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1. HUME HA JIEKAPCTBEHHA INPOAYKT

OTPHBHH 0,05% Kanka 3a HO¢, pa3TBOp
OTRIVIN 0.05% Nasal drops, solution

2. KAYECTBEH H KOJIMMECTBEH CHCTAB

OTPUBHH 0,05% Kankn 3a Hoc chabpxa 0,5 mg/ml keunometazonuHOB xuapoxaopua (xylometazoline
hydrochioride).
3a LJIHKA CMHCHK HA NMOMOLHWTE BEILEeCTBA BUXKTe TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

OTPHBHH 0,05% Kanxu 3a Hoc ¢ 61cThp, Oe3lBereH v npakTUi4ecku 6e3 MUpH3Ma pa3TBop.

4, KJIMHHUYHHA JAHHH
4.1 TepaneBTHYHHE DOKA3AHHS

3a obnekuaBaHe HA HOCHATA KOHIECTHUA TIPpH NPOCTYAA, CCHHA XpeMa WIH APYTrH alCpri4HA PHHUTH,
CHHY3HUTH.

3a noAnoMarase ApeHaxa Ha CEKpPETHTE TTPH Bb3NAJCHHE HA OKOJIOHOCHHUTE KYXHHU.,

B koMIulekcHaTa Teparnus Ha otitis media 3a JekOHrecTUs Ha HazogapyHrealiHaTa JTUrasuua.

3a ynecHARAHE Ha PHHOCKONUATA.

OTPHUBHH 0,05% Kanku 3a Ho¢ € noxas3aH 3a Je4eHWe Ha Zicla ot 2 /1o |1 | roAWHW NOA pOAMTENCKHK
KOHTPOII.

4.2 JA03HpOBKa H HAYHH HA NPHIOKEHHEE
Ieouampuuna nonynayus

OTPHBHH 0,05% Kanku 3a noc He TpabBa aa ce M3nof3ea or aeua noxa 2 roadHud. [lpenoppiea ce 3a
ynoTpeba npH aeua ot 2 20 11 roasnu caMo rnoa poAHUTENICKNA KOHTPO.

Jo3upoBka

OTPHBHH 0,05% Kankn 3a noc He TpabBa a ce M3non3ea no-awire ot 10 nocnegoBaTestin 1HH {BUX
Touka 4.4. CneuuanHy npeaynpexxacHda M npeanasHy MEpKH mpu ynotpeda).
He TpabBa ga ce npepuiLaBa npenopb4paHaTa go3a, ocoOEHO MpH NaLyYeHTH B HANIPEIHaNa Bb3pacT M Acla.

OTPHUBHH 0,05% Kanku 3a HOC

KoHneHTpanus Bb3pacr IIpuaoxkeHne

OTPHUBHH 0,05% Kanku Heuna ot 2 1o 5 roguHn [Ton poaAMTENCKH KOHTPOII.

32 HOC 1 1o 2 xanku BLB BeAka HO3apa | xo 3
NbTH AHEBHO (Ha uHTepBa oT & ao 10).
He npesuiiaBaiiTe MakCyMyma oOT 3
AMJIMKALIMH [ HO31pa

OTPHUBHH 0,05% Kanku Jeua or 6 1o 11 roguuy [Toa poawnTy




32 HOC 2 10 4 KanKu BbB BCiKa HO3apa 2 10 3
NbTH JHEBHO NP HY»xa. He
npesuiliapaiTe MAaKCUMYMa OT 3

allJIMKaluli AHCBHO BLB BCAKA HO3Jpa.

[IpenoprpunTenHo € NoCAeIHOTO NPWIOKERHE 3a A€HA Ja ¢€ HalpaBH MAJIKO MPEH JISraHe.
Bcaka kanka ot OTPHBHH 0,05% Kankn 3a noc goctaes 0,0125 mg KCHIOMETA30/1MHOB XHAPOXAOPHA.

Ha4yuH Ha OpUNOXKEHHE

1. Tlouuncrere HOCA.

2. Haeeaere rnasara Ha3aj A0 ya0OHa NO3WUMSA WIM ako CTE JIErHaNK, IPOBUCETE 'NABa OTCTPAHH Ha
JErnoTo.

3. Ilocraeere KankWTe BbB BCAKA HO3/Apa U 3apbKTe rlaBaTa HaK/IOHEHA Ha3a/] 3a KPaTKO BpeMe, 34 11a
MO3BOJIMTE Ha KAMKUTE Aa C€ Ppas3snpeaensaT B HOCA.

4. [louncTeTe M NOACYLIETE KANIKOMEDPA, NPEeIU Aa ro Hocrapyre 00paTHO B LUHMHIEHHETO
HETIOCPEICTBEHO cnep ynorpeda.

5. 3a pa ce u3berHe BL3MOKHO pasnpocrpaHenne Ha vHPekuunsra, OTPHABHH 0,05% Kanks 3a noc
TpsOBa Aa ce U3MON3Ba CaAMO OT €IMH NALMEHT.

4.3 IIpoTHBONOKA3ARHSA

CBPBXUYBCTBHUTEIHOCT KbM KCHJIOMETA30JIHHOB XUIPOXJIOPHI HIIH KbM HAKOE OT MOMOLUHHTE BELIECTBA.
Kakto Bcnuku BazokoHcTpuktopH, OTPHBHH 0,05% Kanku 3a Hoc He TpaOBa 1a ce H3nonssa

NpHU MALKEHTH C TPAHCCPECHOUAATHA XUIOPHICKTOMUA WIH APH XUPYPTrHYHU HHTEPBEHUHH C EKCITIO3ULIMSA Ha
dura mater.

[TauMeHTH CbC 3aKPUTOBI'BIIHA I1IAYKOMa.
IMaumneHTH ¢ rhinitis sicca WK aTpodHUEH PRHMT.

4.4 CnennajHu npeynpexicHHus | Npeanaina MEPKH NpH ynorpeba

Kakto u apyrure cumnatuxkoMumetuu, OTPHBHH 0,05% Kanks 3a Hoc TpsaOBa na ce U3nonsea c
MOBHUILIEHO BHUMAaHHUE MPH NALMEHTH C U3PA3CHK PEAKLIMH KbM aJIpeHEepruydHH BelllECTBA ¢ NposABa Ha
CHMITOMH Ha De3CHHHE, 3aMasHOCT, TPEMOP, ChPACYHA APUTMHSA WK NMOBHILIEHO KPLBHO HaAraHe.

OTPHBHH 0,05% Kanku 3a noc TpabBa ga ce H3non3sa ¢ NOBHUIEHO BHHMAHHUE TPU:

® MALWEHTH ¢ XMIIEPTOHHA, CbPACYHO-CbAOBY 3a00IABaHHA. [1py NAaLMEHTH CBC CUHAPOM Ha YAb/DKEH
QT nHTepBan, EKYBaHN ¢ KCHIIOMETA30/1MH, MOXKE 1A UMa MOBHULUIEH PUCK OT CEPUO3HH
BEHTPHUKYJIAPHHN aPUTMHH,

® [AalLMEHTH C XHINICPTUPEOUINUIBM, 3axXapeH AuabeT, PEOXPOMOLIUTOM;
AALMEHTH C TIPOCTATHA XUNEPTPOPHUS;

® MAalHEHTH, JIEKYBaHH C MOHOAMHHOOKCHAA3HH HHXHOUTOpH (MAOH) 1 npreMany Takusa npes
NnocjeaAHUTe 2 ceaAMUALH (BIOK TOUKA 4.5, B3auMoaeHcTBHE ¢ APYTH JAEKAPCTBEHHU NMPOAYKTH U APYTH
¢opMH Ha B3aUMOAECHCTBHE);

¢ TMALMEHTH, JICKYBAHH C TPH- H TETPaALUHKIHYHU aHTUICTIpECAHTH (BHX TO4Ka 4.5, B3auMoneitctaue ¢
JAPYrH N€KapCTBEHH NPOAYKTH H APYTH (POPMU HA B3ARUMOJEHCTBHE).

Kakto u apyrurte BazoKOHCTPUKTOPH 3a JiokaiHo npunoxeHne, OTPHBHH 0,05% Kankn 3a Hoc He
TpaAGBa /1a ce npuiara noseue ot 10 nocnegoBarenHH JHH: MPOABIKUTENHATA HIH NPEKAIeHaTa ynorpeda
MOXKe a npeaussuka rebound-koHrecTus Wunu atpodus Ha HOCHaTa JIUraBHLa.

Ila He ce nNpeBuilaBa NPENOPBLYKTENIHATA A03a, OCODEHO NpH ACLIA H MHOT'O Bb3pacTHH MMaLltMEHTH.

IlennaTpuyHa norryJanus




OTPHBHH 0,05% Kanks 3a Hoc He Tpa0Ba a ce W3noa3sa npu zeua nox 2 roguHu. Iipenopnusa ce
H3MOJI3BAHETO TIPM ieua oT 2 10 1] roaMHu camMo noa pOAUTENCKH KOHTPOIL.

Hudopmayun 3a nomouiume eewiecmeda

OTPHBHH 0,05% Kanks 3a Ho¢ CbAbpxa OCH3AIKOHHEB XJIOPHI, KOHTO MOXKE 13 MPHYHHH APA3HEHE UITH
o JyBaHe Ha HOCHATA JIMraByMua, ocobeHo ako ce H3MN0/138a NPOABLIKHTENHO.

4.5 BiauMoaeHCTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrH POPMH HA B3aRMOAECHCTBHE

MOHOaMHHOOKCHI33HH MHXKOWTOPH: KCUWIOMETA30JIMHBT MOXE J1a MOTeHUKpa AeHCTBUETO Ha
MOHOAMHHOOKCHAA3HUTE HHXHOMTOPH U Aa NMPOBOKMPA XMNEPTECH3MBHA Kpu3a. KcunoMerasonuy He ce
MpenopbUBa NpH MNAUHEHTH, KOUTO NpHeMat WK ca npuemany MAOH npes nocneaHuTe ABe CEAMHLM { BHK
Touka 4.4. CneLanHy npeaynpexAeHUs U NpeanasHy MepKu Nnpu ynorpeba).

Tpu- ¥ TeTpaUUKIIMYHH AHTHAETIPECAHTH: CbIILTCTRALLATA YNIOTPeOa Ha TPH- M TETPALMKIIHYHH
AHTHACTIPECAHTH CbC CUMIMATUKOMHMETHYHH MPOAYKTH MOXe J1a YBEJIHYH CUMITATHKOMHUMETHYHUA €(PEKT Ha
KCHJIOMETA30/IHHA, MOPAJH KOSTO HE Ce NMpernopbhyea.

4.6 POepTHIAHTET, OPEMEHHOCT H KhpMeHe

bpeMeHHOCT

C ornen Ha nOTEHUMAIHUA CUCTEMEH Ba3oKOHCcTpHKTOpeH edexkt Ha OTPHBHH 0,05% Kankn 3a noc ¢
PENOPLYMTENHO NPEnapaTsT Aa He C€ U3IMOJ3RA IO BpeMe Ha OpeMEHHOCT.

KbpMeHe
HaMa aaHHU 32 HAKAKBH HEXKEIAHH €(eKTH BbPXY KbpMaveTo. He € H3BECTHO NajIn KCHIOMETA30HHOBHAT

XHJIPOXJIOPH] C€ EKCKpPETUpa B KbpMaTa, nopaau koero Tpsabsa aa ce sHumMasa M OTPUBHH 0,05% Kanxn
32 HOC Ja ce H3MO0J3Ba ¢JUHCTBEHO MO AEKAPCKH KOHTPOJI O BPEME HA KbPMEHE.

Depruavrer

Hsma nocrarbunm ganuam 3a epekture Ha OTPHBHH 0,05% Kanke 3a HO¢ BbpXY QEpTHIUTETA, KAKTO H
HAMAa HaJIMYHH NPOYYBAHUS, POBEACHH BbPXY KUBOTHH. TBH KaTO CHCTEMHATA EKCNO3HLHA KbM
KCHJIOMETA30JITMHOB XHAPOXJOPHI € MHOTO HHCKA, MHOIO MAJIKa € BEPOATHOCTTA 3a €PEKTH BbpPXY
dbeprunurerTa.

4.7 Edexra Bbpxy cnocobHOCTTA 32 modHpane n padora ¢ MAIINAH

OTPHBHH 0,05% Kanku 3a Hoc He MORIMABA WIH NMOBIUSRA NpeHedbpexumo cnocobHocTTa 3a modupane
1 pabora ¢ MallIMHH.

4.8 Hexenanu TeKapcTBEHH peaAKIHHA

Hexxenauurte peaxuuu (Tabs. 1) ca noapeaeHH nNo CUCTEMHO-OPraHHM KJIACOBE H B 3aBUCUMOCT OT YECTOTATa,
KaTo ¢€ U3NOI3Ba CieAHaTa KOHBEHLUA: MHOTO YecTH (= 1/10); yectu (= 1/100, < 1/10); HewecTn (> 1/1000 <
1/100); peaxu (= 1/10 000 < 1/1000); Muoro peaku (< 1/10 000), ¢ Heu3BecTHA YeCcTOTa (OT HANUYHNTE
JIaHHH He MOxke 1a Obae HanpaBeHa OUEHKa).

Tadanna 1
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MHoro peaku Peakuns Ha CBPBXYYBCTBHTEJIHOCT (aHrnoeaeM, odpHs
_TpypuTyC)
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_I‘!ap}’l!]EHHﬂ Ha HEPBHATA CHCTEMA
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YecTH I'nagobonue

‘Hapymenns na ouute

- MHoro peaku TpaH3UTOPHU 3PHTEJIHA HAPY LUCHHS

Chpaeinn Hapymenus

MHoOro peaku APHTMHYHA WIH YYE€CTEHA ChpAcuHa IeHHOCT.
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CoofuiaBaHe Ha NOAO3UPAHYU HEXENTAHHW DEaKLIHN

Cpo0OmwaraHeTo HA NOAO3UPAHH HEXKEIIAHHM PEaKUUM CNejl pa3pellaBaHe 3a ynotpeba Ha JIeKapCTBEHUA
MPOAYKT € BaXkHO. TOBa 0380s19Ba Ja NPOAb/LKY HAbMIOAEHHETO HA CHOTHOLWIEHHETO NOJ3a/PUCK 32
JIeKAPCTBEHUA NPOAYKT. OT MeIMLIMHCKUTE CIIELIMATIHCTH Ce H3MCKBA Ja ChodilaBaT BCAka 1oao31MpaHa
HEXEeNlaHa peakiMs Ype3 HalMOHAIHA CUCTEMA 3a ChodijaBaHe.

bLaraprsa

H3nbaduTenHa areHuMs no Jiekaperaara,
ya. ,,JdamaH ['pyes” Ne 8

1303 Co¢us

Ten.; +35 928903417
Yebcaur: www.bda.bg

4.9. IIpeno3upane

[IpekoMepHOTO NMPUIIOKEHHUE HA JTOKAICH KCWIOMETA30JIHHOB XMAPOXNOPUI WIH HHLIMASHTHOTO MOTABILIAHE
MOraT Aa MPUYKHHST CHIIHA 3aMasHOCT, H3MIOTABAHE, CHITHO NMOHMKABaHE HA TEJIECHATA TEMINEPaTypa,
rnasobonne, Opaauxkapaua, XUNepTeH3ua, NOTUCKAHE Ha AUUIAHETO, KOMa H KOHBYJICHH, XUIIEpTEH3UATA
MOXKe 1a Obae mocieasaHa OT XMNoTeH3nsa. Mankure aena ca nmo-4yBCTBHTENHH KbM TOKCHYHOCTTA OT
Bb3PaCTHHUTE.

TpaGea aa ce 3eMaT NOAXOAALIM MEPKH IIPH BCHYKM NALIMEHTH, 32 KOHTO CE 0A03upa, Y€ ca NpHeu
CBPBX/J103a U NPH TAX CIELLHO Aa ¢€ MPHJIOKHA CUMINTOMATHYHO AeYEHHUE NOJ JeKapCKH KOHTPOJ, aKO TOBA CE
NoTBbPAH. JleueHneTo BxIKOYBA HAOMIOACHWE HA NALMEHTa npe3 cACABalllUTe HAKONKO Yaca. B ciyuaif Ha
TEIKKO Mpea03upaHe, CbITBTCTBAHO OT ChPACUEH apecT, peaHuMalMsaTa TpaOBa 1a NpoaAbJKH MOHE | 4ac.

5. O®APMAKOJIOT'HYHH CBOHUCTBA

5.1 PapmakoiHHAMHYHH CBOHCTBA

(PapmakoTepaneBTHYHA rpyna: JIeKOHrecTaHTH 3a JoKaHA yrioTpeda, NpeKkH CUMNaTHK
ATC xoa: RO1AA 07

MexaHu3sM Ha ACHCTBUE U (PapMakOAUHAMHYHH €DEKTH




KCHIOMETa301MHOBHAT XHAPOXJIOPH] € CUMIIATHKOMHMETHK, ASHCTBALL BbPXY -aZPEHEPTHYHHUTE
pELENTOPH Ha HOCHaTa avraBuLa. IlpunoxeH B HOCA, CBUBA HOCHHTE KPbBOHOCHH ChJOBE, KAaTO
npeau3BUKBa oTOBLOBaHE HA NMMraBULiaTa HA HOCA U CheeHHUTe 00nacTH Ha dapunkca. Toit ¢biO HaMaNsABa
CBILTCTBALLHMTE CHMITTOMH Ha XUMEPCEKPELIUA HA JIMMABHLIATA K YIECHABA JAPEHAXKA Ha OJIOKMpalLUA CEKpET.
ToBa BOAM 0 AEKOHIeCTHA Ha Ha3aJHUA NAacaX W MO3BOJIABA HA NALMEHTHTE, CTPaJallM OT 3anyHIBaHE Ha
HOca, Aa AvuIaT no-necHo npes Hero. Jeiicreuero Ha OTPHBHH 0,05% Kankn 3a noc 3a Hoc 3ano4sa 2
MHHYTH CA€EJ NPUIOKECHHUETO H NPOALDKABa 10 12 yaca (nipe3 usanara Houl).

CBrnacHO JaHHWTE OT NMPOBEAEHO ABOWHO CIIAI0, KOHTPOIHPAHO MPOYYBaHE CIIPAMO (PM3HONOTHYEH pa3TBOp
MNpH MALKEHTH C IPOCTY A, Ype3 PUHOMAHOMETPUUHO U3MepBaHe, € AoKa3aH 3HAYMTENHO Mo-100bp
aekoHrectiBeH epext H2a OTPUBHH 0,05% Kankn 2a noc (P <0.0001), karo oT61b6BaHeTO Ha HOCHATA
JIMrasula ce MOCTHUTHA JBa NBTHU N0-0bp30 npu naumeHTrre, nekysaii ¢ OTPUBHH 0,05% Kankn 3a noc,
B CpaBHEHHe C rpynara 00JIHY, TpETUPaHU ¢ PH3UOJOTHYEH Pa3TBOP, CMATAHO OT 5-aTa MHHYTA Clled
neueHueto (p = 0.047).

OTPHBHH 0,05% Kanku 3a Hoc ce nonaca aodpe nopu OT NaUMEHTH C YYBCTBHTEJTHA JIMFaBHLIA U HE
HapyllaBa MyKOUWIHApHaTa QYHKLMA.
In vitro NpoyuBaHMs 110Ka38aT, Y€ KCWIOMET3OJIHHBT HAMAJ/IABa Bb3NAJTHTENHATA AKTHBHOCT Ha MOBELIKMS

PUHOBUPYC, NPUUYHHMTEN Ha NIPOCTYAHHU 3a0019BaHUS.

OTPHBHH 0,05% Kanku 3a Hoc WMa banaHcupano pH, koeTo ¢cbOoTBETCTBa HAa TOBA B HOCHATa KyXHHa.
OTPHBHH 0,05% Kanxkn 3a soc (XuapaTyupaiua ¢opMysia) CbabpKa YCIOKOSMBAILM CbCTABKH, KOUTO
CIIOMAraT 3a NMpeAOTBPATABAHETO HA CYXOTaTa H JIpa3HEHETO Ha HOCHATA JIMraBHLa.

5.2 PapMaAKOKHHETMYHH CBOHCTBA

[LnasMeHuTe KOHUCHTpAUHH Ha KCAJTIOMCTA30/IHHOBHA XWAPOXNTOPH] ITPHU HOBCKA, CJIEA JIOKAJTHO HA3aJIHO
IIPHIOKCHHUE HA NTPOoJdYKTa, ¢a MHOI'O HHCKH H OJIM3KH 20 FPAHHUHLIUTC Ha OTKPHBAHC,

5.3 IpeaKNTHHHYHH JaHHH 3a 0e3onacHOCT
KcnnoMeTasonnHOBHAT XHAPOXIIOPHI HE TIPHTEKaBa MyTareHHo AedcTBrE. [1py H3cnenBaHus BbpXY

IUTbXOBE H MHULUKH, HA KOUTO € AAaBaH KCHJIOMETA30/MHOB XHAPOXJIOpUI CYOKYTaHHO, HE Ca YCTAHOBEHH
HUKAKBH TEPATOrM€HHH E(EKTH.

6. PAPMAINNEBTHYHHA JAHHHA

6.1 CnHcLK HA NOMOLIHHTE BelljecTBA

Hatpuer auxuaporendocdar nuxuapar, AMHaTpues ¢pochar AoAeKaxXUIpaT, IMHATPHER €EeTarT,
benzankoHues xuiopua, copouron 70% (HekpHucTaleH), METHIXKApOKcHNpomwinenyno3sa 4000
(XMApaTHpAalla ChCTABKA), HATPUEB XJIOPK, TIPEYHCTEHA BOA.

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roaHoCT

3 roaMHH.

CpoKBbT Ha rOGHOCT BbBPXY ONAaKOBKAaTa BaXKH M CJIe] MbPBOHAYAJHOTO H OTBapsHE.

6.4 CnenHanHH yC/I0BHA HA ChXpaHeRHe

Ha ce cpxpansea non 30°C.



6.5 BHA H ¢CLABPKARHE HA ONAKOBKATA

OTPHUBHH 0,05% Kanxn 3a Hoc

Kanxu za noc

byTuIKa OT NOJTUETWIIEH ¢ BUCOKA TUTBTHOCT W AIJIHKATOP KanKOMEpP OT MOJIMETHUAEH C HUCKA FUTBTHOCT,
cHabaeHa ¢ enacroMepeH ryratop M kanadka. Ooem — 10 ml.

6.6 CrneuHaIHH npeanazHd MEPKH NIPH H3XBLPJISHE

Hama crneuManHu H3HCKBAHKA,

HeHn3non3BaHHAT NMpOAYKT HJIH OTIIAAbHHHUTE MATEPHAITH OT HETO TpﬂﬁB& Aa CC H3XBDPJAT B CBOTBCTCTBHE C
MCCTHHTC H3UCKBAHHA.

7. NPUTEXATEJI HA PASPEILIEHHUETO 3A YIIOTPEBA

Haleon Hungary Kft., Csorsz utca 43, 1124 Budapest, YHrapus

S. HOMEP HA PA3PELHIEHHETO 3A YIIOTPEBA

Peructpaiimoned nomep: 9800016

9. HATA HA ITBPBOTO PASPERIEHME 3A YIIOTPEBA/TIOAHOBSBAHE HA
PAZPEIHNIEHUETO 3A YIIOTPEBA

JlaTta Ha mbpBO pa3peinenue: 12 aayapu 1998 r.
Jara Ha nocneqHo nogHoBasaHe: 18 maprt 2015 r.

10. JATA HA AKTYAJ/INZHUPAHE HA TEKCTA

pespyapu 2024




