KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
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2. KAYECTBEH U KOJIHMECTBEH CHhCTAB QOCDOHION ...

Eavd rpam @EHHCTHI 'en cvavpxka 1 mg aumeTunacHos maneart (dimetindene maleate).
[IOMOUIHH BELIECTRBA C HIBECTHO AEHCTBHE: NPOINHIICHIIHKON K OEH3AIKOHHER XJIOpH .

Tosa nekapcTeo chabpka (0,1 mg OeH3aIKOHHEB XJ10PH/ BbB BCAKa A030BAa €AWHHLA, KOUTO Ca
eksuBajeHTHH Ha 0,05 mg/g.

ToBa nekapcTBo cbabpaxa 300 mg nponANeHrIMKoN BLB BCAKa 1030RA €UHHLA, KOHTO Ca
€KBMBaneHTHH Ha 150 mg/g.

3a NbAHHA CMHCHK C NOMOLLHK BELUECTBA BHXKTE TOUKa 6.1.

3. JJEKAPCTBEHA ©OPMA

['en
Oxnaxkaauw, de3usereH, Oe3 MUpU3IMa, HEOMA3HABALLL e,

4. KAHHUYHH JAHHH

4.1 TepaneBTHYHH NOKA3ZAHNA

ObnekyaBaHe Ha cbpOexa, CBbP3aH C AEPMaATO3H, YPTHKAPHUA, YXANBaHUA OT HACEKOMH, CIbHUYEBH,
MOBLPXHOCTHHU H3rapAHUA.

4.2 J03HpOBKA U HAYHH HA MPHIOKEHHE

JHa ce npunara 2 10 4 nbTH AHEBHO.
MakcruManHa NpoOABIKUTENIHOCT Ha NeYeHHUE: AKO He ce Habntogaea noaodpenre 7 aAHU cnea
ynoTpebaTa Ha refa, nauueHTUTe TpabBa 1a ce KOHCYATUPAT ¢ Jiekap.

Cneyuatna uHCmpykyus 3a 003upoexama.

B ciydait Ha TeXBK NpypHTYC WK 00WHPHU ne3uu, nokanHoto npuioxenie Ha OEHUCTUII len
TpAOBa 1a ce 3aMEHH CbC CUCTEMHO TaKOBa, ¢ HAKOA OT nepopanuute popmu Ha QEHUCTWIL. (suxc
cvifo 4.4 Cheyuannu npedynpesxoenus u npeonazHu Mepxu npu ynompeba)

4.3 IIpoTuBOROKA3AHHA

[IporuBONoOKa3aH MpHU NaLMEHTH C NPEAHILHA PEAKIIMA HA CBPbXYYBCTRUTENHOCT KbM TUMETHHAECHOB
MAEaT WK KbM HAKOE OT NMOMOILUHHMTE BELLECTBA, H30pOeHHU B TOUKa 6.1.

4.4 CnennajHy npeaynpexaeHHa H NpeAna3iHH MePKH NpH ynoTpeda

B cnyyad HA TEXDBK MpYypHUTYC WIH OOLUMPHH Ne3HH, NOKATHOTO npunoxenne Ha PEHUCT
TpAOBA Aa c€ 3aMEHM CbC CUCTEMHO JIEUEHHE, C HAKOA OT nepopanHuTte dopmu Ha PEHU
Tpabsa na ce H30ArBa NPOABIKMTENHO H3NATaHE HAa CABHLUE HA FOAEMH TPETHPAHH NOBBLPXHOC



[leaMaTpruHa nonynauus
[lpn kbpMadeTa U MaNKU aeua, jia He CE€ TPETHPAT roJIEMH NMOBLPXHOCTH, OCOOEHO aKo ca pa3paHEHH
WIH Bb3NAJIEHH.

Hudopmanns 3a nOMOLHATE BeUIECTBA!
GEHUCTHII I'en cvabpixka:
® [PONWIEHIIMKOJ- MPOMUWIEHIIHKOJIBLT MOXKE Aa NPUYNHH Jpa3HEHe Ha KOXKAaTa;

s OeH3aKOHHEB XNOPHA - OEH3ATIKOHUEBHUAT XJI0PUA MOXKE J1a NPHYHMHHA APa3HEHE Ha KOXKaTa.
He TpabBa na npunarate ToBa AEKAPCTBO BLPXY MbPAHTE, AKO KbPMHTE, 3awoTo Oebeto Moxe aa ro
noeMe ¢ Kbpmara.

4.5 BiauMoaeHCTBHE € APYIH JEKAPCTBEHH NPOAYKTH H APYrH GOPMH HA B3AaHMOJeHCTBHE

HamMa npoBexaany npoyuBaHHs 3a B3JaUKMOJCHCTBHA, ThH KaTo CUCTEMHaTa abcopOuma Ha
AUMETHHACHOB MAEAT NPH NOKATHO NPUIMKEHHUE € MHOTO HUCKA, B3aUMOJEHCTBHATA ¢a MHOTO
MaJIKO BEPOATHH.

4.6 PDepTHANTET, OpeMEeHHOCT U KbpMeHe

bpeMeHHOCT

Hama HaJIMYHH KNIHHWYHK AaHHH 33 IUMETHHACHOB Maneat npu OpeMeHHH xeHH. [IpoyuBaHuaTa
BbPXY XXHUBOTHH HE NOKa3BaT AMPEKTHH WIU HHAUPEKTHHU BPpEeAHU e€(PEKTH, OTHACALLHM C€ [0
OpeMEHHOCTTA HITH 3apaBeTo Ha iojda wik HoeopoacHoTo. DEHHUCTUII Nen He Tpabea na ce
ynoTpedsaBsa no BpeMe Ha OpeMEHHOCT, OCBEH aKO HE € NPEANHCAHO OT J€Kap H NMoN3uTe 3a MaikKaTa He
NpeByLLABAT NOTEHUHAIHUTE PUCKOBE 3a 11oaa. [1o Bpeme Ha OpemeHnoctTa, PEHUCTHIJI I'en ne
TpsaOBa Aa Ce U3NON3Ba BHPXY MONIEMH NMOBLPXHOCTH, OCOOEHO aKo ca pa3paHeHH WIH Bb3NaleHH.

Kbpmene

[lo Bpeme Ha kbpMeHe, DEHUCTHJI IN'en ne Tpabsa na ce u3non3sa BbpXy rojieM NOBbPXHOCTH OT
kO¥aTa, 0CODEHO aKo ca pa3paHeHH WK Bb3naieHH. [1o BpeMe Ha nakTauus rensT He TpaOBa na ce
NpUJiara BbpXy 3bpHATa U apeONUTE.

QepTHaUTET

Hsama nocratbuio AaHHHM 32 ynoTtpebaTa Ha AMMETHHACHOB MAJlEaT NPH XEHHU B AeTepOIHa Bb3pacT.
[IpoyuBaHHATa BLPXY XHBOTHH HE NOKA3BAaT BIKHAHHE BBpXY depTunuTeta. Tpabsa aa ce noaxoxaa ¢
BHUMAHHE MPH MPEANHUCBAHE HA XKEHH B JIETEPOAHA BB3PACT.

4,7 EdexkTH BbpXYy cnocobHocTTa 32 1H0PHpaHe H padoTa ¢ MALIHHH

GEHHUCTHI I'en He nornusaea cnocobHocTTa 32 Wwodgupade U paboTa ¢ MalLHHH.

4.8 Hexe1aHH JIeKAPCTBEHH peakKiHH

TabauuyeH cNUCHK Ha HEXKENaHHUTE PeakLMM

Hexenanure peakuuuy ca U30POEHH MO-100Y NO CUCTEMO-OPTraHHH KlacoBe H vecToTa. YecToTuTe Cca
aedUHHpaAHH, KakTo cneaBa: MHOro yectu (>1/10); yectn (>1/100 o <1/10); nevectu (=1/1000 ao
<1/100); peaku (=1/10000 no <1/1000); MHoro peaku (<1/10000) unu c HenszBecTHa yecToTa (OT
HaNUYHUTE JaHHU HE MOXKe aa ObAae HanpapeHa oueHka). BuB Bcaka oT rpynuTe xnacuHUHPpaHH No
YECTOTa, HEXKESTAHUTE PEAKLHU Ca FIPEACTABEHU B PE/1 HA HAMATARAHE HA CEPUO3HOCTTA.




Cucmemo opzannu Kiacose Hexcenanu peakyuu Hecmoma

Hapymenua Ha KoXKata H

NOAKOXKHATA ThKaH

Cyxa koxa HenzBecTHa
[lapeHe Ha kOXaTa Heu3gecTHa
AJIEpIrU4€H AepMaTHT Hen3pecTHa

CrobluapaHe Ha NOAO3UPAHHU HEXENAHN peaKLHH

CpoblaBaHeTO HA NOO3UPAHK HEXKENNAHH PEaKLUHH Clle pa3speluaBaHe 3a ynorpeda Ha NeKapCTBEHHUS
NpOAYKT € BaxkHO. ToBa mo3sonsea Aa Npoabky HabNIOAEHHETO Ha ChOTHOLLEHHETO NON3a/pUCK 3a
NEKAPCTBEHUS NPOAYKT. OT MEAHUHHCKHTE CMNEUKHATHCTH CE H3HCKRA Ja cboDiiaBaT BCAKa
NO/IO3MPaHa HEXKENaHa peaklins Upe3 HallMOHA/IHA CUCTEMA 3a cboOLLaBaHe.

bbiarapus

HU3NBbAHKWTEIHA areHUMA Mo 1eKapcTraTa
Y. .. Jlamsan ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

Yebcalit: www.bda.bg

4.9 [Ipenozupane

[Ipu3HALM U CHMOITOMH

CNy4anHOTO NOrTbUIAHE HA 3HAYHTEHH KONHYECTRA AHMETHHICHOB MasleaT B JIEKapCcTBEHa GpopMa 3a
NOKANHO NPHUNOKEHHE MOXKE [1a NPEAH3IBMKA CUMIITOMM, XapaKkTEPHH 3a Npego3vpade Ha H,
aHTUXHcTaMHHHTE: aenpecus Ha LIHC npuapykeHo ¢be CHLHANBOCT (raaBHO Mpu Bb3pacTHu ), LHHC
CTUMYJIALUA K @AHTUMYCKAPHHOB €(eKT (rMaBHO NpHY A€LA H NALKHEHTH B CTap4ecKa Bb3pacT),
BK/IHOYHTEIHO Bb30Yyaa, aTakCus, XanOUHHAUMWK, TOHHYHO-KIIOHHYHH MbpUuOBE, MHUApPHA3]A, CYXO0Ta B
ycTarta, 3a4€pBABaHE HA JIKLIETO, PETEHLMA Ha ypHHaTa H Tpecka. Moxe 1a Bb3HUKHE M XHIMOTOHMA.
JleweHne

JdonbnHUTeENnHUTE MaHKNy1aLKMy TPA0BA 1a ¢a KIHHUYHO YCTAHOBEHH WK NPENOpPBYAHH OT LIEHTBLP
MO TOKCHKOJIOrHA, KbAETO € HAJIHUEH.

5. GOAPMAKOJIOI'HYHHU CBOUCTBA

5.1 PapMaKOAHHAMHYHY CBOHCTBA
(dapMakoTepaneBTHYHA rpyna: AHTUXUCTAMHHH 3a ynoTpeba BLpXy KoXKaTa.

ATC xoa: DO4AAL3.

MeXaHnIBM HA IEHCTBHE

JIMMETHHACHOBHAT MANIEAT € KNAC AKWIAMHH MbpBa reHepaLua aHTHXHCTAMHH (aHTaroHUCT Ha H,
pPELENTOPHTE). AHTUXHCTAMHHUTE HaMaJIABaT MU NPEKPaTABAT ACHCTBHETO HA XUCTAMMHA, Ype3
cTabunuizdpane Ha Hi-peuentopure B HEAKTUBHO CbCTOSHHE. 3HAUUTENIHO HAMAIABA KANWIApHaTa
CBPBLXMNPONYCKINBOCT, CBbp3aHa ¢ Obp3UTe peaKliMH Ha CBPbLXUYBCTBUTENHOCT. [lpn nokanHo
MPUNOXKEHUE AUMETUHAECHOBHUAT MAJIEAT UMA H JIOKATHHA AHECTETHYHH CBOHCTBA.

dapMakoAHHAMHYHH eDEKTH
QEHHACTHII N'en e epekTuBen npu cbpbex oT painyer npousxoa  6bp30 odnekuasa cbpde
pa3apa3HeHreTo. OCHOBATa Ha rena yJieCHABa MEeHEeTpalluATa Ha aKTHBHATA ChCTABKA B KOXATH.




GEHHUCTHUII Nen 61bp30 NpOHHMKBA B KOXATA H NPOABABA AHTHXKCTAMUHOBHUA CH €(EKT B PAMKHTE Ha
HAKOJIKO MUHYTH. MakcumaneH edekt ce noctura caea 1 ao 4 yaca.

52 @DapMaKOKHHETHYHH CBOHCTBA

Abcopbuus
Cnell NOKanHO NPUAGKEHUE NPH 3ApaBU J0OPOBONLIH, CUCTEMHATA HANTMYHOCT HA AMMETHHIECHOBUA
Maneart ¢ npubnunizurendo 10% ot npunoxenara ao3a.

PaznpeaeneHue
[1pubansutenno 90 % or aUMeTHHAEHA ce CBBP3BA € IUIA3MEHHMTE NPOTEHHH TIPH KOHLEHTPALUM,

papyupawu ot 0,09 pg/ml go 2 pg/ml.

MeTaboH3IBM
Peakuvunrte Ha MeTabonu3znpaHe BKNKOUYBAT PEAKUHH HA XMAPOKCHIIMPAHE H METOKCHIMPAHE Ha
aKTHBHOTO BELUECTBO.

5.3 IHpeakaHHAYMHH JaHHH 3a Oe30macHOCT

HekanHUYHKTE aHHHK 33 Be30NacHOCT Ha AMMETUHASHOB MajleaT He NOKa3BaT 3HAUUTEIHA
HHPOpPMaLHA, KOATO a € OT 3HAYEHHE 3a PENOPBUYUTEIHATA JO3HPOBKA H ynoTpedba Ha NpoayKTa.
HsaMa HaTHYHHU JaHHY 33 KaHUEepOoreHeH edekT Ha AMMETHHAEeHOR ManeaT. [1pu npoyusaHus 3a
NeHOTOKCHYHOCT € YCTAHOBEHO, Y€ AUMETHHICH HE NPOABABA MYTAr€HHOCT, HUTO KJIACTON€HHOCT.

6. DAPMAIEBTHYHHA JAHHH
6.1 COoHCBHK HA NOMOLIHMTE BellecTsa

beH3aNKOHHEB X10pHA,
JluHaTpueB eaerar,
Kapbomep,

[ IponuneHrinkon,
HaTtpuer XxuapokcHa,
[IpeurcTena Boaa.

6.2 HechBMeCTHMOCTH

Hama U3BeCTHH.

6.3 Cpok Ha rogHocT
2 rOAHHH
6.4 Cnenna/Inn yCJI0OBHA HA ChXPaHeHHe

Ja ce coxpansBa noa 25 °C.
6.5 Bua B cbhaLpKAHHE HA ONAKOBKATA
AnyMHHHeBU TyOu ot 30 g, 50 g 1 100g ¢ BbvTpetnHa 0OBUBKA OT €MOKCHPEHONOB CMONUCT na,

MOJHETHICHOBA Kanauyka.
He BCHUYKHM BUOBE ONAKOBKKA Morar ja 6baar nycHaTd B npojaxoa.




6.6 CneuHaTHH NpeANa3HH MEPKH NPH R3XBLPJISHE
Hsama cneuranHy H3HCKBAHHA 32 H3XBBPJISHE.

Hen3znoniBaHUAT NPpOAYKT HWIH OTTNIAABYHHUTE MAaTCpHaAIH OT HEIO Tpﬂﬁﬂﬂ Aa CC U3XBBLPHAAT B
CBbOTBCTCTBHE C MECCTHHUTC U3NCKBaAHHA.

7. IMNPUTEXATEJ HA PASPELIEHHETO 3A YIIOTPEBA

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

8. HOMEP HA PABPELLIEHHETO 3A YIIOTPEDBA

Peructpaunonen Ne 20020034

9. JATA HA I'BPBOTO PA3PEIUEHHE 3A YIIOTPEBA /TIO/JTHOBABAHE HA
PAZPEUIEHHETO 3A YIIOTPEBA

JlaTta Ha nbpBOTO paspetienne 3a ynorpeda: 21.04.1995

JlaTa Ha NOAHOBABAHE Ha pa3peLleHHETO 3a ynoTpeba: 23 asryct 2010
Jlata Ha noAHOBABAaHE HA pa3pelICHUETO 3a ynotpeda: 9 wonun 2015

10. JATA HA AKTYA/IMZUPAHE HA TEKCTA

¢eBpyapu 2024




