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1. AME HA JIEKAPCTBEHHUSA ITPOAYKT

Nasic 5%/0,1%, nasal spray solution
Ha3zuk 5%/0,1%, cnpeii 3a Hoc pazTBOp

3a aena v BB3pACTHH Haja 6 roauum

2. KAYECTBEH 1 KOJIHMUECTBEH U CHCTAB

AKTHBHHM BellecTBa: jaekcnanteHon (Dexpanthenol) 5%, KCHIOMETa30MH XUAPOXIOpUHI
(Xylometazoline hydrochloride) 0,1%.

Besxo BnpbekBade or 0,1 ml (exeuBanentHo na 0,10 g) or pastopa ceaspxa 0,1 mg
KCHJIOMETA30JIMH XUapoxnopua U 5,0 mg nekcnadTeHoNn

3a nBJIHKAS CIHCHK Ha MIOMOIIHUTE BEILIECTBA, BHXKTE T. 6. 1.

3. JEKAPCTBEHA ®©OPMA

Crpelt 3a HOC, pa3TBOP
buctbp, 6€3uBETEH pa3TBOP

4, KJIMHUYHA JAHHHA

4.1 TepaneBTHYHN NOKAIAHHS

Karo HazaleH AEKOHTECTaHT NpPH XpeMa H 3a IOANOMAraHe 3apacTBAHETO HA JIE3WH IO
Ha3aJIHaTa JTHIaBULA M CHCETHATE KOXKHH Yy4YacTBIH, 3a 0ODNeKUaBaHe HA BAa30MOTOPEH PUHHUT
H 34 JICUCHUC HA HApYLIEHOTO JUINAHE Ipe3 HOCA M Ha3allHa XUPYPruYHa OIeparyd.
Ha3ux ¢ npeanasHadeH 3a ynorpe6a mpu BE3pacTHU U [P Aela Hax 6 rOJHMHH.

4.2 {o3MpOBKa H HAYMH HA NPHJIOKEHHE
3a Ha3amHO NPUJIOKEHHE

[Ipn BB3pacTHy M fena ce Mpuiara no eIHO BIPBCKBAHE BLB BCSKa HO3Mpa, A0 3 THTH HA JICH.
[ IpHNIOXEHUETO 32BUCH OT WHAMBHAYaTHATA YYBCTBUTEIHOCT M TEPANEBTUIHHS eeKT.
[1o BpeM¢e Ha BIIpBCKBaHETO (BaKoOHBT TPAOBA /1A C& IBPXKH U3NPABEH.

Hasuk He TpsabBa ma ce u3mona3Ba no-geiaro oT 7 AHM, ThH KaTo HAMA HAJJHUHY_JaHHY B
IOAKpena Ha NO-NPOALIDKUTENHA yrioTpeba., H,V,.“ TN
Heobxoaum € HEKONKOAHEBEH IIEPHOS TPEAN BB30OHOBSBAHE Ha JIEYEH "T@ TN
[IponemKUTENHOCTTA Ha TEPAICBTUYHUA KYpPC NpH Oeua TpsbBa | a ot onpeg;remn e:lfe,u
KOHCYJITAIlMS C JIEKap. R 3T
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[Ipunoxennero na Hasuk e npoTHBONOKa3aHo Npy Aena noA 6 rofuHy (BIX Touka 4.3)

To3u HaszajieH cnpeil ce mpelnara M ¢ NO-HHCKA KOHIEHTPAUHUS HAa AKTHBHOTO BEILIECTRBO,
IMOXOMSIN] 34 A€lla Ha BB3pacT MeXay 2 U 6 TOXHHH.

4.3 IlpoTnBonokazanug

To3u neKapcTBEH NPOAYKT He TpsOBa Ja ce U3NO0JI3Ba B CIEIHUTE CIy4au:

- MaIUeHTH CHC CBPBLXUYBCTBUTENIHOCT KbM AKTHBHHUTE BEINECTBA, HIM KBM HAKOE OT
TIOMOIIIHUTE BeIeCTBa

- TNaIUCHTH ¢ BH3MNaJICHUE Ha HOCHATA JIuraBuua 0e3 cekpeuud (rhinitis sicca),

- CIeA OCBIIECTBEHO IIpe3 HOCA OIEpPaTHMBHO  OTCTpaHsABaHe Ha enudusara
(TpaHcheronaanTHa XUNODH3IEKTOMH),

- KBbpMayeTa W Acla Ha BBE3PacT o4 6 roguHH.

Hasuk cbabpixa O¢H3aIKOHHEB XJIOPUA U 3aTOBA He TPAOBA Ja ce H3MOI3BA [IPH MAIMEHTH C
M3BECTHA YYBCTBUTEINHOCT KBM TO3M KOHCCPBAHT.

Tosu JyiekapcTBEH MNPOAYKT MOXE Ja C€ H3MON3BAa Clie] BHHMATE/IHA IIPELEHKA Ha

CBOTHOWICHUETO MEXKIY OYaKBAHATA I10J132 U NOTCHIIUATHUS PUCK B CIEAHUTE CIIyYaH:

- TallEHTH JICKYBAHH ¢ HHXHOMTOPH Ha MOHOaMHHOOKcHAa3aTa (MAO MHXHOHTOPH)HIH C
ApPYTH JICKapCTBEHH MPOXYKTH, KOUTO OHUXa MOIJIY Ja NOBHIIAT KPEBHOTO HAJISTAHE,

- OOJHH C IOBHINEHO BRTPEOYHO HATATaHE, 0COOEHO ¢ TACHOBI'BIHA IIayKOMA,

- TalUEHTH CTpajalli oOT TEXKH CHPACYHO-CHAOBH 3abonsBaHusa (Hamp. KOpPOHAapHA
ChpAcYHa O0JIECT, XMIIEPTOHHUS ),

- 00onHH ¢ PEOXPOMOITUTOM,

- TAlHEHTH ¢ MeTADOIMTHH PasCTpoiicTRa (Hanp. XUMEPTHPEOUIUIBM, TUaber)

-  TANWEHTH C mophupus,

- OOJIHU C IPOCTAaTHA XUIIEPILIA3HA

4.4 CnenpaJ HH NPeaynpexIeHHN H CICLHATHE NPeANa3Hd MepKH NPH ynoTpe6a
Creunaany IpeayIpekIeHus . HaMa

[lpeanazuu Mepku: CHUMIATHKOMUMETHLIMTE U3MOI3BAHU KAaTO JEKOHTECTAHTH, 0COGEHO IpH
NPOABJDKUTENTHO JICUCHAC WK B CIyYal Ha [Ipefo3upaHe, MOraT Ja Npedu3BHKAT peaKTHBHA
XHIICpEMHA Ha Ha3ajHaTa JMraBunoa. 103m obparteH eeKT BOAN IO CTECHABAHE Ha HA3AIHUTE
BE3YXONNPOBOAHM MBTHINA M IPHHY)KIABAa [MAlMEHTA [Ja M300/J13Ba MHOTOKPATHO
JIEKApCTBCHUS IIPOAYKT IO CTENEH Ha XpoHHYHa ynorpeda. Tora € CBBP3aHO ¢ XPOHHYHO
HaOROBaHe Ha Ha3zalHaTa JUraBuia (MEIUKAMEHTO3€H PUHHAT) 10 CcTelleH Ha aTpodus (03eHa).
IIpn mo-nexute HopMH € MPENOPHUUTENHO [a C€ MPEYCTAHOBH BIPBCKBAHETO Ha Pa3TBOPA B
¢AHaTa HO3Jpa KaTo IPUJIOKECHHETO C€ H3BLpIUBA upe3 peayBaHE Ha HO3JApUTE 0
OT3BY4YaBaHE Ha CUMIITOMHUTE, 3a Jla ¢€ 3alla3d MOHE YaCTHYHO BB3MOXKHOCTTA 334 NHINAHE

pe3 Hoca. ,.f-;_..—-::::__-«-.h,,
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JIekapCTBEHNAT NMPOAYKT MOXE Jia C& M3MOJ3BA [IPH XPOHHYEH PHHHT/E O’ﬁDH %Egpcm
HaOMIOIEHUE, IIOpPaAN ONMACHOCT OT HAaMaNlsBaHe HA HAa3aIHATa ﬂuraﬂnuarf o g R



4.5 BsaumoaeiicTBHe ¢ [JpPYrH JIEKApCTBEHH NPOJYKTH H ApYrn d¢opmMu Ha
B3aMMOJeHCTBHE

Kcunomemasonun xuopoxaopuo:

EnHoBpeMeHHaTa ynorpeda ¢ TpaHHILHIIPOMHHOBA MOHOAMHHOOKCHIA3ZHU UHXUOUTOPY HITH
TPULIMKIHIHK aHTH/ICTIPECAaHTH MOXE Ja JOBELE A0 IOBHIIABAHE HA KPBBHOTO HAJISITAHE B
pE3yNITaT Ha CBPACYHO-CBAOBHUTE €PEKTH HA TE3H JIEKAPCTBEHH IIPOIYKTH.

Hexcnanmenon:

He ca u3BecTHH

4,6 bpeMeHHOCT B KbpMeHe

Ha3nk ve Tpabma ga ce u3non3Ba mo BpeMe Ha OPEMEHHOCT MOPAAH OTCHCTBHETO HA
AOCTAaThYHO JaHHW 34 PUJIOKCHUE Ha KCHIIOMETA30JIMH XUIPOXIOPH ITPU OpeMEHHH KEHHU.
Hasuk He TpsaOBa Ha ce M3MOM3Ba OT KBPMEIUH KEHH, Th#i KATO HE € M3BECTHO AAH
KCHUIIOMETA30JIHH XUAPOXJIOPHI IIPEMHUHABA B MAWUYHHOTO MIISKO.

4.7 Edextn BHpXy cnnoco6HocTTa 32 odupaHe uam paboTa ¢ MAIMHHA

[Ipu u3mon3BaHe Ha TO3M JIEKAPCTBEH MPOAYKT B CHOTBETCTBHE ¢ YKA3aHUATA, HE CE OYAKBAT
POABU Ha HSKAKBB €(EKT II0 OTHOLIEHHE HA CIOCOOHOCTTA 3a modupaHe umu paboTa ¢
MAalUHHHY,

4.8 Hexenanu JIeKApPCTBEHH peaKIHH

HexenaHuTe NEKapCTBEHU peakiMy ca TPYIHPAHH B CHOTBETCTBHE ¢ YECTOTATa, KakTo e
IPHETO:

Muoro wectu (= 1/10), yectu (= 1/100, < 1/10), newecrn (= 1/1000, <1/100), pemxn
(21/10000, <1/1000), mHoro pemku (<1/10000), HeHsBecTHH (decTOTAaTa HE MOMKE 1a Ce
onpeaeny OT HAINYHUTE JaHHN).

PecniupaTopuu, rpnaHd ¥ MEAHACTHHATHH HAPYIIEHHUS

MuHoro peiku: 3acunBaHe Ha HasalHaTa KOHTECTHA Cli€]l NPEMHHABaHE Ha e(eKTa Ha
JICKapCTBEHHUSA TIPOJYKT (PEaKTHBHA XHUIIEPEMUS ), KBPBEHE OT HOCA (EITHCTAKCHC).

HeussecTHa yectora: [TapeHe WiH cyXoTa HA Ha3a/IHATA TUTABULA, KUXaHe

HapymeHust Ha HepBHATA CHCTEMA
MHoro penkn: I'masobomnue, 6€3cbHEE UM YMOpa, Bb30Y/ia; XaMOIUHANUA (IIPH NO-TOJIEMH

Iena)

Cepaevnu HapyileHus

Peaxu: Ilajmuranuu, ycKopeHa ¢hpaeyHa AefHOCT (TaXuKapus), MOBHIIABAHE HA KPBBHOTO
HaJIAraHe (XHIEPTOHUS)

MHuoro peaxu: CepieYHH apUTMHH

Hapyumenns Ha HMyHHATa cHCTeMa

MHoro pesks: Peakuuy Ha HEeNOHOCUMOCT (aHTHOEAEM, OOPHB, eK3eMa) T
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4.9 IIpeno3upane

Kcunomemasonun xuopoxiopuo:

B cmyvaii Ha mnpenosMpaHe HIM INpH HHUMAEHTEH IIpUEM IIpe3 ycTaTa, MOTaT Oa ce
Ha0JII01aBAT CIE/IHNTE CUMIITOMHK: MHO3a, MUAPUA3a, TajicHe, NOBPBIIAHE, UAHO34, TPECKA,
FBPY0BC, TaxWKapAusl, CBPACYHA apUTMHUs, LHUPKYJaTOPEH KOJalC, ChPACYEH apect,
XUMEPTOHUS, OenopobeH 0TOK, pecriHpaTopHa AUCHYHKLAS, ICHXHIHH pasCcTpoiicTRa.

IIpy panueHTHTE € BB3MOXHO 1a ce HabIonaBa M HOTHCKAaHE Ha LIHC, uszsaseno csc
CBHHIMBOCT, IIOHMIKABAHE HA TEJICCHATA TeMIEparypa, Opagukapaud, psa3KO MMOHMKABaHE HA
KPBBHOTO HANIATaHe, almHes U KoMa.

JleyeHue B ciydait Ha peHO3NpaHE:

Ilpmnarane Ha aKTHBEH BBIVICH, CTOMAlIHA IIPOMHMBKA W OOMIIBaHE C KHCIIOpOoa. 3a
MOHINKAaBaHC Ha KPBBHOTO HAIACAHEe MOXKE Ja ce IpUNOXH S5 mg (EeHTONaMWH BbHB
du3noIOrHUeH cepyM, oA GopMa Ha GaBHA MHTpaBeHO3HA MHGDY3HS Wim B 1033 100 mg
nepopanHo. (ChIOCBMBAUINTE JICKAPCTBEHH TPOAYKTH €A MPOTHBOMOKA3aHM. Moxe ma ce
HAJIOXNH U NpUJIaraHe Ha aHTUKOHBYJICAHTH M AHTHIIMPETHLIM 3a OBJIaAsBaHe HAa TPECKATA.

Hexcnanmenon:

[anTOoTCHOBAaTa KHMCENMMHZ M HEHHHTE NPOM3BOAHH, BKIIOYHTETHO AEKCHAHTEHON, co
OTJIH4YaBaT ¢ MHOTO HHCKA TOKCHYHOCT. He ¢ neoOxoammo mpoBexmane Ha cCHeIHaNHM
MEPOIIPHATHS [IPH IPEHO3HPAHE.

5. PAPMAKOJOI'TYHU CBOUCTBA

5.1 ®apMakoaHHAMHYHH CBOHACTBA

(bapMakoTepaneBTHUHA I'PYIIA;

PunonornyeH NekapCTBeH NMPOAYKT 3a JIOKAJTHO MPHIOXKEHHE BBPXY Ha3alHATA JIHTABUIA,
ChABpKaIll KOMOMHAIUA OT anda-CHMIIATHKOMHUMETHK U BUTAMHHEH aHAJIOT.
KcumoMerasonuH HMMa CBIOCBHBALIO NEHCTBME M NpEAU3BHKBA OTOBLGBaHe Ha HazanHaTa
JINTaBULIA.

JIeKCrIaHTeHOIT € MPOM3BOAHO Ha NAHTOTEHOBATA KHCEIMHA, BUTAMHH, KOHTO CIOCOBCTRA 32
3apacTBaHE HA HapaHeHaTa JIATaBHLA U IPUTEKABA MYKOIIPOTEKTHBHO ACHCTBHE.

ATC-xon: RO1ABO6

Kcunomemazonun xuopoxiopuo:

KennmoMerasonud — XWApOXJOpHZ, HMH/A30JI0BO NPOM3BOAHO, €  Q-aJpeHepruyeH
CUMIIATHKOMUMETHUK, KOHTO JEHCTBA KATO BA30KOHCTPUKTODP H Ha3aJleH ACKOHTECTAHT.
OOHKHOBEHO, HAYANIOTO Ha edeKTa € B paMKUTe Ha 5 10 10 MHHYTH ciie[l IPHIaraHeTo Ha
JICKAapCTBCHHS TNPOAYKT M C€ NpOsABABAa KAaro oOOJieKyaBaHE Ha [UINAHETO Mpe3 HOca
BCIIEACTBUE HA OTOBOBaHE Ha OTOYHATA JIMTABHIIA U MOJOOPEHHSA ApPEHaX HA HOCHHUTE
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Jexcnantenon (D-(+)-DIaHTOTEHUJIOB alIKOXO0J) € AIKOXONCH AaHAJIor Ha naHTmeHGBaT E
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OMOJIOTHYHO aKTUBHA. [TaHTOTEHOBATA KUCEIMHA M HEHHUTE CONH ca BOJHO-PA3TBOPHMH
BUTAMUHH, KOMTO ITOX (POPMATA HA KOSH3HM A, Ca BBBJICUEHH PEANLIa METAGOTHTHH [IpoLecH,
BIJIIOYHTECIIHO CTUMYJIMPAHC Ha CHHTe3aTa Ha IIPOTEMHH M KOPTUKOMJIH, KAKTO W
IPONYKIHATA HA aHTHTeNA. KOCH3UM A € ChINo Taka HeOGXOMUM 3a MPOAYKIUATA Ha JTHIIUIY
H HI'Dac BaKHA pOJIA B ALIETUIHUPAHCTO Ha aMHHO3axXxapH, KOUTO Ca OCHOBHHM E€JIEMEHTH B
CTPYKTypaTa Ha pa3sjIHYHHd MYKOIIOJIH3aXapUIH.

JICKCIIaHTEHOJ TPOTEKTHPA ENUTEIHUTE CIOEBE U MOIIIOMAra 3a3/IPABABAHETO HA PAHUTE.
[Ipr mabxoBe ¢ JedHUNT HA AEKCNAHTEHO, HETOBOTO IPUIIOKEHUE € CBBP3aHo ¢ TpodHueH
e(eKT BBPXY KOXKATa.

Ilpn noxanHO mnpHIOKEHHE NEKCHAHTEHOJ/MAHTEHON I[IO3BOIABAT Ha  Ce npeogoee
IMMOBUIICHATA HYXK/14 OT TAHTOTEHOBA KHCEIMHA B YBPEASHATA KOXKa WIH JIHTaBHLIA.

3.2 PapMAKOKHHETHYHU CBOHCTBA

Kcunomemazonun xuopoxnopuo:

[lonsaxora, mpy WHIPaHA3aIHO NPHIOKEHHE HAa KCHIOMETA30JHH XUAPOXJIOPU A,
PE30pOUPAHOTO KOIMYECTBO OT ICKAPCTBEHMS IPOAYKT € JOCTATHYHO 3a IIpOsiBa HA CHCTEMHH
e(DEKTH, HANmp, OT CTpaHa HAa LEHTPAIHATA HEPBHA CHCTEMA H/HIH CBEPACUYHO-CHAOBATA
CUCTEMA,

Hsama mabuum ot npoBeneHd ¢papMaKOKHHETHYHH TPOYYBAHUS IIpH XOpa.,

Hexcnaumenon:

JleKcnanTeHon ce pe3opOHpa Mpe3 Kokara M Ce OKHCIABA EH3MMHO 1O IAHTOTEHORBA
KHCCIIMHA, KaKTO B TANOTO, Taka W B Koxara. B mnasmara BUTaMHHBT ce TpaHcmopTHpa
CBbp3aH C nIasMEHUTe NpoTeHHH. [laHTOTEHOBaTa KHCeNUHA € BaKeH KOMIIOHEHT Ha
KOCH3AM A, KOHTO C¢ OTKpPHBA BBB BCHYKH ThKaHH W opradu. He ca npoBexmann meTaiiiau
IpoyYBaHUA BEPXy METa00IM3Ma B KOkaTa U uraBuuute, [Ipu nepopanen mpuem 60-70% ot
[IpueTaTa 103a C€ EKCKpeTupar ¢ ypuHara, a 30-40% ce otaensr ¢ gexanumure.

5.3 IlpeaxknMHUYHU {AHHH 32 06€30NACHOCT.

Bb3 ocHOBa Ha IpoBeneHHTE KOHBEHUMOHATHH W3CISABAHMS II0 OTHOLICHHE Ha
(hapMaKoIoruaTa, PpernpoAyKUHOHHATA TOKCHYHOCT, TOKCHYHOCTTA NpH  MHOTOKPAaTHO
[IPUJIOKCHUE, TCHOTOKCHYHOCTTA Y KAPIMHOICHHHUA MOTEHITHAN, NPEIKIMHUYHUTE NaHHH 34
0€30MacHOCT HE JaBaT OCHOBAHHE Ja C€ NPEANONAraT HSKAKBH CIELMaHH PUCKOBE 3a
Xopara.,

6. PAPMAIIEBTUYHHU JAHHHU

6.1 CnHcLK HA MOMOIIHUTE BelecTBA

bensankonnes xnopua 2 mg/10 ml, kammes muxmaporendocdar, AUHATpHEB__{
aonekaxuznpar (Ph. Eur), npeuncrena soxa. 7T e

6.2 HecoBMecTHMOCTH Jor s
He ca npunoxumu |

6.3 Cpok Ha rogHocT AN
3 roguHu. e TN
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Cnen oTeapsHe Ha OmakoBKaTa, HPOAYKTET € TOACH 3a ynoTpeba B MPOIBIKEHHE Ha 2
CEIMHIIH.

Jla He ce U3MoII3Ba Cle/l U3THYAHE CpOKa Ha roJHOCT.

0.4 CneuMaJ/inH ycJ10BHS Ha ChbXPaHeHHE.
To3u nexapcTBeH npoayxT He M3KCKBA CrIELHATHY YyCJIOBHSA Ha ChbXpaHEHHE.,

6.5 /lanHu 32 onnakoBKara
MHuorono3os xouTeiiHep ¢ nomma 3a BIIPBCKBAHE.
OpuruHanna onmakoeka, chrepxama 10 ml.

6.6 CieuMa/ng npeanazHu MEPKH IpH H3XBbPJisHe u pabora
Hsama cnienmuanny u3uckBanusl.

7. IPUTEZKATEJI HA PASPEHIEHUETO 3A YIIOTPEEA

Cassella-med GmbH & Co.KG
Gereonsmuehlengasse 1, 50670, Cologne, I'epmanus
Ten: +49221/1652-0

Pakc: +49 221/1652-513

E-mail: dialog@cassella-med.eu

8. HOMEP(A) HA PABPELLIEHHUETO 3A YIIOTPEBA

9. JATA HA ITbPBO PA3PELHIABAHE/MIOJHOBSIBAHE HA PA3PEINEHUETO
3A YIIOTPEBA

23.11.2006

10. TATA HA AKTYAJIM3UPAHE HA TEKCTA
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