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OTPHUBHH 0,05% Kanku 3a Hoc, pa3TBoOp ._ ] ] 05 2021
KcunoMeTa3olHHOB XHAPOXIOPHIL . s

OTRIVIN 0.05% Nasal drops, solution
Xylometazoline hydrochloride

IIpovereTe BHAMATEIHO HAJATA AHCTOBKA, IPEIH 12 3aN09HETE A M3T0J3BATE TOBA JCKAPCTBO,

Thil KaTo T4 ChHABPAKA Baxkha 3a Bac mudopmanns.

Buuaru npuemaiite TORa JICKAPCTRO TOYHO KAKTO € ONMMCAHO B TA3M JIMCTOBKA WIH KakTo BH e kasan

Bawumar nexap wiu dapmanerr.

- Jamazere Ta3u mcTOBKa. MOKe na ce HaJIoXKH Aa 9 MpodYeTeTe OTHOEBO.

- AKO Ce HyXIaeTe OT JOMBIHHTEHA MHGOPMALIAS MK CBEBET, monHTaiiTe Bamua ¢gapmarest.

- AKO ITOTYYHTE HAKAKBH HEXENAaHH JICKAPCTBEHH Peakuuy, yeeIoMeTe Banya iekap i
dapmauerT. ToBa BKTIOYBA H BCHYKHM BE3MOXKHH HEKETAHH PEAKLKH, HEOIHCAHH B Ta3M JIMCTOBKA.

Bykre Touka 4.

- AKxo cliet 7 IHH He ce TIOYBCTBaTeE 110-100pe WiIH cheTosHKHeTo Br ce Biowy, TpabBa 1a 00ThpCHTE

nekapeka oMo,

KakBo coABLPXKA TA3H JHCTOBKA

DA W~

Kaxeo npeacrasnssa OTPHBHH 0,05% KankH 32 HOC H 33 KaKBO €& H3IIOI3BA
Kakso Tpabea na 3Haere, npemu na manonszkate OTPABHUH 0,05% Kankn 3a noc
Kak pa mznonzeare OTPHBHH 0,05% Kankn 3a soc

BE3MOKHH HexeNaHy peakiiad

Kax jga cexpanssare OTPHBHH 0,05% Kankn 3a Hoc

CoeabpxaHhe Ha ONAKOBKATA W JOMBIHATETHA HHOpMAaIHA

1. Kaxso npeacrasassa OTPHBHH 0,05% Kauxa 3a Ho¢ H 32 KAKBO ce H3N0/13Ba

OTPHBHH 0,05% Kankn 3a HOC € HA3aJIeH EKOHI€CTaHT, KOHTO O30 OTITYIIBA 3alyLIeH s HOC,
Toii e npennasHadeH 3a neueHHe Ha fena ot 2 10 11 rofuHA.
OTPHBHH 0,05% Kanku 3a HOC ChIBpIKa aKTHBHOTO BEIHECTBO KenioMeTazonuH. Toi 6bp30 oToynisa
3anyuIeHHA JETCKH HOC H CIIOMAra 3a OTCTPaHABaHETO Ha OJOKMpan s AUraBHIATA CCKPET, KATO JaBa
BB3MOKHOCT AeTeTO BH /1a mHIna no-JiecHo.
OTPHBHH 0,05% Kanku 3a HOC ce M3MO/3Ba 33 00/IeKYaRaHe 3aIyIBaHEeTO Ha HOCA, IPHYHHEHO OT

- IPOCTYAHM 3a001ABAHHA, CEHHA XPEMA KITH IPYTH AICPTHYHH PHHUTH, CHHY3HTH.

Edexrer 1a OTPUBHH 0,05% Kanku 3a Hoc 3a1104sa B paMKUTe Ha 2 MHHYTH M HpoILILKaBa Io 12
yaca. ToH ce noHacs no6pe AOpH OT TALMEHTH ¢ TyBCTBHTEITHA HOCHA THTABHLA.

OTPHBHH 0,05% Kanxn 3a HOC, IPWIOKEH B HOCA, MOXE [1a CE M3MONI3Ba H NPH BB3MAICHHE Ha YXOTO,
3a Jia MO/INOMOTHe oTOE0BaHeTo Ha Hazo(apHHNeaHaTa JIMTABULIA, OKPHBAIIA HOCHHTE [THTHINA H
ryproro. Tol Moxe na Bu 6bae npeanuican or Bamua iexap, ako Bi nipencton uscieasaHe Ha HOCHATA

KyXHHa—————

J'[aﬁopaTopHH H3CIENBAHHA T[IOKA3SBAT, 4¢ KCHIOMCTA30JHHET HaMalaBa HH(I)CKIJ.HO3H&T& aKTHBHOCT Ha

YOBELIKHA PHHOBHPYC, npﬁmnpocwnﬂu 3a60nﬂBan[

OTPHBHH 0,05% Kankn 3a soc (Xunpatupama gopMya) ChIbpiKa ChCTABKH, KO
IIPEOTBPATABAHE HA CYXOTATA H JIPA3HEHETO HA HOCHATA JIMTABHIIA.




. aneprus (CBPBXYYBCTBHTEITHOCT) KbM KCHIOMETA30JIHHOB XHAPOXJIOPHJ, HIH KbM HAKOA OT
OCTAHAJIATE CHCTABKH Ha TOBA JIEKAPCTEO, IOCOYEHH B KPas Ha Ta3H JTHCTOBKA (BIDKTE TOUKA 6);

. aKo CKOPO ca BH npaBHny onepauus npes3 Hoca (MOIbYHA XHPYPrHA, IIPH KOATO ONEpaiusTa ce
TIpaBH [PE3 HOCA HITH YCTAaTa);

. aKO MMATe 3aKPHUTOBIBIHA TVIayKoMa (TTOBHIISHO BETPEOYHO HAATAHE),
aKO MMAaTe XPOHHYHA HOCHA HHGEKIHA C MHOIO CYXH HOCHH IPOXOTH {CyX HIIH aTpodHyeH
PWHHUT).

AKO € HallHIe HAKoe oT u3bpoeHuTe, Mong uHbopMEpaiTe Bamusa nexkap Wiy GapMaLieBT, 3a10TO
OTPHBHH 0,05% Kanks 3a Ho¢ He e noaxomin 3a Bac npu Te3u ofcrosTencTea.

IIpenynpexaennn H NpeARa3HH MepPKH
Koncynrmapaiite ce ¢ Baimsa nekap unw dapmanept npean ynotpebara va OTPHBHH 0,05% Kanks 3a
HoC, ako Bameto nere nma HAKOE OT cneuuTe 3ab0NABaHMA:
. BHCOKO KPBBHO HAJIATaHE;
* 3a6osBaHe HA CHPIEYHO-CHAOBATA CHCTEMA (HANMpUMEp CHHAPOM Ha yabnkeH QT unrepsan);
XHAMepPYHKIHA HA IIATOBHIHATA 31633 (XHIePTHPEOUIN3LM);
Iuaber;
JoGpokayecTBeH TyMOpP Ha HafOBOpeUHHTE 263K, KOHTO IPOU3BEKAA MOIEMH KOJIHYECTBE
afipeHATHH H HopaapeHATHH ((heoxpoMormToMa);
. JIEKYRaHO € C AHTHAETIPECAHTH -~ MOHOAMHHOOKCHAa3HH nuxubuTops (MAOH) wim ru ¢
MPHEMATIO TIPE3 IOCIESIHHTE IBE CEAMHLIM.

Axo e HaJIHIIEe HAKOE 0T HabpoeHwTe 3a6o/maBanus, He nanonssaiire OTPHBHH 0,05% Kanku 3a Hoc,
npeaM Jia ¢e KOHCYITHpaTe ¢ Balllis siexap winy dhapManesT.

IMono6HO Ha APYTHTE NeKapeTsa 3a OTNyLIBaHe Ha Hoca (Kasanuu aekonrectanTi), OTPHBHH 0,05%
Kankn 3a noc MOXe a Mper3BHKA CMYIHCHHA B CHHA, 3aMASHOCT H TPENEPEHE NPH MHOTO
YyBCTBUTENIHH nauueHTH. KoHcynmupaiite ce ¢ Bamua nekap, ako HAKOH OT CHMIITOMHTE CTaHe
00e3MmoOKOHTETEH.

TTonoBHo Ha ZPYTHTE Ha3a)THH JICKOHT€CTAHTH, OTPHBHH 0,05% Kanks 3a HOC He Tpaﬁna Ha ce
m3n0m3ea nosede ot 10 mocnefosatenuy AHH. Koucynmupaite ce ¢ Bamma nexap, ako CHMITTOMHTE
npoaspkasar. [lponsmkureniara WM NpeKOMepHATA ynorrpeﬁa Ha NPOAYKTa MOXKE [a NoBeAe 10
IOBTOPHO 3A0YIIBAHE HA HOCA HIHM RIOMIABAHE.

OTPHBHH 0,05% Kankn 3a Hoc He € OpeaHa3HAYEH 34 H3IOJI3BAHE B OYHTE HITH YCTATa.

He najiBHInaBaiiTe NpenopEYMTEIHATA 1033, 0COOEHO NPH Aelia H MHOTO BL3PACTHU MALHEHTH.

Hema

OTPHBHH 0,05% Kamxa 3a Hoc He Ce NPeNOpBYBa /1A ¢& H3MOM3BA NPH JeNa 0]l 2 FOTHHH,
OTPHUBHH 0,05% Kanxa 2a moc ce npenopbs4sa Aa ce npuiara npu aella Ha BbipacT Mexay 2 u 11
- TOAMHH CAMO 0 o, po,rmrencm KOHTpOJI

I[pyrn aexaperea B OTPHBHH 0,05% Kankx 3a Hoo

Hudopmupaiite Bamms mexap snu dapMauert, ako Bamero aete npremMa, HACKOPO € IIPHEMAIIO HIIH €
BB3IMOKHO 4 IPUEMA JPYTH IEKaPCTRA.

He tpabsa ga usnoseate OTPHBHH 0,05% Kanks 3a Hoe, ocofeHo ako Ha Barero jiere ca HazHaueHH

HAKOH MENHKAMEHTH 38 ICYCHHEC Ha ACNPECHI, Takura JIEKAPCTBa Ca:

. Monoammooxcmlasﬂn HHXHGPITOpH (MAOH): HE msnonseaiire OTPUBHH 0,05% Kanku 3a

HOC;-aKe BameTeﬂeim—npﬂeMa HiE-e pHemaso- MAOW ripes-| nocne,zl}mre~l4ﬂﬂﬁ—— T —

I TpHIIHKIIPI‘-]HH H TCTPALHKIIHYHHA AaHTHICTIPCCaHTH.

Koncynrupaiite ce ¢ Bamms jiekap, ako BaIleTo ASTe IpdeMa HAKOH oT H3bpoe CTBA,
npemu ynotpebara ua OTPABHH 0,05% Kanxa 3a noc.

BpemennocT B KEpMene
OTPHBHH 0,05% Kanku 3a noc He Tpsa0Ba 1a ce W3n0/I38a 10 BpeMe Ha
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Axo kppmute, OTPUBHH 0,05% Kanku 3a Hoc TpsGBa a 6b1e IpHIaraH caMo ¢lej Iekapcka
KOHCYJITALHA.
INocweeTBaiite ce ¢ Bauma nexap wiu dapManesT npeau ynorpebara, Ha KOSTO H JIa € JIEKapCTRO.

IMModrpane m padoTa ¢ MAIIHEH
OTPUBHH 0,05% Kanku 3a HOC He NOBIHABA WM NOBTHABA IPeHEOPEXHUMO crrocobnocTTa 3a
wodupane 1 paboTa ¢ MallHHK.

Baxna nadgopmanss 3a NoOMOIHHTE BeIECTBA

Topa nekaperBo ceappxa 0.0025 mg GeH3amKOHUER XJIOPUA BBB BCAKA KallKa, KOHTO Ca €KBHBAJICHTHH Ha
0.100 mg/ml. benzankoHueBHST XITOPHI MOKE Ja NPHUYHHHA ApPasHEHE WIH MOAYBaHE HA HOCHATA
JIMTaBUIA, 0coOEHO ako ce H3MOJ3Ba IPOABIDKATEITHO.

3. Kaxk pa mano/peare OTPHBHH (,05% Kanxn 3a noc

Bunaru msnomspaiite OTPHBHH 0,05% Kankm 3a Bo¢ TOYHO KAKTO € NPENOPHYAHO 110-01Y. AKO He
CTE CHIYPHH B HEINO, NonuTaiTe Bamus nexap win dapMaresT.

OTPHBHH 0,05% Kankn 3a HoC:
e He tpabra A2 ce vznomsea OT Aelia oj, 2-ToAMiliHA BBIPacT.
o [Ipenoppuea ce ynorpefara na OTPHBHAH 0,05% Kanku 3a Aoc pH eta Mexay 2 H 11
TO/AMHH /13 CTABA CAMO TIOA POJMTENICKH KOHTPOIL.

IlpenopbunTennarta 1034 €, KAKTO CIIEBA;

Konuenrpauns Bripact IMpraoxense
OTPHBHH 0,05% Kanxkn 3a | Meua or 2 10 5 roguun IToa pomMTeNncKd KOHTPOL
HOC 1 no 2 kanku BB BCAKa HO3Apa 1 g0 3

T AeBHO (Ha Beeku 8 mo 10 uqaca) e
e R T e oo | mocTaThuHEO-He npesumapaiite
MAKCHMYMA OT 3 ATTHKALIMH JHEEHO
BBEB BeAKa Hozapa. IlocnenHara aoza
MOXKE Jia € IPHIIONKH TIPEIH JIATAHE.

KonnenaTpanua Bripacr Hpaaoxkenne
OTPrUBUH 0,05% Kankn 3a | Jlena ot 6 no 11 romuan Ton poauTEICKH KOHTPOIL.
HOC 2 o 4 Karnkd BBB BCAKA HO3Apa 2 10 3

obTH fHeBHO. He npesuuagaiite

MaKCHMYMa OT 3 arUTHKalHH JHEBHO
BBB BCAKa Hozpa. [ocnetaara no3a
B ' © 7 | MoxKe 13 CE.TIPHNOKH Npesd IIraHe. .

1. BamMarenHo nourcTeTe Hoca Ha Baimero gere.

2. VipaxkHeTe H3NONZBAHETO HA KANMKOMepa mpeaH ynorpeba, 3a 1a NOCTHTHETe
MPaBWIHO OOIHPAHE,

3. Hagpenere rnaBsarta Ha AeTeTo neko Haza, 10 YA0OHa MO3HLEA.

4.7~ be3 aa normmpare KarnkoMepa IO HOCA, MHOTO BHUMATEIHO [IOCTABETE KalKaTta
___(kankwuTe) BHE BCAKA HOZOPA H 3a[PBLAKTE [NIABATA HAKIIOHEHA HA3a/q 34 KPATKO BpeMe,

. .3a J1a IO3BOJIMTE HA KalIKHTE 14 ¢& pasnpeAcidaT B HOCA.




5. AKO Karkara He monajiHe B Hoca Ha jieteTo, nocrasete otHoso OTPUBHH 0,05%
Kankwn 3a noc.
6. AKO HAKAKBa YacT OT KalkuTe NonajHe B Hoca, He mocrapsiite orHoso OTPUBHH

0,05% Kankwu 3a Hoc.

IToBTOpeTe u B Apyrara HO3Apa.

ITouncrere u nojcyiueTe Karnkomepa, MpeJiH J1a o NocTaBuTe 0OPaTHO B LIMIIEHLIETO

HEMOCPEICTBEHO clie]l ynoTpeba.

9.  3anace u3berxe Bb3MOXKHO pasnpocTpanenne Ha HHpexumuata, OTPUBHUH 0,05%
Kankn 3a noc Tps0Ba Jja ce M3M0/I3Ba CaMO OT €/IMH MalMEHT.

&

AKO cTe H3I0JI3BAJIH noBede oT HeoOxoaumara no3a OTPUBHH 0,05% Kankn 3a Hoc
AKo ciTydaliHoO cTe nmocTaBiin no-roismo konuyectso OTPUBHH 0,05% Kanku 3a Hoc WM B Clly4ai
Ha norjeliade, HHbopMupaiite HezabaBHO Baius sexap Wi apmaLeBT.

Axo cte nponycHauau aa n3nogassare OTPUBHH 0,05% Kankmu 3a Hoc
He npuemaiite nBo¥iHa 103a, 3a 1a KOMIIEHCHPATEe MPOIMYCHATATA.

4, BB3MOKHH HeXKeIaHH PeaKIHH

Kakro Bcnuku nekaperea, OTPHBHH 0,05% Kankn 3a Hoc Moxe Jia IPEM3BHKA HEKEIAHH PEAKIMH,
BBIIPEKH Y€ HE BCEKH 't NI0JTy4aBa.
CIIPETE ynorpetara nva OTPHBHH 0,05% Kanku 3a Hoc 1 He3a0aBHO NMOTHPCETE JIEKapCKa MOMOILIL,
aKO YCTAHOBHUTE HSKOH OT CIIe/THHTe CHMIITOMH, KOMTO MOTaT /ia ca NMPOsBH Ha ajlepru4Ha peaKiys:

° 3aTpyAHEHO AHIIAaHEe WIH Nperibuiane;

. MOJYBaHE Ha JIMLETO, YCTHHTE, €3HKA HIIH MbPJIOTO;

. cuileH chpOexk Ha KoxKaTa ¢ YepBeH OOPHB HITH M3pa3eH OTOK.
YecTn HexeIaHH peaknun (MoraT Ja 3acertat 10 | Ha 10 yoeka).
CyxoTa MM [ipa3HeHe Ha HOCHATA JINTABHIIA, rajieHe, r1aBo0one, YyBCTBO HA NapeHe Ha MACTOTO Ha
[IpUJlaraHe. o
HeuecTn Hexenann peakuuu (Morar aa 3acertar g0 1 Ha Bceku 100 qoBeka).
KspBene ot Hoca.
MHuoro peakn HesKkeJIaHH peaKIHH (MOraT Jia 3acerHar no-manko ot 1 Ha Beceku 10 000 yoseka).
AnepruyuHu peakiMu (KoxkeH 06pHB, chpOex), 3aMBITICHO BHXK/IaHe, HApYIIEH HIH YYECTEH ChpeUeH

- PHUTBM . —
AKO HAKOS OT HEXKETAHWUTE JIEKAPCTBEHN PeaKLMH CTaHe CepPHO3HA WM 3a0eneKMTe Npyry, HEOTHCaHH B
Ta3H JIMCTOBKA HEXKENIAHH PeaKIuH, MoJia yBeomere Baumsa nekap unu dapmanesr. )

CrodmaBaHe HA HeKeJIAHH PeaKIHH
AKO TOJTyYHTe HAKAKBH HE)KEJIaHW JIEKapCTBEHH peaklnH, yBeaoMere Bamus nex
BKJIFOYBA BCHUYKH Bb3MOKHH, HEOITMCAHH B Ta3H JIMCTOBKA HEKEJIaHH PeaKLIMH.
cbOOIMTE HEIKENAaHW PeaKiHi JUPEKTHO Ype3 HallMOHAIHATA CHCTEMA 3a ChoD
no-gomy). Karo crob1uaBare HexkenaHu peakuyu, MOKeTe 11a AajieTe CBOs MPHH
noseye HHQGopMalms 0THOCHO O€30MacHOCTTa HA TOBA JIEKAPCTBO.
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5. Kak na cexpanssate OTPUBHH 0,05% Kankn 3a gHoC

Ja ce cbxpaHABa Ha MACTO, HEJOCTHITHO 3a Jielal

Ha ce cexpanara mox 30°C.

He n3noaseaiire OTPABHH 0,05% Kanxu 32 Hoc cien cpoka Ha FOJHOCT, OTOEIA3aH BbPXY
KapTOHEHATa OTMaKoBKa H ¢akoHa. CpOKET Ha TOHOCT OTTOBapA Ha MOCIEHHA ASH OT [TOCO4eHH Mecell.
To3H CPOK BKH M CJIE] TEPBOHAYAIHOTO OTBAPSHE HA OITAKOBKATA.

Jla ce ¢hXpaHABa B OPHIHHATHATA OIIAKOBKA.

He usxpnpiisiite nekapcTBaTa B KAHAJTH3AIAATA HITH B KOHTEHHEPA 32 JOMAINHH OTIAXBIH. Honuraiire
Bawus (apmaueBt Kak Aa H3XBBpILITE JIEKAPCTBATA, KOKWTO BEUE HE M3N0713BaTe. Te3H MEPKH g
CHOMOTHAT 34 ONa3BaHe Ha OKOJIHATA CPe/ia.

6. Chabpaanie Ha ONAKOBKATA H JONLIHATEIHA HEGOPMATHS

Kakso coaepixka OTPHBHH 0,05% Kanxn 3a Hoc
AxTtiBHOTO BemecTrO Ha OTPUBHH 0,05% Kanks 3a Hoc € KCHIOMETa30JIMHOB XHAPOXopui. Beexu
ml ceappxka 0,5 mg KCHAOMETA30MMHOB XHIPOXJIOPHI,.

JIpyFrATE CLCTABKH Ca: HATPHEB AUXMAporeHpocdar uxuapar, quHarpies hocdar AoaeKaxXUApaT,
JMHATPHEB €1IeTaT, OEH3AKOHHER XJIOpHZ, copburon 70%, MeTHIXHAPOKCHITPOIIAILETY 032
(XHIpaTHpama ChCTaBKa), HATPHER XIIOPHI, MPEUHCTEHA BO/A.

Kak marnexaa OTPHABHH 0,05% Kanks 3a HoC H KAKBO ChALPKA ONAKOBKATA
BucTsp pa3tBop B 6yTWiIKa ¢ KarnkoMep.

CoappKaHBeTo Ha omakoBKata ¢ 10 ml.

He BcHYKH OIIAKOBKK MOTAT J1a 6BaT NYCHATH Ha Na3apa.

IIpuTesxaTen Ha paspenieHHeTo 33 ynoTpeba H NpOH3BOAHTEN

- IIpurexaTes HAa pajspemeHnero 3a ynorpeda: 7 :
GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan Co. Waterford, HpJ'IaH,E[HSI

HOponzsogaTen:
GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen, I'epmanus

JdaTa #a BOCJAEAHO NpepasrJieXkane HA JHCTOBKATS : [
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