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Kpamua xapakmeapucmuKa Ha npogyxkma - Movusorauue 1

1. HME HAJIEKAPCTBEHHWI ITPOAYKT

KM P2, Ne e SN O L

PUHOCTOIT 0,1% cnipeif 3a HOc, pa3TBOp Paspatuenie N> 0§ -02- 2025
RHINOSTOP 0,1% nasal spray, solution BG/MA/MP - //J"Z/ S
OgobpeHue e irieanis e o]

2., KAYECTBEH H KOJIMUECTBEH CHhCTAB

B 1 ml pa3TBop ce cbabpxka 1 mg akTHBHO BelieCTBO KCWIOMETa30MHHOB XHAPOXNIOpHS (xylometazoline
hydrochloride), enuHuyHa 0032 Npy BIpbCKBaHE AocTass 0,08 mg KCuiomMeTrazoniHOB XHAPOXIIOPUA.
[[IoMOILIIHO BELIECTBO ¢ M3BECTHO JEHCTBUE: OEH3ATKOHHEB XJIOPH.

3a MbJIHUA CITUCHK HAa NOMOLIHMTE BELIECTBa, Bukre T. 6.1.

3. JJEKAPCTBEHA ®OPMA

Cnpe# 3a HOC, pa3TBOP.
buctsp, Oe3usereH pa3TBop.

4. KJIMHHUYHHA JAHHH
4.1 TepaneBTHYHH NOKA3aHNA

Punocromn 0,1% cripeii 3a HOC e NpeHa3Ha4YeH 32 NPUWIOKEHHE NPH BL3PACTHH H Aeua Haa |2 roguina
Bb3pacT:

e 3a CUMITTOMATHYHO MOBJIMABAHE HA HA3a/IHA KOHFECTHA NMPH OCTHP, BA3OMOTOPEH M anepruvueH
PUHHT.

e  3a moanoMaraHe JpeHaXka Ha CEKPETHUTE MPH BL3NAIICHUE HA NApaHA3ATHHTE CHHYCH.

e B xoMIiekcHaTa TEpanus Ha OTHT HA CPEJHOTO YXO MPH OCThP, BA30OMOTOPEH U A1EPruyYeH PUHUT 33
INE€KOHreCTHd Ha Ha30(dapUHreaHaTa TMraBULA.

4.2 [lo3HpoBKa A HAYMHH HA NPAJIOKERHE

JO3UpOBKA

[1py BBL3pacTHM M Jeua Haja 12-roauiHa Bb3pacT - no 1 BOpbckBaHE BbB BCAKA HO3Apa 10 3 MbTH AHEBHO.
Mexay ABe alniMKauMM TpaOBa 1a MMa WHTEpBan MoHe oT § yaca.

Ieouampuuna nonynrayus
Punocron 0,1% cnpeit 3a HOC € POTHBOIIOKA3aH NPU Aclia Ha BL3pacT A0 12 rogvHu (Bx. Touka 4.3).

[TpoABDKHUTENHOCT Ha TEpANMATA: JIeueHHeTO ¢ NEKApCTBEHHUA NMPOAYKT He TpAOBa Ja NpoawIKaBa NoBeye
ot 10 auu (Brox Touka 4.4), He Tpabaa aa ce npeBHinaBa NpenopbYaHaTa JHEBHA 1032 MPHU NALMEHTH B
CTapuecKa BB3pacT M Jela.

HayvH Ha NpuaokKEeHUE: Ha3allHO

4.3 IlporHBONOKAa3ZaAHHA

. CBpPBbXUYBCTBHTE/IHOCT KbM AKTHBHOTO BELIECTBO HIIH KbM HAKOE OT MOMOLIHU
H30poeHH B Touka 6.1.

J [TanueHTH ¢ TpaHCChEeHOMAANHA XHMOPUICKTOMHA HIIH NPH XUPYPrU4HHA HH
Ha TBbPAATA MO3bYHa OOBUBKA.

. Cyx puHHT.
. ATpodHUUCH PHHMT.
. [loBMIIEHO BBLTPEOUHO HAIAraHe (rnaykoma).




4.4 ChoennaiHH npeaynpexJacHHS H NIPeANAa3HHd MEPKH NpH ynorpeda

[Tpu maLmMeHTH CbC CHHAPOM Ha yab/DkeH QT HHTepBa, IEKYBaHHM ¢ KCHIIOMETA30MH, MOXKE [1a UMa
OBMILIEH PUCK OT CEPHO3HU BEHTPHKYJIAPHHM ApUTMHU.

KcunomeTa3onuH ce Npuiara JIOKAITHO K HE CE O4aKBa MOABATa HA CHCTEMHM edekTH. Bbnpexkn ToBa, Thi
KaTo TO# ce OTHACH KbM CPEACTBAaTa C M3Pa3CHO CUMITATHKOMHMETUYHO JEHCTBHE, € HEODX0AMMO C
BHHMaHHE Ja Ce npuiara fpH naiueHTH C:
® PHTBMHHU CbpPACYHH HAPYLUICHUS;
apTepHaiHa XUIEPTOHUA;
UcxeMU4Ha 00eCT Ha ChPLETO;
XHIEPTUPEOUIHIBM;
XHNepTpodHs Ha NpocTaTarTa;
avaber;
(heOXpOMOLIUTOM,
® [ALHEHTH, JIEKYBAHH ¢ MOHOAMHHOOKCHAa3HH nuxuburopu (MAOH) 4 npremanu Takusa npes
nociaeaHuTe 2 ceaAMULIM (BH3 To4Ka 4.5);
¢ Jacila 10 12 roguiHa BB3pacT.

[Tpu HAKOW NALMEHTH CUMMIATUKOMHAMETHLIUTE, BKITIOYHATENTHO H KCWIOMETA30JIMH, MOTaT A2 NPEeaU3BHKaT
MO-CHJIEH OTIOBOP KBbM AJIpCHEPrivHATa CTUMYNALUA, KOUTO C€ MPOABABA CHC CACAHUTE CUMIITOMH:
be3cbHHE, CBETOBBPTEXK, TPEMOP, ChPACYHA APUTMUA, XHUIIEPTOHHA. [ [pH TE3U NaUMEHTU KCHIOMETA30IHH
TpsiGBa 1a ce U3ro3ra ¢ NOBMUIEHO BHUMAHUE,

JleueHneTO ¢ KCHNOMETA30/IMH HE TpAOBa Aa npoab/KaBa noseve ot 10 AHU. AKO cnej Kypca Ha JieyeHue
CHMIITOMHTE MPOABKABAT, € He0OXOAMMO Aa ce npepasriena JeueHHeTo. [Ipoarmkurensara Hin
peKajieHoO YecTa ynorpeba MOXKe 1a Npeau3BHKa peaKTHBHA XHIIEpEMHS Ha JuraByuara, rebound —
KOHI€CTHA U Aa AOBeAe A0 HeOOXOAUMOCT OT MO-4E€CTO NPIWIOKEHHE HA NpoayKTa. B Te3u ciyyan Moxe a
ce passue aTpodpHA Ha HOCHATA JIMraBMLA.

JlekapcTBEHHAT MPOAYKT ChAbpka GeH3zankoHHeB x1opvA. [IpoasipkuTenHara ynorpeba Moxe Aa NpUUHHHA
OTOK Ha HOCHATa JIMraBulia.

4.5 BiaumonelicTBHE € APYIrH JIeKAPCTBEHH NPOAYKTH H APYrH GOPMH HA BIaHMOALHCTBHE

MOHOaMHUHOOKCHAR3HM UHXHOHTOPH:

KcunoMeTazonuHbT MOKE Ja NOTEHLMPpA JSHCTBHETO HA MOHOAMHHOOKCHIA3HUTE HHXHOHUTOPHU U na
MPOBOKHpPa XUNEPTOHUYHA Kpu3ad. KCUIOMETAa30MHMHET HE ce MpenopbyBa NPH MaLMEHTH, KOUTO MPUEMAT
ninu ca npuemani MAOH npes nocneauure 2 ceaMuuym (BHXK Touka 4.4).

Tpu- 1 TeTpaUMKIUYHH aHTUAEIIPECAHTH:

CuwrneTcTBauiaTa yrnorpeda Ha Tpu- U TeTPALMIUIMYHY aHTUACNPECAHTH ChC CUMITATUKOMUMETHYHH
NPOAYKTH MOXKE J1a YBEAUYH CUMIATUKOMHMETHYHHA €PEKT Ha KCHIOMETA30/IMHA, MOpaaH KOETO HE Ce
NpenopbyBa.

4.6 Depruanter, peMEeHHOCT H KbpMEHE

bpemeHHocT

Hsima npoBeaeHn N3ciacaBaHUA BbPXY XOpa, HE0OX0IHMMHM 3a CUT'YPHO JI0Ka3BaHe Ha Oe3onacHaTa ynorpeda
o BpeMe Ha OpeMeHnocT. [IprnoxkeHHeTO Ha KCUIIOMETA30IHH TpAOBa Ja ce H30Area, npeasua
MOTEHUHATHHA MY CHCTEMEH Ba30KOHCTPUKTOPEH edexT.

KbpMeHe
HsaMa nasHH 3a HIKaKBH HeXelaHM €DEeKTH BbPXY KbpMayeTo, He € U3BecTHO NanH Keun e
XHJIPOXJIOPH]I C€ EKCKPETHPa B KbpMaTa, Nopaar KoeTo Tpadea na ce BHumana 1 PUHOY,

rrg,

e
33 HOC JIa C€ M3MOI3BA €AUHCTBEHO MO/ JIEKAPCKH KOHTPOJ MO BPEME HA KbpMEHE. =

=

=
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Hama pgocraTbuno panuu 3a epexra Ha PHHOCTOII 0,1% cnpeit 3a Hoc Bbpxy depTHMTETa NPH XOpa,
KaKTO ¥ HAMA RaHHH OT NPOBEAEHH NPOYYBAHHUA BBPXY KMBOTHH. CHCTEMHATA EKCIIO3ULIMA Ha
KCHJIOMETA30/IMH € MHOTO HUCKA, MHOIO MAaJlKa € BEPOATHOCTTA 3a eeKTH BbpXY (pepTuinTeTa.

4.7 Ed¢exTH BLpXy cnoco0HOCTT2 32 moPHpane H padoTa ¢ MAINHAA

PUHOCTOIT 0,1% cnpeit 3a HOC He NOBAHABRA WIH TIORIHABA NpeHeOpekMMOo cnocobHocTTa 3a WodHpaHe U
paboTa ¢ MallHHH,

4.8 HexeaHnn JeKAPCTBEHH peAKHHH

HexeaHHTE JIeKAPCTBEHH peaKHHH €A NPEIACTABEHH MO CHCTEMA-OPran-KJIAC H N0 4Y€CTOTA, KAKTO
cJeaBa:

MHuoro yectu (>1/10)

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

Heuectu (=1/1 000 ao <1/100)

Penku (>1/10 000 no <1/1 000)

Mtoro peaxu (<1/10 000)

C HeuszBecTHa YecTOoTa (OT HAMHMYHUTE JaHHH HE MOXe Ja Objie HanpaBeHa OUeHKa).

HapylieHus Ha HMYHHATa CUCTEMa
Mrnozo peoxu: peakUuUM Ha CBbPXHYBCTBHTENHOCT (OOpUB, IIPYPHUTYC, AHTHOEIEM).

HapyieHHa Ha HEpBHATA CHCTEMA
Yecmu: rnasodbonue.

Hapyuienua Ha oyuTe
Mrozo pedku: NpexoaHH 3PUTETHN HAPYILLIEHHUS.

CbpAeYHH HapylLIEHUS
Mnozo peOxu. apuUTMHUH WK yYECTEHA ChPACYHA JIEHHOCT.

PecnUpaToOpHH, NrPbAHH U MEAHACTHHAIIHUA HAPYILICHUA
Yecmu: cyxoTta Ha HOCHATA JIMTABHLIA WITH HAa3aleH JUCKOMGpOpT.
Hevyecmu: enmUCTAKCHC.

CToMalHO-YpeBHU HAPYLUICHUS
Lecmu: raaeHe.

Ob61u HapyLIeHUa ¥ eDeKTH Ha MACTOTQ HA MPUWIONKEHHE
Hecmu: napeHe Ha MACTOTO Ha NPUIOKEHHE.

CnobuiasaHe Ha NOA03MPAHM HEXENAHH PEAKLIMU

CnoOiaBaHeTO Ha NOAO3MPAHH HEXKEJIAHM peaklMH ClIe pa3peliiaBaHe 3a yitorpeda Ha JiekapcTBEHHUA
NPOAYKT € BaXkHO. TOBa MO3BOMABA 4a NMPOAbAKH HAOMIOAEHHETO HA CHOTHOLIEHHETO MOJI3a/PHCK 34
JIEKapCTBEHUS NPOAYKT. OT MEAMLIMHCKUTE CTNIELHATUCTH C€ U3UCKRA ja chodI1aBaT BCAKA MOA03UpaHA
HEXKeJlaHa peakuus dpel MsnwnHuTenHa areH1Ma no sekapcereara yi. ,,Jamsan ['pyes” Ne 8, 1303 Codus,

Tel.: +35 928903417, yebcaiiT: www.bda.bg.

4.9 Ilpexoszupane

IIpu To4HO cna3BaHe HA JO3UPOBKATA M MPOAB/DKMTEIHOCTTA Ha JICYEHHE MPEAO3HPAHE He ¢
OT NMpeAo3vdpaHe CbLUIECTBYBA NPH Aella, NOpagH KOeTo TpAOBa Ja ¢c€ H3NoA3Ba NpeaHa3HaY
KOHUEHTpaLMA W JICYEHHETO 2 ce NMpocaeaaBa OT JieKap.

CEMnTOMHE. NpH NPEIO3UPaHE WK CAy4YalHO NOribllaHe MOraT Ja ce HabioaaBar ciell
[Py NOMTbLIAHE HA 4034 oT oKoJ10 (0,2 mg/kg Moxe aa ce HabnrogaBara CHiiHa 3aMasHOC
CWIHO NMOHWKEHHUE HA TEJICCHATA TeMIieparypa, riapobonue, Opaguxapaus, XUrepToHU,
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AMIIAHETO, KOMa, KOHBYJICHH. XMIIEpTOHUSATA MOXKe 1a Oble nocneaBaHa OT XMINoToHus. Mankure aeua ca
[0-UYBCTBUTEIHHU OT BB3pacTHHTE.

Jledenne: IMpH MOriabUldaHe — [IPOMUBKA Ha CTOMaxXd, aKTUBCH BDBIJVICH. ﬂpuﬂem,ua CC CUMIITOMATHHHO
JICUCHHUE,

5. ©®APMAKOJOI'NYHH CBOUCTBA

51 <dapmakoaIHHAMHEYHH CBONHCTBA

MapmakoTepanesTHyHa rpyna: JlekoHrectaHTH U ApYTH NMPOAYKTH 32 JIOKaJIHO HazaIHO NPHIIOXKEHHE.
ATC xon: RO1AAO7

KcunomeTa3oiuH € KMUAA30JI0BO NPOU3BOAHO € NPAKO A-3JPEHOMUMETHHHO AeicTBre. CTumynupa a-
AJAPCHEPrHYHHUTE PELIENITOPH, NOKATHIHPAHH B CTEHATA HA KPBBOHOCHHTE CHAOBE HAa HOCHATA H
apuHreaiHaTa JIUraBMiia U NMpeJIU3BHKBA BA30KOHCTPUKLIMA. B pe3ynraT Ha TOBa ce HaMmasiBa XMIIEPEMHUATA
Ha 1urasuuara U cekpeumsTa. [logobpsasa ce npoxoAUMOCTTa HA HOCHHUTE XOJ0BE U CYOEKTHBHATA
cHMITOMaTHKa. EQEeKThT Ha KCUIOMETA30/IMH 3ariouBa 2 MUHYTH Clle[l TPHIOKEHHETO H NpoabkaBa A0 12
yaca.

CBriacHo JaHHU OT MPOBEAEHOTO JABOHHO CIANO, KOHTPOJIMPAHO NPOYUBAHE CIPAMO (PU3HONOTHYEH
pasTBOp INpu NAUKMEHTH ¢ POCTYAA, Ype3 pHHOMAHOMETPHYHO U3C/EABaHE, € ZOKA3aH 3HAYMTEIHO NO-100bp
nexkoHrectueeH edext Ha PUHOCTOII 0,1% cnipeit 3a Hoc , kaTo oTOBOBaHETO HA HOCHATA JIMraBULA Ce
[OCTHUra ABa MbTH NO-0bp30 npu nauueHTH, ekysadu ¢ PUHOCTOII 0,1% cnpeit 3a HOC B cpaBHEHHE C
rpynara 60JHH, TPETHPAHU ¢ PHUIHOAOTHYEH Pa3TBOP, CMATAHO OT 5-aTa MHHYTA CIE] HA4YaNOTO Ha
JICYEHHUETO.

PUHOCTOII 0,1% cnpeit 3a HOc ce noHaca 100pe AOpH OT MALMEHTH ¢ HYBCTBUTEIIHA TMraBULIA U HE
HapylluaBa MyKOLWIHApHATA QYHKLIMA.

In vitro npoyuBaHHa NOKa3BaT Ye, KCHIOMETA30UHLT HAMANABA Bb3NAIMTEIHATa AKTUBHOCT HAa YOBELLKHUSA
PUHOBHPYC, IPHYHHHUTE! HA NMPOCTYAHHU 3abonsBaHus.

5.2 PapMakoKHHEeTHYHH CBOHCTBA

HPH JIOKUJTHO MNPHIOKCHHAC B TIPCITOPDBHBAHHTC JO3HPOBKH HC CC OYdKBa JOCTHIAHCTO HA IUTAa3MEHHU
KOHLIICHTPAaHHH, KOHTO J1d UMAT KJIHHHYHO 3HaUYCHHC.

5.3 IlpeaxsinEn4nn JaHHHA 32 He3omacHOCT
KcunomeTrazonuH ¢e OTHACH KbM BeLECTRATa ¢ HUCKA TOKCHYHOCT. LDS50 npu cyOKyTaHHO NPWIOKEHHE HA

wisxoBe € 450 mg/kg T.™m.
HsMa nasvHH 3a TEpaTOreHHO, KAHLIEPOr€HHO M MyTareHHO ACUCTBUE HA KCHIOMETA3OIHH.

6. OAPMAITEBTHYHHA JAHHHA
6.1 Channacsk HA NOMONMIHHTE BelllecTBA

Harpuer xsuopug

JluHaTpHEB eneTar
XJIOpOBOJOPO/IHA KHCEIIHHA, KOHIL.
TpueranonaMuH

beH3ankoHUEB XJ10pUA
IIpeuncTena poaa

6.2 HecbBMECTHMOCTH

Henpuwioxumo.




6.3 Cpok narognocr

2 ronvHU

6.4 ChoeunannH yC/I0BHA HA ChXpaHeHHE

Jla ce cpxpaHsABa B OpUrMHaiHa onakoBka. Jla ce coxpanasa roa 25°C.
6.5 Bnan chrALPKAHHE HA ONNAKOBKATA

10 ml nexapcTBEH MPOAYKT C€ JO3HPAT B MJIACTMACOB (PJIAKOH CbC CIIPEA NOMIIA M alUTMKATOP 3a HOC ChC
3ALUTHA Kana4ika, B KapTOHEHA KYTHA, 3a€/HO C NMCTOBKA.

6.6 ChneunaasH npeARa3HH MEPKH NPH HIXBLPJIAHE H paboTa
Hsama cneumnanHu M3MCKBAHHKA 32 U3XBbPIISHE.

HeuznonssaHUAT JICKAPCTBCH MPOAYKT WIH OTNAABYHHUTE MATCPpHAJIN OT HEIO TpSIGBB, Ad C€ U3IXBBPJIAT B
CHOTBCTCTBHEC C MECCTHHTC H3IUCKBaHHA.

7. IMPUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPELA
COOAPMACH TUTHOC EOOA

Oyn. Poxen Nel6, 1220 Codus, bunrapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per Ne 20160246

9. JATA HA IIBPBO PAZPEHNIABAHE/TIOAHOBABAHE HA PAZPELHIEHHETO 3A

YIIOTPEBA
Jarta Ha nbpBO paspemanane: 04.08.2016
IlaTa Ha nocnenHo noaHossapaHe:02.08.2021

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

Hexempu 2025




