KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



- ' _ "!@O'Zd.d’.fd 7}@ !
KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA =~
R/ /74] 12 57683
1.  WME HA JIEKAPCTBEHUS IPOJYKT | 19 -0
XYLOPHARM® nasal drops, solution 0,05%

KCHUJIO®APM kanku 3a Hoc, pasteop 0,05%

XYLOPHARM® nasal drops, solution 0,1%
KCHJIODAPM kanku 3a noc, pastsop 0,1%

2. KOJHYECTBEH U KA"IECTBEH CbCTAB
 XYLOPHARM® wcammicn 3a noc 0,05%
B 1 Mn pasteop ce cbaBpKa jleKapcTBEHO BEUICCTBO KCHIOMETa30/IHH XHAPOXIIOPH)L
(xylometazoline hydrochloride) 0,5 wmr.
XYLOPHARM® kanku 3a Hoc 0,1%
B 1 Mnm pastBOp Ce ChEBpXKA JICKAPCTBEHO BEIIECTBO KCHUIOMETA3ONHH XHIPOXIOPH
(xylometazoline hydrochloride) 1 mr.
TTOMONTHE BelIecTBA; GeH3aMKOHHER XJIOPHJ U Ap.

3a IBJIHAA COUCHK Ha MOMOIIEATE BEIIECTBA, BIDK T.6.1.

3. JEKAPCTBEHA ®OPMA

Kamnkw 3a Hoc, pasrsop.

4. KJIUHUYHU JTAHHH

4.1. IoxasaHns
. 3a CHMIITOMATHYHO OBIHABAHE Ha HA3&IHA KOHIECTHA NPH OCTBHP, BA30MOTOPEH H
aNepruieH PHHHT,
. 3a moAmOMAraEe JpeHaXa HA CCKPETHTE NpPH BB3MAICHHEC HA IMapaHA3aNHWTE
CHHYCH;

B xommiekcHara Tepanus Ha otitis media IpH OCTLP, BA30MOTOPEH H AlEpPIHYEH
PMHHT 3a JEKOHTECTHS HA HazogapHHTealHATA JTHTABHIA. |
XYLOPHARM® kankn 3a Hoc, 0,1% e npenHasHa4eH 33 IPHUIIOKEHHE IPH BL3PACTHH U

nena Hay 12 rojnimHa BR3pacT,

4.2,  JIo3HpoBKA H HAYHH HA TPHIOKEHHE

XYLOPHARM® kanxu 3a Hoc, pazteop (,1%

IIpr BB3pacTHU H Jena Haj 12-roAuIiAa BE3pacT - o 1-2 KamkH o

HO3/1pa 2-3 NbTH AHEBHO.




XYLOPHARM® kanxu 3a noc 0,05%

[1pu nena ot 6 o 12-rojuiHA BL3pacT - 1o 2-3 Kalky OT pasTBopa BEB BCAKA HO3Mpa 2-3
ILTH JHEBHO.
Ipu nena or 2 1o 6-ronuinHa BE3pAcT ~ 0o 1-2 Kalku oT pa3TBOpa' BBB BCAKA Ho3aApa 2-3
I'BTH JIHEBHO.

HDOHLJI)KHTG.T[HOCT Ha TeDﬁﬂHHTa: JleyenneTo ¢ JICKapCTBCHHA IIPOOYKT HE ’I‘pﬂﬁBa Ja

NpOSIbIIKaBa  MoBewe or 5 I{HH Hpn HeOOXOMHMOCT OT IIOBTOPHO JIEYEHHE C
XYLOPHAR MZ, NPHICKEHHETO Ha NMPOAYKTa TpaOBa Ja 3arouse ciiej l'IpeK'I:CBaHC oT

HAKOJIKO OHH C €1 Ja ce n30erue PA3BHTHETO HAa MENHKAMCHTO3CH PUHHT.

4.3. Ilporasonokazanud

. CBpPBXYYBCTBHTEIHOCT KBM JIEKAPCTREHOTO HIIH HAKOE OT TOMOIIHHTE BEIECTRA;

. lamuentd ¢ TpaHccCHOMNATHA XHIOQHIEKTOMHS MIM TpPH - XHPYPIUYHH
HHTEPBEHIMH ¢ eKcno3ud Ha dura mater;

. XpoHHeH aTpodHUCH PUHHT;

. HOBOPOHEHH, KbEpMadceTa H Jcna oo 2 rogunina Be3pacT.

4.4. CoenHaJdHR npeaynpexaenMs M NPeANA3HH MCPKH

Ipu nanpeHT! Che CUBIPOM Ha yAbDKeH QT HHTEPBAI, JIEKYBAHH C KCHIOMETA30JIHHE, MOKE Ja
HMa NOBHILEH PUCK OT CEPHO3HH BEHTPUKYIAPHH APHTMHUM.
KeunoMeTasonuu ce npuiiara JOKaIHO H HE Cé OYAKBA 1I0ABATA HA CHCTEMHH edexTH.

Bropeku toma, TBH KaTO TOM Ce OTHACS KBbM CPEJCTBATA C M3PA3CHO CHMITATOMHMETHYHO
JCHCTBEE, € HEOOXOAMMO ¢ BHUMAHHEE J1A C€ NPHJIATA TPH MALHEHTH C:

¢ PHTBMHU CBpIEeYHH HApYIICHU;

* AprepHanHa XMIEPTOHHS;

» Hcxemudna Gonecr Ha CHPUETO;

¢ THpPeOTOKCHKO3a;

® 3aKpUTOBIBJHA [TIAYKOMA;

¢ XHICpTpodHs HA IpOCTATATA,

e JIuaGer.

HpH HAKOH IIAMACHTH CHMIIATHKOMHMETHUHTHE, BKIFOYATEIIHO H KCHIIOMETA30JHH MOraT

CbC CNEIHHTE CHMITOMH: Oe3ChbHUE, CBETOBBPTEX, TPEMOP, Cbp

BHEMAaHHC,

Sb.[ H r'\P"‘
\.\.



JledenueTo ¢ xcuoMeTaszonmy He Tpaba fga IIpOAGLILKABA TIOBEYE OT S5 AHH. AKo cien
Kypca Ha JiCYeHHE CHMIOTOMHTE MpPOJBKaBar € Heo0XOmUMO Ja ce npepasriena
nevenneTo. IlponbmxuTennara nam mpekancHo decTa ynotpeba Moke Ja IpeH3BHKA
PCAKTHBHA XHNOEpeMHS Ha IHrapHmara, rebound — KOHIrecTHA W Ja [AOBEHC . 10
HEOGXOMMOCT OT I0-9€CTO MPUNOKEHNHE HA TIPOAYKTA. B Tesn Cﬂyrlaﬁ MOX€ J1a CE Pa3BHe

MEHKaMEHTO3CH PHHAT H JOPH arpodus Ha HOCHATA JIMTaBHIA (03eHa).

4.5. BsammopeiicTBHe ¢ [APYIM JeKApCTBeHH npogxyktTds u apyru  dopmn
B3aAMOJeiicTBHA

Boupexs due He ce ovakpal KIMHMYHO 3HAYMMH IIa3MEHH KOHNEHTDALMH HA
KCHTIOMETA30/JHH TIpH AO0KAIHOTO My NpHIOKEHHe, ¢ HeoOXOAMMO ha ce H30area
S/IHOBPEMEHHATa MY YIIOTpeba ¢ TPHUMKNHYHH aHTHAenpecaHTH B MAOQ-upxubHTOpPH.

EI_‘{HOBpE‘,MCHHOTO HM TIPHAOKEHHE MOXKE 14 MPEIU3BEKA APHTMHS, XHIICPTCH3NA.

4.6. DbpeMeHHOCT H JAKTANHS

bpemennoct. Hama npoBeneHn wuscrieisanus BBPXY Xopa, HEOOXOMMH 3a CHUTYPHO
JokasBanie Ha OecsomacHara ymorpeba mo Bpeme Ha GpeennocT. IlpunoxeHnero Ha
KCHJIOMETA30/1HH Tpa0BA Ja ce H304Arsa, upeBWJ IOTEHUHAIHHAS My CHCTEMEH
BasOKOHCTPHKTOpPEH eekT.

Kepmene. He ce npenopbuBa npasioxeHHETO Ha Kcunoﬁe'rasonnn Ha KbPMAYKH, THH KaTo

HAM2 HAaHHH 32 CKCKPeTHPaHe Ha KCHIIOMETA30IHH B KbpMarTa.

4.7.  EdexTu Bbpxy coocofHOCTTA 32 modHpaHe H paGora ¢ MAIIHHK
XYLOPHARM® IIpA IPOIBIKHTENHA YmoTpeda M BBB BHCOKH [JO3H, Makap H PAIKO,
MOXe€ /12 NPCOA3BHKA BHEHE HA CBAT, TPEMOD, apWTMusA, Xuueprewsud. B Tesu ciygam

cocobHOCTTa 3a modHpane H paboTa ¢ MAlIMHK MOXKe jia 0bJe HapyIlleHa.

4.8. Hexenann JekapcTBeHH peakuuA

Hapymienns Ha HEPBHATa CHCTEMA

Pedku: rnaBoboiHe, CBETOBBPTEX, OE3CHHHE,

CopiiedyHH HADVIIICHHS

Mhozo pedxu. CUCTEMHHM CHMIIATHKOMAMETHIHY e(heKTH KATO TAXHKAPIHA, XHICPTEH3M,

PEGHHEEITO[Z_JHI/I:I TPbIHH H MENUACTAHAIHA HApYIIEHHA

TO-BHCOKH JO3H; PCAKTHBHA XHIICpEMHA, MEIUKAMCHTO3EH PHEHT.

O6ium HapyiueHds ¥ eheKTH HA MACTOTO HA IIDUIOKSHEE

Pedry: TPH UyBCTBHTENHM NANHEHTH IPEXOJHO JEKO JipasHeHe

(mapeHe u H3cyLIaBaHe).




4.9, llpemosupane _
ITpu Tous0 cnazBaHe Ha JO3MPOBKATA M IIPOABIDKMTENHOCTTA HA ieYcHUE, ﬁpenosnpaHe HE
Ce oYakBa. PHCK OT mpefo3HpaHe ChIUSCTBYBa IPH JE€lA, NOpaaM KOero Tpsbma aa ce
M3II0I3Ba NPEHA3HAYCHATA 32 TAX KOHLEHTPAIWMS H JIEYEHHETO ';[a ce MpOCIeasaBa OT
neKap. | '
CuMITOMM: pH npe,ﬁompzme HIOH CIyJalHO TOINBIAHE MOTaT A2 Ce HabmogaBat
CIEMIMTE CHMITOMH: CHIHO. 71aBOGOJNME, TajeHe, NOBPbIAHe, MHAPHA3a, LHAHO33,
TPECKa, XHIEepPTEH3us, TaxHKap/Wd, komamc. Moke ga ce HabmolaBa [OTHCKAHE
¢ynxmmure nHa IJHC cBC CHHAMBOCT,. NOHMIDKABAHE Ha TelecHATa TEMIIEpATypa,
GpanHKapans, pa3Ko cranaie Ha apTepHanﬂbTo HaJIAraHe, aiTHEd M KOMA.,

JleueHne: mpu noOrTENIAHE — NPOMHBKA Ha CTOMAXA, aKTHBEH BhIVeH. [IpoBexma ce

CHMIITOMATHYHO JICYCHHE.

5. GAPMAKOJOTI'NYHH CBOMCTBA
ATC-xoa: RO1AAQ7
fl)apMaKOTepanéquHa rpyna: [IeKoRTecTanTH H APYTH IPOOYKTH 33 JIOKAIHO HAIATHO

NPEJIOKeHHe

5.1, @dapmaxogHHAMEYNH cBOHCTBA

KcHioMeTa30nue € HMHA30/10B0 NPOU3BOJHO C NPAKO O-aJPeHOMUMETHHHO IeHCTBHE.
CruMy/IMpa 0-aipEHEPTHYHUTE PEUESTITOPHA, TOKATH3APANE B CTEHaTA HA KPHBOHOCHHTE
CBJ0BE Ha HOCHATA W (apuHreanrdaTa IIMraBHIA H JIPEIUIBHKBA BA3OKOHCTPHKIHA. B
PC3yNTAT HA TOBA CC HAMAIABA XHIIEPEMHUATA HA JIHTaBHIATA U cekpennara. llogobpsasa ce
npoxo,ﬁHMocna Ha HOCHHTE XOJOBe H CyOCKTHBHAaTa cHMnToMaTHka. EdexThT Ha
KCHJIOMETA30/IHH HACTBIBA 0BP30 (2-3 MHHYTH) 1 IpoABIKasa oT 6 no 12 yaca,

[Tpu noKanHo NpUNOKEHNHE B IPENOPHIBAHATE J03H H PEKHUM Ha ,uoaplpaHé HE ce OYaKBaT
CHCTEMHH epeKTH. Upes BR3MeHCTBHE BEPXY ¢-aJipeHeprudHuTe penentopy B m. dilatator
pupillae mMoxe ja mpenmsBHKa MHApHAsa. Be3MoXHHTE eeKTH OT cTpaHa Ha CHPJEYHO-
CHI0OBATA CHCTEMA Ca oﬁyCﬁOBeHH OT ACHCTBHETO MY BBDXY 0-aApPEHEPTHUHATE PENEITOPH

B MHUOKapaa.

5.2. dapmakoKHHETHUYHH CBOHCTBA

HpH JIOKAIIHO NPHITOMKEHUE B NMPCNIOPBIBAHHATE JO3ZUPOBKH He ce OY9aKBa AOCTHIGHETO Ha
W

I/Ta3MEHH KOHIEHTPAIHH, KOUTO [ AMAT KITMHUYHO 3HAYCHHME. A ArEH&’J;v

5.3. IlpeakauHA4YHM AaHHH 32 HE30NACHOCT

KemnoMerazonun ce oTHacS KBM BelIecTBaTa ¢ HHCKA TOKcHunoceT. L5

MPUIIOKECHHUE Ha IUTHXO0BE € 450 MI/KT T.M.




Hsama faHHEE 32 TepaTOTeHHO, KAHIIEPOTEHHO H MyTATEHEO JeHCTBHE Ha KCHIOMETa30/THH.

6. CAPMAUEBTUYHHN JAHHH

6.1. CoEcbK Ha NOMOIMHEATE BellecTBa i

Harpmer xmopua, mucomaym EJITA, HCI, TpHeTaHonaMﬁH, OcH3aTKOHHEB 'xnopH,u,
MpeYHCTeHa BOJA.

6.2. DHIUKOXHMHYHA HECHBMECTHMOCTH

He ca uzBecTHH.

6.3. Cpok Ha rogHocT

2 (aBE) I'OJTHHH.

6.4. CoeudanuH OpeANa3HA MEPKH NpH cbxpaﬂemie

B opuryuanuara onakoska, Ha JANMUTEHO 0T CBETIMHA MACTO, HpH TeMnepaTypa mox 25°C.
6.5. JlaunM 3a omakoBKarTa

Ho 10 Mt pasrsop B OYTHIKA OT NOJIHETHIEH ¢ KallauKa ¢ OCHIYPHTENEH IphCIeH, 1o 1

OyTHIIKa B KapTOHEHA KYTHS, 3a€/{HO OTKAIBAIlO YCTPOHCTBO H IHCTOBKA.

6.6. CoeurpuyHn MpeANaHy MEPKH NPH M3XBLPISHE HA M3NOI3BAH JEKAPCTBEH
NPOAYKT HJIH OTHAABLYHH MATEPHAIH OT HEro

Hsma.

7. IIPUTEXKATEJI HA PA3BPEIIIEHUE 3A VIIOTPEBA U IPOU3BOAUTE
CODAPMA AT

yi1. Unuencko moce 16, 1220 Codus, Buarapus

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

9. JATA HA IITBPBO PA3PEIIABAHE 3A YIIOTPEBA (HO,IIHOB}IBAHE
HA PA3PEINEHUETO): 24.01.2002 r.

10.  JATA HA (HACTHYHA) AKTYAJTH3AIIUS HA TEKCTA:
Anyapu 2019




