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1.  HME HA JEKAPCTBEHMS ITPOJIYKT

Punocron 0,1%kamnku 3a HOC, pa3TBOP
Rhinostop 0,1% nasal drops, solution

2. KOJIHYECTBEH H KAYECTBEH CBCTAB

B 1 ml pasTBop ce ¢bABPKA AKTHBHO BEIECTRO KCHIOMETA30MHOB Xuapoxuiopuz (xylometazoline
hydrochloride) 1 mg,

IMomouHH BelecTBa ¢ H3RECTHO AcCTBHE: OeH3AIKOHHER XJIOPHA H AD.
3a [IBJIHHSA CIHCEK HA MOMOILIHWTE BEIEeCTRa, BHXKTE Touka 6.1.

3. JIEKAPCTBEHA ©®OPMA

Karniku 3a Hoc, pasTBOp
4. KIHHHYHH JAHHA

4.1 TepanesTHYHE NoKA3IaAHHS

Panocron 0,1% kankn 3a Hoc € npeaHa3’HaveH 32 NPHJICKEHHE NPy BL3PAacTHH M Jena Hany 12
TO/HIIHA BR3PACT.

. 3a CUMITTOMATHYHO IOB/IMABAHE HAa HA3AIHA KOHIECTUS TPH OCTEP, Ba30MOTOPEH H
ANCPruyYCH pUHHT,

. 3a noanomMaraxe ApeHaXKa Ha CEKPETHTE MPH Bb3NaleHNe HA apaHasaiHUTe CHHYCH;

. B komiuiekcHara Tepanus Ha otitis media npu ocTBp, BR3OMOTOPEH U AIEPTHYCH PHHUT 3a

AEKOHreCTHA Ha Ha30()apHHIeanHATA JIUTABHLA.

4.2. 1o3MpOBKA ¥ HAYHH HA NPHJIDKCHHE

Jo3nposxa
1o 1-2 kanku oT pa3TBOpa BBB BCAKA HO3Apa 2-3 MBTH JHEBHO.

HpoanxATenHocT HA TepanusaTa: JleueHHETO ¢ nexapeTseHHS IPOAYKT HE TpaOea aa
npogb/bkasa nopede ot 10 AHM (BIDK TouKa 4.4 “CneuHanHy rnpeIynpexieH|s U NpeAnasHi MEPKU
npH ynotpeba™). He Tpabea fa ce npeBuIlaBa NpenopbyaHaTa AHEBHA 1034 IPU MALMEHTH B
HalpeaHana BE3pacT.

Haunn Ha npHnoxeHye: HA3AMHO.

4.3 IIpOTRRODOKAZAHKS
. CBpBEXTyBCTBUTENMHOCT KbM 8KTHBHOTO MITM HAKOE OT MOMOIIHWTE BEleCTBa;
. ITanueHT] ¢ TpaHcceHOMAAIHA XHMTODHIEKTOMUS WM IPY XUPYPrHYH

a-"‘_’__. s

eKcno3nuua Ha dura mater;
. ATpoduueH pHHHT;
o [Toeueso BETPEOUHO HANATAHE (TIayKoMa).



4.4 Croennaany mpexgynpexieHssn H npeina3zdd MepKR

IIpu naumeHTH cbC CHHAPOM Ha yabukeH QT uHTepBan, NeKyBaHH ¢ KCHIIOMETA30/IHH, MOXKE A3
¥Ma MOBHUIEH PHCK OT CEPHO3HH BEHTPHKYTIApHH APHTMEH.
Kcunomerazonus ce MpHTara JOKATHO M He ce O4aKBa [104BaTa Ha CHCTeMHH edextu. Brmpekn
TOB4, THH KATO TOIi c€ OTHACH KBM CPEACTBATA C H3Pa3EHO CHMIIATHKOMUMMETHIHO AeHCTEHE, &
HeoDX0AMMO ¢ BHHMAHHE /[a CE TIPUIIara MpH [aLHeHTH C:

¢  DPHTBMHH CEPIACYHH HapyilieHus;
8pTEpHAIIHA XHIIEPTOHHA;
HCXeMHYHa OONeCT Ha ChpIETO;
XHIISPTHPESOHTHIBM,
XHMNepTpoia Ha POCTATATA;
ouaber;
deoxpoMonmTOM;
MALKMEHTH, IEKYBAHH ¢ MOHOAMHHOOKcHAA3HY HHXHOHTOpH (MAOH) 1 npuemaiu Takusa
npes3 nocaeaHnTe 2 ceqMuLy (BIDKTE Touka 4.5 ,,B3anMoaeficTBHE ¢ Opyr ICKapCTREHH
MPOIYKTH U APYTH HOpMH Ha B3auMojeicTErE ).

IIpH HIKOH MALKEHTH CUMAATHKOMHMETHIHTE, BIITIOUUTENHO H KCHIOMETA30/IHH, MOraT Aa
AIPEAM3BHUKAT MO-CWIESH OTTOBOP KbM aApeHepruyHaTa CTHMYIallli, KOHTO ce NpOABARA ChC
CJIE/THUTE CHMITTOMHE: 6€3CBHIE, CBETOBBPTEK, TPEMOP, ChpaedHa APHTMHSA, XHITepTeH3HA. [TpH
€3 NALMEHTH KCHIOMETA30IHH TPAORa Jla ce H3MnoJI3Ba ¢ TIOBHLIEHO BHEMAHHE.

JleuyeHHETO ¢ KCHTIOMETA30MHH He TpAGBa a NpoALKaBa morede ot 10 gHH. AKO clies Kypea Ha
JICYCHHE CHMITOMHTE NPOILIKABAT, € HEOGX0OMMO 1 Ce Tpepasriieia TeUeHHETO.
Ilpoab/pKkyTEHATA W4 MPEKATIEHO YecTa YNoTpeda MOXKE 1a MPeAH3BUKA PCAKTHEHA XHITEPEMHUs
Ha JIHraBHIara, rebound — KoHreCTHS H [id AOBEAS A0 HEOOXOMUMOCT OT HO-YECTO NPUAOKEHHE HA
npoIyKTa. B Tezu cimyuan Moke jia ce pazeue arpodus Ha HOCHATA JIHTABHILIA.

JlexapCTBEHHUAT NPOAYKT ¢hAbPKA OeH3aikoHuer xnopua. IIpoabkurenHaTa ynorpeba Moxe na
TTPUYHHHA €M Ha HOCHATA JIMraBHIIa.

4.5. BiaumogelicTBHE ¢ APYIH JIEKAPCTEEHH NPOAYKTH H APYTH (popMHE BIaHMOJeHCTBHA

MoOHOaMHHOOKCHIa3HH MHXHOUTOPH:

KcunoMeTazonuHeT MOXeE Ja MOTeHIHpa ASHCTBUETO HA MOHOAMHHOOKCHAA3HHTE HHXUOUTOPH H
Ja MpOSOKHpPa XMIICPTEH3MRHA Kpr3a. KecunoMeTasoIHHBT He ce Nperopbysa NpH NAaLUHUEHTH, KOHTO
npHeMaT WK ca npuemany MAOH npes nocnenuure 2 cepmuin (BioxTe Touka 4.4 ,,.Cneyuanau
NPERYIPEXACHHAA M NPEANA3HN MEPKH IpH yniotpeba“).

TpH- U TCTPALMKITMYHY AHTHIESIIPECAHTH:

CenrTcTBamara ynotpeda Ha TpH- ¥ TETPALMKIMYHH AHTHACTPECAHTH ChC CUMIIATHKOMUMETHYHH
MPOJYKTH MOXE N3 YBEJIHYM CHMIIATUKOMHMETHUYHHS €(eKT Ha KCHIOMETa30/THHA, NOPaJiH KOETO
HE ce MPEenopLYBa.

4.6. DepruauareT, GPEMEHHOCT H KbPMEHE

BpemeHHocT
C orjie MOTCHIIHAJIHHUAT CHCTEMEH BaSOKOHCTpHKT opeH e(bem’ ga P HHOCTOII KAMKH 3a HOC ©

[PETIOPLIYHTENHO PENAPATLT A4 HE CE H3LI0JI3BA TTO BpeMe Ha OpeMEHHOCT.

Ksnpmene e
HsMa 1aHHW 33 HAKAKBY HexelaHn eeKTH BepXy KepMaueTo. He € wssectHo 1

ina)
P T
KCHIOMETA30/IHHOBHAT XHIPOXJIOPHA CE EKCKPETHPA B KBPMATA, TOPaRH KOET B

agace.
BHYUMaBa H PHHOCTON Kamnkw 3a HOC Ja ¢€ H3MO0M3Ba €AMHCTBEHO MO/, JICKAPCKA K l;erg o BpeMe -,
HA KEPMEHE. >/ o

MdepTUTHTET



Hsama noctaTe4HO AaHHH 34 edekTa Ha PUHOCTON KalKK 32 HOC BEPXY (PepTHIMTETA, KAKTO H HAMA
AaHHH OT NPOBCLCHH NMPOYYBAHHA BBPXY XKHBOTHH. CucreMHaTa E€KCTIO3HIHA HE KCHJIOMCTA30JIUH €
MHOI'0 HHCKA, MHOTO MalKa € BepOATHOCTTA 32 ¢(peKTH BBEPXY (epTHIHTETA.

4.7  Edexru pppxy cnocofuocTTa 32 mIodgHpane u paGoTa ¢ MAIHHH

PuHocTON Kanky 3a HOC HE MOBNHABA WIIH MTORTHABA NpeHeOpeknMo cnocobHOCTTa 3a modupane u
paboTa ¢ MalIlRHM.

4.8 HexeJaHH JEeKAPCTBEHHN PEAKUNE

HesxenanuTe peakiiny ca m30poeHH B choTBeTcTBHEe ¢ MedDRA cucTeMo-oprasna KnacupHKaLua 1
1o 4JectoTa. Kateropuure uecToTH ce ONMpeaesaT KaTto: MHOTo vect (> 1/10), yecta (= 1/100 go
<1/10), meuectr (> 1/1 000 no <1/100), peakn (= 1/10 000 no <1/1000), muoro peaxu (<1/10 000), ¢
HEM3BECTHA YecTOTa (OT HATHYHHWTE JAHHH He MOXe Ja Obe HanpapeHa OLEHKA).

Hapyiuenns Ha MMyHHATa CHCTEMA
Mhnozo pedxu: peaklis Ha CBPBXYYBCTBHTETHOCT (aHTHOEIEM, OOpPHMB, IPYPHTYC).

HapyuieHns Ha HEPBHATA CHCTEMA
Yecmu: rnasoboue.

Hapvinenus Ha ounTe
Mhrozo peOxu: TPAH3HTOPHH 3PDUTENHH HAPYLUCHHUA.

CopiieuHy HapylIeHHUs
Muo20 pedxu; apHTMHYHA WK YYECTEHA ChpAcyYHA JeHHOCT.

PecniMpaTOpHY, FPBAHH B MEITHACTHHAIHH HapylIeHWs
Yecmu: na3anHa CyxoTa WIH Ha3aleH AUCKOMQOPT.
Hewecmu, emHCTaKCHC.

CToMAaITHO —YPEBHH HAPYINEHHUA
Yecmu: raJese.

O6um HAPYIIIEHMS H ePEKTH Ha MICTOTO HA IIPHIOKEHUE
Yecmu: YYBCTBO HA NapeHe HA MACTOTO HA TTPUNAraHe.

CrobiaraHe Ha OA03UPAHM HEKENAHH PEaKUHK

CrofmaBaHeTo Ha MOAO3MPAaHK HEXKEJIaHH PEaKLMH Cllej] paspelilaBake 3a ynotpeba Ha
TIEKAPCTBEHMA MPOIYKT € BasKHO. T0Ba NO3BOJIABA 1A NIPONBLKU HabnmoaeHHeTo Ha
CBOTHOLIEHHETO MOM3a/PHCK 38 NeKAPCTBEHHA MPOTYKT. OT MEIHIIHHCKHTE CIICLMATHCTH Ce
H3KCKBA 1a ChOOIIARAT BCAKA NOI03MPAHA HOXKENAHA peakuya ypes ManniHuTenHa areHIus no
nexapcTeata, yiu. Jaman I'pyer Ne 8, 1303 Codus, Tem: +359 28903417, yeGeaiit: www.bda.bg

4.9 IIpenosupane

XHHBp’I‘BHSHﬂTa MOXE na 61:)13 Moc/iIeBada OT XHITOTEH3IHUA.




Jleuenne: TIPH NTOTMTEILAHE — NPOMKBKA HAa CTOMAXA, BKTHECH BBITICH. l'IpOBe)lc,ua ce
CHMIITOMATHYHO JICUEHHE,

5. GAPMAKOJIOTHYHHA CBOUCTBA

5.1 PapMakoANHAMHYHH CBOHCTBA
PapmakorepaneBTHSHA rpyna: J[eKOHIeCTAHTH W ZPYTH NPOAYKTH 3a JIOKAIHO HA3ANHO
npunoxetne. ATC-kox: RO1IAAQ7

Kcniomeraszonun e MMHAA30/I0BO [IPOHIBOAHO C IIPAKO 0-3JPEHOMHMETHYHO AeiCTBHE.
CTuMynupa o-aipeHepTHIHWTE PELICTITOPH, JIOKATH3UPAHH B CTEHATA Ha KPHBOHOCHHTE CHIOBE HA
HOCHAaTa H tbapuHrea.ﬂHaTa JHUraprla M NpeJH3BHKBA BA3OKOHCTPHKLMA. B pE3yITaT HA TOBA C&
HaMaligBa XHIepeMHATA Ha JIMraBULiaTa B cekpermaTa. [Tonobpsasa ce NPpoXonUMOCTTa HA HOCHHTE
XOOOBC H CyGBKTHBHaTa CHMIITOMATHKA. ECIJCKT’I:T HA KCHIIOMETA30IHH HACTHITBA 2 MHHYTH ClI€q
TIPHIOKEHHETO K NPOIbbKABA 10 12 gaca.

Crriracuo JaHHH OT HPOBEOEHOTO )ZlBOI‘:IHO CIIAN0, KOHTPOMAPAHO ITPOYYUBAHE CIIPAMO
@HSHOHOFH'{GH pa3TBOp IIPH NALMEHTE C MMPOCTYAa, YpEe3 PHHOMaHOMETPHYHC H3Ca€dBaHe, €
JI0Ka3aH 3HAYWTEITHO NMO-A00Bp NEKOHTECTHBEH EQEKT Ha_ PHHOCTOM KamkM 3a HOC , KaTo
oTOROBAHETO Ha HOCHATA JIKraBHLia CC ocTHUra nsa IbTH I10 6’bp30 IIpH [MAUHEHTH, JTEKYBAHH C
PHHOCTON KaIKH 3a HOC B CpaBHEHHE C rpyrnara O0JHH, TpeTHpaHH ¢ QH3HOIOMHYCH PazTBOP,
CMATaHO OT S5-ara MHHYTa CJI€a HAYA10TO HaA JICHCHHETO.

PHHOCTON Kanmkv 3a HOC ¢€ MOHAcH I0OPE JIOPH OT IAIMEHTH C YyBCTBUTE/IHA JIHTABHIIA H HE
HApYIIaBa MyKOLIMIHAPHATA (YHKLHS.

In vitro npoyuBaHHa NOKa3BaT, Y€ KCHIOMETA30HMHBT HAMANIABA BB3MATHTEIHATA AKTHBHOCT HA
YOBEIIKHA PHHOBHPYC, NPHYHHHTET HA OPOCTYAHH sa0ongeaumg.

5.2 PapMaKOKHHETHYHH ¢BOJiCTBA

HpH JIOKAJTHO NMPHIOKSHHE B [IPEIIOPBYBAHATE JOZHPOBKH HE CC OYAKBA NOCTHIAHETO HA ILUIA3MEHH
KOHUEHTPAIHH, KOHTO A4 UMAT KIIHHHUYHO 3HAYCHHE.

5.3 Hpenxnuanunn xanHA 3a He30naCHOCT

KcHiomMeTasonus ¢e 0THaCH KBM BEIISCTBATA ¢ HUCKA TOKCHYHOCT. D50 nmpu cybxyTanno
IPHUIOXKEHHe Ha mrexose e 450 mg/kg T.m.

[IpeaknHHHYHHTE TaHHH HE OKA3BaT cneuuGUYHH PHCKOBE 32 XOpaTa BL3OCHOBA Ha
KOHBCHIMOHATIHWTE (PApMakONOFHYHK W3MTMTBAHKS 32 O€30MaCHOCT, TOKCHYHOCT NIPH MHOTOKPATHO
fpdiaraHe, reHOTOKCH4YHOCT, KAHLIEPOreHeH MOTEHIHAN H PENPOIYKTHBHA TOKCHYHOCT H
pa3BHUTHE.

6. PAPMAIIEBTIYHI JAHHHA

6.1 CHHCBK HA NOMOHIHHTE BEIIECTBA

Hatpues xnopua
Hucoguym EJITA, HCI
Tpueranomamin
BbeHsankoHHes xJopua
IIpeuncTena rona

6.2 HecnBmecraMocTa

He ca u3pecTHH.




6.3 Cpok na rognoct
2 (aBe) roguHH.
6.4 Croenuajng yCIoBHS HA ChXPaHeHHe

B opuruHanHaTa ONakoBKa, Ha 3AIIMTEHO OT CBETIIMHA MACTO, NIpH TeMIleparypa o 25°C.

6.5 Buj g ¢LALPKAHHE Ha ONAKOBKATA

Ilo 10 M pastsop B 6yTwiIKa OT MOTHETHIICH ¢ KAMAYKa C OCUTYPHTENEH NPLCTeH, 1o | 6yTHIKa B
KapTOHeHa KyTHs, 32€HO ¢ OTKANBAIIO YCTPOHCTRO H JIHCTOBKA.

6.6 CnenHaJHi NpeANa3HH MEPKH NpH H3XBbpJASHE
Hama cneupaniy U3HCKBAHUS.
7. NPUTEXKATEJI HA PAPEINEHHE 3A YIIOTPEERA H ITPON3BOJIUTEJL

CODAPMA AJl

yi. Unuencko woce 16, 1220 Codus, Benrapus

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA
Per Ne Purocron® 0,1% kankw 3a Hoc, pasteop — 20020086

9. JATA HA TTBPBO PAZPEHIABAHE/ IOTHOBSIBAHE HA PASPEHIEHUETO
3A YIIOTPEEBA:

Jlata Ha paspewrasane: 24.01.2002

Jlara Ha nocneano noavosssane: 28.09.2007

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA:

Apryct 2022




