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1. HME HA JIEKAPCTBEHMA ITPOAYKT

PUHOCTOII 0,05% cnpeii 3a HOC, pa3TBOp
RHINOSTOP 0,05% nasal spray, solution

2, KAYECTBEH H KOJIMMECTBEH CbCTAB

B 1 ml pastsop ce chabpka 0,5 mg akTHUBHO BEWIECTBO KCHIOMETA30IMHOB XHAPOXJIOpH] (Xylometazoline
hydrochloride}, enunuuHa no3a npu BnpbsekBane pocrass 0,04 mg KCHIOMETa30IMHOB XHAPOXJIOPHA.

[ToMOLHO BEIECTBO C W3RECTHO AEUCTBUHE: OEHIAIKOHUEB XJIOPH.
3a NBAHKUSA CIIUCHK Ha MOMOIUHHUTE BELIECTBA, BHKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Cnpe# 3a HOC, pa3TBOP.
buctsp, 6e3useTeH pazTBOP.

4, KJAHHAYHUA JAHHH

4.1 TepaneBTHYHH NOKAIAHHA

PUHOCTOI 0,05% cnpeii 3a HOC € mpeaHa3HauY€eH 3a MPWIOXKEHKE NpH Acla ot 2 A0 12 roauiiiHa Bb3pacT:

° 3a CMMNITOMATHYHO MOBJMABAHE HA HA3alTHA KOHMECTHA MPH OCTLP, BA3OMOTOPEH U AJICPTUYEH PHHMT.
. 3a noanomaraHe JpeHaka Ha CEKPeTHTE NpPH Bb3NAJICHHUE Ha MapaHA3AIHATE CHHYCH.
. B koMILIeKCHATa Tepanua Ha OTHT Ha CPEIHOTO YXO NPH OCTHP, BA3OMOTOPEH H allepruucH PHHHT 3a

NEKOHreCTHS Ha Ha3o(apuHrealiHaTa JIMraBULA.
4.2 /lo3HpOBKA B HAYHH HA NPHICKEHHE

Ho3upoBka

[Tpu neua ot 2 go 12-roaMinHa BB3pacT - 1o 1 BAPBCKBAHE OT pa3TBOpAa BbB BCAKA HO3ApA OO 3 MbTH
AHeBHO. MexXay B¢ BIPbLCKBaHWA TpAOBa Ja MMa HHTepBal NoHe oT 8 yaca.
Ipn neua ot 2 10 6-roguiIHa BL3PacT € HEoOXoAMMa KOHCYNITaLUA ¢ JIeKap.

PUHOCTOII 0,05% cnpeii 3a HOC € NTPOTUBONOKA3aH NPH AeLid HAa BB3pAcT A0 2 roauHu (Byxre Touka 4.3).
[IpoabBKUTENHOCT Ha TepanuaTa: JIeueHHeTO ¢ IEKApCTBEHMA NPOAYKT He TPAOBa Aa NMpOoAB/DKABA [OBEYE

ot 10 auu (BwkTe TOouka 4.4). He TpaOBa Aa ce mpeBMinaBa npenopb4YaHara JHEBHA 1034 NPH MMAUHWEHTH B
cTapyecKa Bb3pacT U Jeua.

Ha4uuH Ha NpUIIOKEHHUE: HAZATHO

4.3 IIpoTHBONOKA3ZAHASA

. CBpPbX4YBCTBHTEIHOCT KbM AKTHBHOTO BEIIECTBO WM KbM HAKOE OT MOMOIIHHWTE BELIECTRA,
“30poeHH B TouKa 6.1.
. [TauneHTH ¢ TpaHccheHonaaHA XUNOPUIEKTOMHA WM MPH XMPYPrUiHH NHTEPBEHLBH

Ha TBbpAATa MO3bYHA OOBHUBKA.
* CyX pHHHUT.
. ATpodHUEeH PUHMT.

. [ToBMiIEHO BBTPEOYHO HANsAraHe (rnaykoma).




4.4 Chnenunaiuu upenynpexacHHs H NPeANa3ZHl MEPKH NpH ynotpeba

[lpy nauueHTH CHC CHHAPOM Ha yAbKEH QT uHTEpBaN, NEKyBaHH ¢ KCHIIOMETa30/IHH, MOXE 1a HMa
MOBHULIEH PHCK OT CEPHO3HH BEHTPHKYJIAPHH apUTMHH.

KcunomeTrasonnH ce mpunara JOKaJHO M HE ¢ 0YaKBa M0ABAaTa HA CUCTEMHM €(PEKTH. BLpekH TORa, Thil
K4TO TOH ce OTHACA KbM CPEACTBATA C H3PA3eHO CHMNIATOMHMETHYHO ACACTBHE, € HEOOXOAUMO C BHUMAHHUE

1a ce NMpuiiara npH NalUeHTH C:
® PHUTbMHU CbPACYHH HApPYHLICHHUS;
apTepHaiHa XUIICPTOHMA;
HCXEMHUYHA OONECT Ha CHPIIETO;
XHIIEPTHPEOUUZBM;
XHnepTpod s Ha NPOCTATATA;
nuader;
(PeOXpOMOLIMTOM;
® falUHeHTH, T€KYBaHH ¢ MOHOAMMHOOKCHAa3HHu HHXubuTopu (MAOH) 1 npreManu Takuea rnpes
nocjaeaHuTe 2 cCeaMHULH (BIDKTE Touka 4.3);
® HOBOPOIEHH, KbpPMAveTa M Jielia 10 2 roAHLIHA BL3PACT.

[Ipy1 HAKOM MALMEHTH CHMITATUKOMHMETHLIMTE, BIUTIOUHTETHO H KCHIIOMETA30/IMH, MOTAT A4 NPEeaAN3BUKAT
[MO-CWIEH OTrOBOP KBM aJpeHEPrHUHATA CTHMYJIALHA, KOUTO C€ NPOABRBA ChC CIICAHHUTE CHMITTOMMU:
Oe3cbHHE, CBETORBPTEX, TPEMOD, ChpAEYHA APUTMHA, XHNEpTOHHUL. [1pH Te3M NaLMEeHTH KCHIOMETA30JIMH
TpadBa fa ce U3N0/3Ba ¢ [IOBHILLICHO BHUMAaHHE.

JleyeHneTo ¢ KCMNOMETA30JIMH HE TpAOBA Aa NpoabikaBa nose4e ot 10 AHKU. AKO ciel Kypca Ha JeueHHUe
CHMIITOMHTE NMpPOAbL/DKABAT, € HEOOXOAUMO Aa ce npepasraena neueHueto. IlpoasipkurenHara wim
fpexaneHo yecta ynorpeda Moxe J1a ripeI3BMKa pEaKTHBHA XHUIIEpEMMA Ha JIMraBuuara, rebound ~
KOHIECTHA U J1a XOBeje A0 HeoOXoaAMMOCT OT TO-4€CTO MPUWIOKEHHE Ha NMpOoayKTa. B Teau cnyuau MOxKe aa
ce pa3eue atpodHa Ha HOCHATA JIMraBULIA.

JlekapCcTBEHHAT NPOAYKT ChABPXKa OeH3ankoHUeB XopH. [IposipkuTeHaTa ynoTpeda MOXKE Aa MPHYMHHU
OTOK Ha HOCHATA JIMraBHLa.

4.5 BiaumoaelicTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYr# GopMH HA B3aHMOAEHCTBHE

MoHOaMHHOOKCHIa3HH HHXHUOUTOPH:
KcHaomMeTasoNHHBT MOXeE Aa NOoTeHIHpa AeHCTBUETO HA MOHOAMMHOOKCHIa3HUTE MHXHOUTODH U Ja

NPOBOKUPA XHNEPTOHHYHA Kpu3a. KCHIOMETa30/UHBT HE C€ NMPENnopbYBa NIPH NALMEHTH, KOUTO NpUeMar
nnu ca npuemany MAOH npes nocneanute 2 ceaMUUM (BHXKTE Touka 4.4).

Tpu- ¥ TETPpaUKUKIMYHH AHTHACIIPECAHTH:

CobrbreTBaNaTa YNoTpeba Ha TPU- U TETPALIMKIIMMHA AaHTUAENPECAHTH ChC CUMITATUKOMHMETHYHH
MPOAYKTH MOXE J1a YBEIIMYH CUMITATHKOMUMETHYHUSA e(PEKT Ha KCWIOMETAa30/IMHA, IOpaar KOETO HE CE

Mpenopb4Ba.

4.6 @epTHINTET, OPEeMEHHOCT H KbPMEHE

bpeMEHHOCT

Hsama npoBeneHu uacneaBaHus BbPXY X0pa, He0OX0AMMH 3a CUIYpPHO TOKa3BaHe Ha Oe3zonacHaTa ynotpeda
no BpeMe Ha OpeMeHHOCT. [IpUnoxeHHETO Ha KCHITOMETA30JIHH TPAOBa Ja ce u3barsa, npeasua
MOTEHLHATHUA My CHCTEMEH Ba3OKOHCTPHKTOPEH €eKT.

KspMene
HaMa naHHM 3a HAKAKBU HEXeNTaHH e(eKTH BbpXY KbpMaueTo. He € U3BECTHO Jajin KCUJIO

XHAPOXJIOPHA CE EKCKpeTHpa B KbpMaTa, nopaay koeto Tpadea ga ce siumana 1 PUHO
33 HOC J1a C€ M3MOJI3BA EAMHCTBEHO MO JICKAPCKH KOHTPOJ N0 BpeMe Ha KbpMEHE.

DepTUAUTET




Hsma nocrarpbydo aaHuM 3a eexra Ha PUHOCTOII 0,05% cnpeit 3a HoC BEpXY (pepTUnuTeTa, KaKTO U
HAMa JaHHH OT NMPOBEJICHH NIPOYYBAHMA BbPXY KUBOTHH. CHCTEMHATA EKCIIO3ULIMA Ha KCHIOMETa30/IHH €

MHOI'O HHCKA, MHOT'O MaJIKa € BEpPOATHOCTTA 3a €(heKTH BbPXY epTHIUTETA.
4.7 EdexTn BBpxy cnocobrocTTa 32 IodHpane n padoTa ¢ MAIIHHH

PUHOCTOII 0,05% cnipeit 3a HOC He NOBNMABA WIH MOB/IHABA NMpeHEOpeKMMO CcriocoOHOCTTA 38 WOo(HUpaHe
M paboTa ¢ MalllHH.

4.8 HexenaHH JeKapCcTBEHH peaKIHU

Hexeaanurte JeKAPCTBEHH PEAKIEH €A NPEACTABEHH MO CHCTEMA-OPraH-KJIaC H A0 YeCcTOTA, KAKTO
W (1 {: T F

Mtoro yectu (=1/10)

Yectu (>1/100 oo <1/10)

Heuectu (>1/1 000 no <1/100)

Penxu (=1/10 000 no <1/1 000)

MHoro penku (<1/10 000)

C Hen3BeCTHa 4ecTOTa (OT HAJIMYMHMATE JaHHH HE MOXe J1a Ob/ie HanpaBeHa OLICHKA)

HapyiueHws Ha MMYHHATAa CHCTEMA
Mnozo pedxu: peakilud HA CBBPXUYBCTBHUTENHOCT (OOPHB, MPYPHUTYC, AHTHOEOEM).

HapyiiileHHs Ha HEpBHATa CHCTEMA
Yecmu: rnasobonue.

HapyuieHus Ha O4YHTE
Mrnoz0 peoxu: NpexoHU 3PUTEITHH HAPYLLECHHUS.

CopaeyHy HapyUIeHUs
Mnozo peoku. apUTMHY WIHM YYECTEHA ChpAEYHA AeHHOCT.

PecnuparopH#H, FPhIAHH H MEAHACTHHAIHH HAPYIICHU
Yecmu: CyXxoTa HA HOCHATA IMTaBHLA WY Ha3aleH AUCKOMOPT.
Heyecmu: enucraxkcuc.

CTOMalIHO-YPEBHU HAPYLICHUS
Yecmu. rafeHe.

OO01M HapyieHHs ¥ €PEKTH HA MACTOTO Ha NMPUIOKEHHE
Hecmu: napeHe Ha MACTOTO HA NPHIIOKEHHKE.

CpobuiapaHe Ha MOAO3UPAHHM HEXKENAHU PEAKLUH

CrobaBaHeTo Ha NoJ03WPaHHN HEXEIAHH peaKUMH CIe pa3peliaBaHe 3a ynorpeda Ha IeKapCTBeHUA
MPOAYKT € BaXkHO. ToBa no3BossABa Aa NPOAB/KH HaOJIIOJIEHHETO Ha CHOTHOLIEHUETO MOI3a/PUCK 34
JIeKapCTBeHHs MPOoAYKT. OT MEUIIMHCKHUTE CIELMATMCTH C€ M3UCKBA Ja ChOo0ILAaBaT BCAKa 0A03UpaHa
HeXXeaHa peakuus upe3 HanbaHuTenHa areHuus o gekapersara yi. ,.Jlamad I'pyes™ Ne 8, 1303 Cous,
Ten.: +35 928903417, yebceaiit: www.bda.bg.

4.9 Ilpeao3upane

le‘l TOYHO CIIa3BaAHC Ha JOZUPORKATA U MPOAB/DKHTCIIHOCTTA HA JICHCHUC TTPCAC3HPAHC HC CC OHAKBA. Puck

KOHIIEHTPAL[M U IEYEHUETO Ja Ce NPOCcieasBa oT JieKap.
CHMIOTOMM: NPH NpeI03HPAHE WIM CAy4aiHO NMOTIbLIAHE MOTAT Ja ce HabIoaaBar clie
Mpy NOrablUaHe Ha A034 oT okono 0,2 mg/kg Moxe aa ce HabmoaaBa cUiHa 3aMasHOCT
[IOHIMKEHHE HA TEJICCHATa TeMIepaTypa, riiaBobonue, Opaaukapaus, XUNepToOHUs, NOTH




KOMa, KOHBYJICHH. XHNEPTOHUATA MOXKe Aa Obae mociaeasaHa OT XUnotouusd. Mankure aeua ca ro-

YYBCTBUTE/IHH OT Bb3PaCTHHTE.
JleueHne: Npy NOrAbLIAHE — MPOMHMBKA HA CTOMAaxa, aKTHBEH BBIUICH. [IpoBexaa ce CHMITTOMATHYHO

JICUCHHC.

3. ®APMAKOJIOI'HYAU CBOYICTBA

5.1 dapMakoIUHAMHYHH CBOHCTBA

MdapmakoTepalneBTHYHa rpyna:; JIeKOHreCTaHTH U APYry MPOAYKTH 3a JIOKATHO HAa3aIHO NPHIOXKEHHE.
ATC xoa: RO1AAOQ7

KcunomMeTaszonmH € UMHAA30JIOBO MIPOU3BOAHO ¢ NMPAKO Q-aAPEHOMUMETHYHO JiecTBHE. CTUMYJIHpa O-
apeHEePrudHUTEe PELECITOPH, TOKAIM3HPAHH B CTEHATA HA KPBBOHOCHHUTE ChIOBE HA HOCHATA U
thapuHreanHara JUraBdUa 1 Mpeu3BUKBA BA3OKOHCTPHUKLUHA. B pe3yaTar Ha TOBa Ce HAMAIsIBA XHIIEpEMUSATA
Ha JTUraBHLaTa 4 cekpeuunTa. [TogoOpsaea ce NpoxoAMMOCTTa HA HOCHHATE XOAOBE H CyOEeKTHBHATa
CUMNTOMATHKA. EQEKTHT HA KCHWIOMETA30JIMH 3anoysa 2 MHHYTH Clie] NPWIOXKEHHETO U NMpoab/bkasa 4o 12
yaca.

CbrnacHo AaHHH OT NMPOBEACHOTO ABOWHO CIIATIO, KOHTPOJIMPAHO NMPOYYBAHE CIPAMO (PU3HOIOrHYEH
pa3TBOP MPH MALMEHTH C NMPOCTY/1A, Ype3 PUHOMAHOMETPHYHO H3CICABAHE, € JOKa3aH 3HAYHTENHO NO-100sp
nekonrectuseH epext Ha PUHOCTOIIT 0,05% cnipeit 3a Hoc , kaTo oTOBOBaHETO HA HOCHATA JIMTaBHLA CE
MOCTHTa JBa ITbTH NO OBp30 NpH nauMeHTH, JekyBaHu ¢ PHHOCTOII 0,05% cnpeii 3a Hoc B CpaBHEHHE C
rpynarta OONHH, TPETHPAHH ¢ (PH3UOIOrHYEH pa3TBOP, CMATAHO OT 5-aTa MMHYTA CJIE[ HAYaI0TO Ha
JIEYEHHUETO.

PUHOCTOII 0,05% cnpeii 3a Hoc ce nMoHaca AoOpe AOPH OT MALMEHTH ¢ YYBCTBUTE/IHA TUraBHLIA M HE
HapylUaBa MYKOLMIMApHATa (DYHKIUA.

In vitro npoyuBaHHMA NOKa3RAT UE, KCUJIOMETA30/IMHA HAMAIIABA Bb3NIAIMTENHATA AKTHBHOCT HA YOBELLUKHUS
PUHOBHPYC, MPUYUHUTEN Ha [MPOCTYAHH 3a00ABaAHUA.

5.2 ©OapmMaKOKHHETHYHH CBOHCTBA

an JIOKAJTHO NPHNOKCHUC B MIPEINOPBYBAHHUTE JO3HPOBKH HE CC OYAKBA NOCTUIAHCTO HA IVTa3MCHH
KOHLUCHTpALHH, KOMTO Za HMAT KIIHHHUYHO 3HAYNCHHC.

5.3 IlpeaxnnHAYHH IAHHH 32 Oe30OaCHOCT
KcunomeTa3onuH ce OTHaca KbM BELIECTBATA ¢ HHCKa TOKCUYHOCT. LDS0 npu cyOKyTaHHO NpWIOKEHHE Ha

rrsxoie € 450 mg/kg T.M™.
HsaMa zaHHHM 3a TEpaTOreHHO, KAHLIEPOreHHO U MYTareHHO JCHCTBHE Ha KCUIOMETA30MHH.

6. PAPMAILIEBTHYHHU JAHHH

6.1 ChnHchbK HAa TIOMOIIHHTE BELI&CTBA

Hatpues xnopua

JuHaTpueB eaerar
XJIOpOBOAOPOAHA KHCEJIHHA, KOHLL,
TpureraHONMaMHH

beH3anKOHHEB XJ10pHA
[Ipeyuctena Boaa

6.2 HecnhBMeCTHMOCTH

Henpuioxumo.




6.3 Cpok Ha rogHocrt
2 roouHNn
6.4 Chnennajnm yC,IOBAS HA ChLXPaHEHHE

Jla ce cexpaHaBa B OpUrMHAIHA onakoexa. Jla ce coxpaHssa noa 25°C.

6.5 Buau chabpxaHHe Ha ONAKOBKATS

10 ml nexkapcTBeH NpOAYKT ce J03UpaT B iUIaCTMAcOB (GIaKOH ChC crpeil NoMNa M aruiHKaTop 3a HOC ChC
3alUTHA Kana4ka , B KAPTOHCHA KYTHA, 3a€HO C JIMCTOBKA.

6.6 CuoennajaHu nNpeaNa3HH MEPKH NPH H3XBLpJAAHE H paboTa

Hsama cneLpasiHM M3UCKBAHKA 33 H3XBBPJIAHE.

Hewnznonzpanuar JICKAPCTRCH ITPOAYKT HJIH OTNIAABYHHTC MATCPHAIIN OT HETO TPHGBB, Ha CC H3XBBPJIAT B
ChOTBCTCTBHE C MCCTHHTC U3UCKBAHHA.

7. IMPUTEXATEJ] HA PASPELNIEHHUETO 3A YIIOTPEBA

COPAPMACH IUJIIOC EOOL
Oyn. Poxen 16, 1220 Codus, buarapus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per Ne 20160245

9. JATA HA ITHhPBO PAZPEIIABAHE/TTIOAHOBSBAHE HA PA3PEILIEHHUETO 3A
YIIOTPEBA

Jara Ha mbpBo paspewiaBane: 04.08.2016
Jlata Ha nocaenHo nogHosarane: 02.08.2021

10. AATA HA AKTYAJIM3UPAHE HA TEKCTA

HekemBpn 2025




