KPATKA XAPAKTEPUCTHKA HA MPOAYKTA

mmumu ATEHUNA NO NEKAPCTBATA

1. VUME HA JEKAPCTBEHUA NMPOAYKT

KCUAOI'EJ 0,1% ren 3a HOC
XYLOGEL 0.1% nasal gel

2. KAYECTBEH ¥ KONTHYECTBEH ChCTAB

ExwH rpaM OT HA3allHUA Tef ChIbpXKa 1 mg xylometazoline hydrochloride (KCHAOMETA30NMHOB
XULPOXJOPHN).

[ToMOIIFO BEMECTBO C HIBECTHO JEHCTBUE. Genzankonnes xopua 0,1 mg/g.

34 cOMCHK HA TIOMOIIHHTE BEIECTBA BIDKTE TOMUKA 6.1.

3. JEKAPCTBEHA ®OPMA

et 3a HOC.
Be31BeTHa WIH NOYTH Se3nBeTHa, TPO3payHa WK JICKO oragecrupania BHCKO3Ha TEYHOCT.

4. KJAHUYHH OCOBEHOCTH
4.1 TepaneBTHMHH NOKAIAHUA

CHMIOTOMATUYHO NEYEHUC Ha

- OCTHP PHHUT C BUPYCEH WY GaxTepHANICH NPOU3XOL;

- OCTBP WIH XPOHUIHO 000CTPAIL C& CHHYHUT,

- alepruieH pUHMT;

- OTHTHC MEII KATApalIie akyTa - C e Bh3CTaHOBABARG HA IPOXOAMMOCTTa Ha EBCTaxnesatd
TpBOA.

4.2 o3HpoBKA ¥ HAYHH HA NPHJI0KCHHE

E{}?:HEUBKH

[IpoayKTHT cE TpUiiara MpHx Bh3PACTHH X nmena Haa 12 rooUHH.
Enso sHpbCKBAHE OT ONAKOBKATA C 1033TOD comrppka 0,1 mg KCHNIOMETasoJInH X HAPOXJIOPH.

Jleya nad 12 200uHu u 6b3pACHIHU
ErHO BIOPBCKBAHE BER BCAKA HO3APA ua scexn 8-10 uaca.

Teuenuero He TPAOEA @ peBHIaBa 3-5 THH.

Hauuy Ha NpHIOXKEHUE

HasanHo NMPHIOKCHUE.

[Tpenn MLPBOTO NPHNOKEHHS OT OMAKOBKATAa, Ciell CBAISHCTO Ha salATHaTa Kanayka, 3.5 TN 14 CE
HaTHCHE A03aTOPHT, A0 MOABATA HA MPOJYKTa B HAKOHE1HHKA.

IMoBTOpHA ynorpeba na ce H3IBHLPIBA caMo B cay4an, qe NPHICKEHHETO HA NPOAYKTA € OnJI0
NpeKbCHATO 33 MepHOA 0T HAKOJKO AHH,

[Topaay XMTACHHH cHOoOpaXKeHWA elHa OMAKOBKa TpaOBa Jia ce M3MOoN3Ba caMoO OT UH TAlHCHT.

4.3 IIpoTHBONMOKA3ZAHHHA

- CBpbX1YBCTBHTCTTHOCT KBM AKTHRHOTO BEILECTBO HJIM KbBM HAK
gerliecTBa, M3GpoeHH B Touka 0.1.




- Jla He ce TpHnAara MpH MAIMEeHTH CIel XHMOpU3EKTOMUSA HIIH Cllel IpyIH XUPYPruyHU
yepeIMHO-MO3bIHY ONCpaLiH.
- Cyx arpoduqeH PHHAT.

4.4 CrHenuajHH NpeaynpexIeHns U npeanastiu MEpKH NpH ynoTpeda

TTepuaTpy4HA DOy Al
Ja ce mpunara 1npH aena Hall 12 TOaUHH.

[lono6HO HA APYTMTE CHMIATHKOMHMETHLM Kewnoren 0,1% TpadBa Aa ce npuara BHMMATEJIHO
NpH DAUMEHTH C qyBCTBUTETHOCT KBM aPESHOMHMETHIH, KOATO CC posBsBa C He3CHHHE,
CBETOBBPTEK, TPEMOPD, APHTMHIY U XHIIEPTOHHA.

[Ipy nauueHTH ChC CHHAPOM Ha ymemked QT UHTCpBAT, JIEKYBaHH ¢ KCHIOMETA30JIMH, MOKe Ja
M4 TIOBHILIEH PHCK OT CepHO3HM BEHTPUKYIAPHH apITMUH.

[poayxTsT He OuBa fa ¢ npuiara nph [laLACHTH ¢ XPOHUYECH WIH Ba30MOTOPCH PUHUT, KOUTO €3
[IpefpasIooKEHH KbM yIBJDKABaHE Ha TepanmiTa noBevc 01 5 aui. [IpoABDKUTEAHATA yroTpeda
(no-aBAro OT NpenopbIaHui CPOK) MOJKE Ja JoBee A0 BTOPHIHA BazONMIATALMA H KATO MOCNSANTA
110 ATPOTEHEH PURMT (rhinitis medicamentosa). [10THCKaHETO HA ocEOBOsK IABAHETO HA HOpaApeHANUH
OT HEPBHWTE OKOHYAHUS YPE3 CTHMYJTIALHA Ha aniha2 -TpeCHHANITITYHATE PeCITOPH e BepoATHATA
npvdMHA 33 ToBa 3aDONABaAHE.

JlexapcTBOTO TPAOBE [a CE H3MOII3BA ¢ BHUMAHHE TIPH NALKEHTH ¢ apTepHalHa XUMEPTOHH,
AHTHHA IEKTOPHC K APYTH LUPKYJIATOPHH HapyuleHHs, 3axXapeH nnabeT, 3aKPHTOBIbIHA
ruaykoma, pocTaTHa xuneprpodus, XUNepTAPEOHIHILEM.

Jla He ce npuJarar ro-BHCOKH OT npencpbYaHuTe A03H ocoBeHo [PH Aela Y MalUeHTH B
cTapuecKa Bh3pacT.

J{a He ce Ipwiara no BpeMe Ha JICHEHHE H noHe 2 CeIMULE Clief| MPSKpaTABaHe Ha TepanuiTa ¢
MAO-MHXHOHTOPH H TPULIMKIHYHA aHTHACTIPECAHTH (BuKTe paszen 4.5).

Tosa nexkapcTBo ¢chabpxa 0,1 mg Ge3aKoOHNeB XNOpy BB BCEKH FpaM. Ben3ankKQHUEBYAT
XJIOPH MOXE fa MPHTHHYE APASHEHE WY ogyBaHe Ha HOCHATa JIHraBHIA, oco0eHO aKo Ce
30,1388 MPOLBIDKHTETHO.

4.5 BzaumoaeHUCTBHE ¢ APYI'H AEeKAPCTBEHH NPOAYKTH 4 APYIH ¢opMH HA
B3AUMOIEHCTBHE

OT6ens3aHs ca PelkH CIydan Ha B3aHMOJICHCTBHE C TPALAKIAYHY GHTHASIPECAHTH ¥ MAO
yaxuonropy. Jla HE ce npunara Kemorei 0,1% 1o BpeMe Ha JIEUCHHE € Te34 MPOAYKTH U NIOHE 2
CeIMULM CeJl NpeKpaTaBaie Ha TepanHATa ¢ TAX.

EaHOBPEMEHHOTO MPHICKEHAC HA Kemmoren 0,1% ¢ Ipyry CHMIATHKOMIMETHIY (Hamp.
edeapuH, ncespoe(eapyuH) H BCHYKH MPOAYKTH, ChIbPKALIH TE3H BELCCTBA TpadBa fa ce
1364rea Nopaay CyMapHus eekT OT TAXHOTO nelCTRHE H PUCK OT NOBHIICHO apTCPHAIIHO
KPLBHO HAIATAHE,.

4.6 @epTRAHTET, HPEeMEHHOCT H KbPMERE

bpeMeHHOCT
J{a He ce npuara 1npy OpeMeHHH.

KepMeHe o
He cploecTBYBaT JaHHH, Kacaclli OTAENAHETO B MIIIKOTO Ha mpmaqm/.

Ia ce mpuiara ¢ BHUMaHHE B IEpUO/ HA naKTalHA.



4.7 EdexkTH BLPXY cnocodHOCTTA 32 urognpane 7 padora ¢ MallHHH

[IpoaykThT € MpelHa3HA'CH 32 KpaTKOTPaiiHO JEUCHHUE, HO IIPH POABILKHTEHA yrnoTpe0a U BbB
BACOKH JO3M HE ¢a W3KMOYCHH CHCTCMHH ed)eKTH BBPXY CHPICHHOCHA0BATA cucrema u HHC,
KOETO MOKE a HapyIM cnocoOHOCTTa 32 modupase U paboraTa ¢ MalIMHH.

4.8 Hexelann AeKapcTBeHH PeAKHHH

HesxelaHuTe TeKapcTBeHU peakUiy ca pasriciaii cropes TAXHATa YeCTOTa H JoKanA3alnd,
3AMOUYBAHKY ¢ Hall-4ECTHTE N0 CIEAHATA CXEMa - MHOTO yectd (>1/10), 4€CTH (>1/100 no <1/10),
neuectd (>1/1 000 no <1/100), penku (>1/10 000 mo <1/1 000), MEOTO PEAKH (<1/10 000), ¢
yerIpecTHa YecToTa (0T HATMHHHUTE JaHHHW HE MOXKC na GbpIe HanpaBcHa OILICHKA).

OGIu HApyWIeHnsl H HApYLleHus, CBhp3atu ¢ HAYMHA HA MPHI0KCHHE
Peky: NOKAJIHO APasHEHE, TApEHEe, HENPHATHA CyX0Ta Ha Ha3a/THaTa JTUraBHiia.
Muoro peaxu: ciabocT, npunoirasaHe, rancHe.

PecnupaTopHH, TPLAHH M MEIHACTHHAJHH HADYUICHHH
HeuyecTH: eNUCTAKCHC,
Peaxn: KUXaHe,

HapylueHHsl HA HEPBHATA CHCTEMA
Mroro peiKH: MasodonHe, CHHIHBOCT HilH w3paseHa cejarms Clell npeao3upaHe.

HapymeHusl HA ChPUETO
MHuoro penkd: cepuedueHe, mopuiasate Ha KPBBHOTO HaNATAHE.

CpobIaBaHe Ha MOJNO3UPAHY HexeIaH PEAKIIAH

CLoGmapaHeTo Ha TONO3MpaHy HeKelanH peakiy crel paspellaBaHe 3a yrnoTpeda Ha JeKapCTBCHHA
npoAyKT € BaXHO. TOBa MO3BOJLIBA 1A IPOIBIDKH HAOMIOACHHETO HA CLOTHOLICHUETO MOT3a/PUCK 32
nekapcTBerus OpoaAyKT. OT MEIHITHCKUTE crielHalyCcTH ¢e U3MCKBA a chobniaBar BCAKa
[IOIO3MpPaHA HEXKeNlaHa peaKiis 1pes

HansnHUTeTHA areHIy 110 IeKapcTBaTa yi. Jaman ['pyes” Ne 8

1303 Codun

Ten.: +35 928503417

yeGcaitt: www.bda.bg

4,9 TIlpeapo3npane
He ca HaG/I01ABAHK CITy4ad Ha MPEA03UPaHe npy Be3PacTHH.

[MeguaTpHuHa NONYNALAA

Psimko ce crobliaba 3a Clly4aH Ha Npe1o3HpaHe HpH aeLa.

B cnyvay Ha npejlo3upate wid HHIAACHT Hd OpAITHO OTBILAHE, MIABHO NPy IS4, MOrar Aa ce
HaGaIoAaBAT CIEAHHATE CAMIITOMHE: yUeCTABAHE Ha chpedHaTa ACHHOCT, NOBHINABAHC Ha KpPBBHOTO
HaJAraHe, CHbHIHBOCT, TIOTHCKaHe Ha JUNIAHETO, pa3CTPOMCTBA HA CHh3HAHMETO.

JHAUMTENHA CEOAIMa MOXKe a ce Hadro1aBa IpH ACHa.

Hsma crnenudryHO JSICHHE NPH TPEAOSHPAHC. Mepk# TIpH NPe03UPaHe - NpOBOKHPAHE Ha
[OBPBILAHE, MPHIOKEHAE Ha MCIHIIMHCKY BBIIICH, CcTOMAILINA TIPOMHBKA, 00TMIIBAHE ¢ KHCIOPOA H
CUMITTOMATHYHO JICHECHHE.




5, ®APMAKOJOIWYHH CBOHCTBA
5.1 @apMaxoaAHHAMHYHH CBOHCTBA

dapMakoTepaneBTHIHA rpyna: JIeKOHITCCTaHTH H [DYTH Ha3aJiHM [Ipenapary 3a J0KanHa ynoTpeda,
cUMIaTHKoMUMeTHIH, obukHoBeHH. ATC KOX: RO1AAQ7.

K cHIIOMETA30JIMH € [TPOR3BOAHO HA HMUAA30JIHHA ChC CHMOATHKOMHMETHYHO AelicTBue. TOH €
HEOCPEACTBEH ArOHUCT Ha alda 2-ampeHePTUTHHATE peuernropH. IIpunoxeH BEPXY SIAraBULIATA,
penH3BYKBA CBHBAHE HA KPBBOHOCHUTE CHAOBCE, [peMaxBa OTOKa, NOTUCKA XUIICPEMUATA Rd
JTUraBHLATA HA HOCOTIIBTKATA, HAMAIABA KOJMYCCTBOTO Ha cexpera. [ IpoayKThT Kcmnoren 0,1% €
non dOpMaTa Ha reJl, KOETo TpaBy BE3MOKHO OBNAXKHABAHCTO Ha Ha3aJHaTa TUraBana, 0e3
MPOHMKBAHE B HA3AJIHUTE KYyXWHH U B IBPJIOTO.

5.2 ®apMaKOKHHeTHYHH CBOHCTBA

J{eficTBMETO Ha NeKAPCTBEHWA MPOAYKT 3aMotBa 5-10 MUHYTH cJiell TPHIOKCHHETO H NpoAbLIKaBa
10 8 yaca, MPH KOETO CMa3bMBT HA KPBBOHOCHHTS CLIOBE MPOILINKABA 110 8-12 qaca.

[IpaBHIHO NPAIOKEHHAT BBPXY NUraBUliaTa IpOAyKT peAH3BUKRA JIOKAITHO CBUBAHE Ha
KpBBOHOCHTE CBI0Be. He ce abcopOupa B KIHHUIHO 3HAHUMO KOTHIECTRO, 4 CHIO TAKa HE
oKa3Ba o0LLO JeHCTBHE.

5.3 IpeaxkiMHHYHH AAHHN 32 He30NaCHOCT

B y3crieqBaHHus BLPXY XHUBOTHH cilef] 000 NPHI0KCHHE Ha TIPOyKTa ca Habmo aBaHU
3aXbPKALIHM CE TIPOABIKUTEIHO BpEeMe CHMITOMH, THIIMYHH 3a BE30YXKIAHCTO Ha
CHMIATHKOBATA CHCTEMA: PBCT Ha ApTEPHAIIHOTO KPBBHO HAJIATAHE, TaXHKapiid,
pasiIkpeHne Ha 3CHHIIUTE, pL30ya Ha MyCKYJIHTE, IpEAU3BHKBALIH HACTPEXBaHe Ha
KQCMHTE,

HsiMa IaHHH 33 TEPATOTEHHOCT W KaHIEPOTEHHOCT Ha MPETapata.

6. OAPMAINEBTHYHH JAHHH
6.1 CHnHchbK HA MIOMOIHHTE BeMeCTBA

Harpues xnopug

Hatpues auxuzaporeHdocdar Xuapar
JTuHaTpHeB xuaporendocdar 1o0ACKaXuIpaT
CopOuron

BeH3anKOHUER XITOPHI

JIByHaTpHEBa CO HA ETHACHMaMUHTETPaoUETHATA KHCEINAA
XHIPOKCHETHIILICTY 1032

I TTHLEPOT

[TpeuncTeHa BOAA

6.2 HectsBMEeCTHMOCTH
He ca oTOensa3BaHH.
6.3 Cpok Ha roaHOCT

3 TOOMHH.
Cpox Ha TOIHOCT Clie TbPBOHAYANHA yrnorpeba - 12 ceqMuLA.




6.4 CneunaJHH YCJIOBRHA HA ChXpPaHCHHE

Ila ce cpXpaHsiBa B 100pe 3aTBOPLHA ONAKOBKA.
JTa ce cbXpaHsaBa npu Temrepatypa ao 25°C. Jla ce nasu 0T CBETJIMHA.

6.5 Bua H ChLALPAKAHHE HA ONAKOBKATA

OmnaxoBka oT mwiactmaca HDPE ¢ mosatop 15 ml, ceappxait 10 g T NPOAYKTa, OakoBar
3aeHO ¢ HHPOPMALMOHHA JIHCTOBKA B KAPTOHEHA KYTHsA C BCUHKH HeoOX0JMMH O3HAYMECHUA.

6.6 CrnenHAJHH Npeana3HA MEPKH NMPH H3XBLPJIAHHC H paGora

Her3no/3BaHUAT JIEKAPCTBEH IPOLYKT WIH OTHAIbYHATE MATEPHANH OT HETO Tpabpa Ja ce
W3XBBPIAT B ChOTBECTCTBHE C MECTHHUTE H3NCKBAHUA.

7 IIPATEXKATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
Zakiady Farmaceutyczne POLPHARMA S.A.

ul. Pelplinska 19, 83-200 Starogard Gdanski
[lonura

8. HOMEP HA PASEIIEHHETO 3A YIIOTPEBA

Per. Ne 20050202

9, JATA HA IIBPBO PASPEHIEHHE/MIOAHOBABAHE HA PA3SPEIIEHHETO 3A
YIHOTPEBA

Tlata wa mepBO paspewasane: 14.04.2005
JaTa Ha NOCIENHO MOJHOBABAHE: 19.07.2010

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




