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1. MME HA JIEKAPCTBEHHSA IIPOJYKT Bé//ﬂ’//”/' “7m9
Xylorhin 0.055% nasal spray, solution T I o0 | I
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Keunopus 0.055% cnipeii 3a Hoc, pa3TBop

2. KAYECTBEH H KOJIHMECTBEH ChCTAB

Enya MIWIWIMTED OT Pa3TRopa chABpka 550 MHKporpaMa KCHIOMETa30JHHOB XHIPOXJIOPHA
(xylometazoline hydrochloride) - 55 mg / 100 m1 (0.055% w/v); 9,9 mg/ 18 ml

EnHa BnpEcKBaHe ChABPAKA S0 MHKpOrpamMa KCHIOMETA30/1HH XHAPOXJIOpUA.
TTomomuu Bewmectea; Hemankonmes xnopun 0,02 g (% -en pastsop).

3a reJiHKUA CITUCHK Ha [IOMOLIHHTE BEIECTBa, BIKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA

Cripeit 3a noc, pasTBOD.

4. KJIAHAMHA JAHHA
4.1, Iloxazanusn

CHMITTOMATHYHO JIeMeHre Ha PUHAT B cHHYSHT. [Ipunara ce NoKamHo 3a 00JieKqaBaHe Ha HA3AIHATA
KOHTeCHA MPH PHHHUT H CHHY3HT.

4.2. Jlo3HpOBKA H HAYHE HA npnnoncenne

BuapacTHH H Aelia Haj 6 roannm:
Tlo 1 10 2 BIPLCKBAHKA BEB BCAKA HO3ApPA Ha Beeky 8 uaca, B npomcerme Ha 3 Jo 5 mHH.

Ha4yuH Ha NPHIOKEHHE!
KcunopHH e 3a Ha3alHO NpHIOXKEHHE.

4.3. IporaBonoxasapus

KcHNOpHH € IPOTHBOTIOKA3aH TNIPH:
- CBPBXYYBCTBHTENIHOCT KbM KCHIOMETA30/IMHOB XHAPOXJIOPHA HIH HAKO® OT NOMOLIHHTE
BeIlecTBa, H30poeHH B To4Ka 6.1.

- TACHOBI'BJIHA TIAYKOMA

- CBPBEXMYBCTBUTETHOCT KBM JIEKAPCTBA OT IPyTiaTa HA CHMIIATHKOMMMETHLIMTE

- X0pa, KOHTO NpuemMaT TPHLUHMKIIHYHH AHTHACTIPECAHTH
- xopa, kouto npuemar MAQO uHXHOHUTOPH

- atpotutieH pUHHT

- TPH MAUHEHTH ¢ TPaHC-cheHONAANHA XUNOGHIEKTOMHSA HWIH IIPETEPIICIH onep
TBEPAATA MOIBHHA OOBMBKA.




4.4. Coenua,ins OpefynpexieHAs H NPEALA3HA MEPKH HPH ynoTpeda
Ja He ce HAIBUINABA MPEAOPHYARATA 1038

YnorpebaTa Ha 1eKapcTBOTO 32 MO-TIPOAB/KUTENIEH NEPHO WIH ¢ NO-NOIAMA YeCTOTa OT
TIpENOPBYAHHATE MOXKE Jia JOBEAE NO MEIHKAMEHTO3€H PUHHT.

Kcunopuu TpAGBa /ia ce H3M0/13Ba ¢ NOBHINCHO BHIMAHKE NIPH NALIHEHTH Che 3ab0/BaHe Ha
KPLBOHOCHATA CHCTEMA (Hanp. HCXeMHYHa GOJIECT Ha CHPIIETO), XHMEPTOHHs, HabeT, riaykoma HiH
XHNCPTHPEOHIHILM.

IIpu naumHeHTH cbe cHHAPOM Ha yYABKeH QT HHTepBan, NEKYBaHH ¢ KCHIOMETA30HH, MOXKeE AA HMa
TOBHIIEH PHCK OT C€PHO3HH BEHTPHKYNAPHH apHTMHH.

Ha ce u3bsarea GaxrepHaTHOTO 3aMBpCABaHe Ha IekapeTBoTO. C LEn Aa ce HAMAIH PHCKET OT TAKOBA
3aMBbPCABaHE BCAKA ONAKOBKA TPAOBA Na ce M3NO/3Ba caMo OT ¢AHH yoBeK. Jla ce H306ArBa XOHTAKT ¢
O4YHTe.

4.5. BsammopeiicTRHE C APYIA JEKAPCTBENM NPOIYRTH 1 APYrA Gopmu na BIauMonecTBHE
KcunoMerazonux He Tpa6Ba ja ce H3NOI3BA CAHOBPEMEHHO C TPHHHKITHYHHA AHTHACTIDECAHTH (HAIIp.

AMUTPHIITHIIAH, Hmnnpamm), THi KaTO TOBA MOXKe Ja A0OBElE A0 HOBHII3BAHE Ha APTEPHATHOTO
HalgraHe,

Ha He ce u3noniea cbBMecTHO ¢ MAO-HHXHOHTOPH

EnnOBpeMeHHaTa yNoTpeta Ha KCHAOMETA30/HH H IPYTH CHMIIATHKOMHMETHLK (HAnD. edeapus,
nceenoehepui) TpaGea na ce n3GATBa, NOPAAM PUCK OT ANHTHBEH eeExT.

4.6. ®eprasnnTeT, OpeMenHOCT B KhLpMeHE

Bpemennocr
Hsama f0CTaTEYHO AOKYMEHTHpPAaHH NpoyuBaHua npu OpeMennu. [To BpeMe na GpeMenHOCT
JIeKapcTBOTO He TpAOBa Aa ¢e H3MoJI3Ba .

KspmeHe ‘

Hama pocTaThuRO NOKYMEHTHpAaHH NPOYUBaHUS NPH KbPMAYKH.

HsiMa 10CTaThbuHO JaHHH 33 MPEMHHABAHETO HA KCHIOMETA30JIHH B KbPMATA, 34TOBA MPENHCBAHETO
MY Ha KLPMEIHH :KeHH Tpa0Ba aa ce 0OMHCTH BHHMATEITHO. .

4.7. EdexTn BHpXy cuocobHoCTTa 32 modupane A paGora ¢ MAmHER

Kcnnopun He nosnussa ncuxoMoTopHata yHKups, criocobHocTTa 3a Wodmpane u paborata ¢
MAINHHH, KOTaTO Ce H3MOJ3BA B MIPENOPHYATEIHHTE JO3H,

TipH 1030, [10-BUCOKM OT NPENOPBHMTEIHKTE H TIPH TEPAIHA, N0-IBIra OT NPENOPEIMTENHATA CA
JOKIaiBAHH HEXKeNAHH EKAPCTBCHH PEAKIMH, CBBP3aHH C KPHBOHOCHATA CHCTEMA W/HIIHM LeHTPATHATA
HEPBHA CHCTeMa, KOWTO MOTaT Aa Hapywat cnocoGHOCTTa 3a WodHpaHe H paboTa ¢ MAIHHY,

48. Hexenanu nexapeTEeny PpeAKNEE

PAiko MOXe ia ce TIOSBAT CNICHHTE PeaKifHH:

Hapywenun na umynnama cucmema:
FeHepATH3HPAHa ANCPIrHYHA peakiHs.




Hapyuenus na suepsnama cucmema:
rnasobonye, 3pUTenHH CMYIICHHA, HapYIICHHE HA CHHA.

Copdeunu Ha eHUA.
YCKOpeH ChpPACYeH PHTEM, PUTBMHH HAPYLICHHA.

P ECRUPDAMOPHY, egu)nu U MEOUACTUNATHY HADYIIEHUR.
Jpa3HeHe Ha HOCHAaTa JVTaBHLIA, c'hpﬁexc H HapeHe B Hoca, CyxO0Ta Ha HOCHATa JIHTaBHIA, KHXAHC.

JloxnagBsaHo € ue feYeHHe, MO-MPOIBIDKHTEIHO OT MPEMOPLIHTETHOTO MOXKE A MPHIHHH
reboundHasaiHa KOHTeCTH, H3paABalla ce B XpOHHYHA YepBeHHHA, Habb0BaHe H BE3ANAICHHE HA
HOCHAHA JIHTABHIA

HPOD,'BJDKHTGI[HDTO OPHIKEHHE Ha KCHNTOMETA30JIHH, MOXE J1a IPHYHHH BTOPHYHO CHCTOAHHE,
HapeueHOo MEIHKAMEHTO3CH PUHHT, KOCTO € PE3HCTEHTHO Ha JICUCHAC .

4.9. IlIpexoimpane
He ca poknagsaHu cliy4ail Ha OCTPO NMpeAo3IHpaHe.
Tpenosupane wnn coyyaifia nepopaiHa ynoTpeta Ha KCHIOMETa3o/HH , oco0eHO NpH Aela, MOXe A2

npeAu3BAKA CICAHHTE CHMITTOMM: CHITHA Celauys, SpHTE/IHN HAPYLICHHA, pa3ipasHUTCTHOCT,
6e3CHHHE,

TOBMLIABAHE HA APTCPHATHOTO KPBBHOTO HajsAraHe, FAfieHe, CRBETORBPTEXK H [IABOCOIHE, TAXHKADINA
H PUTHMHM HAPYIICHUA .

Tpu npegosupae TpaGBa fa ce NPHACHKH MOTXOAAIRO CHMITTOMATH'HO H NOATBKAINO JEHEeHHE.

5. GAPMAKOJOIHYHH CBOMCTBA
5.1. PapMaxcoxaHAMEMHE cBolicTRA

(dapMakoTEpaNeBTHYHA IPyNa: Ha3aleH AeKOHTeCTaHT ¥ APYTH HA3ANHH OPENIAPATH 38 TOKAITHO
NpHIoXKeHHe, CHMIIATHKOMHMETHLIH, CAMOCTOATENHO.

ATC xon: RO1A AO7

TTpunoskeH JIOKaNHO Busie Ha O-afipeHopenenTopure. [IpHyMHABA BA3OKOHCTPHKIIHS, KATO O TO3H
HAYHH NOTHCKA CHMITTOMHTE HA PHHMT, T.¢. OOCTPYKIHA Ha HOCHHTE XOAOBE H CCKPCIHA OT HOCA.

5.2. PapMaKoKHHeTHYHEH ¢BOilicTBa

Crie AETPAHA3ATHG HPUIOIKEHHE SDeKTHT HA JICKAPCTBOTO Ce NPOABALA OKONO 5 A0 10 MuyTA cexn,
TIpUEMA.

TIpH NpaBWIHO MPHIICKEHHE HE Ce OYaKBA IIPoABA HA cHCTeMHH ediexty. Te MOXE Na ce pasBHAT B
CJlyuaii, KOraTo YacT OT [IPHETaTa 1038 Ce NOrhiIHe (T.€. MpH NPHEeM Ha MHOTO BHCOKH 03K KITH IIPH
HEMPaBMITHO IPHIIOKEHHE HA IEKapCTBOTO).

Hama naHHH OT (hapMaKOKHHETHYHH Npoy4BaHHS PH X0Opa 3a pasipe/efIeHHETO, METa!
elIMMHHHMpaneTo Ha Xylometazoline or opramisma. :

5.3. IIpeAxIHHHYHE JAHHE 33 GesonacmocT

CHCTEeMHOTO NpHIcKeH¥e Ha Xylometazoline Npw JKMBOTHH BOAY A0 pA3BHTHE HA
XUMEPTOHHA, TAXHKAPUS M MHIIPHA3a.



6. PAPMAIEBTHYHM JAHHH

6.1. Cuncbk HA NOMOIHATE BeHIECTBA H TEXHUTE KOJHIECTBA
Harpues auerar, Oe3roaeH

OuerHa xucenuHa

Hatpues xnopua

beHzankoHHER XIOPHI

IIpeuncrena soaa

6.2. HecnBmMecTHMOCTH

He ca ycTaHoBeHH.

6.3. Cpoxk na roanoct

Jge (2) roovaH.

6.4. Cnenmajiny yc10BHS HA CHXPAHCHHE

Jla ce cbxpaHaBa Ha MACTO, HEIOCTBITHO 3a Aela.

Ja ce cexpanssa non 25 °C.

Ja He ce 3ampa3aea. Jla ce masH ot JUPEKTHA CITLHYEBA CBETMHA.
Ia ce npenmassar o4ure oT cay4aiino nonagaxe. DIakoHBT Ja He ce pa3raobasa.

6.5. Baan chaALpkanEe HA ONAKOBKATA

KaproHeHnu KyTHH, ChABPKAIIN CTHIIEHH GyTHIKH ¢ 18 m] pa3TBOp M JIACTOBKA 34 NanHeHTa.
byTHIIKuTe HMaT J03MpAalIa TOMIIA H AILTHKATOP 338 HOC CHE 3a1IMTHA KATIAYKA.

6.6. CoenuaaHH DpeANA3HH MEPKH NPH HIXBHLPARHE A paboTa

7. IMPHTEXKATEJ HA PAPENIEHHUETO 3A YIIOTPEBA
Adriatic BST d.o.o.,

Verovikova ulica 55, 1000 Ljubljana,
Cnoeenns

8. HOMEP(A) HA PAIPEIIEHHUETO 3A YIHOTPEBA

Ne 20010551

9. JIATA HA IThPBO PA3PEINIABAHE/TIOH/IOBSIBAHE HA PASPEOIEHWETO 3A
YIIOTPEBA ‘

Jara na mepeo paspeuapane:; 12.06.2001 r.

Jara va nonropsaBane: 14.08.2006 .

10. JATA HA AKTYA/IHSUPAHE HA TEKCTA
sHyapu 2019 r.




