OPEMEHHOCT H KBPMeEHE

Hsama agexkBaTHE H 10Ope KOHTPOJIMPAHH A3CJIEABAHNAA ¢ KCIIOMETA30NMH NpH OpeMEHHH ¥ KbPMEIIH JXEHH.
He e u3BeCTHO NaJI KCHIIOMETA30JIMH HIH HETOBUTE METa0OIIHMTH Ce eKCKPEeTHpaT B KbpPMaTa ITPH 90BeKa.
To3u npoaykT He TpAOBa Aa ce H3MON3Ba MO BpeMe Ha OPeMEHHOCT WK KbPMEHE, OCBEH aKO NOTCHLIHAIHATA
MOJI3a OT JICYeHHeTO Ha MalKaTa He HAAXBBP/IA Bh3MOKHHMTE PHCKOBE 33 Pa3BHBAIIHA C€ ILTON.

IIpu OpeMEeHHOCT HIMH KEPMEHE € Heo0X0aHMa KOHCYNTALHA € JIeKap.

4.7 EdexTs Bbpxy cnoco0HOCTTA 32 Modupane H pabora ¢ MAINHHNA
He e u3BecTHO Aanu KCHIOMETa30/IHH HMa eeKT BhpXY cocoGHOCTTA 3a ImohHupaHe B paboTa ¢ MallluHM.
4.8 HexelaHnn JeKapCcTBEHH PeAKIHA

JIaHHH OT KIMHMYHH NPOYUBAHUA

[1nane6o-KOHTPONHPAHH MPOYYBAHAA ¢ KCHIOMETA30JIHH ¢ AOCTATHYHO JJAHHH 33 HEXENIAaHN ChOUTHA He ca
HAJIHYHH.

[TlocTMapKETHHTOBH IPOYUBAHKA
HexxenmanuTe NeKapCTBEHH PEAKLUHH MO BpeMe Ha HOCTMAPKETHHIOBHTE [IpOYYBaHHA ¢ KCHJIOMETa30/THH Ca
npeacraBeHd B Tabnuua 1. Taxxata yectoTa € npeAcTaBeHa, KAKTO CIEBa;

Mgoro gectr (>1/10); yectu (>1/100, <1/10); newectu (>1/1 000, <1/100); peaxu (>1/10 000, <1/1 000);
MHoro peaku (<1/10 000); ¢ Heu3BecTHa "decToTa (0T HATMYHHTE JAHHH He MoXe Aa OBbJle HanpaBseHa
OLISHKA).

Tatnuua 1. HexkenaHn nekapCTBEHH peakiiii MO BpeMe Ha MOCTMAPKETHHIOBHTE NPOYYBaHHA C
KCHJIOMETA3OMMH O YECTOTa, OLCHEHH I10 BpeMe Ha KIMHHYHH WIH eNYAeMHOIOTHYHH NIPOYYBaHHA:

HecToTa Hexenana peaknus
Hapymenun Ha HepBHATA CHCTEMA

C HEH3BECTHA YECTOTA YyBcTBO 32 MapeHe Ha JIHraBHLIATA
PecnrpaTopHH, IPL/HH H MEHACTHHATHA

HADYUICHHASA

C HEeH3BECTHA YeCTOTa Cyxora B HoCca

 HEeM3IBECTHA YECTOTA EnMmMcTakcHc

O01mu napyumeHus m ehexKTH HA MACTOTO HA

NpRI0KEHHE

C HEr3BECTHA 9ECTOTA Pubaynn edexr

CrobapaHe Ha NONO3UPAHH HEXEJIAHH PEAKIHH _
Cpo0IaBaHETO HA TOZO3WPARH HEXENaHM peakliHy Cliell paspellaBaHe 3a ynorpeda Ha nexapCTBEHHA
NpoAYKT € BaxkHO. ToBa mo3sonsBa aa npoab/DKH HAOMONCHHETO HAa CHLOTHOINCHHETO MON33/PHCK 3a
JIEKapCTBEHM MpoayKT. OT MEAHWLHHCKATE CHELMAIMCTH CE M3MCKBA Ja ChOOWUIABAT BCAKA ITOJO3HpaHa
HEXKEeTaHa peaKkUMa ypes: -
HM3nsiHUTEIHA arcHUMA N0 eKApCTBATA
yi. ,,Jamsan ['pyes” Ne 8

1303 Codusn

Ten.: +339 2 §903417




yebcaiT: www.bda.bg

4.9 IlIpeaozupane

OT npernena Ha AaHHWTE 3a 0e30MacHOCT cied NyckaHe Ha na3sapa, Heé ca yCTaHOBEHH JOIBJIHHTEIHA
cityuad Ha HJIP, cebp3anu ¢ npeao3vpane Ha KCHII0META30/IHH.

Kato uMuaa30/1MHOB IPOAYKT, CUCTEMHOTO IIPENO3NPaHEe Ha KCHJIOMETA30JIHH MOXe [a A0BeAe A0 IIUpoKa

ramMa CHMIITOMH, KOUTO MOXE 1a € 00ACHAT ChC CTHMYJIMPAHE HITH JENIPECHA HAa CHPACIHATA H HEPBHATA
CHCTEMA.

Ja ce cbxpaHfABa Ha MJCTO, HEAOCTBIIHO 3a fena. B ciyvail Ha mpeno3mpane, HesabaBHO TpabBa nma ce
[IOTBPCH CNCLOHA MEARLAACKE [TOMOLL.

5. ®APMAKOJIOTUWYHH CBOMCTBA
5.1 @apMakoaHHAMHYIHH CBOHCTBa

dapmakoTepaneBTHIHA Ipyna: PecnHpaTopHa CHMCTEMa, CHMIIATUKOMHMETHIM, camocTonTesiHo, ATC ko
RO1 AA 07

KcrnoMerazonds, npoM3BOHO HA HMMKIA30/1a, € CHMIATHKOMHMETHYHO JIEKapcTBO ¢ anpa-aapeHepruaHO
IeHCTBHE,

Toii feficTBa TUPEKTHO BBPXY 0-a/IPEHOPELIENITOPUTE, HO HE M BBPXY B-peuentopure. KCHIOMETa30IHH UMa
Ba30KOHCTPHKTOPEH €(eKT M [0 TO3H HAUHH HAMAIABA KOHTSCTHATA W NOAYBAHETO HA HAa3ajHaTa IHTasHULA,
noAo0psABa JHINAHETO MPE3 HOCA H OTAEIIIHETO Ha CEKPEeLHATA.

Korato ce M3M0;3Ba NOKAIHO KaTO HA3alleH JAeKOHTECTaHT, KCHIIOMETa30IHH AeicTBa OBp30 H OCHIyp#ABa
MPOOBIDKUTENIHRO O0JIEKYEHHE.

Hauanoro Ha nelicTBHETO OOMKHOBEHO ce HaO/moAaBa A0 2 MHHYTHM, KATO AEKOHTECTAHTHHAT edekt €
npoabKUTENCH U Tpae a0 10 uaca.

Omunt Xugpa 0,1% cripeii 3a HOC ChIBPIKA, OCBEH APYTHTE [IOMOLIHH BEiIECTBA H XMATYPOHOBA KHCE/THHA
(nox ¢popMaTa Ha HATPHUEB XHAIYPOHAT), KOATO MpeIna3ea H OBIAKHABA MUraBHLIATA HE HOCA.

5.2 @OapMakoKHHeTHYHH CBOHCTBA

Abcopbnus
Korato ce usnonassa W fo3upa npaBunHo, abcopOuuAra Ha JIOKATHO MPUIOKEHHA KCHIOMETA30/MH B
CHUCTEMHOTO KPpBBOOOpallicHHE OOMKHOBEHO € He3HAYMTEITHA.

Pasnpenenenue, buorpancgopmanud 1 enMMUHHAPaHE
Hsma mpanmyHa WHOQOpMALMA OTHOCHO pasnpelciieHHeTo, MeralonuMsMa HIM  €KCKpelWsaTa Ha
KCMJIOMETA30MHKH [IPH Y0BEKa.

5.3 Ilpeaxnuur4HA TanHH 33 GesomacHoOCT

Hsma HamuAy npeaomMHEYIHE AAHHA, KOMTO NPEANoNarar HeKeJlaHH KOHCTaTalHH, KOHTO Ja ChOTBTCTBAT
TIpH Xopa.




6. P®APMALIEBTHYHH JAHHH

6.1 ChoHcnk Ha NOMOIXHHTE BelleCTBA

HarpueB xuamypoHat

Copbuton (E420)

Imuuepoin (E422)

Hatpues auxuaporengocdar auxunpar
JAuratpes pocdar auxugpar

Harpues xuopra

Bona 3a uxekupn

6.2 HecbpMecTEMOCTH
Henmpunoxumo.
6.3 Cpok na roasocr

2 TOOMHH,
Omar Xuapa 0,1% cuopeii 3a Hoc He TpaOBa Ja ce H3TIOI3Ba NMOBEYE OT 1 roJiMHa crell MbPBOTC OTBAPAHE.

6.4 ChnenuajHH yCIOBHS HA ChXPAHCHRAE
Ha ce cuxpanssa nog 25°C.
6.5 lannH® 3a omakoBKaTa

bana HDPE 6yTtuinka ¢ 3K ao3upania cucrema, rjiacTMacoBa Kalayka, B KapTOHeHa KyTHA 3a€XHO ©
HHPOPMaINOHHA THCTOBKA.
10 ml cripetii 3a Hoc.

6.6 Coenmannn NpeANA3HU MEPKA NPH HIXBLPAAHE H padoTa

Hewznonspauuar MpOAVKT HIH OTIIaARYHHTE MaTCPpHAJIH OT HETO TpS[ﬁBa Ja €€ H3XBbPILIT B CHOTBCTCTBHE C
MCCTHHTE U3HCKBAHHA.

7. [PUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block 3

High Street

Tallaght

Dublin 24

D24 YK8N

HUpnangna

8. HOMEP(A) HA PAIPEHIEHUETO 3A YIIOTPEBA
Per. Ne: 20110095

9. JATA HA IBPBO PA3PEIIABAHE/TIOJHOBABAHE HA PAZPEIIEHHETO 3
YIIOTPEBA

HaTta Ha mepBo paspemasane: 08 ®espyapn 2011 r.
JaTta Ha mogHoBaBane: 08 ®erpyapu 2016 T.



10. JATA HA AKTYAJIUIUPAHE HA TEKCTA

09/2023




