& ATEHUIA N0 NEKAPCTBATA
JIacroBka: nndopManns 3a NANHEHTA ) UOJW
KCHJIOTEJ 0,05% ren 3a noe RE/ F247 F1f-7 9933
XYLOGEL 0.05% nasal gél.. A
Kcunomerasonunos xuapoxnopua (Xylometazoline iwd@chloride) 10. 06. 01

IIpouereTe BHHMATEIHO HAJIATA JHCTOBKA, NPEA A2 3aNo4HeTe 1a A3N0/I3BATE TOBA

JIEKAPCTEO, Thil KATO T4 CHABPsKa BaxkHa 3a Bac nndopmanus.

BHHaru u3non3paiite ToBa IEKAPCTBO TOYHO KAKTO € ONMHCAHO B Ta3H JIHCTOBKA WK KakTO Bu e

kaszan Bawuar nekap unu gapmanesT.

- 3anazere Ta3#u MHCTOBKA. MOKe Aa C& HAJIOKH 3 4 NIPOUETETE OTHOBO,

- AKO ce Hy)XAa€eTe OT ACMBIHUTENHA HHGOPMALHA WIH ChBET, NonuTafiTe Bawng
tapmaleBT.

- AKO ToTy4HTe HAKZKBH HEXKEIAHH IeKApCTBEHH PeakiivH, yBeaoMeTe Balna nexap nin
dapmauesT. ToOBa BIIIOUBA M BCUYKH BB3MOKHH HEXENaHH PeaKLydH, HEOMUCaHH B Ta3H
JaucToBka. Bipkre Touka 4.

- Axo cnes 3-5 [HH He ce 4yBCTBaTe No-100pe WK cheTOAHUETO By ce Bnowy, Tpabsa na
NOTBLPCHTE JIeKapcka NOMOLLL.

KaxkBo ChIbpiKa TA3H JHCTOBKA:

1 Kakso npencraensasa Kceunoren 0,05% 1 3a kakBo e H3Non3ea
2. Kakso Tpabea aa 3Haete, npean aa wanonzeare Kennoren 0,05%
3. Kaxk za w3nonssate Kcunoren 0,05%

4.  BB3MOXHH HeXeNaHH JIEKapCTBEHH peakluiH

5 Kak na cexpanasare Kcunoren 0,05%

6 ChpAbpKAHHE HA ONAKOBKATA M JOMBAHUTENHA WHPOpMaLKA

1. Kaxkso npeacraaspa Kcunorea 0,05% u 33 kakBo ce H3n0/13B4

[MponykrsT Kennoren 0,05% e non gopmara Ha req v ChAbPiKa KCHNOMETA30IHHOB
XHIPOXJIOpHA. HpPlJIO)KeH BBLPXY AUrapHuUaTa, npeaHisKBa CBHBAHC Ha KPBEBOHOCHHTE CBAOBE,
NHKBHAMPA OTOKA, MOTHCKA XHIIEPEMHATA Ha THTaBHLIATA HA HOCOTJTBTKAT2 H HaManasa
KOJIHYESCTBOTO Ha CEKPETA, T.€. olGnexuasa xXpemara. Jlelcapcmmo € noa (bopMaTa Ha ren, KoeTo
AOMBLIHATEIHO MPaBH Bb3MOKHO OBJIDKHSBAHETO Ha HA3aiHaTa AMTaBHUa Ge3 NPOHHKBAHE B
HA33JIHATE KYXHHH H B I'bpPNIOTO.

Kennoren 0,05% ce npunara npy aeua ot 3 10 12-roasiuHa Bu3pacT.

JlexapcteoTo Kennoren 0,05% ce npunara NOKaaHO 38 CNOMATATENHO JE4eHAC NPH:
- OcTbp pHHHT ¢ BUPYCeH WiH HaKTepHANEH MPOH3XO/.

- OcCTEp WM XPpOHHUHO 080CTpPALL C& CHHYHT.

- AJIEpTHYEH PHHMT.

- Oruric MeOHA KaTapalHc akyTa- ¢ e/l BE3CTaHOBABAHEC Ha npoxoAUMOCTTa Ha
Escraxuesara Tpb0a.

2. Kakso TpafBa aa 3naeTe, npean aa n3noassare Kennoren 0,05%

He upnemaiire Kcnaoren 0,05% axo amare

- AKo CTe anepruvHH KbM AKTHBHOTO BELIECTBO WIH KbM HAKOA OT OCTAHAMK W Ha
TOBa NeKapeTBO (M30pOeHH B TOUKA 6).

- Ha He ce npuiara npy NauMeHTH ciell XMModH3eKTOMHA HAH Cnen J
4EpeNHOMO3BYHH ONEPALIMH.

- Cyx aTpocduseH pUHHT.




IIpenynpexacHHA H NPEINAIHH MEPKH
Toeopere ¢ Bawus nexap Win-gpapmaneet, npean aa usnonssare Keunoren 0,05%,

- ako cTpazaTe oT 3a6oNfBaHe Ha ChPLETO {HaNpHMeD cHHAPOM Ha ynbivked QT unreppan).

Hinomseaiime Kcunozen 0,05% ¢ noeuuienio GHUMAaHNE NPR nAWUEHMU:

- TNPH KOHTO CJIE NPHIIOIKEHHE HA APYTH NEKApCTBa ¢ NoAcOHO AeHCTBHE
(cHMIATHKOMHMMETHLIH) ca HabGnoaaBaHK CleHNTE CUMNTOMH: O€3ChHHE, CBETORBPTEXK,
TPEMOP, ApHTMHH WIH XUNCPTOHHA,

- C MPKYJIATOPHH HAPYWICHHS (Hanp. apTepHAIHA XUIIEPTORHSA, AHTHHA NIEKTOPHC), 3aXapeH
nuabert, 3aKPUTOBIBIIHA T1AYKOMA, IIPOCTATHA XHNEPTPOGhHA, XHIEPTHPEOUTHIBM.
ManyenTyTe ¢ TaKkHBa 3abonaBanus TpAOBa fa ce KOHCYJITHPAT ¢ JIeKap Npeay Aa 3anovHar
JICHCHHE C TOBA JICKapCTBO.

[MpoaykTET He GWBa fa c& MpHIara MpH NaUHEHTH ¢ XPOHHYEH WM Ba30MOTOPEH PHHHT, KOUTO

ca Npeapa3nojioKCeHH KbM YALJDKABAHC HA TCparnHATa noeeve OT 5 JHH. l'[pozlwxmrenﬁa'ra

ynotpe6a (Mo-ab/re OT NPENopBYaHHA CPOK) MOXKE 1 J0BEAE 10 BTOPUYHA Ba3OAWIaTalHA H

KaTO TOCASAHLA IO ATPOrEHSH PHHHT.

Cneyuanio eHUMARUE NPU KAKOU CREWUATINU ZPYNU UINOA3EAULU TEKAPCMBOMD !
Jena u wHOMH
Kcunoren 0,05% ce npunara npu aena or 3 ao 12-roaMiniHa Be3pacT.

Jpyra aekapcerea # Kengorea 0,05%
Hudopmupalite Bawms nekap win gapManest, ako H3No3eaTe, HACKOPO CTE H3ION3BAIH
WK € Bh3MOJKHO [a H3NOJ3BaTe APYTH NeKapeTBa.

Mons uHtbopMupaiiTe Baning iekap ako npHeMaTe WM HACKOPO CTe NPUEMANH BCAKAKBH
APYTH JIeKapcTBa, AOPY ¥ Te3M KOUTO He ca BH OWIK npeanncany. Otbenasatu ca peakH
C/TyYaH Ha B3aHMOACHCTEHE ¢ TPHUMKIHYHK aHTHaenpecaHTH W MAO (nexapcrsa,
M3NON3BaHK NpH aenpecus) uHxu6uropu. [a He ce mpanara Kcunoren 0,05% no Bpeme Ha
JledeHHe C Te3H NpenapaTH.

EJROBPEMEHHOTO NPHIOKEHHE HA NPENAPATA ¢ APYTH NPENapaTH ¢ NoR00HO AeiicTBHE
(cAaMOAaTEKOMMMETHIM), HAND. edeapun, ncesroedespun Tpadea na ce H3bsarea.

bpeMeHHOCT H KbpMEHe

AKko ¢Te OpeMeHHa MIIH KbPMHTE, CMATaTE, Ye MOXKe Ja CTe GpeMEHHa HITH I1aHHpaTe
6peMeHHOCT, TOCHBETBAITTE ce ¢ Bawns nekap wau GapmauesT npeau ynorpebara Ha Toea
JIeKapcTBo.

Koncynrupaitre ce ¢ nexkap npeam ynorpeba.
Jla ve ce npunara Kcunoren 0,05% npu 6pemennu,

Koncyntupaiite ce ¢ lekap npeau ynorpeba.

Illo¢upane n pabora Ha MAIHHHA

TpoayKTST & NpeaHa3HAueH 3a KPATKOTPAItHO IeYeHHe, HO MPH NPOAL/DKHTENRA ynoTpe6a u
BBB BHCOKH J03H He €a H3K/MOUEHH CHCTEMHH e(DeKTH BEPXY ChpAeYHOCHA0BATA CHCTEME H
LIHC, xoeTo Moe Ja HapymH crioco0HOCTTa 3a wodupaHe | paboTaTa ¢ MAWHHH,

Kcnnoren 0,05% cbabpaxa GeH3aIKOHHEB XJIOPHA
Tosa nexapcTBo ¢babpxa 0,1 mg GeH3ankoHHeB XIOPHA BbB BCEKH rpaM. b;
XJIOPH/1 MOXKE JIa IPUYKHY IPA3HEHE WIH MoJyBaHe Ha HOCHATA JIMTaBHL;
H3M0/T3Ba [IPOJBILKHTEIHO.,



3. Kak na n3noassare Kennoren 0,05%

BHHAr# M3N0/13BaiiTe TOBA JIEKAPCTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA HIIH KAKTO Bu
e kasan BawusT nekap wiu GpapMauesT. AKO He CTe CHIPHH B HELLO, MOMHTaHTe Bauusa
neKap WiH papMaLeBT.

Kcunoren 0,05% ce u3nosn3ea 3a NpHJIOJKeHHE B HOCA (CBLLO H NMPH BL3MNAJICHHE Ha
CPEIHOTO YXO).
[IpoaykTsT ce npwiara npyu aeua ot 3 a0 12-roauiiHa Be3pacr.

EHO BNPLCKBaHE OT ONAKOBKaTa ¢ 203aTop Chabpika 0,05 mg KCHIOMETa30IHHOB
XHAPOXJIOPHAL.

Heya na eév3pacm om 3 0o 12 2o00unu.

EnHo BrpbCKBaHe BbB BCsAKa HO3Apa Ha Beeku 8-10 vaca.

OBGHKHOBEHO NIeueHHETO He TPAOBa J1a npesuilasa 3-5 JHH.

TosTopHa ynorpeba Aa ce H3IBbLPIIBA €AMO B C/IY4ail, Ye NPHJI0KEHHETO HA MPOAYKTA €
OHJ10 PEKBCHATO 32 NEPHOJ OT HAKOJIKO AHH.

TMopaau XuMrHeHHH cboGpaKEeHH €/IHa OnaKkoBKa TpsOBa J1a ce H3Mo/3Ba CaMo OT elIHH
TMalMeHT.

BuHArn H3n0/13BaiiTe TOBA JEKAPCTBO TOYHO KAKTO € ONHCAHO B TA3H JIHCTOBKA HJIH KAKTO
Bu e ka3aa Bamusar gekap niau ¢papmaneBT. AKO He CTe CHIYPHH B HelO, nonurTaiTe
Bammns sekap njan papmMauesr.

Hauun Ha NPHIOKEHHE:

Tpeau MbPBOTO NPHIIOKEHHE HA ONAKOBKATa, CJIE/ CBAIAHETO Ha 3alMTHATA Kanavka, 3-5
ITHTH /12 CE HATHCHE J03aTOPBT, A0 NMOABATA HA MPOLYKTA B HAKOHEYHHKA. BBpXBT Ha
HAKOHEYHHWKa Ce MocTaBs B Ho3Apara. HaTucka ce 103aTOpBT, KaTO OMNaKoBKaTa ce AbpiH
BEPTHKAIIHO, KOETO MO3BO/IABA PasNpPbCKBAHE HA JIEKAPCTBOTO B HOCA.
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Axo epexmvm na Kcunozen 0,05% Bu ce cmpyéa mevpoe cnab unu mevpoe Cue,
KOHCYamupaiime ce ¢ aexap He3abago.

AKO CTe H3M013BaJH noBeve oT Heobxoaumara no3a Kennorea 0,05%

B ciyuaii Ha npeao3vpase Wi MHLMAGHTHO OPAIHO MOT/TbILAHE, IMIABHO MpH Aela, Morat a
ce HAGMIOAABAT CIEAHUTE CUMITOMM: YUYECTsBaHe Ha Chp/e4HaTa [eHHOCT, MOBHILABAHE Ha
KPBBHOTO HaJlAraHe, ChHIMBOCT, IOTHCKAHE Ha JIMLIAHETO, PA3CTPOHCTBA HA CH3HAHHETO.
3HauMTeHA CeJalus MOXKE J1a ¢e MOABH MpPH JeLa.

B cnyuaii Ha nipefio3upaHe e HeoOX0IMMa KOHCY/ITaUus ¢ Jiekap.

CHMIITOMaTHYHO JIEYEHHE - ChIIACHO MPENOpPBbKHUTE Ha JeKaps.

Ako cTe nponycuaan aa n3noaszpare Keunnoren 0,05%
He B3emaiiTe nBOlHA 1034, 3a Ja KOMIIEHCHpaTe NpornycHaTaTa.
4. Bb3MOXKHH HeKeJIAHH JIEKAPCTBEHH PeaKIHH

KakTo BcHUKH JieKapcTBa, TOBA JIEKapCTBO MOXKE /1a NMPHYHHH HEXKEJaH
HE BCCKH ' noJjiy4aBsa.




HeuecTH HexenaHnu peakuuu (Morat za 3acerHar o | Ha 100 aywin):
- KBbpBEHE OT HOCA.

Penkn nexenanH peakiuu (MoraT ja 3acernat xo 1 va 1 000 aymmm):
- JIOKAJTHO JPa3HEHe, NapeHe, HENPHATHA CyXOTa Ha HA3anHaTa JIHraBHuAa.
- KHXaHe.

MHoro peakH HexenaHH peakuud (Morat a 3acerHat go 1 Ha 10 000 nywmn):
- cnabocT, NpUaocILaBaHe, TajicHe,

- rnasobosKe, CLHIHBOCT HIIH H3pa3eHa Celallis cJIesl MPeIo3HpaHe,

- cbpueﬁneHe, NMOBHIIABAHEC HA KPBBHOTO HATATAHE.

ChofmaBaHe HA HEXKENAHH PEAKTIMH

AKO NONY4UTE HAKAKBH HEXKENIAHH JIEKAPCTBEHH peaKluH, ybeoMeTe Baluusa nexap uiM
dapmaueprT. ToBa BKIFOUBA BCHYKH BB3MOMCHH HEOMHCAHH B Ta3H IMCTOBKA HEIKEIAHH PEaKillH.
MoeTe B0 Aa ChOOIINTE HEXeNnaHH PeakUHH AHPEKTHO Ypes:

H3nunHUTENHA areHuMA no nekapcerteara ya. ,,Jaman I'pyes” Ne 8

1303 Codmus

Ten.: +35 928903417

yeGeaiT: www.bda.bg

Karo crobinasate HesKkelaHH peakitii, MOJKETE Aa AaJETe CBOM MPHHOC 3a NoyYaBaHe Ha
noseye HHGOPMALIMA OTHOCHO 5e30MaCHOCTTa Ha TOBA JIEKApPCTBO.

5. Kak na coxpanaBate Kennoren 0,05%

Ja ce cpxpansBa B 100pe 3aTBOpeHa ONIAKOBKA.

Ja ce cexpansasa npu temnepatypa o 25°C. [a ce nasH oT cBETIHHA.

Ja ce cbxpaHsaBa Ha MACTO, HEOCTBITHO 3a AeLa.

Cpok Ha ronHOCT ciled bpBoHavaHa ynorpeba - 12 ceamuum.

He n3non3BaiTe TOBA €KAPCTBO CEA CPOKA HA FOAHOCT, 0TOeNA3aH BbPXy KapTOHeHaTa
OTakoBKa.

CpoOK®T Ha FOHOCT OTTOBAPA HA MOCAEAHHA AEH OT TIOCOUEHHS Mecell.

He HSXB'bpﬂﬂﬁTe JICKapCTBaTa B KAHaNH3aUKWATa HITH B I{OHTeFIHepa 3a JOMaAlIHH CTIIaabBLH.
Tlonuraiite Bauiua ¢apmaueBT KaK 14 N3XBBPJATE JIEKapCTBaTa, KOUTO BEUYE HE H3NMOM3BATC.
Teszu MEPKH LI CIOMOTHAT 3a ONa3BaH¢ Ha OKQJIHATA Cpeaa

6. CuabpikaHHe HA ONAKOBKATA H JONLJHHTENHA HHoOpMaNHs

Kakso ceaspxa Kennorea 0,05%

- AKTHBHOTO BEILECTBO €. KCHIIOMETA3OIHHOB XHAPOXJIOPHA,

- JIpyru ¢LCTaBKH (TOMOLIHH BELIECTBA) Ca: HATPHER XJIOPUJ, HATPHEB AUXHAporeHdochat
XMAPAT, AMHATPHEB XHaporeHdocdar aoaekaxuapar, copOHTON, OEH3aNKOHHEB XI0pK A,
ABYHATPHEBA COJI HA €THIICHIHAMHHTETPAOLICTHATA KHCENMHE, XHIPOKCHETHILIETYJI034,
IAHLEePON, TPEYHCTEHA BOAA.

Kax maraexaa Kenaoren 0,05% n kakBo ¢LIbLpka 0NaKOBRATA

IMpoayxreT Kennoren 0,05% e Gesuserna wnn nmoyrH 6e3useTHa, npo3payHa
ONAaNeCUEHTHA BHCKO3HA TEYHOCT.

OnaxoBka:
Dnako oT nmactmaca HDPE - 10 g,



IlpnTexaren Ha paspemennero 3a ynorpeda 4 NpoH3IBOAHTE
IIpuTexcaren HA pa3pemIcHHETO 3a ynoTpeba

Warsaw Pharmaceutical Works Polfa S.A.

22/24 Karolkowa Str.

01-207 Warsaw, ITomua

IIpoussoguTen

Zaktady Farmaceutyczne POLPHARMA S.A.
Oddzial Medana w Sieradzu

ul. Wiadystawa Lokietka 10

98-200 Sieradz, [Tonwa

3a nombaHKWTENRHa HHGOPMALHS OTHOCHO TOEA JIEKAPCTBO, MOJIA, CBBPIKETE Ce C JIOKAIHHS
NPeCTaBHTES HA NPUTEKATENA HA Pa3peLIEHHETO 3a ynoTpeba:

»3. ©. [Tongapma — wion Brarapus®

Cogma, 1734, CtyneHTcku rpaa

6yn. ,,CumeoHoBcKko moce™ 83, eT. 6, oduc 10

Ten.: 02/440 0 843

JaTa Ha NocNeIHO NpepasTIeKARHE HA THCTOBKATA:




