o h Xylopharm®
@ unlp arm nasal drops, solution 0,05%, 0,1%

KPATKA XAPAKTEPHCTUNA A ATRXET A EHLAs NO NEKAPCTBATA

1. HME HA JJEKAPCTBEHHS MPOAYKT MNpunoxenue KoM paspeleHne 3a ynotTpeba

XYLOPHARM® nasal drops, solution 0,05% \- 01y | 22 25,04
(Ne/Hara Ha KN OHfIC: )

KCHJIO®APM xanxu 3a Hoc, pasteop 0,05% %é,
) o708 07 @///4
b 4

XYLOPHARM® nasal drops, solution 0,1%
- KCHJIO®APM kankw 3a Hoc, pasTeop 0,1%

2. KOJIMYECTBEH 1 KAMECTBEH CHCTAB

XYLOPHARM?® kankn 3a noc 0,05%

B 1 M1 pasteop ce ChOBPKA JCKAPCTBEHO BEINECTBO KCHIOMETA30IHH XHAPOXIOPHL
(xylometazoline hydrochloride) 0,5 mr.

XYLOPHARM® xanku 3a noc 0,1%

B 1 M1 pastop ce Chabpika JEKAPCTBEHO BEIIECTBO KCHIOMETA3ONHH XHIAPOXTOPHI
(xylometazoline hydrochloride) 1 Mr.

[ToMomyy BemecTBa: GEH3AIKOHHEB XIOPUA H P.

3a IBJIHKUA CHUCHK Ha TOMOINEKTE BEINECTRA, BHXK T.6.1.

3. JEKAPCTBEHA ®OPMA

Kanxu 3a HOC, pazTBOD.

4, KJIUHUYHH JTAHHH

4.1. Iloxazanus
. 3a CHMIITOMATHYHO MOBJHABAHE Ha HA3aJIHA KOHTCCTHA MPH OCTHD, BA3OMOTOPEH H
alepru<eH PHHUT,
. 3a moxmomarane JpeHakka Ha CEKPETHTE IPH BB3IajCHHE HA IIApAHA3ATHUTE
CHHYCH;

B xoMIuiekcHaTa Tepamusa Ha otitis media mpu ocTp, BazoMOTOpEH M anepruueH
PHHHT 38 JNEKOHI'€CTHS HA Hazo(apuHTeaHaTa JHraBrIla.
XYLOPHARM® kanku 3a Ho¢, 0,1% e npenHasHaueH 3a NPHIOKEHNE IPH BL3PACTHY H
Jlela Hajt 12 roguInHa Bb3pact.

XYLOPHARM?® kanku 3a noc 0,05% e npennazHaveH 3a NPUIOKENHE IPH Jena.

4.2. [lo3npoBKa H HAYHH HA NPHJIOKEHHE
XYLOPHARM® kanku 3a Hoc, pazreop 0,1%
Ilp BB3pacTHH H AeUa Raf 12-TrOAHIIHA BL3pacT - 0o 1-2 KamkH oT p

HO37Ipa 2-3 II'bTH JHEBHO.
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@ uniphﬂfm Xylopharm®

XYLOPHARM® xankn 3a noc 0,05%

Ipu gena ot 6 g0 12-roxuiHa BE3pacT - Mo 2-3 K4lKH OT pasTBOpa BBB BCAKA Ho3apa 2-3

NBTH JIHEBHO.
Ilpn mena ot 2 10 6-roguinHa BB3pacT - 1Mo 1-2 KankH OT pa3TBOpA BhB BCAKa HO3Apa 2-3
I'BTH JIHEBHO.

IpoaLIKNTETHOCT Ha TepanuaTa: JleueHHeTo ¢ JEKapCTBEHHs NPOAYKT He TpsOBa fa
Npoab/KaBa ToBeYye OT 5 pHH. llpH HEOOXOAMMOCT OT MOBTOPDHO JICUEHHE C
XYLOPHARM®, IPHIIOXEHUETO HA NpoAyKTa TpAGBa Ia 3amo4He Cjiell NPEKbCBAHE OT

HAKOJIKO OHH C LIel Jia ¢ce H3lerHe Pa3BHTHECTO Ha MCAHKaMCHTO3CH PHHHT.

4.3. IIporuBomokazaHus

. CBPBXYYBCTBUTEIIHOCT KEM JIEKAPCTBEHOTO HITH HAKOE OT TOMOLLHMTE BElIECTBA;

o ITaunenTH ¢ TpanccheHOMTANHA XHMOOMH3EKTOMHS HJIA TPH  XUPYPTHUHH
MHTEPBEHLMH ¢ EKCIIO3MIHA Ha dura mater;

. XpoHuyeH atpodudaeH pHHHUT;

. Hosopoznens, kspmaveTa 1 aena 10 2 roguIlnHa BE3pact.

4.4. CoeunajJnu npexynpexieHus H NPeNAa3HH MEPKH
KcunomeTazonun ¢e npuiara JoKaJHO H He ce OYaKkBa IOABAaTa HA CHCTEMHH e(eKTH.
Burapeku T0Ba, ThH KaTO TOH ce OTHACA KbM CPEICTBATA ¢ H3Pa3eHO CHMOATOMHMETHYUHO
NeHCTBHE, € HeOOXOANMO ¢ BHUMAHKE Ja Ce IPHIIara IpH MAIHSHTH C:

e PUTBMHU CHPACYHHN HAPYILCHUS;

e AprepuanHa XHNEpTOHHUS;

o HcxemnuHa bonect Ha CHPIIETO;

¢ TupeoTokcuko3sa;

e 3aKpUTOBI'BIHA TTIAYKOMA;

e Xuneprpodus Ha npocTarara,

o JluaGer.
[Ipu HAKOM MAIHEHTH CHMIATHKOMMMETHLMTHE, BIIIOHYUTENHO U KCHIOMETA30JHH MOTaT
JIa TIPeIM3BUKAT IO-CHIIEH OTTOBOP KBM aJipeHeprudHaTa CTUMYNAIUs, KOHTO ce MposBgBa

ChC CJICIHHUTE CHMIOTOMH: O€3CHHHE, CBCTOBBPTEXK, TPEMOpP, CBpACUYHA apHUTMH4,

XHINICPTCHINA. HPH TE€3H MAaIHCHTH KCHJIOMCTAa30/IHH TpHGBﬂ JAa C& H3IOoa3Ba ¢ HOBI/IHICEO

-

BHHAMAaHHE. S
‘;’; :}“’. -

' Kx6 onex:: -
T )

T

JleyenHeTo ¢ KCHJIOMETA30JIMH HE TpﬂﬁBa Aa NpoAdbJiKaBa IIOBCYHE OT 5 nu

Kypca Ha JCYCHHC CHMITOMHMTE IIPOABIKaBarT € HeoOXomHMO Ha ce
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pPeaKkTHBRa XHIOCPECMHA Ha JIHTaBHIATA, rebound - koHrecTHs H Ja agoBeac mgo
He0OXO0JUMOCT OT IIO-YECTO IPANIOXKEHHE Ha IIPpOAYKTAa. B te3mn Cly4ar MOXE J1a €€ pa3BHC

MEIMKAMEHTO3EeH PAUHUT U JOpH aTpodrs Ha HOCHATA JIATaBUILa (03€Ha).

4.5. BzauMonelicTBHe ¢ [pYrH JIeKADCTBEHH TNIPOAYKTH H Apyrn ¢opmu
Ba3lHMoJciicTBUS

Bbopekd 4Ye HE ce oOvYakBaT KIHHWYHO 3HAYMMM II7a3MEHH KOHIEHTpallMM Ha
KCHJIOMETA30JIMH IIPH JIOKATHOTO MY IIpWIOKEHHEe, € HeoOXomumo na ce u30Area
eIHOBEPMEHHATA My YHOTpeGa ¢ TPUUMKIMYHM aHTHAenpecaHTH U MAQO-uHxubuTOpH.

EIIHOBpeMeHHOTO UM IPHIIOKECHHE MOXKE 1A [IPpSIN3BHKA apHTMHAA, XHIIEPTCH3H.,

4.6. DbpeMeHHOCT H JaKTaLHAd

Bpemennocr. Hama mnpoBemeHH H3CIENBaHHA BBPXY XOpa, HEOOXOAMMH 3a CHIYPHO
JoKasBaHe Ha Oe3omacHata ynorpeGa mo BpeMe Ha Opemennoct. [IpunoxenuweTo Ha
KCHJIOMeTa3ouuH TpsOea Ja ce u3bsarea, InpeaBHA IOTEHHHMANHHMA MY CHCTEMCH
Ba30KOHCTPHKTOPCH e(eKT.

Krnpmene. He ce mpenophuBa NpUIOKEHHETO Ha KCHIOMETA30/HH Ha KbPMaUKH, Thi KaTo

HAMA JIJAaHHH 33 CKCKPETHPAHe Ha KCHJIOMETA30/IHH B KbpMaTa.

4.7. Edextn Bbpxy cnocobHocTTa 32 modupane n pabora ¢ MAIIHHH
XYLOPHARM® mpn npombmxutensa ynorpe6a u BB BHCOKH J03M, Makap H PHiKo,
MOJKe Ja IpeJu3BHKA BHEHE Ha CBAT, TPEMOpP, apHTMHs, XunmepreHsHd. B Tesu ciyudam

crnocoOHOCTTA 32 modHupaHe U paboTa ¢ MAIIHHK MOKe Aa 0bJe HapyleHa.

4.8. Hexenanu leKapeTBeHH PeaKIuH

HapyiieHus Ha HepBHATA CHCTEMA

Paoku: rnasobolHe, CBETOBBPTEXK, O€3ChHHE.

CBpiacyHN HApYIIeHUd

Mnozo pedru: CHCTEMHH CHMIIATHKOMHMETHYHH €PEKTH KATO TAXHKap/IHA, XHNEPTCH3HA.
PecnupaTopHi, IpbJHY H MEIMACTHHAIIHM HAPYIICHNA

Pedxu: napeHe B CYXOCT Ha HOCHATa NHTABALEA H dapuHKca, 0COOEHO IpH HPHIIOKEHHE Ha
110-BHCOKH JIO3H; PEAKTHBHA XHIIEPEMHsl, MEJIHKAMEHTO3EH PHHHT.

O6mu HapvIeHUS ¥ eexTH Ha MACTOTO HA NPHIOKCHHE

Peoru: IpH YYBCTBUTENIHH NAHHEHTH HPEXOIHO JICKO Apa3HcHE Ha HOCHATa JIHraBHIA

(mapese H H3CyLIABaHE).

4.9. Ilpenozupane

LT

TR T
TIpu TouHO crna3BaHe HA IOSHPOBKATA M NPONBIUKATENHOCTTA HA JICUCHHK, APENIO3UpaHe HE 2 \

ce ouakBa. PHCK OT mpedosupaHe CHLIECTBYBA IIPH A€la, NMOpaaH K
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M3MON3Ba Ipe/Ha3HAYeHaTa 3a TAX KOHUCHTPALMWA H JIEUCHHETO Ja ce Mpociejdpa OT
JeKap.

CuMnroMu: NpH IIPefO3MpaHe WM CHy4adHO TNOrfibllaHe Morar jga ce Habmopasar
CIEIHHTE CHMITOMH: CHIHO TJIaBOOO/IMe, rajJeHe, MOBpEHIIAHE, MHUApHAa3a, [HaHO3a,
TpecKa, XHMIEPTEH3Hs, Taxukapaus, xonanc. Moxe pna ce HabmomaBa IOTHCKaHe
¢ynkuuute Ha [HC cbc cBHABOCT, NOHMXKaBaHe Ha TENECHATA TEMIEpaTypa,
Opanukapaus, pa3Ko cliafaHe Ha apTePHaIHOTO HANLITaHe, allHes 1 KoMa,

JledeHHne: IpH [OTNBbIIAHE — NPOMHBKA HAa CTOMaxa, akTHBEH BEITICH. Ilpomexma ce

CHMIITOMaTHYHO JICUCHHC,

5. G®APMAKOJIOTHYHH CBOHCTBA
ATC-kon: RO1AA07
@®apMakoTepaneBTHYHA rpyna: JIeKOHIECTaHTH H JAPYTH IPOOYKTH 3a JIOKAJIHO Ha3aIHO

TNPHIOKCHUE

5.1. @apMakoIMHAMHYHH CBORCTBA

KcrnoMeTazoniH € MMHZA30J0BO IPOH3BOAHO C [IPAKO O-3JPEHOMHMETHYHO AeHCTBHE.
CrMyIHMpa o-aJpeHeprHYHUTE PEeNenTOPH, JOKAIH3UPaHH B CT€HATa Ha KPBbBOHOCHHTE
ChIOBE HA HOCHaTa H ¢apHHrealHaTa JHTABHMIIA M TIPE/M3BUKBA BA3OKOHCTpHKIMA. B
pe3VITaT Ha TOBA Ce HaMajIsBa XMIIepeMHATa Ha NuMrapuiara u cekpeuusra. Ilogobpsasa ce
NPOXOAUMOCTTA HAa HOCHHTE XOA0Be H cyOekTHBHaTa cumnromartuka. EdexTsr Ha
KCHJIOMETA30/IMH HACTbIIBa 66p30 (2-3 MAHYTH) H NPOABIKABA OT 6 10 12 yaca.

[Tpy MOKATHO HPHIIOKKEHHE B NPENOPBYBAHKTE JA03H H PEXHM HA JO3HPAHE HE C€ O4aKBaT
cucreMuH edekTH. Upes BB3JeicTBIE BEPXY Q-apeHeprHiHUTe pelienTopH B m. dilatator
pupillae MOke na mpemu3BHKa MuipHasa. Be3MokHHMTE eeKTH OT CTpaHa Ha CHPHEYHO-
ChJIOBATA CHCTEMA ca O0YCIIOBEHH OT NEHCTBUETO MY BBPXY (-aIpCHEPTHYHHTE PELIETITOPU

B MBOKapAaa.

5.2. ®dapmMakoKHHeTHYHH CBOHCTBA
TIpu NOKAIHO TPUIOKEHHE B MPENOPBHYBAHATE NOIMPOBKM HE CE€ OYAKBA JIOCTHTAHETO Ha

IIA3MEeHH KOHLIEHTpAIlMH, KOUTO Ja HMAaT KIHHHYHO 3Ha4YCHHE.

5.3. Ilpeaxknuuy4Hu JaHHHA 32 §€30MACHOCT

KcHIoMeTa30/IHH ¢ OTHACA KbM BELIECTBATa ¢ HHCKA TOKCHYHOCT. LD;,Q:ﬁpﬁ;
"‘:%S?f‘ S
[pUIoXKEHHE Ha UIbXoBe € 450 MI/Kr T.M. o

Hsama nanmu sa TepaToreHHO, KAHCPOTCHHO H MYTarCcHHO JcHCTBHE
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nasal drops, solution 0,05%, 0,1%

6. GOAPMALIEBTHYHHU JAHHHA

6.1. ChnHcbk HA IOMOMHHTE BENIECTBA
Harpues xmopupn, amacomumym EJITA, HCl, TpueraHonammb, OeH3anKOHHEB XJIOpH,

NpeIUCTCHA BOOA.

6.2. DOHIAKOXHMHYHH HECHBMECTHMOCTH

He ca n3BecTHH.

6.3. Cpok Ha rogHoOCT
2 (OB¢) TOAVHHA.
6.4. ChnenuaJHH NpeaNa3HN MEPKHU IPH ¢bXpPaAHEHHNE

B opHrHHATHATA ONAKOBKA, HA 3AIUTEHO OT CBETIIMHA MSCTO, [IPH TeMiepaTypa mog 25°C.

6.5. JlaHHHA 33 OMAKOBKATA
ITo 10 mn pasTeROp B OYTHJIKA OT IOJMETHIIEH € Kallauka ¢ OCHTYPHTENEH MPBCTEH, Mo 1

6YT1/UIKa B KApTOHCHA KyTHA, 3aC/THO OTKAIIBAIIO yCTPOﬁCTBO H JTHCTOBKA.

6.6. CienudpuyAN ApeANa3HH MePKH NPH H3IXBLPJISAHE HA HM3IO0J3BAH JICKAPCTBEH
MPOAYKT H/IH OTHATBYHH MATEPHAH OT HEro

Hsma.

7. NPUTEXATEJI HA PAZPEUIEHHE 3A YIIOTPEBA H ITPOU3BOJHUTE
YHUDAPM AL,
Codus, 1756, yn. Tp. Cranoes 3

8. PETHCTPALIMOHEH HOMEP
XYLOPHARM?® 0,05% nasal drops, solution — 20020085.
XYLOPHARM® 0,1% nasal drops, solution —  20020086.

9. JATA HA ITBPBO PA3PEIIABAHE 3A YIIOTPEBA (IIOJJHOBJABAHE
HA PAZPEINIEHHETO): 24.01.2002 r.

10. JATA HA (MACTHUYHA) AKTYAJIM3AIINA HA TEKCTA:
16.10.2006 T.
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