KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHHA IIPOAYKT

OTPHUBHH 0,1% Cnpeii 3a Hoc, pa3sTBOp
OTRIVIN 0.1% Nasal spray, solution

LGuTeg € 10 I

2. KAYECTBEH H KOIMECTBEH ChCTAB

OTPHBHH 0,1% Cupeii 3a noc cbabpxa | mg/ml xcunomerazonnHoB xuapoxiopun (xylometazoline
hydrochloride).

3a IbIHUA CIIUCHLK HA MOMOILUHWTE BEILEeCcTBa BHKTE TouKa 6.1.

3. JJEKAPCTBEHA ®OPMA

OTPHBHH 0,1% Cupeii 3a Hoc e OucTbp, Oe3uBeTEH M NpakTHYEeCKH 0€3 MUpH3Ma pa3TBOp.

4, KJMHUYHHA JAHHH

4.1 TepaneBTHYHH NOKA3AHHSA

3a obnexuaBaHe HA HOCHATA KOHIECTHR NPH NPOCTYAa, CEHHA XpeMa WK ApYFrH anepru4yiHy pHHHTH,
CUHY3HTH.

3a noanomaraHe APEHKA HA CEKPETUTE TMPU BBHINAJIEHHE Ha OKOJIIOHOCHHTE Ky XHUHH.

B xoMniekcHaTa Tepanus Ha otitis media 3a JeKOHrecTUs Ha Ha3ogapuHreanHaTa JIMraBuLa.

3a y/ieCHsBaHE Ha PHHOCKONHATA,

OTPHUBHH 0,1% Cupeii 3a Hoc € noxa3aH 3a jiedeHue Npy Bb3PacTHA Y KOHOWIK HaJ 12 roauHH.
4.2 JAo3HpoBKAa H HAYMH HA NPHTOKEHHE

lleduampuuna nonyarayus

OTPHUBHH 0,1% Cnpeii 3a Hoc He TpaOea 1a ce M3Noa3Ba OT Aeua noA 12 roauHH,

Io3upoBka

OTPHUBHH 0,1% Cnpeii 3a noc He TpsaOBa za ce U3N0J3Ba No-abaro ot 10 nocnexopaTenHy AHH (BHXK
Touka 4.4. CneuyanHy npeaynpexaeHHs K npeanasHd MepKHU npu ynorpeda).
He Tpa6Ba na ce npeBuliaBa Npenopb4YBaHaTa A03a, 0COOEHO NpU MaLUEHTH B HaNpeJIHaNa Bb3pacT H Jielia.

OTPHBHH 0,1% Cupeii 3a HOC

KonuesTpanus Bnapact Il pajoxeHHe
OTPHUBHH 0,1% Cnpeii 3a | BuapacTHu 1 roHOLIM Haa 12 |1 pripbCcKBaHEe BLB BCAKA HO3/pa 10 3
HOC rOAMHH 'bTH AHEBHO. He nperUiitaBante

MAKCHMYyMa OT 3 BOPBLCKBAHUA JHEBHO
BbB BCAKa HO3ApA.

[TpenopBbYUTENTHO € MOCNEAHOTO NPUIIOKEHHE 32 ACHA 1a CE HaNPaBH MaJKO NMPenH



HauuH Ha npuioxeHue

JfoaupaHuaT cnpei MO3BOARAa TOYHO J03UPpAHE H OCHFYPABA A0OOPOTO paspeAe/IEHHE HA pa3TBopa 110
NOBBPXHOCTTA HA HOCHATA JIMraBMua. 1oea NpeaoTBPaTABa Bb3IMOXKHOCTTa OT HEBOJIHO NIPENO3HPAHE.
Hozupanust cnpei nocrass (0,14 ml npy scaxo snpbckasane (0,14 mg KCHNIOMETA30IHHOB XHAPOXIIOPUA).

[Mpeau nvpea ynorpeba Ha OTPHBHH 0,1% Cnpeii 3a HOC, H3BbpLIeTE 4 HANOMIIBAHHA, 32 14 AKTUBUPATE
nomMnara. BeIHBXK aKTHBUAPaHA, NOMIMATA LUE OCTaHE HOPMANHO 3apeficHa No BpeMe Ha €KeIJHEBHUTE
aruTMKaliMK. AKO CNIPEAT HE €€ pasnpPbLCHE MO BPEME Ha MBJIHOTO aKTUBUPAHE WK NPOAYKTET HE € OW
M3NOJI3BaH NOBeYe OT 7 AHM, e TpAOBA OTHOBO 4 AKTUBHpATE NOMIATa, KATO NOBTOPHUTE YETHPHTE
HanoMnBaHua. BHuMmagaiite na e nprcHere OTPHBHH 0,1% Cuapeii 3a Hoc B ouHTE.

1. Ilouucrere HOCA.

2. JpbKTe u3npaeeH JaKkoHa, KaTo MOCTABUTE NAJIcLAa CH B OCHOBATA MY, a4 HAKpaHHUKa MEXAY

NPBLCTUTE CH.

Haknonere ce 1eko Hanpea H NOCTaBeTE HaKpaHHHKA B HO3ApATA.

Bnpocekaiite ¥ eqHOBpEMEHHO ¢ TOBA BAMIIAWTE JIEKO MpE3 HOCA.

5. Tlouncrere U NOACYWIETE HAKpaHHUKA, NPEIM /1a NOCTABUMTE NpeaNa3HaTa Kanauka HenocpeacTseHo
cnep ynorpeba.

6. 3a 1a ce u3berHe Bp3MOXKHO pasnpoctpaHeHHe Ha uHpexunata, OTPUBHUH 0,1% Cnpei 3a Hoc
TpaOBa Aa C€ H3N0J3Ba CaMO OT €AMH NAaLHEHT.

£ L

4.3 IporaBonoKa3aHHs

CBpPBbXUYYBCTBUTEJIHOCT KbM KCHIIOMETA30JIMHOB XHAPOXJIOPUI MM KBM HAKOE OT MOMOILHUTE BEILIECTBRA.
Kakro scuukH BazokoHeTpukropi, OTPHBHH 0,1% Cnpeii 3a Hoc He TpabORa aa ce U3non3ea
MpH MaUHEHTH ¢ TpPaHCCPEHOUTANTHE XUINTOPHIEKTOMHSA WIH NPH XUPYPruuHH HHTEPBEHLMH ¢ €KCII03HIIMA Ha

dura mater.
[lalMeHTH CBC 3aKPUTOBIBIIHA [NIAYKOMA.
[TauuenTH ¢ rhinitis sicca Wid aTpO(PUUYEH PHHMT.

4.4 Coenna/jHH NpeAYAPEKACHHES H NPEINa3ia MEPKH NIpH ynorpeda

Kakro v apyrurte cumnarukomumetrduy, OTPHBHH 0,1% Cunpeii 3a soc Tpabsa aa ce U3M0J138a C
TOBHILEHO BHUMAHUE MPH NAIMEHTH, NMOKA3RallH CHJTHH PEAKLIMH KbM aJpeHEepriiHU BEILECTBa ¢ NpOsBa Ha
CUMNTOMH Ha Oe3cbHuUe, 3aMasHOCT, TPEMOP, CHPACUYHA APUTMMA WiH NOBUILEHO KPBBHO HaNAraHe.
OTPHUBHH 0,1% Cnpeii 3a soc TpndBa 1a ce H3M1013Ba C MOBHILICHO BHUMAaHHE NPHU:
® [MAUHEHTH ¢ XHNEPTOHHUA, ChPACUHO-CbAOBH 3a00n4BaHuA. [IpM NaLUEHTH CBC CHHAPOM Ha YIBIDKEH
QT nHTEpBal, JIEKYBAHH ¢ KCUIOMETA30/HH, MOXKE 1a UMA NMOBHULIEH PHUCK OT CEPHO3HMU
BEHTPHKYJIAPHHA apUTMHH.
® MALHEHTH C XMNEePTHPEORANIBM, 3aXapeH NHadeT, GeOoXpOMOLIHTOM;
MaLUEHTH C NTpOCTaTHA XHIISPTPOPHS;
® MAlHEHTH, N€KYBaHH ¢ MOHOAMHHOOKCH1a3HH uHXHOuTOp (MAOH) » npreMasiu TakuBa npes
NOCJECAHUTE 2 CeAMHIU (BHK To4Ka 4.5. BaumMoageACTBHE ¢ APYIrd NEKApCTBEHU APOAYKTH U APYTH
¢OopMH Ha B3aUMOAEHCTBHUE);
¢ NAUHEHTH, JIEKYBAHHU C TPH- U TETPAUMKITHYHA aHTHAECNPECAHTH.

KakTo W apyruTe Ba3oKOHCTPUKTOPH 3a NokatHo npwioxkedne, OTPHBHH 0,1% Cnpeit 3a Hoc He TpsaOBa
Aa ce npuaara nopeue ot 10 nocneaosaTenHy AHY: NPOABIDKUTENIHATA WIM NpeKancHaTta ynorpeba Moxe aa
npean3Buka rebound-koHrecTs w/unu arpodus Ha HOCHaTa JIMraBHLA.

Jla He ce npeBUlLLasa NpenopbYMTEIHATA 1032, 0CODEHO MpH JIela U MHOIO Bb3PacTHH NALMEHTH.

[leauaTpuyHa nonmynauus




OTPHNBHH 0,1% Cnpel 38 Hoc He TpsaOBa Ja ce H3MOJ3Ba NpH Aeua noa 12 roauHy.

Hudopmayun 3a nomowirume eeujecmea
OTPHUBHH 0,1% Cnpeii 3a HOC CbAbpKa OCH3AIKOHUEB XJAOPHUA, KOMTO MOXKE J1a PUYUHH Apa3HEHE UIIH
NoAYyBaHe H& ROCHATA IMraBuLIa, 0COOEHO aKO C€ H3IO3BA MPOABIIKHTEIHO.

4.5 BiaumMogeHCTBHE ¢ APYIH JIEKAPCTBEHE NPOAYKTH H APYrH GopMH A3 B3aHMOAEHCTBHE

MoHoaMHHOOKCHIa3HH HHXHﬁH’T‘OpHZ KCHNOMCTAQ30JIHHBT MOKE 1a NOTCHLRIMPA NEeHCTBHUETO HA
MOHOaAMHHOOKCHAA3IHHUTE HHKHﬁHTDpH H Ja [IpOBOKHMpAa XUIICPTECH3HBHA KPH3a. KcunoMeTasonuHBT He ce

[penopbLYBa MpHY NALMEHTH, KOKUTO NpUeMaTt Wiy ca npueMany MAOMH npes nocneaHuTe age CEaAMHULIM (BHXK
4.4. Cnieuaniy npeaynpexxacHus H Npeana3Hiu Mepky npy ynorpeba).

Tpu- v TeTpauMKIM4HH aHTHAETIPECAHTH: CHITPTCTBAIATA ynoTpeda HA TpU- ¥ TETPALIMKIIUYHY
AHTHAETIPECAHTH CbC CHMITATHKOMHUMETHYHH NPOAYKTH MOXE 12 YBENHYH CHMITATHKOMHUMETHYHHSA €(eKT Ha
KCWJOMETAa301HHa, NOPaJdH KOETO HE Ce NMpernopbysa.

4.6 DepTHIHTET, OPEMEHHOCT H KbPMeERe

bpeMeHHOCT
C ornea Ha noTeHUWATHUA cUcTeMeH Ba3oKOHCTPHKTOpeH edekt Ha OTPHBHUH 0,1% Cupeit 3a Hoc ¢
NPEMOPBLUYMTENHO NPenapaTsT 4a HE Ce U3MN0JI3BA 110 BpeMe Ha OpeMeHHOCT.

KbpMeHe

HsaMa n1aHHH 33 HIKaKBH HeXeNlaHH ¢PEKTH BLPXY KbpMaueTo. He € M3BecTHO Aanu KCUIOMETA30IHHOBUAT
XHAPOXJIOPHA CE EKCKPeTHPa B KbpMaTa, nopaau koero tpadea aa ce shumasa ¥ OTPHBHH 0,1% Cnpeii
33 HOC A CE€ W3M0J13Ba €JHHCTBEHO MO/ JIEKAPCKH KOHTPO 110 BPpEME HA KbpPMEHE.

depTHauTeT

Hsama noctatbynu nannu 3a epexrre Ha OTPHBHH 0,1% Cuapeit 3a Hoe BbpXy GepTHIHTETA, KAKTO H
HAMA HAJIHYHH MPOYUYBAHUSA, NPOBEACHH BbPXY XKHBOTHH. T KATO CHCTEMHATA EKCNO3ULMA KbM
KCHJIOMETA30/IMHOB XMAPOXAOPHU] € MHOIO HUCKA, MHOTO MAJIKa € BEPOSTHOCTTA 3a €(PEKTH BBPXY
depTUndreTa.

4.7 EdexTn BLpXY cnocobnoctTa 32 modHpane H paboTa ¢ MallIHHH

OTPHBHH 0,1% Cnpeii 3a HoC He NOBIUARA WK NOBJIUABA NpeHeOpekuMo cnocobHOCTTA 3a LodHupaHe U
paboTa ¢ MalLIMHH.

4.8 HexeslaHN JIeKapCTBEHH pPeakiuun

Hexxenanuvre peakuuu (Tabi. 1) ca nogpeacHH 110 CHCTEMHO-OPTraHHH KJIACOBE U B 3aBUCHUMOCT OT YeCTOTaTa,
KaTo C€ U3MO0JI3Ba cneaHaTa KOHBEHUHA: MHoro dyectd (> 1/10); yectu (= 1/100, < 1/10); HeuecTu (= 1/1000 <
1/100); peaku (= 1/10 000 < 1/1000); muoro peaku (< 1/10 000), ¢ HemasecTHa yecToTa (OT HANTUMHUTE

NaHHH He MOXKe Ja Obje HalpaBCHa OLISHI{&).

Tabaunma 1

Hapymenus Ha IMYHHATA CHCTeMA

MHoro peakH Peakliug Ha CBPBXUYBCTBUTEAHOCT (aHrnoeaeM, oOpus,
_MpypHTYC)

Hﬂp):’_ll!iil_llli_l_llg HEPBHATA CHCTCMA

- Yecru ["nasobonve




—_— mem ———e—d —m a2 —_———————— - = P et ————— e == - e e ma= - P - - - e m P hm—d e W =+ = e m ot — ==

HapymeHHsA Ha 09HTe

- —— ——— = = m——— - ——— o e i E m m—— = [ p—— i SR T R L R B R R L

_Muoropeakn  TpaH3WTOPHH 3pHTENHH HAPYIIEHHS

-—— i —— — —— — W

-— - - ——— ar

Chbpaednn napyumeHsa

- —_—— e ——————— — = == R S S S U S——— Sp——————— S R R ] —_—— . — — ———— - —— - — o m——

MHOro peaxH ApPHTMHYHA WIH YYECTCHA ChpAeYHa NEHHOCT

—_— e e ———— e e e et m m = = m o i —— = = = = A e h kel e o — = . f s, e — i — P —— —— e e

PecnapaTopa, rpbAHH H MEIHACTHHATHY RaPYIUCHHRA

—_———— ——r el e e — - - | m il dd e e L W ELE T S T S T e e e - — i — i —— ——

 Yectn . Hasanna cyxora unu HasaieH auckomopr

—_— —_———— e el ke s = 1 - - de —— o y— AL W W EEEE R EEL PRI EED R

HeuecTH  EnMcTaxcHc

—_————————— e ——d ———e e e—— . . — . MR o oL EE ' M s S RS R — e — e — - ———— s

CroMamHo-9peBAH HAPYIMIEHHS

_———— — - — e m ek bk s s ke o= T - - [T TR I ——————— e —— ———

___'-lecm 3 F aJcHe

— i —— - 3 PR

Oomn HApYMEeHnHs H eekTH Ha MACTOTO HA NPHIOKEHHE

- r————— —_— - h— 1t —_— - = . —_ .t = - =

- YecTu YyBcTBO Ha napeHe Ha MACTOTO Ha NpHiaraHe

CphobluasaHe Ha MOJO3IMPAHH HEKETAHH peakKLUH
CrobuasadeTo Ha MOJO3HPaHH HEXKENAHH PeakilHi Cliea pazpeluasane 3a ynorpeda Ha NeKapCTBEeHHUA

NMPOAYKT € BaxkHO. ToBa Mo3BoAABa Aa MPOABLKH HAOMIOACHHETO Ha CbOTHOLUEHUETO NOJI3a/PHCK 32
NEeKapCTBEHUS MPOOyKT. OT MEAULIMHCKUTE CMNELIHATIUCTH C€ H3UCKBA Aa ChoOLIaBaT BCAKA NMOAO3HpaHa
HeX€eJ1aHa peakLMa Ype3 HalMOHANHA CHCTEMA 3a ChOOLIaBaHE,

buvarapus

U3nbnHYTENHA areHLuMs 10 JIeKapCcTBaTa,
yi. ,,Jlamaun ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417
YebcauT: www.bda.bg

4.9 IIpepo3npane

[IpekoMepHOTO NPUAOKEHHUE HA JIOKANIEH KCWIOMETA30JIHHOB XHAPOXJOPHA WIH HHUMASHTHOTO NMOrTbLIAaHe
MOFAT [la NPUYHHAT CWIHA 3aMagHOCT, H3MOTABaHe, CWIHO NOHWIKaBaHE Ha TENeCHATa TeMNepaTypa,
rnaBobonve, OpagUKapanA, XMNEPTEH3HA, NOTHCKAHE HA AMUILIAHETO, KOMA U KOHBYJICHH. XHIIEPTEH3HUATA
MoOXe aa Obae nocjeaBaHa OT XMIMOTeH3KA. Mankure aeua ca no-4yBCTBUTE/IHN KbM TOKCHYHOCTTA OT
Bb3pPacTHHUTE.

Tpabpa na ce B3eMaT NOAXOASUIH MEPKH MPH BCUYKH MAaLMEHTH, 32 KOUTO C€ NMOLO3HPA, Y€ Ca NpHEH
CBPBXA03a Y MPH TAX CNELIHO /A C€ NPUI0KH CUMITTOMATHYHO JICYCHHE MO/ IEKAPCKH KOHTPOJ1, 2aKO TOBa Ce
MoTBBbpAH. JleueHHeTo BKAKOUBA HAGMIOACHHE Ha NALKUEHTA NPe3 CNeABaLMTE HAKONKO Yaca. B cnyyal Ha
TEXKO NNPeNO3UPAHE, CHITBTCTBAHO OT ChPACHYEH APECT, peaHMManvATa Tpadsa 1a MpoaBL/IKH MoHe | vac.

5. ®APMAKOJIOTHYHH CBOUCTBA
5.1 PapMaAKOAHHAMHYHH CBOHCTBA

dapmaxoTtepaneBTHUHA rpyna: JIeKOHrecTaHTH 32 NoKanHa ynorpeda, npeku CHMNaTHKOMHMETHLK,
ATC kon: RO1AA 07

MexaHu3bsM Ha JCUCTBHE U d)&EMElKGQHHaMH'-IHH 'E-“[IIJGKTH

KcUTOMETA30JIHHOBHAT XUAPOXJIOPHI € CUMMTATHKOMHUMETHK, JEHCTBALL BbPXY (-aipeH




CBLITBTCTBALLHTE CHMITTOMH Ha XHITEPCEKPELIMA HA JIMMABULIATA U YJIECHABA APEHAXKA Ha OIOKHUPAIHS CEKPET.
ToBa BOAY N0 REKOHTECTHS HA HA3ATHMA NACAX W N03BOJIIBA HA MALMEHTHTE, CTpaJalllH OT 3anyluBaHe Ha
HOCa, Ja AMuat no-necHo npes Hero. [eicterero Ha OTPHBHH 0,1% Cnpel 3a Hoc 3anoysa 2 MHHYTH
cjieli NPUIOXKEHHETO H MPOABbIDKaBa A0 12 yaca (npe3 usaiarta HOLL).

CbrnacHoO JaHHHTE OT NPOBEAEHO ABOHHO CNANO, KOHTPOJHPAHO MPOYYBAHE CNPAMO PHUIMOJIOTHYEH PA3TBOP
[Py NaLMEHTH ¢ MPOCTYA, YPe3 PUHOMAHOMETPHYHO H3MEpBaHeE, O J0Ka3aH 3HAYMUTEIHO NO-A00BP
nexonrectupeH epext Ha OTPHABHH 0,1% Cuapei 3a soc (P < 0,0001), kato otOB0BaHeTO Ha HOCHATA
JIMrasuLla ce NocTHrHa ABa nbsTH No-6wp30 npu naureHture, JiekysaHd ¢ OTPHBHH 0,1% Cuopei 3a soc, B
cpaBHeHME ¢ rpynaTta OONHH, TpeTUpaHu ¢ PU3HOAOTHUEH Pa3TBOP, CMATAHO OT 5-aTa MUHYTa Clel
neyexnuero (p = 0,047).

OTPUBHH 0,1% Cupeii 3a Hoc ce noHacs Jo0pe OOpH OT NALMEHTH C YYBCTBUTE/IHA JIHMaBULIA U HE
HapyilaBa MyKOUWIHApHATa QYHKLIUA.

In vitro npoyuBaHHA MOKA3BAT, Y€ KCWIOMET30/IHHBT HaMaJIABA Bb3NAIMTEIHATA AKTUBHOCT Ha YOBEIIKHS
PUHOBHPYC, MPUUHHHTEI HA MPOCTYAHH 3a00nABaHuUs.

OTPHBHH 0,1% Cunpei 3a noc uMa 6anaHcHpaHo pH, K0€T0 ChOTBETCTBA Ha TOBA B HOCHATA KYXHHA.
OTPHBHH 0,1% Cnpeii 3a soc (Xuaparupaiia ¢opMyiia) CbABPXKAE YCHOKOSBALULH CbCTaBKH, KOWTO
CNoMarar 3a NpeAoTBPATABAHETO HA CyXOTaTa U Jpa3HEHETO Ha HOCHaTa JMrasiua. EaHonocoynara nomMna
noj Hajsraxe, pasnpeaensula A03HpaHHs CpeH, e cneuManHo paspaboTena 3a npeana3saHe Ha
ChABPKAHHETO OT MUKPOOHO 3aMbpcaBaHe. CneuranHUAT JH3aHH Ha HAKpaHHHKA, KAKTO H Karlaykarta cbe
CIELIMAIHA CHCTEMA 3a OTBAPAHE, NO3BONABALLA U3CHXBAHE HA OCTAThYHATa TEYHOCT, Mpeanas3par
CNefiBalllaTa H3NMPbCKaHa 1033 OT MHKPOOHO 3aMBbpCABaHE.

3.2 PapMaKOKHHCTHYHH CBOHCTBA

[1nasmMeHuTe KOHLICHTpPAILlHH HAa KCHNOMETA30JIHHOBHA XHAPOXJIOPHA IIpK MOBEKA CNel JIOKAJTHO Ha3alHO
MNPpUNOXKCHHUC HA NMPpOAYKTA Ca MHOI'O HHCKH H OAK3KH A0 I'PAHHLIMTC HAa OTKPHBAHC,

5.3 IlpeaxiMHAYHA JAHHH 32 H€30aCHOCT
KcWioMeTa30/IHHOBHST XHWIPOXJIOPH, HE NPHTE)KABa MYTAareHHO AeicTBHe. [1pn H3cneaBaHHS BbpPXY

ILIBXOBE W MHUIKH, HA KOUTO € JaBaH KCWIOMETA30JHHOB XHAPOXIOPHA CYOKYTaHHO, HE Ca YCTAHOBEHH
HHUKAKBH TepPaTOTC€HHH E(EKTH.

6. OPAPMAIIEBTHYHHA JAHHHA

6.1 CnHchbK HA NOMOIMHHATE BEIIECTBA

Hatpuer auxunporendocdar auxuapar, AMHATpUEB pocdaTt JoaeKaxXuapar, AMHATPUEB eaeTar,
GeH3aikoHHEB XtopHI, copOuTon 70% (HekpucTaneH), MeTHIXBApOKCcUnponuiLenynosa 4000
(Xuaparupaina ChbCTaBKa), HATPUEB XJIOPUJ, NPEUHCTEHA BOAA.

6.2 HechbBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ba roaHocT

3 roxuHHU.
CpoKbT Ha FOAHOCT BhPXY ONAKOBKATA BAXKHU M CJIE] ITbPBOHAYAIIHOTO H OTBapsSHeE.

6.4 CnenHanHH YCJI0BHS HA ChXPaHCHHE

Ja ce cprxpansBa nog 30°C




6.5 Bua r cpaAbpKaHHe HA ONMMAKOBKATA

OTPUBHH 0,1% Cnpeii 3a Hoc

Lozupawy cnpeu 3a noc
byTHika OT NOJIMETUIEH C BUCOKA TUThTHOCT, CHabAeHa Ha BbpXa ¢ NO3Mpalla noMna (MaTepHainbT, KOHTO
BNIH3a B KOHTAKT C pa3TBOpa: MOAWETWIEH C HUCKA TUTBTHOCT, MOJHETHIIEH ¢ BUCOKA TUTLTHOCT,

ﬂOﬂHETHHEH/ﬁyTHJ], HCPBLAKIACMA CTOM&H&) H NNOJIMNPOIXWICHOB HaKpaﬁHHl{ C Kalla4Ka.
Ob6em — 10 ml.

6.6 Coennajay npeana3HH MEPKH HPH HIXBLPJAHE
HsaMa cnenMaiHN U3UCKBAHHUA.

HeusnonspaHuar NPpOAYKT HITH OTNIRABYHHTC MATCPHAJIH OT HEIO TPHGB& Aa CC U3XBDBPJHT B CBOTBCTCTBHE C
MCCTHHTC H3IUCKBAaHHA,

7. INPATEXATEJ] HA PASPEHIEHHETO 3A YIIOTPEBA

Haleon Hungary Kft., Cs6rsz utca 43, 1124 Budapest, YHrapus

8. HOMEP HA PAZPEINEHHETO 3A YIIOTPEBA

Pernctpauuonen HoMep: 9800015

9. HATA HA ITBPBOTO PASPEIIEHHUE 3A YIIOTPEBA/TIOAHOBABAHE HA
PAIPEHIEHHETO 3A YIIOTPEBA

Hara Ha mbpBO paspeinapaHe: 12 sHyapua 1998 r.
Jlara na nocineano nogHossaBane: 18 mapr 2015 r.

10. JATA HA AKTYAJIU3HPAHE HA TEKCTA

¢eBpyapu 2024




