KPATKA XAPAKTEPHCTHKA HA HPOAYKTA
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1. UME HA JEKAPCTBEHMSA IPOXYKT Ko Ha npogykma fpunoxsage |
Koit Pae, Ne /(-703 a 2,7 é
Ouunt 0,05% cnpeit 3a Hoc, pasTBOp P
Olynth 0,05% nasal spray, solution
! ind BG/MA/MP - 6‘("'“’1 ...... 20-12- 03
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2. KAYECTBEH H KOJIMMECTBEH CbhCTAB - e e

1 ml pastBop ceabpxa 0,5 mg kcunomeraszonuHoB xuApoxgopua (xylometazoline hydrochloride).
3a NBIHUA CIIHCHK Ha [TIOMOIIHWTE BEMECTBA, BUXKTe Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Cnpeit 3a Hoc, pa3Tsop (go3upar)

4, KJIMHHMHH JAHHH

4.1 TepanepTHYHH ROKAIAHHA

CHMIITOMAaTH4HO OOJIEKMEHHE Ha Ha3alHA KOHTeCTHA H MOAYBaHE, CBbP3aHM ¢ HHQEKUHM Ha TOPHHUTE
AHMXATETHA ITFTHINA WIH C PHHAT ¢ pa3/IHYHa €THONOTHA, KaTO Hanp. ajiepriieH pMHHT, BA3OMOTOPCH PHHHUT
IJIH PHHHT, CBBP3aH ¢ HHPEKLUMH HA FOPHUTE IWXATEIHH ITHTHINA.

[Tokasal 3a yJlecHeHHe Ha OTAENSHETO Ha CEKPELMaTa B CIydau Ha CHHY3HT H KOHrecTHs Ha EBcraxuesara

Tpp0a B KOMOMHALMA C NPOCTYAA.
IToaroTeaHe HAa MNALMEHTHTE 332 JHATHOCTHIHH MAHUITYIALMKM B HA3AHUTE IPOXOIH.

4.2 [do3HpoBKa H HAYHH HA NPHJIOXKEHHE

do3upoBKa

Heua o1 4 A0 6 rOAUHH:

INpunara ce Npy Hy>kJa A0 TPH NbTH JHSBHO MO 1 BapeckBane Ha OnuHT 0,05% BBB BCAKa HO3/Ipa.
OnuHHT capel 3a Hoc He TpADBA 713 ce Tpuiara orede ot 7 AHH, OCBEH aKO He € NpeAnUcano APYyro 0T
nexap.

Ea‘-llﬂ-[ Ha [TPDHNOKCHHC

3a BLHIOHO MPHIIOKEHUE (MHTPAHA3AIHO).
4.3 IlporABonokazanns

- CBpBbXuyBCTBUTEIIHOCT KBM aKTHBHOTO BEIIECTBO WITH KbM HAKOE OT HOMOIIHHTE BEIECTBA, H3OpOCHH B
TO4YKa 6.1;
- JAeua nox 4-rogyMuiHa Bb3pacT,

44 CrnenuaaHu npeAynpexaeHHs U NPeINa3HH MepKH NpH ynoTpeda

JlekapcTBOTO € NPEAHAZHAYEHO 32 KpaTKoTpaiina ynotpeba. [IponbDKHTENRHOTO NPANIATAHE MOKE 1a OBEIC
N0 peakTHBHA XUIIEPEMHA C Ha3aaHa KOHIeCTHA HIIH Ha3AIHA OOCTPYKIHA.

Tosa Moke ha noBene N0 MHOTOKpPATHA MM JOPH HENpeKBCHATA YMOTpeba Ha JIeKapCTBOTO OT nalyenTa
(BIKTE To4Ka 4.8).

[Mpy manueHTH CHC CHHAPOM Ha yabikeR QT wuHTepBan, JeKYBaHH ¢ KCHIOMETAa30JIHH,
NOBHIIEH PHCK OT CEPHO3HHN BEHTPHKY.IAPHN aPHTMHH.




AKO CHMIITOMHTE NpoabDKABAT HJIH C€ BJIOLMABAT, HJIH CC NMOABAT HOBH CHMIITOMM, IIAIHCHTHT TpﬂﬁBa
He3a0aBHO 44 ce CBBPIKE C JIeKap.

Tosa nekapctBo cbappka 0,2 mg OGedsaikoHmer xyopHad Ha 1ml, Koero € €KBHBAICHTHO Ha
0,014 mg/0,070 ml snprckpane. Jlznrocpodrara ynorpeda Moxxe a3 NPpHIHHH OTOK Ha HOCHATA JIHTABHILA.

4.5 Bsanmnneiicmﬁe ¢ APYIH JeKapCTBEHHE BPOAYKTR i ApYrd $opMH HA B3aHMOZCHCTBHE

[Topanu HuckaTa cucteMHa aGcopOiHa Ha KCHIIOMETA3OIMH NMPH HHTPAHA3AJIHO IPHIIOKEHHE, CE CHUHTA, 9¢ €
MAJIKO BEPOATHO Oa Bb3HHKHE B3aHMOOCHCTBHE C IEKApCTBa, NMpUIaralA no Jpyr meT.
He ca npoexaany w3cneBaHng HA B3aHMOJCHCTBHATA.

4.6 @epruanTteT, PpeMEHHOCT H KbpMeHe

HsaMa afekBaTHH 1 000pe KOHTPOIHPAHHK H3CIEXBAHHA ¢ KCHIOMETAa30IMH MPH OpeMEHHH ¥ KbPMELIH JKCHH.
He e #3pecTHO Jad KCHIOMETA30/IHH HIH HErOBHTE META0OMNTH C€ EKCKPETHPAT B KbpMarta IpH YOBEKa.
To3u nponykr He TpAOGBa ha ce H3NON3Ba Mo BpeMe Ha OpeMeHHOCT HITH KBEPMEHE, OCBEH aK0O MOTCHINATHATA
OJ13a OT JIEYEHHETO HA MaWKaTa He HaJIXBBPJIR BE3MOXKHHTE PHUCKOBE 3a pa3sBHBaIIMA CE MO

[Tpn 6peMeHROCT WU KbPMEHE ¢ HeoOX0AHUMa KOHCYJITALUA C JIeKap.

4.7 EdexTn Bbpxy cnocobnocrra 3a modrpane 1 pabora ¢ MAlIHHH
He e M3BECTHO Nam KCUIIOMETA30AHH HMa e eXT BBpXy cnocoOHOCTTA 33 odupane H padoTa ¢ MallMHA.
4.8 Hexenann JexapcTBenn peakllHH

JIaHHHM OT KIIMHAYHA NPOYYBaHUA
[Tnauefo-KOHTPOIMPAHH [IPOYYBAHHA C KCHITIOMETA30/IMH ¢ JOCTATBYHO JAHHU 32 HEXKENAHH ChOUTHA HE ca
HAJIHYHH.

[TocTMapKeTHHIOBH NIPOYUYBAHKA
HexenaHdre NEeKapCTBEHH PEAKILKEH [0 BpeMe HA HOCTMAPKETHHTOBHTE IIPOYYBAaHAA C KCHIOMETA30/MH Ca
npegcTaBeHu B Tabanoa 1. Tax\arta uecTota e npeacTaBeHa, KAKTO CHEABA:

Maoro uectd (>1/10); yectn (>1/100, <1/10); mewectn (>1/1 000, <1/100); peakn (>1/10 000, <1/1 000);
MHOro peakH (<1/10 000); ¢ Heu3BecTHA YeCTOTa (0T HANMYHUTE JaHHH HE MOXe fa OBJe HaNMpaBeHa
OlIeHKA).

Tabnnua 1 Hexenanm NEKapCTBEHH peakuri [0 BpeME Ha TOCTMAPKCTHHIOBHTE NPOYYBaHNs C
KCHIOMETA30/IHH IO YECTOTA, OLCHEHH N0 BpEME HA IIHHHYHH WIH CMHACMHUOAOTrHYHH NPOYSBaHHA!

YecroTa Hexenana peakuus
Hapymenns Ha HEPBHATA CHCTEMA

C HEU3BECTHA YECTOTA YyBCTBO 33 MApPEHE Ha JIMraBULATA
PECIIIIPBTEPHII, I'PBAHH H MEAHACTHHAJIHH

HaApYIIeHHs

C HEHM3BECTHA 4eCTOTA CyxoTa B HOCA

C HEeHM3BECTHA 4eCTOTA Enucrakcuc

O0mu napymenns ¥ eheKrn Ha MACTOTO HA

NPRICKEHHE

C HeH3BECTHA YecToTa PubayHn edekr




CpoliiaBaHe Ha HOAO3IHPAHK HEXETaHH PEAKLUH
CpofilaBaHeT0 Ha MONO3MpaHH HEXENaHu peakldH ciief pa3pelliaBaHe 3a yrnoTpeba Ha JICKapCTBEHHA

NpoOyKT € BakHo. TOBa MO3BONABA f1a MPOABIDKH HaOMONEHMET0 HAa CHOTHOLIGHHETO IIO34/PHCK 3a
JICKAPCTBEHNA TMPOAYKT. OT MEIHIMHCKMTE CINELMATHCTH C€ M3HCKBAa Ja ChOOIMAaBaT BCAKa MOAO3HMpaHa
HeXKeNaHa peakiua Ypes:

W3menHUTENHA areHIIMS 1O 1eKapcTBaTa
yi. ,.Jlamsan I'pyes” Ne §

1303 Codus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

49 Iipenosupane

Ot npersiena Ha naHHUTE 3a 6e30MACHOCT CNIe/ MyCKaHe Ha ra3apa, He ¢a YCTAHOBEHU NOMb/IHUTEIHH
cnyuan #a HJIP, cebp3ami ¢ npexosupase Ha KCHIIOMETA30/HH.

Kato nMHAa30AMHOB NIPOAYKT, CHCTEMHOTO MPEA03HPaHE HA KCHIOMETA30IHH MOKE 1a JOBENS N0 MHPOKa
raMa CUMIITOMH, KOHTO MOXE J1a Ce 0OSCHAT ChC CTUMYJIMpaHE HITK IeNpecHs Ha ChpAcdHaTa U HEpBHATa
CHCTEMa.

Jla ce ChbXpaHABa HA MACTO, HEAOCTBHITHO 32 fela. B cnyuaii Ha npeo3upaHe, HesabaBHo TpAOBa 1a ce
NOTHPCH CHENIHA METHIIHHCKA MOMOIIL,

5. @APMAKOJOIrNM4YHU CBONCTBA

5.1 PapMakoIHHAMHYHE CBOlicTBA

dapMakoTepaneBTHYRA rpyna: PecriipaTopHa cHCTEMA, CHMIIATHKOMHAMETHIM, camocToaTenno, ATC koa:
RO1 AA 07

KcunomeTasojiid, Mpou3BOAHO Ha HMHAA30J1a, € CHMIIATHKOMHMETHYHO AEKAPCTBO C anga-agpeHEPrHIHO
NeHCTBHE.

Toii peiicTBa OHPEKTHO BHPXY U-AAPEHOPELEIITOPHUTE, HO He H BbpXy B-penentopure. KCHIOMETa30N1MH KMa
BA30KOHCTPHKTOPEH e(eKT H MO TO3H HAYWH HaMANABa KOHTECTHATA H [IOOYBAHETO HA Ha3AIHATA JIMTABHLA,
nonodpsAsa IHIIAHETO IPE3 HOCA B OTACIIAETO Ha CEKpeLHATa.

Korato ce M3MON3Ba NOKATHO KATO Ha3adeH NEeKOHIeCTAHT, KCWIOMETA30JMH JeHcTBa GBp30 H OCHIypABa
NPOABDKUTENHO O0JIEKYeHHE.

Hauanoro Ha aeiicTBBeTo 06UKHOBEHO ce Habmonagsa 10 2 MAHYTH, KaTO AEKOHTECTAHTHHAT e(eKT €
NpOAB/DKHTENEH H Tpae no 10 "aca.

5.2 dapMakoKHHETHYHH CBOHCTBA
Abcopbuns

KoraTto ce HM300/13Ba H [03Hpa paBHIHO, abcopOumATa Ha JIOKAIHO MPHIOKEHHA KCHIOMETA30/IHH B
CHCTEMHOTO KpBBoOOpalieHHe 0OMKHOBEHO € He3HAYHTE/IHA.

Pasnpenenenne, 6noTpanchopManus i eNUMHHHPAHE
Hama HannvHa vHGOpManys OTHOCHO pa3npeAeIcHHETO, MeTaGon3Ma WM eKCKpeLHATa Ha
KCHIOMETA30JIMH NIPH YOBEKA.

5.3 [IlpeakIHHAYHA AAHHA 32 Ge3onacHoCT R,SEHUM@
Hsma HamwaHu NPeAKITHHHIHY KAHHH, KOHTO IPERIONATAT HEXENAHH KOHCTATALNH, KO eﬁga;r fff\“‘




0. OAPMALEBTHYMHHA JAHHHA
6.1 CHoHcbK HA NOMOIGHHTE BELleCTBA

beHzankoHHEB XNOPHI

Copburon

Hatpues XnopHa

Harpuer guxunporen ¢pocdar auxuapar

Hunarpes docdat auXuapat
JluHaTpUeB eneTaT
[Tpeuncrena Bona

6.2 HecbBMECTHMOCTH

HenprnoxuMmo.

6.3 Cpox Ha rogaect

3 rogunu.

[Mopaau xuraenHn npaauay Onaat 0,05% He TpsadBa Aa 6bae ynorpeOdsapaH 24 ceAMHLH cnel ThpBaTa
ynotpeba.

6.4 Cnoennannu yCIOBHSA HA ChXpaHeHHE

Ha ce cvxpansaea moa 25°C.

6.5 BngH chAbPKAHHE HA ONIAKOBKATA

[TepeuaHaTa OMakoBka € 6yTHIKa OT TBMHO CTBK/IO ¢ HHTErpUpaHa 1034paina crpei noMna ¢

NOJTHETUNECHOBA Kalla4YKa

Bropudunata omakoeKa € npaBobIbIHA KAPTOHEHA Ky THA.
KomuuecTBo B eqHa onakoska — 10 ml.

6.6 Cpoennajng NpeIUA3HH MEPKHA HPH HIXBbLPASHE R padora

HeusnoN3saHUAT OPOAYKT HIIH OTIHANBYHHUTE MATEPHAIH OT HEro TpsAOBa Oa ce H3XBBPJIAT B CHOTBETCTBHE €
MeCTRHTE H3HCKBaHHA.

7. TIPUTEXATEJI HA PAZPEIHIEHHETO 3A YIIOTPEDBA

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block 5

High Street

Tallaght

Dublin 24

D24 YK8N

Hpnanous

8. HOMEP(A) HA PAJPEIIEHHUETO 3A YIIOTPEBA

Per. No: 20030026




9. JJATA HA ITBPBO PASPEHIABAHE/MIOJHOBSIBAHE HA PAZPEINEHHETO 3A
YIIOTPEBA

Jara Ha mepBO paspemagane: 20.01.2003 r.
JHaTa Ha mocnenHo noaHossAsade: 18.06.2008 r.

10. JATA HA AKTYAJIUMIUPAHE HA TEKCTA

09/2023.




