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KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHHA TIPOAYKT

PUHOCTOII 0,1% cripeit 3a Hoc, pasteop
RHINOSTOP 0,1% nasal spray, solution

2. KAYECTBEH H KOJIHYECTBEH CHCTAB

B 1 ml pa3reop ce cbabpxka 1 mg akTHBHO BEIUECTBO KCHIOMETA30MHOB XHAPOXIIOPHA (xylometazoline
hydrochloride), envnuuna nosa npu Bnpbekeane goctasa 0,08 mg KCHIOMETA30JMHOB XHAPOXJIOPH],.
IToMowHO BEMECTBO ¢ M3BECTHO AeiicTBHE: GEH3ATKOHHEB XJIOpH/I.

3a IMbJIHHA CIIMCHK Ha MOMOILHUTE BEINECTBA, BHXKTE T. 6. 1.

W3NLAHATENHA ATEHLAS N0 JIEKAPCTBATA

Kpamxs XapaKmepucmuxa Ha npogyxma - flpuaoxenue 1

3. JIEKAPCTBEHA ®OPMA

Cripeii 32 Hoc, pa3TBop | icom Poa, Ne ... LHLC LA (R ... '
buctep, OesusereH pa3Tsop I‘—"‘_—‘—_— /_7 ﬁ JT
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4.1 TepaneBTHYHH NOKA3aAHHES

Puxocton 0,1% copeii 3a Hoc € mpeHa3HayeH 3a MPWIOKEHHE NPM BL3PACTHH ¥ Jelia Hag 12 roguiHa
BB3pacT:
®  3a CMMIITOMAaTHYHO MOBJIMABAHE HA HA3ATHA KOHTECTHS IPH OCTHP, BA3OMOTOPEH H allepriycH
pYHHUT;
* 3arnojnomaraHe APeHaXA Ha CEKPETHTE NPH BH3NATEHME HA MAPAHAIATHHTE CHHYCH,
* B xoMmiekcHata Tepanus Ha OTHT Ha CPEJIHOTO YXO IPH OCTBP, BA3OMOTOPEH U alleprideH PUHHT 32
JAEKOHTECTHA Ha Ha3odapuHreaHaTa JIMraBULA.

4.2 lo3ApoBKa H HAYHH HR NPHJIOKEHHE

Hosnposka

[Ipu BBL3pACTHH M neua Hag 12-rogMmiHa BB3pacT - mo | BNPbCKBAaHE BB BCAKA HO3Apa A0 3 IBTH AHEBHO.
Mexay npe arnukanuy TpaGBa Ja ©Ma HHTEPBAJ NIOHE OT § 4yaca.

Heduampuuna nonyrayun
Punocron 0,1% cripeii 3a Hoc € npoTHBONIOKa3aH npu Aeua Ha BB3pacT A0 12 roguHu (BX. Touka 4.3).

IIpofb/KHTENHOCT Ha TepanuaTa: JleYeHHETO C eKAPCTBEHHS IPOAYKT He TpaOBa 1a NPOAKIDKABA IOBEUES
or 10 muu (Brk Touka 4.4). He TpaGpa Ja ce npeBuuIaBa NpenophyaHaTa JHEBHA 1032 PH NMALMEHTH B

cTap4ecka Bb3pacT H AeLa.

Ha4yuH Ha NpHI0XKEHHE : HA3AIHO

4.3 IIpoTuBonokazamus

. CBPBXYYBCTBHTENHOCT KbM aKTHBHOTO BELIECTBO HJIH KbM HAKOE OT [TOMO
H30poeHH B Touka 6.1;

¢ [MaumenTu ¢ TparccheHounanta XunohU3EKTOMES WK IPH XUPYPrHvHH §
CKCIIO3HMIIHA Ha TBBpAAaTa MO3b4Ha OOBHBKA, !
- CyX pHHHT;

. ATpoduveH pHHMT,

- [losuuieHO BETpeouHo Hansrave (rnaykoma).
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44 Coenuansu npeaynpexaeHus d NpeAnAIHA MEPKH NPH ynoTpeba

Ipu maumenTu che CHHAPOM Ha yabkeH QT uHTepBa, JIGKYBAHH C KCHIIOMETA30THH, MOKE 18 HMa
MOBHUIEH PUCK OT CEPHO3HH BEHTPUKYJIADHH aPHTMHH,

KcnioMeTasosMH ce npuiara JIOKATHO ¥ He €€ OYaKBa [IOABATA HA CHCTEMHN edeKTH. Brnpeku ToBa, Thii
KaTO TOMH €& OTHACH KM CPEJICTBATA C H3PA3EHO CHMIATHKOMHMETHYHO AeHCTBHE, € HEODXOIMMO ¢
BHHMAHHE J1a Ce NpHIara npy NauMeHTH .
® PHTBMHH CHPACYHH HAPYLICHHS,
apTePUATHA XHUITEPTOHHS,
MCXCMHYHA DONECT HA CHLPLIETO;
XHNEPTUPEOUIHIEM;
XHIIEPTPOQHA Ha POCTATATA;
AHadeT;
(PEOXPOMOLIUTOM;
¢ NAUHUCHTH, JEKYBaHW C MOHOAMHHOOKCHAA3HH HHXHOUTOPH (MAOH) 1 npreMany TakuBa npes
NOC/IEAHUTE 2 cenMHuM (BIDK Touka 4.5);
®* Jena o 12 rogumua rBIpACT.

IlpH HAKOM NAUMERTH CHMIATHKOMUMETHIIMTE, BKITIOUYHTEIIHO U KCHIOMETA30/WH, MOTaT J1a NPeaHIBHKAT
NO-CHJIEH OTTOBOP KBbM aJIpeHEpruiHaTa CTUMYNalus, KOATO ce MposBABa Che CICTHUTE CHMITTOMM:
6€3ChHME, CBETORBPTENK, TPEMOP, ChPIEUHA APHTMMS, XMIIEPTOHHSL. [Ip# Te3n naLMEeHTH KCHIIOMETA30IHH
Tps0Ba Ja ¢e H3MON3BA ¢ NMOBHILEHO BHUMAHHE.

JleueHHETO ¢ KCHIOMETA30MIHH He TPA6BA 1a MPOAB/KARA MOBEYe OT 10 KHH. AKO CAER Kypca Ha JICHSHHE
CHMITTOMHTE TIPOAB/IKABAT, € HeOOXOAHMO Ja ce npepa3sriena neveHnueTo. IIpoawskHTenHaTa
MPEKANIEHO YeCTa YNIOTpeda MosKe 1a NPEAH3BHKA PeaKTHBHA XMIIEPEMHUS Ha JIMraBHLATa, rebound —
KOHIeCTHS H ja AoBe/ie 20 HeOOXONMMOCT OT NI0-YECTO NPWIOKKEHHe Ha NPoaykTa. B Te3u ciyuan Moxke na
ce pasBHe ATPO(MA HA HOCHATA JIMT3BHULIA.

JlekapcreenusT nponykt cuabpxka GeHzankonues x1opua. IpogskarennaTa ynorpeba MOXKe J1a NPUYMHY
OTOK Ha HOCHATA JIUTaBULIA.

4.5 BiaumopeiicTEHe ¢ APYIru JeKAPCTBEHH NPOAYKTHA M ApPYrd GOpMH Ha B3ARMOAclicTBHE

MoHoaMHHOOKCHAA3HH MEXHOUTOPH:

KcunomeTrazonueeT moxe ga MOTEHLMpPA JSHUCTBHETO HA MOHOAMHHOOKCHIAZHMTE HHXHOHUTOPH M Aa
NPOBOKKUPA XHUTICPTOHHYHA KPH3a. KCHNOMETA30MMHBT HE Ce NpenopbyBa MpH MNALUEHTH, KOHTO npuemMar
ik ca npuemann MAOH npes nocneanure 2 ceamuim (Buk Touka 4.4).

Tpu- # TeTpalHKIHYHA AHTHAETIPECAHTH:
Convrersamara ynorpeba Ha TpH- M TETPALMIUTHYHH ABTHACTIPECAHTH ChC CHMIIATHKOMMMETHYHM
FPONYKTH MOXKE 14 yBE/IHYH CHMNATHKOMHUMETHYHHS e(PEeXT Ha KCWIOMETa30/HHA, MOPAIK KOSTO HE Ce

NpenophYea.

46 @epraaHTeT, GpeMEAHOCT H KLPMERe

bpemeHHoCT
Hsma npoBejenm uicneasaHus BbPXy XOpa, HEOGXOIMMH 3a CHIYPHO JOKa3Bane Ha e30MacHaTa ynorpeda
no Bpeme Ha GpemenHocT. [punoxeHneTo Ha KCHIOMETa30MMH TPsOBa fa ce H3BArBa, npeasuy

NOTCHLMAIHAS MYy CHCTEMEH Ba30KOHCTPUKTOPEH eeKT.

KbpMmene WA 10 6.~
Hsma paniu 32 HAKAKBY Hewkenaud edekTd BBpXy Knpmadero. He e masectho namu kel Y33 r
»”

XHAPOXIIOPHZ CC EKCKPETHPA B KbpMaTa, (Topaau KoeTo Tpabpa aa ce BHMMaBa y PU HETOHE:
33 HOC A2 Ce H3I10/13Ba €THHCTBEHO N0J] JISKAPCK! KOHTPOJI O BpEME Ha KbPMEHE.
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Hama nocrarbyto naunu 3a edexra na PMHOCTOII 0,1% cripeii 3a HOC BBPXY ¢epTHINTETA DPU XOpa,
KaKTO H HAMA JaHHH OT IPOBE/IeHH NPOYYBAHU BbpPXY KHUBOTHUM. CHCTEMHATA EKCIIOZUIIHAA HA
KCH/IOMETA30IMH € MHOIQ HUCKa, MHOT'0 MaJIKa € BEPOATHOCTTA 33 €DEKTH BEPXY (hepTHIHTETA.

4.7 EdexTa pnpxy cnocobnocrra 3a modupane n paora ¢ Mamnann

PUHOCTOII 0,1% cnpeii 3a Hoc He MOBIMABA WK MOBIHABA NPEHEOPEKHUMO CIOCOBHOCTTA 3a modupane H
pabora c mammnm.

4.8 Hexejanu JeKapcTBEHH peakiuu

HexeslaHHTE JIEKAPCTBEHH PeakUHA c2 MPEJCTABEHH MO CHCTEMA-OPraH-KIsc H 0O 9ECTOTA KAKTO
CJICABA:

Muoro yectu (>1/10);

Hectn (Z1/100 go <1/10);

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

Peaxu (=1/10 000 no <1/1 000);

Mmuoro peaxu (<1/10 000);

C HeM3BECTHA YeCTOTA (OT HATHYHATE AAHHH HE MOXKe 2 Ohlle HampaseHa OLICHKA).

HapyiieHus Ha MMYHHATa CHCTeMa

Mro20 pedKu: peakiiMi HA CBBPXYYBCTBHTEIHOCT (OGPHB, NPYPUTYC, AHTHOEAEM).

Hapyiuenus Ha HepBHATa cHCTEMa

Yecmu. rnarobosiue,

HapyiuiieHnus Ha ouure
Mruozo pedxu: npexoAHH 3PHTENHM HapyLIEHHS.

ChbpaeyHyu HapyHIEHHS
Mrozo pedxku: apuTMHH WM yYecTeHa ChPAEHHA JEHHOCT.

Pecnuparophu, I'PbAHA ¥ MEIHACTHHAIIHN HAPYIIECHHA

Hecmu: CyXO0Ta Ha HOCHATA JIMTABHIA WIM Ha3aleH JUCkoMOPT.
Hewecmu: ennucraxkcuc.

CTOMAIIHO-YPEBHH HAPYINEHMHS
Yecmu: rajene.

OB HapyiueHHs H edexT Ha MACTOTO HA PHIIOKEHHE
Hecmu: napese Ha MACTOTO Ha IPHIOKEHHE.

CrobluaBane Ha MOJO3MPaHH HEXEIAHM PEAKLIAM

Cro01IaBaHETO Ha TOO3UPAHH HEXETAHH PEaKLMH /] pa3pelasane 3a ynotpeba Ha JIeKAPCTBEHHA
NPOAYKT € BaXHO. ToBa NMo3Bo/Isea 1a NPOAL/DKH HAGMIOAEHHETO HA CHOTHOLIEHHETO ITOI3a/PHCK 3a
JICKAPCTBEHHS TIPOAYKT. OT MEAHUMHCKHTE CIELHAIHCTH CE HIHCKBA 1A CHOOIIABAT BCAKA NOJO3MpaHa
HeKeNaHa peakuua 9pes M3mbinurenta areHuus no ekaperpara ya. ,Jlamsu pyes” Ne 8, 1303 Codms,
Ten.: +35 928903417, yebeaiit: www.bda.bg.

4.9 IIpepo3mpane

I1pu TouHO cria3Bane Ha AO3MPOBKATA H IPOXBDKHTENHOCTTA HA JICYCHHE TIPEAO3HpaHy
OT MPEN03UPAHE CHILECTBYBA NPH JI€11a, TOPAAH KOeTo TPAOBA [1a CE M3INOJI3Ba MPe/IH; /
KOHUECHTPALIHA U JICYEHHETO /A ce MPOCICAABA OT JIEKap.
CEMOTOMH: NpH NpeA03HpPaHE WK CTy4ailHO NOTThiaHe MOTAT Aa ce Habmoaasar Kk
[IpH NOTThIllAHE Ha A03H OT oKono 0,2 mg/kg Moxe na ce HabMIOaaBATA CHITHA 3aMa 1\
CHJIHO NOHW)KEHHE Ha TeIeCHATa TeMIlepaTypa, rnasobonue, 6panukapans, XUNepTroHNg
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AMIIAHETO, KOMA, KOHBYACHH. XHICPTOHHATA MOXe 1a Oble NocneABaHa OT XMNOTOHMS. Makure acua ca
O-4YBCTBUTEAHM OT Bh3IPACTHHUTE. |

Jleyenue: npH MOMIBLIANE — IPOMHUBKA H& CTOMaXa, akTHBER BuIyieH. JIpoBexna ce CHMITOMATHYHO
IEYEHHE.

5. ©OAPMAKOJOIAYHH CBOUCTBA
S.1 ®apmaxkoauEaAMHYHH CBOHCTRA

PdapmakoTepanerTHYHA rpyna:; JIeKOHreCTaHTH H APYTH HPOAYKTH 34 NOKAIHO HASATHO MPHIOKEHHE.
ATC kon: ROTAAQ7

KcunomeTazonuH € HMHIA30J10B0 MPOM3BOAHO ¢ MPAKO C-aJApeHOMHMETHYHO AcHicTre. CTUMyTHpa a-
aIPEHEPrHYHHTE PELICNTOPH, TOKATIH3UPAHM B CTEHATA HAa KPBBOHOCHHMTE ChAOBE HA HOCHATA M
(papHHreanHaTa JHrasMUa M NPeQH3BMKBA Ba30KOHCTPUKUMA. B pesyaTar Ha TOBa Ce HaManaBa XHIEpeMMATa
Ha THrasuuara u cexpeumdara. [logoOpsaBa ce NpoXoUMOCTTa HA HOCHHTE XOJIOBE U CyOeKkTHBHATA
cUMNTOMAaTHKA. EPEKThT Ha KCUITOMETa30NIHH 3a1104Ba 2 MMHYTH CNIe[ NIPUIOKEHUETO U IPOABLKaBa 40 [2
yaca. |

CBracHO JaHHKM OT NPOBEAEHOTO JBOHHO CILANO, KOHTPOTHPAHO NPOYYBAHE CIPAMO (PHIHOTOTHUEH
pasTBOP IIPH NMALHEHTH ¢ NIPOCTY1a, YPE3 PHHOMAHOMETPHYHO U3C/ICABAHE, € IOKA3aH 3HAUNTENHO NO-100hp
aexourecTueeH efexr Ha PUHOCTOIT 0,1% cripeii 3a Hoc , kKato 0oTOBOBaHETO HA HOCHATA JIMTABHLIA CE
OCTUra ABa UHTH Ho-0bp30 Npu nauMenty, nexypauu ¢ PUHOCTOII 0,1% cnpeit 3a HOC B CpaBHEHUE C
rpynata 60nHH, TPETHPAHH ¢ (PU3HONOrAYEH PazTBOP, CMATAHO OT 5-aTa MAUHYTA ClIE] HAYAJI0TO HA
JICYEHHETO.

PHHOCTOI1 0,1% cnipeii 3a Hoc ce noHaca A00pe AOPH OT NALMEHTH ¢ YyBCTBUTE/IHA JIMI'ABUUA K HE
HapyliaBa MyKOUH/IHAPHATA QYHKLHA.

In vitro npoyupatus NOKA3BAT Y€, KCHIOMETA30MHHBT HAMAIABA Bb3NANNTENHATA AKTHBHOCT HA YOBCILLIKHA
PHHOBHPYC, IPMMHHUTEI HA IPOCTYAHH 3ab0ABaHMuS.

5.2 PapMakoKHHeTHUHH CBOHCTRA

HPH JIOKUTHO IIPHIIOKEHHE B NPENOPLYBAHUTE AO3HPOBKKY HE CE€ OYAKBa JOCTHIaHETO HA ILUTa3MECHH
KOHLUCHTpallHH, KOMTO A4 HMAaT KJIMHHYHO 3HAYCHHE.

5.3 IpeaxarHuavun Z3HARA 32 0€300ACHOCT

Kcnitomerazomun ce oTHAcH KBbM BEIECTBATA € HHCKA TOKCHYHOCT. LD50 npn cyOkyTanHO npwiokeHue Ha
nrsXore € 450 mg/kg T.M.
HsaMa navuu 3a TeparoreHHo, KAHUSPOreHHO M MyTareHHo ASHCTBHE Ha KCWIOMETA30MH.

6. GOAPMAIEBTUYHH JAHHHU

6.1 Coucobk HA IOMOIHATE BEHIECTRA

Hatpues xsiopua

JluHaTpues eneTar
XJIOpOBOAOPONHA KUCEHHA, KOHI].
Tpueranonamuu

benzankoHHes XJI0pUA
IlpeuricTeHa BOJA

6.2 HechLbBMeCTAMOCTH

Henpunoxumo.




6.3 Cpox Ha roamocrt

2 roguHH

6.4 CnenmannH yci0BES HA CLXPaHCHHE

/la ce chxpaHaABa B opuruHanHa onakoska. Jla ce cuxpansapa noa 25°C.
6.5 Buau chabpxKanHe HA ONAKOBKATA

10 mi pasreop B Gs1a, Henpo3pauHa, WTMHAPUYHA OYTHIIKA OT MOMMNPONIUIEH, cHabnena ¢ AO3Upalna
oMIIa ¥ HaKpaHHHK C Kanadka, B KAPTOHEHA KyTH#A, 3a¢JHO C JIMCTOBKA.

6.6 Cnenuannu npeanaznn MepkH NpH H3XBLpAnAE H pabora
Hama cnensaniy H3MCKBaHHA 33 H3XBhPIIAHE.

He u3monsBaHuAT JICKAPCTBEH IPOOYKT HITH OTMAABYHHUTE MaTCpHAIH OT HEro mﬂﬁna Ad CE€ UIXBBPJIAT B
CHOTBCTCTBHE C MECTHHUTE HIUCKBAHUA.

7. HPHTEXATEJ HA PAPEHIEHHETO 3A YOOTPEBA
COPAPMA Al
ya. Unuercko woce 16, 1220 Codus, Brarapus
8. HOMEP(A) HA PASPEIIIEHMETO 3A YIIOTPEBA
Per Ne 20160246
9. JATA HA ITBPBO PA3PEINABAHE/TIOJHOBSBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jara Ha mbpBO pazpemasane: 04.08.2016
JaTta Ha nocneaHo MogHOBABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

FOnn 2021




