1. UME HA JIEKAPCTBEHUA ITPOAYKT W3NbNTHUTENHA ATEHUMS NO J'IEKA}CTB;TA

CHHEKOJ 0,5% nepopaJiH4 Kank", pa3Tsop
byramMmupaToB LUTpaT

SINECOD 0.5% oral drops, solution
Butamirate citrate

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

AKTHBHO BELLECTBO: OyTaMUpaToB LMTpaT (butamirate citrate).

Enun ml (exkBuBanenteH Ha 20 kanku) ot CUHEKO/] 0,5% nepopanHu kanku, pa3TBop, CbAbpXkKa 3
mg OyTaMHpaToB LUuTpar (butamirate citrate).

[ToMol11HH BelllecTBa ¢ U3BECTHO aeicTBUe: copouron (E 420), eraHon, HaTpui (3axapyuH HaTpHH,
HAaTPUEB XUIPOKCHL).

3a MbHUA CMUCHK Ha MOMOLHUTE BELLECTBA BUXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

[lepopanHu Kanku, pa3TBop.
buctbp, Oe3uBeTeH, ¢ apoMaTr Ha BaHWIUs, CIadbK U JIEKO T'OPYHB.

4. KIUMHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKa3aHHUS

3a CUMIITOMATUYHO JIEYEHHE HA KAULIULA OT pa3/IMYCH IMPOU3XO0/.

4.2 J103MpoBKa M HAYHH HA NMPHJOXKEeHHe

o3uposka

MakcuManHaTa npoab/HKUTETHOCT Ha JICHEHUETO 0€3 JIEKapCKo npeanydcaHue e 1 ceamuua

(B Touka 4.4. CrnieuyajnHy NpeaynpexiacHus U nNpeana3Hi MEpPKU NpH ynorpeoa).

TpsOBa 1a ce B3eMe B NNpeABUI NpUiaraHe Ha HalW-HUCKaTa 103a, KOATO 0OKa3Ba TepaneBTHYEH €QeKT
3a HAU-KpaThK NEPUOI Ha JICUEHHE,

Jla He ce npeBUILaBa NpenopbYBaHaTa 103a.

[leouampuuna nonynayus
3a meua noj 2 roqMHMU: caMo I0 JIeKapcKo npeanucaHye (Bux touka 4.4. CneuraiHu
NpeaynpexACeHUsA U Npeana3sHi MEPKH IpH yrnortpeda).

Jleua ot 2 Meceua no 1 ronyHa - 10 kanku (2,5 mg) 4 nbTH JHEBHO
MakcumanHa nHeBHa ao3a: 40 kanku (10 mg);

Heua ot 1 ronuHa no 3 roguHy - 15 kanku (3,75 mg) 4 NbTH IHEBHO
MakcuMasiHa nHeBHa a03a: 60 kanku (15 mg);

Jleua Haa 3 rogMHHM - 25 Kank (6,25 mg) 4 NbTH AHEBHO
MakcuMasniHa aHeBHa ao3a: 100 kanku (25 mg).

HauyuH Ha NPUIIOKEHHE
3a nepopaiiHO NPUIIOKEHUE

4.3 [IporuBonoOKazaHus




CBpBbX4YBCTBUTEJIHOCT KbM aKTHBHOTO BELLIECTBO OYyTAMHUPATOB LIMTPAT HIH KBM HIKOE OT
MOMOILHUTE BELLECTBA, M30OPOEHHU B TOUKA 6.1.

4.4 CneunaaHu npeaynpeskieHUs H NMpeanasHy MepKH NpH ynorpeda

[Topanu NOTUCKAHETO HA KallIeYHUs pedJiekc oT OyTaMUpaTOBUs LIUTPAT, €IHOBPEMEHHOTO
MpUJlaraHe Ha OTXpayvBalli¥ CpeACTBa TpsOBa Aa ce U30Area, Thil KATO MOXE 1a JOBEAE A0 3a0bpKaHe
Ha OpOHXHAJIEH CEKPET B PECNMPATOPHUA TPAKT, KOETO MOBHLLIABA PUCKA OT OpOHXOCNa3bM U
MHGEKLIMM HA IMXATEJTHUTE MBTHUILA.

[TaLueHTH, NpH KOMTO CUMITOMUTE C€ BJIOLLAT UM HE C€ NoAoOPAT cnel 7 IHU U/ WM Ce NOSIBA
Tpecka, 0OpuB WM NepCUCTHpaLLO 1aBobonue, TpsadBa Aa ce NpeaBUAM AOMBIHUTENHO U3C/IEABaHE
Ha MbPBONPUYUHATA.

[legnaTpyu4Ha NomysaaLus
CHHEKO/] 0,5% nepopaiHy Kanky, pa3TBOp MOrar aa Obaart U3MoJI3BaHU CaMo M0 JIEKAPCKO

npeAnydcaHyue NpH Aeua noj 2 roauHH.

HMHpopmMaLys 3a NOMOLIHUTE BELLIECTBA

Copouron (E 420): ToBa nekapcTBo cbabpxa 284 mg copOUTON BbB BCEKH MUITWINTBLP. COpOUTONBT
€ U3TOYHMK Ha PpykTOo3a. TO3M JieKapCTBEH NPOAYKT HE TpsiOBa [a ce npuema ot/mpuiiara rnpu
MalMEHTH C HACJIeACTBEHA HEMOHOCUMOCT KbM (PPYKTO3a.

Eranon: ToBa jiekapCTBO CbaAbpKa 2,85 mg ankoxoJ (€TaHOJ) Ha MWIMIIUTBP.

KonunyecTBOTO B €/1Ha 103a OT TOBa JIeKapcTBO € eKkBUBaIeHTHO Ha 0,08 ml 6upa wiu 0,03 ml BuHoO.
HaTtpuii: TO3M NeKapCcTBEH NPOAYKT ChAbpka HaTpHii, no-Manko ot 1 mmol (23 mg) Ha #o3a, T.€.
MOXE J1a C€ KaXKe, Y€ MPaKTUYECKH HE ChbAbpPKa HATPHM.

4.5 B3aumopaeiicTBHe ¢ APYrH JeKapcTBeHH NPOAYKTH H APYrH GOpMH Ha B3aHMOeHCTBHE

EnHoBpeMEeHHOTO MpujiaraHe Ha OTXpauBallly cpeacTBa TpaOBa Aa ce u30srea (BUxK To4ka 4.4.
CneuuanHu npeaynpexacHus U rnpeanasid MEPKHU NpH yrnorpeda).

4.6 DepTHAHTET, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT

JlaHHuTe 3a ynorpeba Ha TO34 NPOAYKT Npy OpEeMEHHHU XXEHU ca HeAoCTaTb4HU. [IpoyyuBaHusTa npu
YKMBOTHM HE MOKa3BaT AUPEKTHH MJIK HHAUPEKTHHU BPEAHHU €(PEKTH BbpXY OpEMEHHOCTTA WK
3/ipaBeTo Ha nioza. To3u npoaykT TpaOBa ja ce ynorpedsBa no BpemMe Ha OpEMEHHOCT CaMO aKo €
NpeANnKcaH OT JieKkap. AKO OYaKBaHaTa 1oJi3a 3a Maiikara e no-rojisiMa oT pucka 3a rioja, TpsoBa Jaa
ce B3eM€ B MPEABHU] MpWjlaraHe Ha Hak-HUCKaATa 1034, KOSTO OKa3Ba T€paneBTUUYEH €(PEKT 3a Hall-
KpaTbhK MNEPHUOJ] HA JIEYECHHE.

KbpMeHe

He e u3BeCTHO Najii aKTUBHOTO BEIIIECTBO W/WJIM HErOBUTE META00JUTH NPEMUHABAT B KbpMarTa. T03H
POAYKT TpsAOBa 1a ce ynorpedsBa Mo BpeMe Ha KbpPMEHE CaMo aKo € NpeAINucaH Ot Jiekap. AKO
OYaKBaHaTa 1noJi3a 3a Malkara € no-rojisiMma OT pucKa 3a KbpMaueTo, TpsaOBa a ce B3eMeE B NPEeABUI
npujaraHe Ha Hali-HMCKaTa /103a, KOSTO OKa3Ba TEparneBTUYEH €(PEKT 3a HAl-KpaThK MEPHO] Ha
JIeYEHHE.

4.7 EdexTH BBpPXY ¢cnocodHOCTTA 32 odHpaHe H padoTa ¢ MALIHHH

B peaku cnyyan CHHEKO/] 0,5% nepopanHu Kanku, pa3TBOp MOXE Ja NMpeAru3BUKa ChbHIUBOCT.
[TauneHTuTe TpAOBa 1a ObAAT CbBETBAHM Aa He WOGHUPAT WK pabOTAT C MALLIMHHU, aK




3a wodupaHe U pabora ¢ MawKHU. [IpenopbuBa ce NOBUILIEHO BHUMAHHUE MPH WOPUPaHE WIH
M3BBPIIBAHE HA IPYTH ACHHOCTH, U3UCKBALIIM BHUMAHUE (Hanpumep padboTa ¢ MalllMHHH).

4.8 HexesaHM JiIeKAPCTBEHH PeaKLHH

Hexenanure peakuuH ca nojapeaeHH no-noay rno CHCTeMO-OpraHHM KJ1acoBe U yectoTa. HecroTure ce
nepHHUpaT Kato: MHoro 4ect (= 1/10); yectu (= 1/100 no < 1/10); nHeuectu (= 1/1000 go 1/100);
penku (= 1/10 000 no < 1/1000); muoro peaxu (< 1/10 000); ¢ Heu3BecTHa YecTOTa (OT HATMYHUTE
OaHHW HE MOXe€E 1a Oble HanpaBeHa OLICHKA).

prnupaHHTe M0 4€CTOTAa HCXKCJIAHHU PCAKLIUH CA NPCACTABCHH MO pCll HA HAMA/IABAHC HA TAXHATA
CEPHO3HOCT.

CHcTeMHO-OpraHii Kjaacose | HexxejlaHu peakuHH YecToTa
HapyuieHHSI HAa HepBHATA CBbHIMBOCT Penku
cucTeMa

CromMallHO-4YpeBHH ["aneHe Penkwu
HapYylIeHHS Hunapus Penkwu
HapyuwieHHsl HA KOXKATA H Yprukapus Penku
NOAKOKHHTE ThbKAHH

CrobuiaBaHe Ha NOAO3UPAHU HEXKEIAHH PEAKLIMH

Cpo0OL1aBaHETO HA MOAO3UPAHU HEXEJIAaHHU pPeaKkLMu Clie]] pa3pellaBaHe 3a ynorpeda Ha JIeKapCTBEHHs
NMPOJAYKT € BaxkHO. ToBa 1o3BoJisiBa Aa NpoabJXKH HA0IIOAEHUETO Ha CbOTHOLIEHUETO M10J13a8/PUCK 3a
NneKapcTBeHUs NpoayKT. OT MEAULIMHCKUTE CTIELIMAJIMCTH C€ M3MCKBA a ChoOLaBaT BCsiKa
MoJA03MpaHa HeXKelaHa peaklus Ype3 HallMOHAJIHA CUCTeMa 3a CbOOILaBaHe.

bbarapus

HM3nbaHUTENHA areH1ys 1o JeKkapcraara
Yn. ,,JlJamsiH ['pyeB” Ne 8

1303 Copus

Ten.: +359 2 8903417

YeobcaiiT: www.bda.bg

4.9 [1penozupane

[Ipeno3upanero cb¢c CHUHEKO/] 0,5% nepopanHu kanku, pa3sTBop MOXe J1a NpeAn3BHKa CIICIHUTE
CUMIITOMHU: CbHJIMBOCT, NaICHE, MOBPBLIAHE, AHAPUSA, 3aMAAHOCT U XUMOTEH3HUA.

JleyeHue

[TocnenBawure Mepku TpsaOBa aa ca KIIMHUYHO YCTAHOBEHHW WJIH MPENOPbYAHH OT LIEHTBP MO
TOKCHUKOJIOTHSA, KBAETO € HaJIW4YeH TakbB. HaAMa cneudruyHO ieyeHue npu npeao3upaHe ¢
OyTamMupaT. AKO HACTBIU NPEAO3UpaHe, TpsAOBa a c€ U3BbPLUM MMOANOMAarallo Je4eHUe Ha NalueHTa
C MOAXOAALLO HadIIoaeHue, ako € HE00X0IUMO.

5. GOAPMAKOJIOTrHYHU CBOUCTBA

3.1 PapMaKkoIHHAMHYHH CBOHCTBA




@apmMakoTepaneBTuyHa rpyna: dpyru cpeacrsa, notuckamu kauumuara. ATC kox: ROSDB13.

MexaHU3bM Ha ACHCTBUE
byTamupaTOBHAT UMTpAT, EAMHCTBEHOTO akTUBHO BeliecTBo Ha CUHEKO/] 0,5% nepopainu kanku,

pa3TBOp, € CPCACTBO, IIOTHCKALLO KdlULJIHLATd, KOCTO HE € CBbP3dHO HUTO XHUMHYCCKH, HHUTO
q)apmamnnmquﬂ C OIMTHCBHUTC AJIKAJIOHUH.

(dapMakoJAUHaMU4YHH €(PEKTH

AKTHUBHOTO BELIECTBO UMA LIEHTPAJIHO AeHCTBHE. BbNIpeKH TOBA TOUHUAT MEXAHW3BM Ha JEHCTBHE €
HeW3BECTEH. byTaMMpaTOBUAT LUMTPAT MpUTEKABA HeCreUM(PUYEH aHTUXOJIUHEPTHYEH U
OpOHXOCNa3MOJIMTHYEH e(peKkT, koeTo noaodpsasa auxarenuure pynkuud. CUHEKO/] 0,5%
NEPOPAJIHU KalKH, pa3TBOP HE MPEeAU3BUKBA NPUBUKBAHE U1K 3aBUCUMOCT.

ByramupaTOBUAT UMTpAT UMa LIMPOKaA TepaneBTuyHa wKMpuHa. Eto 3aio CUHEKO/] 0,5%
NepopaJiHK Karlky, pa3TBOp ce MoHaca A100pe 10py BbB BUCOKH J03H H € NMOAXOAsALL 32 00JIEK4YaBaHe
Ha KalJIMUATa NPY Bb3PACTHU U Jela.

5.2 @dapMaKOKHHETHYHH CBOHCTBA

Abcopbuus

OCHOBaBaliKH Ce Ha ChIIECTBYBALLUTE JaHHH, OyTamHupar ce abcopOupa n100pe U Obp30 U ce
XUApoau3npa a0 peHun-2-6yTupoBa KMCeJIMHA U IMETUJIAMHHOETOKCHETaHOJ. He e u3cnensaHo
BIMAHUETO Ha noerara XxpaHa. Ekcrno3uumaTa Ha PeHus-2-0yTupoBa KUCEJIMHA U
JAHETHIAaMHUHOETOKCHETAHOJI € HAallbJIHO MPONOPLHOHAIHA Ha 103aTa NPHUJI0XKEHO BEIIECTBO OT 22,5
mg — 90 mg.

PasnpeneneHue

ByTaMHpaTOBHAT LUTpPAT UMA roJIAM 00EM Ha pasznpeacseHue, KoMTo Bapupa mexay 81 u 112 L
(Nperu34YUCIIEHO 3a TEIECHO Terno B kg), KAKTO ¥ BUCOKA CTENEH HA CBbP3BaHeE C IU1a3MEHUTE
NPOTEUHHU. 2- PeHUNIOYTUPOBATA KUCEIIMHA CE CBBbP3Ba B rojiiMa CTENEH C IU1a3MEHUTE NMPOTEUHH
npe3 BCUUKHU 1030BU HUBA (22,5- 90 mg) ¢bC CTOMHOCTH OT 89,3 - 91,6%.
JlueTHNaMUHOETOKCHETAHOJI NMPOsABABA U3BECTHA CTEMNEH HA CBbP3BAHE C TUIA3MEHUTE NPOTEHHH ChbC
CTOMHOCTH, Bapupailu mexnay 28,8% - 45,7%. Hama naHHu nanu OyTaMUpaTOBHAT LIUTPAT
NpeMUHaBa Npe3 IialeHTaTa, HUTO 1AM CE CeKpeTUpa B KbpMara.

buorpanchopmauus

Xuaponu3ara Ha OyTaMUMpaTOBHUAT LMTPAT C€ OCBLUECTBABA ObP30 U BOAH OCHOBHO 10 2-
(eHUNOYTHPOBA KMCEJIMHA U IMETHIIAMHHOETOKCHETaHo 1. Bb3 OCHOBA Ha M3C/IeABAHUA MPH
pa3/IM4HK BUIOBE, CE CMATA, Y€ ABaTa OCHOBHU MeTabonuTa UMaT 00JIeK4yaBalll KaluuiMuara eQexT.
HsamMa naHHU 3a aTKOXO0JHM MeTa00UTH MpH YoBeKa. [1o-HaTaThk peHun-2-0yTHpOBaTa KUCEJIMHA Ce
MeTaboJIM31pa YaCTUYHO, Ype3 XUAPOKCHUIIMPAHE Ha Nnapa-rno3uLms.

EnuMHUHUpaHe
ExckpeTupaHeTo Ha TpUTE MEeTa0OJIMTA CE U3BbPIIBA NPEAUMHO 4Ype3 ObOpeuuTe; Ciie] KOHIralus B
YyepHUA Ap00, KUCEIMHHUTE METADOJIMTHU NPETbPNABAT CBbP3BAHE B roJjiiMa CTEMNEH C IIIOKYpOHOBaTa
KucelMHa. HuBaTta Ha KOHIOrupaHa 2-gpeHun0yTupoBa KMCEJIMHA B YPHHATA €a MHOI'O MO-BUCOKH,
OTKOJIKOTO B IUiazMara. byraMupaToBusT LUUTpAT C€ OTKpUBA B YpHUHarTa 10 48 4yaca U KOJIMYECTBOTO
OyTaMHUpaTOB UMTPAT, EKCKPETUPAHO B ypHUHATa ciel 96-4acoB MOJIENEH NEPUO] C€ U3YHMCIIABA
opueHTUpoBBYHO Ha 0,02, 0,02, 0,03 u 0,03% ot cvoTBeTHO 22.,5 mg, 45 mg, 67.5 mg 1 90 mg
1030BH HUBA. [10-rondaM npoueHT OT A03ara Ha OyTaMUPATOBHUAT LIMTPAT CE€ EKCKPETHpA Ype3 YpHHaTa
KaToO IMETHUI-AaMHHOETOKCHETAHOJ WJIM KaTO IEKOHIOTHpaHa 2-(peHUI0yTUpOBa KMCEIIHHA.
M3mepeHOTO BpeMe 3a MOJY)KMBOT UMA PECTIEKTUBHO CTOMHOCTH 3a 2-¢eHun0yTHupoBaTa KUCEJIMHA,
OyTaMUpaTOBMA LIMTPAT U JIMETHIAMHUHOETOKCHETaHoNna — 23,26 — 24,42, 1,48 - 193 u 2
yaca.




KunHetHka npu cneuMdUyHY rpyny NauueH T
He e u3BecTHO nany HapylIEHUsATA Ha YepHOoApoOHaTa uiu ObOpeyHara QyHKLMSA NMOBIUABAT
(apMaKOKHHETHYHMTE NapaMeTpy Ha OyTaMUpaTOBUA LIUTpAT.

5.3 [IpeaKJHHHYHH JAHHH 32 0€30MACHOCT
HexkJIMHUYHUTE JaHHM HE MOKa3BaT 0COOEH pUCK 3a XOpa Ha O0a3ara Ha KOHBEHLIHOHAJTHUTE

(hapMaKOJIOrHYHH NPOY4YBaHUs 32 O€30MaCHOCT, TOKCHYHOCT NPH MHOTOKPATHO MpUJiaraHe,
r€HOTOKCUYHOCT, PENpOAyKTHUBHA TOKCUYHOCT U TOKCUYHOCT 3a Pa3BUTUETO.

6. ®PAPMALIEBTHYHH JAHHH

6.1 CnMcbK H2 NOMOLIHHTE BelllecTBA

Pa3rBop Ha copouTon 70 % w/w, rmuueposn, 3axapuH HaTpui, OEH30€Ha KMCEJIMHA, BAHUJIMH, HATPUEB
xuapokeua 30 % w/w, eranon 96 % v/v, npeyucreHa Boja.

6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roaHoOCT

36 Meceua

6.4 CneuuajHH YCJOBHSA 32 ChXPaHeHHe

Jla ce cbexpaHsaBa noja 30°C .

6.5 Bua M ¢cbabLpKaHHE HA ONAKOBKATA

MdnakoH OoT TbMHO CTbKJO (THN III), CHaOAEH ¢ NONMETUIEHOB KAalKOMEpP C HUCKA MJIBTHOCT U
3aBbpLIBalll C MOJUNPONWIEHOBA Kanayka.

Onakoska: 20 ml.

6.6 CneunaJHH npeana3Hd MepKH NMPH U3XBbPJIsiHE

Hsama cnenyaiHi U3HCKBaHMA.

7, MNPUTEXXATEJI HA PASPELLEHHUHETO 3A YIIOTPEBA

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

8. HOMEP HA PASPELLIEHHUETO 3A YIIOTPEBA

Peructpaunonen Homep: 20020385

9. JATA HA NbPBO PABPEINABAHE/ IOAHOBSIBAHE HA PABPELLLIEHHUETO 3A
YIIOTPEBA

JlaTta Ha nbpBO pa3pewaBane: 26.04.1994 r.




Jlata Ha nocnenHo noaHoBaBaHe: 25.07.2007 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

¢espyapu 2024




