V3MLITHATESTHA ATEHLWAA NO NEKAPCTBATA
1. UME HA JIEKAPCTBEHHUSA NPOAYKT Kpamwa xapawrr Ha NPOGYKTE - [ IDUAOKEHL 1

CHHEKOJA 0,15% cupon
bymamupamose yumpam

SINECOD 0.15% syrup

Butamirate citrate

2. KAYECTBEH U KOJIHYECTBEH CbCTAB

AKTHBHO BeulecTBo: byramuparoB uudrpar (butamirate citrate).

Enna yaeHa abxuuka (5 ml) or CHUHEKO/] 0,15% cupon, cbabpxa 7,5 mg OyramuparoB LUTpaT
(butamirate citrate).

[ToMOLIHM BelleCTBA C U3BECTHO AeicTBuUe: copouron (E 420), eraHon, HaTpuii (3aXxapyH HaATPHH,
HAaTPUEB XHUIAPOKCHI).

3a IbJIHUS CITIUCHK HA MOMOLIHUTE BELIECTBA BUXKTE TO4YKA 6.1.

3. JJEKAPCTBEHA ®OPMA

Cuporn.
buctsp, Oe3uBETEH, C apOMAT HA BAaHWJIMA, CIIAABK M JIEKO FOPYMB CHPOIL.

4. KJAHHAYHHU JAHHH

4.1 TepaneBTHYHH NOKA3aAHHSA

3a CUMIITOMATHYHO JIEYEHHUE HA KaLLIMLA OT Pa3/IMu€H MPOU3XO.

4.2 J03HpOBKAa H HAYHH HA NPHJIOKEHHE

Jo3upoBka

MakcumaliHaTa NpoAb/DKMTEIHOCT Ha JIEYeHHEeTOo 0€3 JIeKapCKo npeanucalue € 1 ceaMuua (BHX
Touka 4.4. CneunanHy npeaynpexxAaeHus U npeanasHd MEPKU Npu ynorpeoa).

TpsOBa na ce B3eMe B npeaBu] NpuUjiaraHe Ha Hal-HUCKATa 1033, KOATO OKa3Ba TEpPaneBTHYEH eeKT

3a HAW-KpaTbK NMEPHUO HA JICYEHUE.
Jla He ce npeBMILIaBa NpenopbyYBaHara 103a.

CHHEKO/ 0,15% cupon ¢ MepuTeHA YALUIKA
Jeua ot 3 1o 6 roguuu: 5 ml (7,5 mg), 3 NbTH AHEBHO
MaxkcumaiiHa AHeBHa go3a:; 15 ml (22,5 mg).

Heua ot 6 0o 12 rogunau: 10 ml (15 mg), 3 nbTH AHEBHO;
MakcuManHa gHeBHa go3a: 30 ml (45 mg).

FOHowwM Haa 12 roaunu: 15 ml (22,5 mg), 3 nbTHU AHEBHO;
MakcumasniHa AHeBHa go3a: 45 ml (67,5 mg);

Bw3pactHu: 15 ml (22,5 mg), 4 NbTU JHEBHO;
MaxkcuManiHa qHeBHa ao3a: 60 ml (90 mg).

M3muBaiiTe ¥ noacyiuaBaiiTe MEpUTENIHATA YalllKa cjell Bcsika ynorpeda ot Bac unu apyru xopa.

Ha4yuH Ha [NPHIIOKCHHC




3a NepoOpaATHO MPHUJIOKEHHE.

4.3 I[IporuBOnNOKa3zaHUA

CBpBbX4YBCTBMTETHOCT KbM aKTUBHOTO BELLECTBO WIH KbM HAKOE OT NOMOILIHUTE BELLECTBA,
H30poeHH B TouKa 6.1.

4.4 CrneuHajqHHu npeaynpexxaeHHsl H NpeAnasHH MEepPKH NpPH ynorpeoda

[Topany NOTUCKAHETO HA KallljleuHHsi pedyiekc oT OyTaMUpaTOBUs LIMTPAT, €AHOBPEMEHHOTO
npuJiaraHe Ha OTXpa4Ballld CpeACTBa TpAOBa 1a ce U30ArBa, Thil KATO MOXKE [a JOBEJE A0 3a1bpHaHe
Ha OpOHXHAJIEH CEKPET B PECIUPATOPHHUA TPAKT, KOETO NMOBUILABA PUCKa OT OPOHXOCMA3bM U
MH)EKUHUHM HA AUXATEJIHUTE MIbTHLLA.

[TauxeHTH, NPU KOUTO CUMITTOMMTE C€ BJIOLLAT WIH HE ce NoAoOpAT cnea 7 AHW W/WIK ce NOsABU
TpecKa, OOpUB WK NEPCUCTUPALLO IN1aBoOoNKE, TPAOBA a ce NpeaABUIN AOMbIHUTENHO U3C/IEABaHE
Ha MbPBONPUYHHATA.

Mudopmauus 3a NOMOLIHHTE BELIECTBA

Copouron (E 420): Toa nekapcTBo cbabpxka 1420 mg copobuton B 5 ml, KOUTO ca €eKBUBAJICHTHHU Ha
284 mg/ml. CopbuTonsbT € U3TOYHUK Ha PpykTOo3a. TO3U JIEKAPCTBEH NMPOAYKT HE TpsOBa 1a ce
npuema oT/mpuiara Npy NalMeHTH C HAc/eJCTBEHA HEMMOHOCUMOCT KbM (pyKTO3a.

CopOUTONBT MOXE 1a TPUYMHHU CTOMALLIHO-YPEBHO HEPA3IOJIOKEHUE U €1abd0 U3pa3eHo ClabUTENTHO
JIEACTBHE.

Eranon: Tosa nekapctBo chrabpixka 11,88 mg ankoxon (eTaHou) B S ml, KOETO € EKBUBAIEHTHO HA
2,38 mg/ml. KonuuecTBOTO B €/1HA /103a OT TOBA JIEKAPCTBO € eKkBUBAJIEHTHO Ha 0,03 ml Oupa winu
0,12 ml BuHO.

HaTtpuii: T03M 1eKkapCTBEH NPOAYKT CbAbprKa HATPUi, no-Maiiko ot 1 mmol (23 mg) Ha no3a, T.e.
MOXKE [1a C€ KaX€, Y€ MPAKTHUYECKHU HE ChAbPXKA HATPUIA.

4.5 B3aumMoaeicTBHA € IPYIrH JeKAPCTBEeHH NPOAYKTH H APYrH GOopMH Ha B3aHMOJACHCTBHE

EnHOBpEMEHHOTO MpUIaraHe Ha OTXpayBallli CPeACTBa TpsAOBa Aa ce u30sArasa (BHX To4ka 4.4.
CneunaliHu NpeaynpexaeHus U NpeanasHi MEPKH MpHU ynorpeoda).

4.6 @MepTHIANTET, OPEMEHHOCT H KbPMeHe

bpeMEHHOCT

JlaHHuTE 3a ynorpeda Ha TO3W NPOAYKT npH OpeMEHHHM KeHH ca HenocTtaTb4YHU. [IpoyuBaHusaTa npu
)KUBOTHHU HE MOKa3BaT JIUPEKTHU WK UHAUPEKTHU BpeAHHU €(PEKTH BbpXY OpEMEHHOCTTA HIH
3[IpaBETO Ha M104a. To3u NpoAYKT TpsAOBa Aa ce ynorpeodsBa 1o BpeMe Ha OpEMEHHOCT CaMo ako €
NnpenyMcaH oT Jiekap. AKO O4aKBaHaTa IoJi3a 3a Maiikara € rno-rojisMa oT pycka 3a IUioaa, Tpaosa aa
ce B3€Me€ B MPEABUJI NPUJIaraHe Ha Hal-HHUCKaTa 1033, KOATO OKa3Ba TepaneBTHYEH €(EeKT 3a Haii-
KpaThK M€PHO/1 HA JICYEHHE.

KbpMeHe

He e u3BecTHO najv aKkTMBHOTO BELLECTBO W/MJIA HErOBUTE META00JIUTH NPEMUHABAT B KbpMara. To3u
NPOAYKT TpsiOBa Ja ce ynorpedsBa 1o BpeMe Ha KbpMEHE CaMO aKo € MpeAIUcaH OT Jekap. AKO
O4YaKBaHaTa 1oJji3a 3a Maikara € no-rojasgMa oT pucKa 3a KbpMa4ieTo, TpA0Ba 1a Ce B3EME B NNPeaABHI
npujaraHe Ha Ha-HUCKaTa /103a, KOATO OKa3Ba TepaleBTH4YeH eeKT 3a Hal-KpaTbK NEpHOI Ha
JIe4YEHHE.

4.7 EdexTH BbpXY ¢cOCcOOHOCTTA 32 WIOPHPaHe H padoTa ¢ MALIHHH




B peaxku cnyyau, CUHEKO/] 0,15% cupon Mmoxe na npeausBuka CbHAUBOCT. [lauuenture TpsaOBa na
O0baaT ChbBETBaHU 21a He 1odupar WM paboTaT ¢ MalllMHHU, ako ce nosABu cbHIMBOCT. CUHEKO/]
0,15% cupon noBaKMsBa B MaJika CTeNEH cnocoOHOCTTA 3a odupaHe U paboTa ¢ MaLIKMHM.

[IpenopbuBa ce NOBULIEHO BHUMAHHE NMPH IO UpPaHE WK U3BbPLUBAHE HA APYTH AEHHOCTH,
M3UCKBalllM BHUMaHKe (HanpuMep padboTa ¢ MalllMHK ).

4.8 HexelaHu JieKaApPCTBEHH pPeaKUHH

HexxenaHure peakLiMu ca NnoJipeAeHH 1Mo-/10J1y M0 CUCTEMO-OPraHHU KJ1acoBE U YecToTa. YecroTure ce
neduHupar karo: MHoro 4ectu (= 1/10); yectu (= 1/100 no < 1/10); newectu (= 1/1000 go < 1/100);
penku (= 1/10 000 oo < 1/1000); maoro peaku (< 1/10 000); ¢ Heu3BecTHA YecTOTa (OT HATUYHUTE
JaHHHU HE MOXeE Ja ObJie HanpaBeHa OLICHKA).

CucreMHO-opraHHy Kjacose | HexeJlaHH peakuuH YecToTa
HapymieHusi HAa HepBHATA CBbHIMBOCT Penku
CHCTEeMA

CroMamHoO-4YpeBHH ["anene Penku
HApYLIEHHS Huapus Penkwu
HapymeHnusi Ha KOXKAaTa H Yprukapus Penku
NOAKOXKHHTE ThbKAHH

Cpo011aBaHe Ha MMOI03MPAHH HEXEJTaHW peaKLIuU

CboO01uaBaHeTO Ha NMOA03MPAHU HEXENTaHW peaKLlMM Clie pa3pellaBaHe 3a ynorpeda Ha JIeKapCTBEHHA
MPOAYKT € BakxHO. ToBa no3BoJisABa 1a MPOABIKK HAONIOAEHUETO HA CHOTHOLLIEHHETO 10J13a/PUCK 3a
NeKapcTBEHUsA NMPOAYKT. OT MEIULIMHCKUTE CIELMAIMCTH CE H3MCKBA Aa ChoOLaBaT BCsAKa
NoJA03MpaHa HeXeslaHa peakiliys Ype3 HallOHAJIHA CUCTEMA 3a CbOOIIaBaHeE.

bbiarapus

HM3nbaHUTENHA areHUMs 10 JieKapcTBaTa
Y. ,Jlamsan ['pyeB” Ne 8

1303 Codus

Ten.: +35 9289034170

YebcaiiT: www.bda.bg

4.9 IIpeno3upane

[Tpeno3upanero cbc CUHEKO/ 0,15% cupon Moxe aa npeau3BUKa CleIHUTE CUMITTOMM:
CBHJIMBOCT, rajieHe, MoBpblllaHe, AHapHs, 3aMasHOCT W XUITOTEH3HUA.

JleyeHue

[TocnenBaiuTe Mepku TpsaOBa Aa ca KJIMHUYHO YCTAHOBEHU WIM NMPENOPbYaHHU OT LUEHTHP MO
TOKCHKOJIOTHUS, KbJAETO € HAJIMYEH TaKbB. HAMa crienpUYHO NeYEHHUE NPHU TMPENO3HPAHE C
OyTamMupaT. AKO HAcCTbIIM Npeao3MpaHe, TpaOBa a C€ U3BBLPILIM MOANOMArailo Je4eHUe Ha NnaurueHTa
C noaxoaslo HabnaeHHe, ako € HeoOXoUMO.

S. OAPMAKOJOI'HYHHU JAHHHA

5.1 PapmMaKoaIHHAMHYHH CBOICTBA




@apMakoTepaneBTU4Ha rpyna: dpyru cpeacrsa, notuckaui kawnuuara, ATC koxa: ROSD B13.

MexaHU3bM Ha IEHCTBHUE

byramMmupaTroBUAT LUTpAT, €AMHCTBEHOTO akTUBHO BeluecTtBo HAa CUHEKO/] 0,15% cupon, e
MPOTUBOKALLUIMYHO CPEACTBO, KOETO HE € CBbP3aHO, HUTO XUMHUYECKH, HUTO (papMaKOJIOrH4YHO C
ONMUEBUTE AIKAJIOUIH.

(DHQMHKDQHHEMH'-IHH E@EKTH

AKTHBHOTO BELIECTBO UMA LEHTPAIHO ACHCTBUE. BBIIpeKH TOBA, TOUHUAT MEXAHU3BM Ha JECHCTBHE €
HEU3BECTEH. byTaMUpaTOBUAT LUMTPAT NpPUTEKaBa HeCneUn(PUUYEeH aHTUXOJTUHEPIUYECH U
OpOoHXOCNa3MOJIUTHUYEH eekT, koeTo noaodpsasa auxareanure pyHkuuu. CUHEKO/ 0,15% cupon
HE NPEIU3BMKBA MPUBHKBAHE HWJIM 3aBUCHMOCT.

ByTamMHpaTOBHAT LMTPAT HMa LIMpPOKa TepaneBTH4YHA mKMpuHa. Eto 3amo CHUHEKO/] 0,15% cupon
ce noHacs Ao0pe JOpH BbB BUCOKH A03M M € MOAXO0AL] 3a 00/ieK4aBaHe Ha KaLiMLaTa rpu
Bb3PACTHHU M AcLa.

S.2 @apMaAKOKHHETHYHH CBOHCTBA

AbcopOuus

OcHoBaBaiKM C€ Ha CbLIECTBYBALUMTE AJaHHU OyTaMupat ce abcopbupa nodpe u 6Bp30 U ce
XUApoau3upa 10 (peHun-2-0yTupoBa KMCEJIMHA U JUETUIIAMUHOETOKCUETaHO 1. He e uscnensaHo
BIIMAHMETO Ha noerara xpaHa. Excrniosuumsata Ha GpeHun-2-0yTupoBa KUCEJIMHA U
AUETUIAMUHOETOKCUETAHOJI € HAITbJIHO NMPONOPLMOHAIHA Ha 103aTa NMPHUIIOKEHO BELIECTBO OT 22.5
mg — 90 mg.

byTtamupaToBHAT LMTPAT ce abcopOupa ObP30 ciie] OpaliHO NpuilaraHe, ¢ USMEPEHH KOHLIEHTPaLIUH,
YCTAaHOBEHHU B KpbBTa OT 5 10 10 MUHYTH cnea npuiaradeTo Ha 22.5 mg, 45 mg, 67.5 mg u 90 mg
N030BU HHMBA. MaKkcHMaJiHaTa rJjia3MeHa KOHLUEHTpaLUA C€ A0CTUra cie 1 4ac 3a BCHYKUTE YETHPH
N030BH HUBA CbC CpelHA CTOMHOCT HA MaKCHMMaJIHA T1a3MeHa KoHueHTpauus ot 16.1 nanogram/mL
3a A03a oT 90 mg.

CpenHara nja3mMeHa KOHLUEHTpalus Ha 2-gpeHu10yTHpoBa KMCe/IMHA, HaOrojaBaHa cljiell MaKCHMaJlHa
ekcnosuuus ot 90 mg (3052 nanogram/mL), ce noctura cinen 1,5 yaca. CpeaHara niiasMeHa
KOHLEHTpalLlks Ha NUeTUI-aMHHOETOKCHETAHOJ1, Hab/Il01aBaHa el MaKCHMaJiHa eKcno3uums ot 90
mg (160 nanogram/mL), ce nocrura cnen 0,67 yaca.

PaznpeneneHue

ByTaMupaTOBMAT LIMTPAT KMa rojiaM obeM Ha pasnpenaesieHHe, KOWTo Bapupa Mmexay 81 u 112 L
(Mpeu34MUCIIEHO 3a TENECHO Terjo B Kg), KAKTO ¥ BUCOKA CTEINEH Ha CBbP3BaHE C [U1a3MEHUTE
NPOTEUHH. 2- GEHUNOYTUpPOBATA KUCEIMHA C€ CBbP3Ba B rojiaMa CTEMNEH C [UIa3MEHUTE MPOTEUHHU
npe3 BCHYKHU 1030BU HUBA (22.5 - 90 mg) ¢be croitHoCcTH OT 89,3 - 91,6%.
JIMETUIAMMHOETOKCUETAHOJI MPOABABA U3BECTHA CTEINEH HA CBbP3BAHE C IJIA3MEHUTE MPOTEUHU CbC
CTOMHOCTH, Bapupawiu mexay 28,8% - 45,7% . Hama nanuuv nanu OyraMUpaTOBUAT LIMTpaT
NpEeMUHABA MPE3 MJIALEHTAaTa, HUTO AaJIM CE€ CEKpeTUpa B KbpMara.

buorpaHcdopmauus

Xuaponuzara Ha OyTaMUpPATOBUAT LIMTPAT CE OCHILIECTBABA OBbP30 U BOAH OCHOBHO 10 2-
(heHUN0YTUPOBA KUCEJIUHA U AUETHIIAMHHOETOKCHETAHO. Bb3 OCHOBA Ha U3C/EABaHUA BbPXY
pa3JIM4HHd BUJIOBE CE€ CMATA, Y€ ABaTa OCHOBHU MeTabosiuTa uMart obJieKyaBalll Kauuimiuara eQexr.
Hsama gaHHM 3a A1KOXO0JHH MeTabonuTH npu 4yoBeka. [lo-HaTaTsk, peHun-2-0yTUupoBaTa KMCEJIMHA Ce
MeTaboJIM3upa YaCTUYHO, Ype3 XHUIAPOKCUIMPAHE HA Napa-rno3xLms.

EnMMUHUpaHe




ExckpeTHpaHeTo Ha TpUTE META00JIMTA CE€ U3BBPLIBA OCHOBHO Ype3 ObOpeLHUTe; Ciie]l KOHIOrauus B
YepHHUsa Apo0, KHCEIMHHUTE META0OIMTH NIPEThPIABAT CBbP3BAHE B rojisiMa CTENEH ¢ iKYy poHOBaTa
KkucesrMHa. HuBara Ha KOHHOrMpaHa 2-geHuI0yTHpOBa KHCEJIMHA B YpHHaTa ca MHOIO M0-BHCOKH,
OTKOJIKOTO B TUla3Mara. byraMupaToBUAT LMTpAT C€ OTKpHBa B ypuUHara 10 48 yaca ¥ KOJIMHUECTBOTO
OyTaMHUpaTOB LIMTPAT, EKCKPETUPAHO B ypUHaTa cijieq 96-4acoB MOJEJIEH MEPUO, C€ U3UHCIABA
opueHTHpoBBYHO Ha 0,02, 0,02, 0,03 1 0,03% or, croTBEeTHO 22,5 mg, 45 mg, 67,5 mg 1 90 mg
n030BH HKUBA. [To-rosisM NpoLEHT OT 03aTa Ha OyTaMMpPaTOBUAT LIMTPAT C€ EKCKpETHpa Ype3 ypHHaTa
KaTo AMETHI-aMHHOETOKCHETAHOJI WK KaTo JeKOHIOrpaHa 2-GeHwi0yTHpOBa KHCEIMHA.
H3MepeHOTO BpeMe 3a MOJIy)KUBOT HMa, PECNEKTUBHO, CTOMHOCTH 3a 2- (peHW10yTHpOBaTa KMCENHHA,
OyTaMUpaTOBHUSA LIMTPAT U AMETHIAaMUHOETOKCHeTaHona — 23,26 — 24,42, 1,48 - 1,93, u 2,72 - 2,90
yaca.

KuHeTuka npu cneunpuyHu rpynu naiMeHTu
He e u3BeCcTHO AaJIM HApYyLIEHUATA HA YepHOApoOHaTa uiu OnOpeuHaTa GyHKLUMs MOBIUABAT
(apMaKOKMHETUYHHTE NMapaMeTpy Ha OyTaMupaToBuUs LIMTpAT.

5.3 [IpeAKNHHHYHH JaHHH 32 0€30aACHOCT
HexiMHMYHUTE JaHHHU HE MOKa3BaT 0CoOEH PUCK 3a Xopa Ha 0a3aTa Ha KOHBEHLIMOHAJIHUTE

(l)apMHl{DH’Dl'HllHH IMpoy4BaHHA 34 6e30MnacTHOCT, TOKCHYHOCT [MpH MHOIOKPATHO MpHJIAraHc,
MrCHOTOKCHYHOCT, penpoJdyYKTHBHA TOKCHYHOCT H TOKCHYHOCT 34 pa3sBUTHCTO.

6. OPAPMALEBTHYHH JAHHHU

6.1 CnHcbK HA NOMOILLHHMTE BelllecTBA

PasTBop Ha copbuton 70 % w/w, rnuuepoJi, 3aXxapuH HaTpui, OCH30€Ha KUCEJIMHA, BAaHWIWH, HATPHEB
xuapokcua 30 % w/w, eraHon 96 % v/v, npedyucTeHa Boja.

6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roaHocT

3 rOAMHH.

6.4 CrnieuHaJ/IHH YCJIOBHSA 34 CbXPaHEeHHe

Jla ce cbxpansBa noa 30°C .

6.5 Bua 4 ¢cbaAbpKaHHE HA ONAKOBKATA

®nakoH oT TbMHO CTbKJI0 (TUN I1I), cHaOAeH ¢ Kanauka cbC 3aluTa 3a Aela OT MOJMIPONHIEH U
NOJMUETHIIEH C HUCKA TUThTHOCT. [TonMnponuieHoBaTa MEpUTE/THA YalllKa € C JeJieHus oT 2.5 ml, 5 ml,
10 ml, 15 ml 1 e nocraBeHa BbpXYy Kamaykara.

OnakoBka: 200 ml.

6.6 CneuHajiHH NpeaAna3HH MepPKH NPH H3XBbpPJIsHe

Hama cnenanHy M3UCKBAHUA.

i [IPUTEXATEJ HA PABPELLIEHHUETO 3A YIIOTPEBA




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

8. HOMEP HA PAZPELLEHHUETO 3A YIIOTPEBA

PerucrpaunoneH Homep: 20020384

9. JATA HA ITbPBO PAZPELILIABAHE/INIOJHOBSABAHE HA PAPELLEHHETO 3A
YINOTPEBA

JlaTa Ha nbpBO paspeluaBaHe: 26.04.1994 r.
Jlata Ha nocneaHo noaHoBsaBaHe: 06,07.2007 r.

10. JATA HA AKTYAJIU3ZUPAHE HA TEKCTA

¢eBpyapu 2024




