KPATKA XAPAKTEPHCTHKA HA MTPOAYKTA

1. NME HA JIEKAPCTBEHUS ITPOXYKT USTTLJTHUTENHA ATEHLWS NO NEKAPCTBATA
0 ATEHLIAR N0 NEKAPCTBATA

K
_l pamxa xapakmepucmuxa Ha npogyxma -

[punoxerue 1

OTPHUBHH 0,1% Cnpeii 3a Hoc, pa3TBop
OTRIVIN 0.1% Nasal spray, solution

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

OTPHUBHH 0,1% Cnpeii 3a noc cbabpxka | mg/ml kCHIOMETa301MHOB XHAPOXNOpUA (Xylometazoline
hydrochloride).
3a MbJIHUA CIIUCHK Ha MOMOILIIHUTE BEILIECTBA BHXKTE TOYKA 6.1.

3. JIJEKAPCTBEHA ®OPMA

OTPUBHH 0,1% Cnpeii 3a Hoc € 6UcTBp, O€31BETEH U NMPaKTHYECKH 0€3 MMpHU3Ma pa3TBOP.

4. KJJAHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3aAHHHA

3a obOsiekuaBaHe Ha HOCHATa KOHTeCTHA MPH MPOCTY/Aa, CEHHa XpeMa WM JIpYyTrH aJIcpru4HA PHHHUTH,
CUHY3HTH.

3a moanomaraHe JpeHaxa Ha CEKPeTHTE NPH Bb3IaJIeHHE Ha OKOJIOHOCHHUTE KyXHHH.

B koMmnnekcHara Tepamnus Ha otitis media 3a JeKOHrecTHs Ha Ha30()apuHreanHaTa JIMraBHiia.

3a yJIeCHABaHE Ha PUHOCKOIHUATA.

OTPHUBHH 0,1% Cupeii 3a HOC € 10Ka3aH 3a JIeYeHWe NMPH Bb3PacTHU W IOHOIIM HaJ 12 roauHH.
4.2 JI0O3HpOBKA H HAYHH HA NPHJIOKEHHE

Ileouampuyuna nonyrayus

OTPHUBHH 0,1% Cupeii 3a noc He TpsabBa aa ce W3nos3sa ot Aeua noa 12 rogutm.

Jlo3upoBKa

OTPUBHH 0,1% Cnpeii 3a Hoc He TpsaOBa J1a ce W3noa3ea no-aAuiaro ot 10 nocineaoBaTeH| JHH (BHXK
Touka 4.4. CneuyasiHy Npeaynpex/aeHus 1 npeana3sHi MepKHy NpU ynortpeoda).
He Tps6Ba J1a ce npeBuLIaBa npenopb4BaHaTa 103a, 0COOEHO NpH NMaLMEHTH B HalpeHaa Bb3pacT U Jiela.

OTPUBHH 0,1% Cnpen 3a HoC

Konuenrpanus Bn3pact Ilpuaoxkenne
OTPHUBHUH 0,1% Cnpeii 3a | Bb3pacTHu 4 1oHOIIHK Haj 12 | BnpbCKBaHE BBB BCsiKa HO3/pa 10 3
HOC roauHU MbTH AHEBHO. He npeBuiLaBauTe

MaKCHMMyMa OT 3 BIPbCKBaHHUS JHEBHO
BbB BCAKA HO3/pa.

npﬂﬂﬂp'b‘lHTEHHO € NMOCJICAHOTO MNMPHJIOKCHHE 3a I€HA [1a CC HarlpaBH MaJIKO TPCH JIATaHC.




HauuH Ha NpWIOKEHHWEe Ha cripei ¢ oMIa ¢ BEPTUKAIHO 3a/IBHKBaHE (1OMIIA C BEPTUKAIHO 3aIBUXKBAHE C
1Ba NpPbCTA)

Jlo3upaHusT cripeil MO3BOJIsiBa TOYHO JI03HPaHe U OCHIYpsiBa 100pOTO pasnpejeseH|e Ha pasTBopa Mo
MOBBPXHOCTTA HA HOCHATa JUrasuua. Tosa nMpe0TBpaTaABa Bb3MOXKHOCTTA OT HEBOJIHO MPEJI03UPAHE.
Tosupanust cnpei gocrass 0,14 ml npu Besko Bnpbekabane (0,14 mg KCHIIOMETa30JMHOB XHIPOXJIOPH).

[Tpeaun nupea ynorpeba Ha OTPUBHH 0,1% Cnpeii 3a Hoc, U3BbplieTe 4 HANMOMINBAHUS, 32 /1a aKTUBHUpATe

noMnara. BeHbx akTMBHpaHa, NOMIaTa 1€ OCTaHEe HOPMAJIHO 3ape/ieHa Mo BpeMe Ha €XEJHEBHUTE
aTUTMKALMK. AKO CTIPEST HE C€ pasNpbCHE M0 BpeMe Ha ITbJIHOTO AKTHBHPAHE HJIM NPOAYKTHT He € Ol
M3MOJI3BaH MoBeye OT 7 JIHM, 1ie TpAOBa OTHOBO Aa aKTUBHMpATE MOMIIAaTa, KaTO NOBTOPUTE YETUPHUTE
nanomnBaHus. Buumasaiite 1a He npbcHere OTPUBHH 0,1% Cupeit 3a Hoc B ouuTe.

. Tlouucrere HOCA.
2. JlpwkTe M3npaBeH (prakoHa, KaTo NOCTABUTE Najielia Ci B OCHOBaTa My, a HAaKpaHHHKa MEKITY
NPBCTHTE CH.

3. HaxkJsioHeTe ce IeKO Harpe/ ¥ NocTaBeTe HaKpaHHWKa B HO3/IpaTa.
4. BnpbckaiTe U €THOBPEMEHHO € TOBA BJHILANTE JIEKO MPe3 HOCA.
5. Tlourcrere ¥ NOJACYIIETE HAKpaHHHUKA, IPE/IM J1a NMNOCTaBUTE Mpe/ina3sHaTa Karnayka HerocpeacTBeHO

cnen ynorpeoa.
6. 3a na ce u3berne Bp3MOXHO pasnpoctpaneHue Ha uHpekumsta, OTPUBHH 0,1% Cnpe# 3a Hoc
TpsAOBa Ja ce U3MoJ3Ba caMO OT €IMH TMalLMeHT.

HauyxH Ha NpUJIOKEHUE HA CIIPEH C MOMIIA ChC CTPAHUYHO 3aIBUKBAHE (moMMna cbC CTPAaHUYHO 3aJ1BHIKBAHE
Ha najeua)

IIpean nbpBaTa ynorpeda
AKTHBHMpaHTE MOMIIATA, KATO HATrloMMaTe 5 MbTH. BeHbk akTUBMpaHa, nomnara 0OMKHOBEHO 11ie OCTaHe

3ape/ieHa npe3 PelOBHUTE eXKEeAHEBHHU NEPHOIH Ha JieueHUe. AKO CrpesT He Ob/ie U3XBBPIICH N0 BpeMe Ha
[TBJIHMS X0/l HAa AKTUBUPAHE WJIM aKO NPOAYKTHT He € OWJ1 M3MOJI3BaH NoBeye OoT 7 HHM, NoMriaTa ue TpsaoBa
/1a ce 3apeld OTHOBO C 2 HANOMITBaHHA.

Yka3aHus 3a ynorpeoa

OTrcTpaHeTre Karnadkara.

BHuMaBalTe /1a HE NPBCKATE B OYMTE.

1. MU3uncreTe HOCA.

2. Jlpwkre OyTHIIKaTa W3NpaBeHa ¢ najel BbpXy OyToHa 3a 3a/iIeHCTBaHe.

3. 3a na HsaMa Karell e(eKT, OCTaHeTe U3NPaBeHU U BKapaWTe HaKpaHHHKa B HO3Jpara.
4. HatucHeTe OyTOHA, 3a J1a BIIpbCKATE U BAMILIBAWTE JIEKO Mpe3 HOCA €AHOBPEMEHHO.

[TosTOpeTe Ta3u npoueaypa (cruika 2 10 4) B Apyrara HO3/pa.
5. Cnen Bcsika yrnorpeda noyucTeTe M NnojcyeTeTe HaKkpanHHKa.
6. Hocmﬂe're oOpaTHO rnpeana3HaTa Kanauka, 10KaTo uyeTe 3ByKOBO ,,llpaKBaHe™,

W@ @ @

l. U3uncrere 2. Ilanen Bupxy Bkapaiite 4. HatucHere d. F[ﬂquﬂe-re 6. IlocTasere
HOCa OyTOHa B HOCA OyToHa H noacyuiere 00paTHO Kanaykara

AKO He ce TIPUJIOXKH ITBJIHOTO BNPBCKBaHE, /103aTa He TpAOBa J1a ce NnoBTaps.

3a j1a ce u3berHe Bb3MOXHO pasnpocTpaHeHHe Ha HH(pEKLUs, CripesT TpAOBa /1a ce U3Mo/3Ba caMo OT €/IMH
YOBEK.




4.3 IlpoTRBONOKA3ANHSA

CBpBXYYBCTBHTEJIHOCT KbM KCHIIOMETA3QIHHOB XHAPOXIOPHA WIH KbM HAKOE OT NOMOILIIHHTE BEILECTBA.
Kakro BcHuku BazokoHCTpHKTOpH, OTPHABHH 0,1% Crpeii 3a noc He Tpabsa 12 ce W3nonssa

NpH NALUEHTH C TpaHccheHOMAANHA XHNOPUIEKTOMHA WIH MPH XUPYPrHYHH HHTEPBEHLIMH € €KCITO3HLINA Ha
dura mater.

[ialyHeHTH CBC 3aKPHTOLIBIHA FJIAYKOMA.

[NauuenTH c rhinitis sicca Wix aTpoQHIEH PHHUT.

4.4 Cnennanng npeaynpexacHnd B NpeANa3Hd MEPKH HPH ynoTpeda

Kaxro u apyrure cumnatukomumeriun, OTPHBHH 0,1% Cupeii 3a Boc TpabBa a ce H3NOA3BA C
NOBHIIEHO BHUMAHHE TMPH NaLHEHTH, MOKa3BaIH CWIHH PEaKLMH KbM aJIPEeHEPriyHK BELIECCTBA C MPOABa Ha
CHMIMTOMH Ha Oe3ChbHHe, 3aMagHOCT, TPEMOP, ChPACYHE APUTMHA HIH NOBHIICHO KPBBHO HaNAraHe.
OTPHBHH 0,1% Cupeii 3a moc Tpalpa 1a ce H3N0A3Ba ¢ NOBHUICHO BHHMAaHUE NPH:
® MNAalUHEHTH C XMNIEPTOHUSA, CHPACUHO-ChA0BHK 3aDosBanus. [IpH NalMeHTH CbC CHHIPOM HA YIb/DKEH
QT wHTEpBa, NeKyBaHH ¢ KCHIIOMETa30JIMH, MOXKE 1a HMa FIOBHILIEH PHCK OT CEPHO3HH
BEHTPHUKYJIapHH 8PUTMHHU.
® TMAlHEeHTH ¢ XMIIEPTHPEOHINIbM, 3axapeH auaber, GeoxXpoMOLMTOM;
® [AUMEHTH C [IPOCTATHA XUIepTpodus;
¢ [AUHEHTH, JIEKYBAHH ¢ MOHOAMHHOOKCHAa3HHM HHXHOUTOpH (MAOMH) M npuemann Takuea npes
MMOC/IeAHUTE 2 CEAMHLH (BMX TOuKa 4.5. B3auMopelicTBue ¢ APYTH IEKAPCTBEHH NMPOIYKTH H [APYIH
popMU Ha BIAMMOIEHCTBHE);
® [AUMEHTH, JIEKYBAHH C TPH- U TETPALIMK/IWYHH AHTHACIIPECAHTH.

Kakro u Apyrure Ba3okOHCTPHKTOPH 3a jJoKkaiHo npunoxeHue, OTPHBHAH 0,1% Cupeii 3a Boc He Tpsa6sa
Ra ce mpuJara noseve ot 10 nocaea08aTe/HU AHKM: NPOAB/DKMTEIHATA WIH NpeKaneHaTa ynoTpeba Moxe 1a
npeau3puka rebound-koHrecTrs w/win arpodus Ha HOCHATa JIHraBHILA.

Ha He ce npeBHILIaBa IPENOPBHUMTENHATA 033, OCOOCHO NPH Aelia H MHOTO BL3PaCTHH TIALIHEHTH.

IleauaTpuyHa NOMynaLIHs

OTPHBHH 0,1% Cupei 3a moc He TpabBa a ce H3MOJI3BA NpH feua nox 12 roayHH.

Hudhopmauun 3a nomouwnume eeujecmsa
OTPHUBHH 0,1% Cupei 3a noc coappxa GeH3aTKOHMEB XJIOPH, KOMTO MOXe J1a NPUYHHH Apa3sHEHe WK
NOAYBaHE HA HOCHATA JIMTaBHLIA, 0COOEHO aKo Ce H3MO0JI3Ba NPOABJDKHTEHO.

4.5 BiaEMojelicTBHE ¢ APYTH JeKAPCTBERH NPOAYKTH H Apyra GopMHE HA B3aEMOAcHCTBRE

MOHOAMHHOOKCHAA3SHH HHXHOMTOPH: KCHIOMETa30IMHBT MOXKE g [TOTEHUHpa AeHCTBHETO HA
MOHOSMHHOOKCHAa3HUTE UHXUOUTOPH H Z1a MPOBOKHpA XMIIEPTEH3WBHA KpH3a. KcunoMerasonuueT He ce
NpenopbpYBa IIPH NANHEHTH, KOHTO NMpHEMAaT WIH ca npuemanu MAOMH pes nocineaHure ape ceAMHLH (BHK
4.4. Cneuyanuy npeaynpe:KAcHUS K NPEAIa3HH MEpPKH rpH ynorpeda).

TpH- ¥ TETpaUMKIHYHM AHTHACTIPECAHTH: CHITFTCTBAIATA YNOoTpeda Ha TPH- ¥ TETPALIMKIHYHH
S8HTHAECNPECAHTH ChC CHMIMATHKOMHMETHYHH MPOAYKTH MOXXE 14 YBEJIHYH CUMIIATUKOMHMETHYHHA eeKT Ha
KCWIOMETa30/IHHA, NOPAIH KOETO He ¢e NpenophuBa.

4.6 DepraaETeT, HpEMEHBOCT B KbPMERHE

bpeMeHHOCT




C oraea Ha NOTEHLIMAITHHA CHCTEMEH Ba30OKOHCTpUKTOpeH edexkt Ha OTPHBHH 0,1% Cuopeti 3a Boc ¢
NMPenoOPbUYHTETHO MPENapaTsT A4 HE CE H3MO/3Ba MO BpeMe Ha OpeMeHHOCT.

KbpMeHe

Hama naHHM 3a HAKAKBH HEXXeNaHH edeKTH BLpXY KbpMaueTo. He e H3BecTHO AayIH KCHNIOMETa30/IAHOBHAT
XMAPOXJIOPHA C€ €KCKPETHpa B KbPMATa, nopaau koeto Tpsibpa aa ce sHuMasa 1 OTPHBHH 0,1% Cnpe#
34 HOC [Ia CE H3MOMN3Ba €AUHCTBEHO MO JIEKAPCKH KOHTPOJ IO BPEME Ha KbPMEHE,

Pdepruanrer

Hsama pocrarbunu naHaM 32 edexrure Ha OTPHBHH 0,1% Chpeii 3a Hoc Bbpxy {pepTUIHTETa, KAKTO H
HAMA HATHYHH NPOYYBAHHA, MTPOBEACHH BHPXY KHBOTHH. ThH KaTO CUCTEMHATA EKCTIO3HLUSA KbM
KCHAOMETA30/IMHOB XHAPOXIOPHUE € MHOI0 HUCKA, MHOTO MAJKa € BEPOATHOCTTA 32 €EKTH BBPXY

bepTiIMTETA.

4.7 Edextn 8Lpxy cnocobmocTTa 38 mopHpaHe H paboTa ¢ MAIEER

OTPHBHH 0,1% Cupeii 3a Hoc He NOBIHABA WIN NOBJIMABA NIpeHEOPEKUMO COocOOHOCTTA 3a IWogUpaHe H
paCoTa ¢ MallIMHM,

4.8 HexenaHu NeKapcTBEHE PEAKNHE

Hexenannre peakumu (1abi. 1) ca noapeeHu No CUCTEMHO-OPIraHHU KIacOBE M B 3aBHCHMOCT OT HeCTOTaTa,
KaTO Ce& M3I0JI3Ba CJleAHaTa KOHBEHLHA: MHOro YecTd (= 1/10); wectn (= 1/100, < 1/10); Hewecn (= 1/1000 <
1/100); peaxu (= 1/10 000 < 1/1000); maOro peaxu (< 1/10 000), ¢ senspecTHa yecToTa (OT HAJIHYHHTE
JIAHHHM HE MOXe Z1a Obae HalmpaBeHa OLICHKa).

Tabauna 1

4 Hapynien#a HA HMYHHATA CACTEMA

I 1 MHoro peaku { Peakius Ha CBpPBXYYBCTBUTENHOCT (aHrHOEeM, 0OpHB, |
] | _TIDYPHTYC) |

|
| Hapymesns aa HepBRATA CHCTEMA
| Yectn | 'masoGonue

JR— —rw ———r_ 1

- HapymeBRg HA ORHTE

i Muoro peaxu I TpaH3HTOPHH 3PUTETHK HAPYLUCHHA

ChpaevHHE HApYIIEHHS

[ MHoro peaxH { ApUTMHYHA UIIH YYECTECHA ChPACHHA JSHHOCT

|
' PecnEpaTOpHH, rPLAHH B MEIHACTHHARIHR HAPYMEHAN |

YectH HazanHa cyxoTa WM HazaieH guckoMdopt

| HeuectH | Enmcrakcuc

Cromamno-9IpeBHH HADYIICHHAY

[ YecTH [ I'anene

O0mu Hapymenns 4 epeKTH HA MECTOTO HA HPHJIOMKEHRE

i l YectH | YyBCcTBO Ha NapeHe Ha MACTOTO Ha NpWiaraHe

CpobuiaBaHe H3 NOJO3MPAHH HEXKEIAHH PEaKLIHH




Cro0maBaHeToO Ha NMOJAO3INPAHH HEXKEJIAHH peaKIMH Cliel paspellaBane 3a ynorpeba Ha NexapCTBEHH
NPOAYKT € BakHO. TOBa MO3BONABA A MPOTBLIKMA HabIOAEHUETO Ha CHOTHOMICHHETO MON3a/PUCK 33
JIEKAPCTBEHUS MPOAYKT. OT MEAMUMHCKHTE CNSLHANHCTH ¢ M3HCKBA 3 CHOOIIABAT BCAKA NOJO3HPAHA
HexXeJlaHa peakiiisg Ype3 HAIMOHAIHA CHCTeMa 3a ChodLIaBaHe.

bwarapas

H3IreIHMTENHA areHLMA 10 NEKapCTBaTa,
ya. .JdamsaH ['pyeB” Ne 8

1303 Cogus

Tem.: +35 928903417
VYebcaiiT: www.bda.bg

4.9 IIpedosupane

ITpekoMepHOTO MPHIOKEHHE HA OKAICH KCWIOMETa30/IMHOB XUAPOXJIOPHI WIH HHLIHACHTHOTO HOMThbIllaHe
MOraT Jia IPUYHHAT CHJTHA 3aMasHOCT, M3MOTABAHE, CWIHO NOHWKABAHE HA TENSCHATA TEMIIEPATY A,
rinasobonue, Opanuxapans, XMNepTeH3us, MOTHCKAHE HA AMIIAHETO, KOMA H KOHBYJICHH. XHIIEPTEHIHITA
MOXe Ja Obae nociieiBaHa OT XMNOTeH3WA. MankuTe Jiella ca NO-YyBCTBUTENIHH KbM TOKCHYHOCTTA OT
Bb3PACTHHTE.

Tpatea sa ce B3eMaT NOAXOAANIN MEPKH P BCHUYKHM TALMEHTH, 3a KOMTO c€ NIOA03HpAa, Ye Ca NpPUEITH
CBPBXA03a M NPH TAX CMNEIIHO A2 Ce TIPHIOKH CHMITTOMATHYHO JICUCHHE MO/ JIEKAPCKH KOHTPOJI, aKO TOBA C€
noTBePAH. JleueHneTo BKIOYBA HAOMOJeHHE Ha NALIKECHTA fIpe3 CAeABAIMTE HAKOIKO 4aca. B ciyvaii Ha
TEXKO NMpEAo3HpaHe, ChIThTCTBAHO OT ChbPACYEH apecT, peaHHMaluaTa TpAOBa [1a NpOALIDKH TTOHE | 1ac.

5. ®APMAKOJIOIAYHA CBOUCTBA
5.1 PapMaKoAHHAMHAYIHE CBOHCTBA

dapmakoTepaneBTHYHA rpyna: JlekoHrecTaHTH 38 JIOKaHaA yrnoTpeda, MpeKH CUMITAaTHKOMHMETHULIH;
ATC koa: RO1AA 07

MexaHH3bM Ha JeHicTBre B hapMaKOAMHAMUYHY eDEKTH
KcHnoMeTa3oIHHOBUAT XUAPOXJIOPHA € CHMITATUKOMMMETHK, NEACTBAILl BBPXY (-aJipeHEeprHYHHTE
peuenTopy Ha HocHaTa nurasuua. [IpiwioxeH B HOCa, CBHBA HOCHUTE XPBBOHOCHH CBH/IOBE, KATO
npenH3BukBa oTOLOBaHE Ha TMTaBMLIATa HA HOCa M cheeriHuTe obnacty Ha papuHkca. Tol cbio HamansiBa
CBITBTCTBALLMTE CHMITTOMH HA XMINEPCEKPELHA HA JIMTABHLIATA H YJICCHARA JpeHaxXa Ha OJIOKMpaLMa CEKpeT.
ToBa BoaM A0 AEKOHIeCTHA Ha HA3ATHUA Nacax W MO3BOJIABA HA MAaLHEHTHTE, CTPaJallid OT 3amylIBaHe Ha
HOca, Ja AHIIAT no-necHo npes Hero. deticrBuero Ha OTPHBHH 0,1% Cuapeii 3a Hoc 3an104Ba 2 MHHYTH
cHIeX TIPHIOKEHHETO H NMpOoaBDKaera A0 12 yaca (mpe3 ugiara Hol).

C»riacHO JAHHHUTE OT NMPOBEAEHO ABOHHO CJAN0, KOHTPOIUMPAHO NMPOYUYBAHE CIPAMO (PUIHONOTHUYEH Pa3TBOP
MPH NALMEHTH ¢ MPOCTY/a, Ype3 pUHOMAHOMETPHYHO H3MepBaHe, 6e oKkazaH 3HAYHTENIHO MO-400Bp
nexonrectuseH epext Ha OTPHBHH 0,1% Cupeit 3a noc (P < 0,0001), kato ot6p6BaneTo Ha HOCHaTa
JIAraBHLa ¢ NOCTHIHA ABA ITHTH MO-0bp30 npu nauneHTre, sexysain ¢ OTPHBHH 0,1% Cuapeii 3a noc, B
cpaBHeHMe C rpyrnara O0JIHH, TPETHPaHH C PU3HONIOTHYEH pa3TBOP, CMATAHO OT 5-aTa MUHYTA CJIE
nedernetTo (p = 0,047).

OTPHABHH 0,1% Cupeii 3a 50¢ ce noHaca no6pe A0pH OT NaUMEHTH ¢ YyBCTBHTEJIHA JIMFABHIIA H He
HapYlIapa MyKOLUTHApHATa QYHKUHA.

In vitro npoy4uBaHHA OKA3BAT, 9€¢ KCWIOMET3ONHHBT HAMAIABA BH3NAJIMTEIHATA AXTHBHOCT HA YOBEIIKUS
PHHOBHUPYC, MPHMHHHATE) HA MPOCTYAHH 3a00/ABaHHA.

OTPHABHH 0,1% Cnpeii 3a noc nma Ganancuparo pH, koero cbOTBETCTEBA Ha TOBa B HOCHATA KyXHHa.
OTPHABHH 0,1% Cnpeii 3a roc (Xuapatupaiua ¢opMyna) Cbabpxka yCriOKOABaLM ChCTABKH, KOUTO
croMarar 3a NpeAOTBPaTABAHETO Ha CYXOTATA M APA3HEHETO HA HOCHATA JiraBHila. EAHONOCOYHATa NoMIa
M0/ HaAraHe, pasnpeacdila AO3MpaHHA CIIpeH, € crieUanHo pa3paboTeHa 3a npeina3BaHe Ha
CBHABPXAHHETO OT MUKPOOHO 3aMbpcsapaHe. CrieLManHHAT AW3aidH Ha HAKpaWHKKSE, KaKTO M Kana




CliCuHaIHa CUCTCMA 32 OTBapAaHC, IMO3BOJIMBAILA H3CBEXBAHC HA OCTaThUHATa TCUHHOCT, INPEANna3BaTt
cycapailaTa H3IpbCKaHa 1034 OT MHKPOGHO 3AMBpPCABAHE.

5.2 PapMaKOKHHETHYHE CBOHCTBA

[InazMeHHTE KOHIEHTPALMH Ha KCHJIOMETA3O0JHHOBUSA XUAPOXJIOPH MPH YOBEKA Cliell IOKAMHO HA3alHO
NMPUWIOXKEHHE HA MPOAYKTA ¢4 MHOT'O HUCKH H OJIM3KM IO rPAHHLIMTE HA OTKPUBAHE.

5.3 IpeaxnAHAYHA JaHHA 3a Oe3onacHOCT

KcuioMeTa3olmHHOBHAT XRAPOXJIOPH HE NIPATEKABa MyTareHHO aelicTeue. [Ipu nu3cneasaHua BbpXy
IUTBXOBE ¥ MHILIKH, Ha KOHTO € JaBaH KCHJIOMETA30THHOB XHAPOXJOPHI CYOKYTaHHO, HE Ca YCTAHOBEHH
HHKAKBH TEPATOT€HHH e(eKTH.

6. PAPMAIIEBTHYHH JAHHH

6.1 CioHchbK HA DOMOIIBATE BeIleCTBA

Harpuer auxuaporeHdocdar 1uxuapar, AMHaTpueB pocdar AoaeKaxuapar, AHHATPHEB €AETAaT,
OeHzankonues xsopua, copburon 70% (HekpHcTaneH), MeTWIXHAPOKCHITporiuanenynosa 4000
(xuapaTUpaliia ChCTABKA), HATPHEB XJIOPHJ, IPEUHCTEHA BOJA.

6.2 HecnBMEeCTEMOCTH
Henpunoxumo.,
6.3 Cpok Ba rognocr

3 roAuHH.

CpOK Ha TOZHOCT cliell ITbpBORAYAIHO OTBAPAHE:

Copeii ¢ ToMNa ¢ BEPTHKAITHO 3a/IBIDKBAHE: CPOKBT Ha MOJHOCT BbPXY ONAKOBKATA BAXKH H CIICH
MbPBOHAYATHOTO M OTBAPAHE.

Cnpeii ¢ moMna chbe CTPaHWYHO 3aaBWkBaHe: 12 Meceua.

6.4 Coennaiay yCJI0BHA HA ChXpaHEHHE
Ha ce cbxpansea nog 30°C

6.5 B H chAbLpKaAHEE HA ONAKOBKATA

OTPHBHH 0,1% Cupeii 3a goc

Hosupawy cnpei 3a xoc

ByTwika OT MOAHETUICH ¢ BHCOKA TUTBTHOCT, CHaOicHa Ha BbpXa ¢ J03Hpalua noMna (MaTepHarsT, KOHTO
BJIM34 B KOHTaKT ¢ pa3TBOpa: NOJIMETWICH ¢ HHCK2 IUTBTHOCT, MOJIMETHWIEH C BUCOKA IUTBTHOCT,
nosMeTwIeH/0yThi, HepmKaaeMa CTOMaHAa) H TIONKIPONMIEHOB HAKPaifHHK C Kanavka.

Jo3upawara noMna Ha crpes OMBa IBa BUA: NIOMNA C BEPTHKAIIHO 3aJIBDKBaHE (TIOMIIA& ¢ BEPTHKAJIHO
38/IBHDKBAHE C 1BA MPLCTA) U NOMIIA ChC CTPAHMYHO 38ABHOKBAHE (IIOMI1Aa CbC CTPAHHUYHO 3aABHXKBAHE HA
najeua).

ObeMm — 10 ml.




6.6 Cnenpannn nupelna3Hd MEpKK NPH H3IXBLPJNHE
Hsama crieLiuanHy H3NCKBAHHA.

Heuznona3BasvaT NPOAYKT WIH OTNIATBYHHTE MATEPHAITA OT HEro TpAOBa Aa ce M3XBBPIIAT B CHOTBETCTBHE C
MECTHHUTE H3HCKBaHMI.

7. IHPATEXATEJL HA PASPEIIIEHHETO 3A YIIOTPEBA

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

8. HOMEP HA PA3PEINIEHHETO 3A YIIOTPEBA

Perucrpaiioner Homep: 9800015

9. IIATA HA I'bPBOTO PA3PEILIEHHE 3A YHOTPEBA/TIOAHOBABAHE HA
PAZPEIHIEHHETO 3A YIHOTPEBA

Jata Ha nbpBO paspeinanaHe: 12 suyapu 1998 r.
IaTa Ha nocaegHo noaHossasaHe: 18 mapt 2015 r.

10. JATA HA AKTYAJIM3APAHE HA TEKCTA

Mapt 2025




