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2. KAYECTBEH U KOJITMYECTBEH CbCTAB

AKTHUBHO BelleCTBO: OyramupatoB uUuTpar (butamirate citrate).

Enun ml (exksuBasienTeH Ha 20 kanku) ot CUHEKO/I 0,5% nepopanHu Kanku, pasTBop, ChAbpxa 5
mg OyramupaToB uMtpar (butamirate citrate).

[TomOLIHM BelecTBa ¢ U3BecTHO aekcTBue: copouTon (E 420), eraHos, HaTpHit (3aXxapuH HaTpHH,
HaTPUEB XUAPOKCH]).

3a MbJIHUA CNUCHK HA MOMOLIHUTE BELUECTBA BUXKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

[lepopasiHU KanKu, pa3TBoOP.
buctbp, Oe31BETEH, C apOMaT HAa BAaHWIIKA, CJIaAbK H JIEKO TOPYMB,

4. KJIUHUYHHU JAHHHU

4.1 TepaneBTHYHH NMOKA3aAHHUSA

3a CUMIITOMAQTHYHO JIEYCHUE HA KALUIMLA OT pPa3jIuueH MPOU3XO/l.
4.2 JIo3HpOBKA H HAYHH HA NMPHJIOKEHHE

Jlo3upoBKka

MakcuMatHaTa NpoaIb/DKUTEIHOCT Ha JIEYEHHETO € | ceIMHLIA, OCBEH aKo HE € MpEAIncaHa apyra.
(B Touka 4.4. CnienuaHy npeaynpexaeHus U npeana3siy MEpKHU NpH ynorpeda).

Tps6Ba 1a ce B3eMe B NpeIBU/I NpUiaraHe Ha Hal-HUCKATa /1033, KOATO OKa3Ba TepaneBTHYeH eeKT
3a Hal-KpaThbK MNEPHUO HaA JICYEHHE.

Jla He ce npeBHIIaBa MperopbYBaHaTa 103a.

Jleua ot 2 meceuna a0 1 roguna - 10 kanku (2,5 mg) 4 nbTH AHEBHO
MaxkcuMasniHa aHeBHa no3a: 40 kanku (10 mg);

Jleua ot 1 roauHa 10 3 roauHu - 15 kank#u (3,75 mg) 4 nbTH AHEBHO
MakcuMasiHa JHeBHa a03a: 60 kanku (15 mg);

Jleua Hang 3 roguHM - 25 Kanku (6,25 mg) 4 mbTH AHEBHO
MakcumasiHa qHeBHa jo3a: 100 kanku (25 mg).

HauyuH Ha NPUIIOKEHHUE
3a nepopaJiHO MPHJIOKEHUE

4.3 [IporHBONOKA3aHHA

[MOMOILIIHUTE BellecTBa, H30poeHH B TOUKa 6.1.




4.4 CoennaJHH OpeIYNPeXICHHA H NpeANa3HH MEPKH NPH ynoTpeda

[Topany MOTHCKAHETO Ha KALLEYHHUA pedneke oT 6yTaMUpaTOBHA LIMTPAT, €AHOBPEMEHHOTO
npuwiaraHse Ha oTXpayBally cpeacTea TpAOBa na ce u3barsa, ThA KaTo MOXeE 11a TOBEAE OO 3aAbpXaHe
Ha OPOHXUANEH CEKpET B PECIMPATOPHHUA TPAKT, KOETO IOBHINABA PHCKA OT OPOHXOCMA3LM H
HHPCKUWH HA JUXATETHUTE TBTHLIA.

[TaliHeHTH, IIPH KOHTO CUMITTOMHTE C€ BJIOIIAT WIM He ce nonobpar cnen 7 AHM H/HIH C€ NOABH
Tpecka, o6pHB WM nepcucTHpalle rnasodonue, TpadBa na ce NpeABHAH NOMWIHATENHO H3CIICABAHE
Ha MbPBRONPHYHHATA.

Hudopmaling 3a NOMOUIHUTE BELECTBA
Copburon (E 420): Tosa nekapcTso cbabpika 284 mg copbuton BbB BCekd MUNMIMTHP. Copburonst

e U3TOYHUK Ha QpykTo3a. TO3H NeKapcTBEH NPOAYKT He TpabOBa a ce npuema OT/Ipuiara rpu
NAalMEeHTH ¢ HACIEICTBEHA HETIOHOCHMOCT KbM (PPYKTO3a.

Eranon: Tosa nekapcTBO CBABPKA 2,85 mg ankoxon (€TaHos) Ha MUTHIHTHP.

Konx4ecTBOTO B €Ha 1033 OT TOBA NEKapcTBO € eKBUBaneHTHO Ha 0,08 ml 6upa wiu 0,03 ml BUHO.
Hatpwii: To3M NleKapCTBEH NPOAYKT ChAbpKa HaTpHH, no-Manko ot 1 mmol (23 mg) Ha 1034, T.e.
MOXE /1a CE KaKe, Y€ MPAKTUMECKH HE ChAbPAKA HATPHH.

4.5 BiapmoaelcTsHe ¢ APYrH JeKAPCTREHH NPOAYKTH B APYrd GpopMH Ha B3aHMOAEHCTBHE

EHOBPEMEHHOTO NpHIaraHe Ha OTXpadBally CpeicTBa TpAOBa na ce U3bAraa (BiK TouKa 4.4.
CneuyalIH{ NpeAyNpeKACHUS W NPpeana3sHi MEpKH NpH ynotpeba).

4.6 OepTHAHTET, DPEMEHHOCT H KbPMEHE

bpeMeHHOCT

TlaHHuTe 3a ynorpeda Ha TO3H OPOLYKT NPH OpeEMEHHH XEHH ca HEAOCTaTh4YHH. [IpoyuBaHHATA MpU
>KMBOTHH HE MOKA3BAT AUPEKTHH HWIH HHAHPEKTHH BPEXHH €(PEKTH BEpXY OpeMEHHOCTTA HIH
3[paBeTo HA MIoAa. To3u npoayKT TpadBa Aa ce yniorpedaBa no BpeMe Ha OPEMEHHOCT Camo ako €
ApeAnncaH OT Jiekap. AKO OYaKBaHaTa [oJ3a 3a Malikara € no-roifsMa oT PHCKa 3a [U104a, TpadBa Ja
ce B3eMe B MPEABH/ PHIAraHe Ha Hali-HUCKaTa §03a, KOATO 0Ka3Ba TepaneBTHYCH edexT 3a Hail-
KPaTbK MEPHOA HA NEYeHHE,

KvpMene

He e 13BeCTHO Aany AKTMBHOTO BEILECTBO W/HWIH HENOBUTE METaDOJIMTH NpeMHHABAT B KbpMara. To3u
MPOAYKT TpsaOBa 1a ce ynoTpeOsABa o BpeMe Ha KbPMEHE CaMO aKo € MPEAICaH OT JieKkap. AKO
OuYAKBAHATA 107134 3a MaMKaTa € Mo-roJisMa OT pHCKa 3a KbpMaueTo, TpabBa na ce B3eMe B IIPEIBHI
fIpHIIaraHe Ha Hali-HMCKaTa /1034, KOATO 0Ka3Ba TEPAancsTUYEH eQeKT 33 HAl-KpaThK nepHold Ha
JIeYECHHE.

4.7 EdexTH BLpxy cnocobHocTTa 38 modupane H paboTa ¢ MAINHHE

B peaxu cnyvwan CHHEKO/ 0,5% nepopalHH KankH, pa3TBOp MOXe J1a NPSAU3BHKE CBHIHBOCT.
[TanyenTHTe TpAOBa Aa 6BAAT CHBETBAHH Aa He INOGHPAT MITH PabOTAT C MAIUMHH, aKO C€ MMOABH
ceannBoct. CUHEKO/I 0,5% nepopaisy Kanky, pa3TBOp MNOBNMABAT B MaJika CTETEH CIIOCODHOCTTA
3a mwodupane ¥ pabora ¢ MaumHy. [IpenopruBa ce MOBHIIEHO BHUMAHUE I1pH HIOQUPAHE WK
H3BBPIIBAHE HA APYTH JEHHOCTH, H3HCKBAWIM BHUMaHME (Hanpumep pabota ¢ MalllMHK).

4.8 HexeaHn 1eKaPCTBCHH peakKlHH

HexenaudTe peakuMy ca NOZPEACHU NO-A0AY N0 CHCTEMO-OPraHHK KIACOBE H YeCTOTA. ‘l
neduHupar Kato: MHOro dect (= 1/10); uectn (= 1/100 no < 1/10); neyectn (= I/ 1000
peaxs (> 1/10 000 o < 1/1000); muoro peaxd (< 1/10 000); ¢ Hen3secTHa HecTOTa (9
NAHHHU He MoxKe 11a Oblie HallpaBeHa OLEHKa).
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pymupaHuTe M0 YeCTOTA HEXENAHH peaKLMK ca MPEeACTABEHM [10 PE/l Ha HAMAIIBAHE Ha TAXHATA

CepHO3HOCT.

CucremHo-oprains Kiacose | HexeNaHH peaknuH YecToTa
Hapymenns HA HEPBHATA CHbHIHBOCT Penku
CHCTeMA

CroMamBo-uypeBHH ["ageHe Penku
HapyleHHs Itnapus Peaku
HapywenHs HA KoXaTa ¥ YprHkapus Penku

AOAKOAKHHATE ThKAHH

Crob61iaBaHe Ha 10J03WPAHK HEXKENAHH PeakLnH

CrobmaBadero Ha NONO3HPAHH HEXKEJIAHH PeakiMM cnej paspelllaBaHe 3a yrnorpeda Ha nexapcTBeHUA
OPOAYKT € BakHO. ToBa MO3BONIABA 1A MPONBLIDKHE HaOMIOJeHHETO HA CHOTHOHICHHETO TOJI3a/PHCK 3a
NEeKapcTBEHHA NMPpoayKT. OT MEeAMIIMHCKHTE CNECLMAIMCTH C€ H3HCKBA 1a CHO0IRABAT BCAKA
MOAO3MPAHA HEXEJIAHA PeaklMd 9pe3 HaUMOHAITHA CHCTEMA 33 ChoOLIaBaHe.

brnrapus

HamrpnHuTeHA arcHIMA 1Mo JIEKApCTBaTa

Y. ,Jlamsn I'pyes” Ne 8
1303 Codus

Ten.: +359 2 8903417
YebcaiiT: www.bda.bg

4.9 IIpenoanpane

[Tpenosupanero ¢ CUHEKO/ 0,5% nepopanHi Kanky, pasTBOP MOXe Ja NPEAU3BUKA ClieAHHUTE
CHMITTOMH: CbHNUBOCT, IafieHe, NOBpbiliaHe, NHapHA, 3aMasHOCT H XHIOTECH3HA.

TNleyenue

Mocnensammre Mepky TpaOBa Ja ca KIHHWYHO YCTAHOBEHH WIM MPENOpbYaHH OT LUEHTBP MO
TOKCHKOJIOTHSA, KBAECTO € HATHYEH TakbB., HAMa cnieuudyiHO neueHue py Npeno3upaHe ¢
6yramupar. AKO HacThIH NMpeao3UupaHe, TPAOBa da ce H3BBPINM MOANOMAraulo JeYeHHe Ha MalreHTa
¢ MOAXOAALLO HabmoaeHHe, ako € HeoOXO0aHMO.

5. ®APMAKOJOI'NYHNA CBONCTBA

S.1 POapMakoIHHAMHYHE CBOHCTBA

dapmakoTepanesTHYHa rpyna: JIpyru cpeactsa, notuckamy kaumnuata. ATC xoa: ROSDBI13.

MexaHH3BM Ha JAeHCTBHE

ByTaMHpaTOBHAT LIHTPAT, eAHHCTBEHOTO akTHBHO BewecTso Ha CHHEKO/ 0,5% nepopantin kankwy,
pasTBOD, € CPEACTBO, NOTHCKALIO KAUUTHLIATA, KOETO HE € CBBP3aHO HHTO XMMHYECKH, HUTO
¢apMaKoNIOrUuHO C ONIHEBUTE ANIKAIOH/IH.

(dapmakoAHHAMHYHH €(PEeKTH




AKTHBHOTO BEILECTBO MMa LEHTPANHO AeHcTBHE. BBIpekH TOBa TOYHUAT MEXAHH3BM HA NCHCTBHE €
Hen3secTeH. ByTaMHPAaTOBHAT LMTPAT NMPHTEKaBa HecTieUHbHYEH aHTHXONHHEPTHYCH U
GpoHxocna3MoNuTHYEH eQekT, koeTo nonobpasa auxarenHute pyuknun. CHHEKO/ 0,5%
NEepOpaHH KAk, pasTBOP He NpeAU3BUKBA IPHBHKBAHE MK 338BHCHMOCT.

ByTaMUpaTOBMAT LIMTPAT HMA IIHPOKa TepaneBTHdHa WwHpuHa. Eto samo CHHEKO/] 0,5%
nepopaIHH KaIKH, pa3sTBOP ce NoHaca Aobpe A0pH BbB BUCOKH [I03H H € MOAXOAALL 32 00NeK4yaBaHe
Ha KallUTKLIATa [IPH Bb3PAcTHH H JeLa.

5.2 DapMaKOKHHETHYHH CBOHCTBA

Abcopbuus
OcHOBaBaliKy ce Ha ChLIECTBYBALLIUTE JaHHH, OyTamupaT ce abcopbupa nobpe u 61p30 M ce

Xuaponusupa 10 GeHun-2-6yTHpoBa KHCEIMHA U JHETHWIAMHHOETOKCHETaHO1. He e nscnensaHo
BIIUAHUETO Ha MoeTaTa XpaHa. Excriosnimara Ha ¢eHun-2-0yTHpoBa KHCENHHA U
THETWIAMHHOETOKCHETAHO € HAITBIHO MPOMOPLUHOHANHA Ha A03aTa MPHIOKEHO BEIIECTBO OT 22,5
mg — 90 mg.

Pasnpeneneuure

ByTaMMpaTOBHAT LIATPAT MMa rosiaM obeM Ha pasnpeneieHne, KoiTo sapupa mexcay 81 u 112 L
(peH3YHCAEHO 32 TENECHO Terno B kg), KakTO H BUCOKA CTENEH Ha CBBP3BAHE C IUIA3MEHUTE
NPOTEHHH. 2- PeHUNOYTHpOBaTa KMCEIIMHA CE CBbP3BA B rOJIAMa CTEIMEH C TUIA3MEHHTE MPOTEHHH
mpe3 BCHYKH J030BH HHBA (22,5- 90 mg) cue cToitHocTH ot 89,3 - 91,6%.
JIMeTHNIAaMHHOETOKCHETAHO NMPOABABA W3BECTHA CTEMNCH HAa CBhP3BAHE C IUTA3MEHHTE [POTEHHH ChC
CTOHHOCTH, Bapupaiy Mexay 28,8% - 45,7%. HaMa nanHM nanu OyTaMHPATOBUAT LIMTPAT
ApeMHHAaBa Npe3 MIALEHTaTa, HUTO AAJIM CE CEKpeTHpa B KbpMaTa.

Buorpanchopmanms

Xuaponnsara Ha 6yTaMHPaTOBHAT LIWTPAT CE OCHILECTBABA HBP30 M BOAM OCHOBHO 10 2-
deHw16yTHpoBa KuCelIUHa U JTUETIWIaMHHOETOKCHETaHO 1. Bb3 OCHOBA HAa M3CNEBAHHS NPH
pa3IM4YHK BHIOBE, CE CMATA, Y€ JBaTa OCHOBHH MeTabonuTa HMaT o0neKyaBall KauuLaTa edexr.
HsMa gaHHM 38 ATKOXOIHMA MeTabONIMTH NpH YoBeKa. [1o-HaTaTeK QeHmwI-2-0yTHpoBaTa KHCeJIHHA ce

MeTabonM3Hpa YaCTHIHO, Ype3 XUAPOKCHIMpaHe Ha napa-mo3nims.

EquMUHHUpaHe
ExckpeTupaseTo Ha TPHTE METa0ONMKTA ce H3BLPIIBa MPEAUMHO 4pe3 6bOpeunTe; cier KOHIOrauus B

YyepHHA APod, KUCENMHHUTE META0ONHTH NPETLPIABAT CEbP3BAHE B roIAMa CTENCH € MIOKY POHOBATA
kucenuHa. Hupata Ha KoHIorupaHa 2-¢peHundyTupoBa KMCeMHa B YPHHATa ¢a MHOr0 Mo-BHCOKH,
OTKOJIKOTO B Iia3Mara. byTaMHpaTOBUAT LUMTPAT ¢€ OTKPHBA B YPUHATa 10 48 yaca ¥ KOJIH4eCTBOTO
6yTaMHMPATOB LIMTPAT, EKCKPETHPAHO B YpHHaTa ciel 96-4acoB MOZENECH MEPHOA €€ H34YHCABA
opreHTHpoBB4HO Ha 0,02, 0,02, 0,03 u 0,03% ot cwoTBeTHO 22.,5 mg, 45 mg, 67.5 mg u 90 mg
1030BU HUBA. [To-roigM NMPOLEHT OT Ko3aTa Ha Oy TAMMPATOBHMAT LIMTPAT CE EKCKPETHPA 4pe3 ypHHATa
KaTo JHETWI-aMHHOETOKCHETAHON HIIH KaTo AeKOHIOTHpaHa 2-(peHun0yTHpoBa KHCENIMHA.
U3MepeHOTO BpeME 3a MOMYXUBOT MMa PECNIEKTHBHO CTORHOCTH 3a 2-(GeHIOyTHpOBaTa KHCENHHA,
OyTAMHpATOBHA [IMTPAT U AUETHIAMHHOECTOKCHETaHOMA — 23,20 — 24,42, 1,48-193u2,72 -2,90
yaca.

KuHeTHKAa rpH cneluduyHu CPYIIY DalMeHTH
He e u3BeCTHO AATH HAPYIIEHHATA Ha MepHOApoOHaTa K ObOpeuHaTa ¢yHKIMA MOBITHAABAT
dapMaKOKHHETHYHHTE MapaMeTpy Ha OyTaMUpaTOBHA HUTPAT.

3.3 HpeaxnuARYHE AaHHA 32 0e300aCHOCT

HexnuHuuHUTe JaHHK He MOKa3BaT 0cobeH puck 3a Xopa Ha 6a3jaTa Ha KOHBCHIIMOHAZMI{EL!
(hapMakoNOrHYHH NPOY4BaHHKA 3a 6€30MacCHOCT, TOKCHYHOCT MPH MHOTOKPAaTHO NPIKGIHE,
TEeHOTOKCHYHOCT, PeMpOIYKTHBHA TOKCHYHOCT H TOKCHIHOCT 3a Pa3BHTHETO.



6. GOAPMAHEBTHYHH NTAHHH
6.1 CnHcEK HS NOMOITHKTE BEHIECTBA

PasTeop Ha copburon 70 % w/w, rnMuepoi, 3axapuH HaTpull, OeH30€Ha KHCeTHHA, BAHUIKH, HATPHEB
xuppokcHa 30 % w/w, etanon 96 % v/v, npe4HCcTEHa BOJA.

6.2 HechBMECTHMOCTH

HenpunoxuMmo.

6.3 Cpok na rogHocrt

36 mecena

6.4 CnennajHH YCOJIOBHN 32 ChXpaHeHHe

Ha ce chxpanaea nog 30°C.

6.5 Bra B chALpXKaAHHE HA ONAKOBKATA

®daakou oT TEMHO cThKIO (THI 11I), cHabAeH ¢ NONHETIIIEHOB KankoMep ¢ HUCKA MJIBTHOCT H
3a8bPLIBALL ¢ TONHITPOIMWIEHOBA Kana4yKa.

Omnakoeka: 20 ml.

6.6 CrienHaAHH NPeANAZHH MEPKH NPH AIXBLPASHE

Hsama cneitHanHy H3UCKBAHHUA.

7. MPUTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

Haleon Hungary Kft., Csdrsz utca 43, 1124 Budapest, YHurapus

8. HOMEP HA PA3PEIIEHUETO 3A YIIOTPEBA

PernctpammoreH HoMep: 20020385

9. NNATA HA I'BPBO PAZPEIIABAHE/ IOAHOBABAHE HA PASPELHIEHHETO 3A
YNNMOTPEBA

IaTa Ha mbpBO paspemiaBaHe: 26.04.1994 r.
IlaTa Ha nocneaHo noaHoBaBane; 25.07.2007 r.

10. HATA HA AKTYAJIN3HPAHE HA TEKCTA

aHyapu 2026




