JIucTopka: uHdopmanus 3a motTpeduTENS

GEHHUCTHJI 0,1% I'en
JHMETHAZEHOE MAJIeaT

FENISTIL 0.1% Gel
Dimetindene maleate

IpoyereTe BHHMATENHO NAIATA JHCTOBKA, NPeaH Oa 3a004HETe 42 H310J3BaTe TOBA JIeKAPCTBO,

THhif KaTO T CHALPAKA BAXKHA 32 Bac undopmanus,

Bunaru uznonigaitte OEHHUCTHII I'en Taka, KakTo € OITMCAHO B TA3H JIMCTOBKA HIIH KaKTO Bh € Kazan

Bamruar nekap Hnu (papManesT.

- 3ana3zere Taszu NHcTOBKA. MoxKe Jja & HAIOKHK A4 A IPOYETETE OTHOBO,

- AKO Ce HylKIaeTe oT AOMBAHKMTENHA HHGOPMALHA WIH ChReT, nonuTaiite Bawma fpapmanesr.

- AKO NOMy4UTE HAKAKBY HEXETAHH IeKapCTBeHH peaklHy, yBeqomere Balids Jekap Him
dapmarest. ToBa BKIOYBA H BCHUKH Bb3MOKHE HeXeNlaHH peakiidH, HeOMCAHH B Ta3H NIMCTOBKA.
Buxcre Touka 4.

- AKo cren 7 THH He ce YYBCTBATE [o-100pe WiK CheTosHHETe BH ce BilonM, TPAOBA 1a HOThPCHTE
Jiexapcka noMar,

Kakpo ¢BbALPKA TA3H JHCTOBKA

N3NbAHATENHA ArEHUNA NO NEKAPCTBATA

Kaxeo npencrasngra @EHHUCTHII Ten 1 2a KakBo ce H3LI0RAuamossa - Mipunoxene 2
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I. Kaxso npeacrasisia PEHHCTHIL I'exr i 3a KAKBO ¢e HINOJI3Ba

Kakpo npencrapnasa PEHHCTHJI 'ex

OEHHUCTHII I'en cu/ibprka akTHBHA CHCTABKA, KOATO MPHHAANIEXKH KBM I'DYIIATA IEKAPCTRa, HAPEUeHH
AHTUXUCTAMHHH.

DEHHUCTHII len ce nanon3ea 3a obnekuapane Ha chpbek, CBbP3aH ¢ KOXHM PEaKIHH, KaTO KOXHH
06pHBH, YPTHKAPHSL, YXABAHUL OT HACEKOMH, CITHHUERH H3TAPAHHA H NOBLDXHOCTHH MArapaHus.

3a xakeo ce mamoniea GEHACTI Men

GOEHMUCTHII en Hamanaea chpbexa, kato OM0KHpa AcicTBAETO Ha XUCTAMHHA — BEIIECTRO, KOETO Ce
0cBOOOXKIABA B OPraHu3Ma N0 BpeMe Ha anepruyna peaxuss. Teit karo @®EHMCTHII 'en nponyrksa
JI06pe mpes KoKara, ChpOestbT 1 KOKHOTO PasjpasHeHHe HAMANABAT OBP30 B PAMKHUTE Ha HAKONKO
MuHyTH. DEHHUCTHWI Ten nMa H nokaned aHecTeTHYEH eeKT.

2. Kakgpo TpadBa aa 3HaeTe, npeau aa msnouseate GEHUCTA len

He minonspaiite ®EHACTHJ T'en
®  4KO CTe aNeprHiHH (CEPbXYYBCTBHTEIHN) KbM THMETHHISHOB MaearT WY KbM HAKOA OT
ocraHanute chetasku Ha GEHWUCTHI [Nen (u36poenu B Touka 6). Ak HE CTE Wame

Bauius 1exap Hnd ¢apMaLesT. WA g
AKO HAKOE OT Te3d Helud ¢e OTHacd 3a Bag, He uinonmspaiite ®PEHUCTHI INen. v@

IMpexynpeskneHHd ¥ npeJIasHN MePKH
OOnpueTe cienualHo BHAMAaHHe npu ynoTpedata va PEHACTHII Ten



e H3barealiTe NpOILIKHTENHOTO H3/1araHe Ha CITBHLE HZ MONeMH [IOBBPXHOCTH HA TSHOTO, BAPXY
KOUTO € TIPUIIOsEH TENBT.
e Koucynrupaiite ce ¢ Baius nexap, ako CHMOTOMUITE He ce MogodpaAT B pAMKHTE Ha eAHd CeIMHIA.
+ HWndopmupaiite Bamus ekap, aKo ce Kacae 3a MHOTO CHIleH cbpOex HITH 0OHIHpPHO 3acATaHe Ha
KOXATa.
o Tlpu kepMadera B Manku acua ve ynorpedsasaiite OEHUCTHI I'en Bepxy 08I1MMpPHK YIaCTBLM OT
KoOsKarTa, 0co0eHO aKo e HapaHeHa WIH Bh3NalieHa.
AKO UMATe HAKAKBU BBIPOCH, roBopeTe ¢ Bamma nekap M dapmarest npean ynorpebara Ha
OEHHUCTHII e,

Apyru nexaperea u @EHACTH I'en
Moura, urdopmupaiite Baius nekap Wi dapManerT, ako IpHeMaTe HIH HACKOPO ¢Te IpHeMallH IPyTH
JEKapCTRa, BEIIYHTENHO M TAKMBA, OTIYCKAaHH Oe3 pellenTa.

BpeMenHo¢T, KbpMeHe U GepTHAHTET

AKo cTe OpeMeHHA WM KbPMHTE, CMATATE, Y¢ MOXKE 1A CTe GpeMeHHa RN [LTaHApaTe 6peMEHHOCT,
NOChBeTBaliTe ce ¢ Baums nekap Wi dapManesT opeak ynorpedata Ha TOBA NEKapCTBO.

ITo BpeMe Ha OpeMeHHOCT ¥ KhpmMeHe He Hinonieaiite PEHMCTHII I'en BbpXy rOJIEMH NOBBPXHOCTH OT
KoXaTa, ocobeHO ako ca HapaHeHd WIH Bh3naneHn. He cnaraiite res 8bpXy 3bpHATA, AKO KbPMUTE.

IModgupane u paboTa ¢ MAMUHH
INpunaranero ua @EHUCTHUII el BLpXY KOXKATa He BIUSE BbPXY clIOCODHOCTTA 32 Modupane B paborta
C MalllHHH,

Baxna undopManus 3a IOMOIIHHTE BelIeCTBa
OEHHUCTHUI Il'en ceappxa;
® TIPONUICHTIIHKOIN - MOXe Aa NPeAU3BHKA ¢1abo, TOKANIIMPaHO JpasHeHe Ha KOXKaTa,
¢ (CH3AIKOHUEB XIIOpH] - OEH3aJKOHMEBUAT XJIOPHI] MOXE Na TPUYHHEY NIpa3sHEHe Ha KOXKaTa.
He tpsfpa ma npunarare ToBa JIEKapCTRO BEPXY MBPAKTE, aK0 KEPMHTE, 3aloTo 6ebeTo MoXe Ja ro
foeMe ¢ KbpMara.

3. Kaxk 1a msnoazeare ®EHHCTHI Ten

Buuarn n3mon3eaiite ToBa NeKapcTBO TOHHO KAKTO € ONHCAHO B TA3H JIMCTOEKA HIH KaKTO Bu € kasan
Bawuar nekap unu gapManert. AKO He cTe CHTYPHH B Helllo, monuTaiite Baumsg nexap unn dapManenT.

IlpenopounTrenuata fo3a e: Hanacaiite 2 00 4 IbTH OHEBHO BEPXY 3aCETHATHTE MECTA.
He mpunaraitre rena nopede ot 7 JHH 6e3 KOHCYNTANKS © Tekap.

KoncynTupaitre ce ¢ Bamus nekap, ako CUMITOMHTE HE ¢e TTOA00PAT B PAMKHTE HA £/[HA CEIMHUIIA.
AKO ¢Te HIM0A3BAJH nNoBede o1 HeobxoaumaTta go3a PEHUCTHI I'ea
Axo Bue uin JeTe cayuaiiHo IOrBIIHETE TOBA JIEKAPCTBO, Hezabarno ce cBbpxkeTe ¢ Banmsa mexap.

AKo MMaTE JOMBAHUTENHE BhIpock 32 ynorpedara na GEHUCTWII len, nonwuraite Bamus sexkap uiu
thapmanesr,

4.  BB3MOXHH HeXeIAHHM peakiliH

Kaxro BciukH JICKApPCTRA, TOBA JIEKAPCTBO MOXKE J1a MPEIHIBHKA HEXENTald peaKuy,
I'd MoJIyvaea.

Hsaxoii HexeJaHH JIEKAPCTBEHH PEAKIMH €A ¢ HeH3BECTHA YecToTa (YeCTOTaTd
ompefeneHa OT HalWYHHTE AaHHH ). '



* KOJKHA CyXOTa,
¢  YyCELIAHE 34 MAPEHE HA KOXKAaTa,
e cupOsg oOpHB.

ConofaBaHe Ha HemeNaHH PeAKIHN

AXO nonyunTe HAKAKBH HeMENany JeKapeTReHH peakiiuy, yeenomere Bamusg mexap uma dapmanent. Topa
BKJIIOUBA BCHYKH BB3MOXKHY, HEOMHCAHH B TA3d JIACTOBKA, HEKENAHN peakuuu. Moxere cello Ja
cBODIIUTE HEXENAHH Peakile JHPEKTHO Ype3 HAIHGHATHATA CHCTEMA 32 Chollliapae:

brenrapus

HM3nbiHUTENHA aAreHUMs O JIEKAPCTBATA
vy . JaMan Ipyes” Ne 8

1303 Codms

Ten.: +35 928903417

yebcaliT: www.bda.bg

Kato crobiasare HexenaHy peakiiii, MOXETE Ia JajJeTe CBOs MPHHOC 33 NONyYaBade Ha nosede
HHGOPMALUA 0THOCHO 6e30IIacHOCTTa Ha TOBA JIEKAPCTRO,

5. Kax na cxxpansBate PEHHCTHRI I'en

Ja ce ChxXpaHnBa HAa MACTO, HEAOCTHIHO 2a Aclia.
Jla ce cexpausBa non 25°C.

He usnonseaitte GEHHCTHII I'en cien cpoka Ha roJHOCT, 0TOeNA3aH BbPXY KApTOHEHATa OIIaKOBKA H
TyHara. CpoxsT HA FOAHOCT OTTORAPA HA TIOCTIETHHA JeH OT MOCOuYcHHA Mecell.

He u3xBBpisiiTe NexapceTsaTa B KAHATM3ALMATA WK B KOHTeiiHepa 33 IOMALIHK OTIIanbIK. [lonuTaiire
Bauns ¢apMareBT Kak Ja H3XBBPIATE TEKAPCTBATa, KOHTO Beue He Wanonssate. Te3u Mepky me
CMOMOTHAT 34 OIIa3BaHe Ha OKONIHATA Cpena.

6. C'hn:bpmam{e HA IAKoBKaTa ¥ J0TLIHHTe/IHA HH{]}OpMaHHH

Kaxgo ceanpxa CEHHACTHII Ten
AKTHBHOTO BEIISCTRO € JHMCTHHJISHOB Mallear. Bceexu rpaM OT TO3H I'ell CbIAbpPKA i mg TUMETHHACHOB
Manear.

TTOMOIIIHW BelNecTBa: OEH3AMKOHHEB XJIOPH, IUHATPHER eeTaT, KapOoMep, PONMUIEHTIIHKON, HATPHER
XHAPOKCHI, IpeYHcTeHa BOA.

Tora nexapcTBo cbabpka 0,1 mg HeHIAIKOHHER XJIOPH]] BB BCAKA [030BA eIMHHIA, KOUTO Ca
exeuBaIcHTHH Ha 0,05 mg/g.

Togsa AexapcTBO ¢hIBPXkA 300 mg MPOMHNeHTIHKOT BEB BCAKA 03084 EIHHHIIA, KOHTO Ca eKBHBAEHTHH
ua L5350 mg/e.

Kak msrnexga ©PEHHCTHII I'en H KAKBO CbLPXA OMAaKOBKATA

OEHHUCTUII 'en npencrasngapa oxnaxaail, 6e3useTed 1 6e3 MUpHC, HeoMasRABaul ren B Tyou ot 30 g,
50 g n 100 g. He 3auanea gpexure.

He BCWYKH BHAOBE ONAKOBKH MOTaT Jia OBAAT MYCHATH B npojaxia.

IIputexaTten Ha pajpelllecHHETO 33 YIOTPe0a U NPOU3BOAMTEII

MpuTexaren HA pa3pelieHNeTo 3a yorpeda:
GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Hpna}u{

HpoH3IBOAHTENH:




Novartis Consumer Health GmbH, Zielstattstrasse 40, 81379 Miinchen, ['epmanns
GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen, Iepmania

3a HOTBIHUTENHA HHGOPMALIHA OTHOCHO TO3H JIEKAPCTBEH ITPOLYKT, MOJIS CBBPIKETE C¢ ¢ IOKATHHA
MIpedcTABHTEN HA NPHTEKATENA Ha pa3pelleHHeTo 3a yroTpeda:

GlaxoSmithKline Consumer Healthcare, Ten.02/953-10-34
Jara Ha NocHeHO NPEpasTIeKAaHE HR JHCTOBKATA
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