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KPATKA XAPAKTEPUCTHKA HA [IPOIWKTE
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1.  WME HA JJEKAPCTBEHMS IPOAYKT el

CHHTYC 0,5 % nepopanHu Kanku, pa3TBop
SINTUSS 0,5 % oral drops, solution

2. KAYHECTBEH 1 KOJIMYECTBEH CBhCTAB

1 ml (21 kanku) pasTBOp chaAbpka S mg OyramuparoB uurpat (butamirate citrate).
[lomoLHH BelecTBa C U3BECTHO AEHCTBHUE:

| ml paztBop cbabpxka 283,5 mg copbuTon

I ml pazTBop cbabpxka 2,81 mg eraHON

3a MbJIHUA CITUCHK Ha TMTOMOLLHUTE BEILECTBA, BHXKTE Touka 6.1.

3 JIEKAPCTBEHA ®OPMA

[lepopanHu Kanku, pa3TBop.

BbHuieH BUa — OUCTBp, O€3UBETEH pa3TBOpP C apoOMaT Ha MaJIMHA.

4. KJIUHUYHHU TAHHU

4.1. TepaneBTHYHH NOKA3AHHS

CHHTYC pa3TBOp € MOKasaH 3a CMMNTOMATHYHO JIEYEHHWE HAa CyXa HeNpOAYKTHBHA KallIMlA C pa3/iiyeH
MPOU3XO/I.

4.2. Jlo3HpOBKAa H HAYHH HA NPHJIOKEHHE
Jlo3upoBka
Bb3pacroBa rpyna AuneBHa 1032
Jleua ot 2 meceua 10 | roguna 4 nbTH AHEeBHO X 2,5 mg (10 kankm)
Jleua ot 1 roauHa 10 3 roaMHHU 4 mbTH AHEBHO X 3,75 mg (16 kanku)
Jleua Haa 3 roaMHM 4 nbTH AHEBHO X 6,25 mg (26 kanku)

MakcuMatHa NpOaABLKUTETHOCT Ha JieyeHHeTo 0e3 KOHCYJITallMs ¢ JieKap — He 1Mo-roJisiMa OT 7 HH (B3K. TOYKA
4.4).

[laumeHTH ¢ 60peyHa U/UIH YepHOAPOOHA HEIOCTATBYHOCT
He ca HaJIMUHM 1aHHU OTHOCHO MPUJI0XKEHUETO Ha MPOAYKTA MPH TE3H I'PYIH MalHEHTH. e

HauyuH Ha npunokeHue / |
CHHTYC pa3TBOp € mnpeaHa3HayeH 3a nepopanHo npuiaoxeHue. Kankure morar ﬂd ce’ ﬂocTaBﬁ"Ir B Maﬂm

KOJIHYECTBO TCYHHOCT. !.‘

4.3. IlporHBONMOKa3aHHA \
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CBP'BX‘I)/BCTBHTBHHUCT KbM aKTHBHOTO HJIH HAKOEC OT NOMOILUHHTEC BCLICCTBA, H36POEHH B TO4YKa 6.1.

4.4. CrnenHaJaHH NpeAyNpexXIeHHA A NpeANazHH MEPKH NPH yNnorpeda

byTramMupat NoTHUCKa KalUTHYHHA pedriexc. EAHOBpEMEHHOTO NMPHUIOKEHHUE C MYKOJIMTHLIM U €KCITIEKTOPAHTH
TpabBa aa ce U304rea, Nopaay BE3MOXKHOCTTA OT 3aCTOH Ha MYKYC B OUXaTeIHHUTE MbTHINA BCJIEICTBHE Ha
MOTUCHATHA KALLUTUYEH pedIieKe, KOETO NMOBWINABA PHUCKa OT GPOHXOCNa3bM M MH(EKLHUY Ha JUXATEIHUTE

ITbTHU1IA.

[1Ipn nepcHcTHpaHe Ha xaluuIHLaTa NoBEYE OT 7 AHW WM NPHU MOABA HA NMOBUILIEHA TeMIlepaTypa, JUCITHes WIH
TEXKECT B IbPANTE € HEOOX0IMMAa KOHCYNTALMA ChC CNELHATHUCT.

[Ipenn 3anouBaHe Ha J€YEHHE C TO3U JICKAPCTBEH NPOAYKT € HeoOXOAMMO Aa ce YTOYHH Jalid He €
HeoOX01MMO NpeANpUEMaHe Ha €THOJIOIMYHO JIeYeHHe Ha KallTHLIATA.

B cnyqai'i Ha NCPCHCTHPAHE Ha KalullHulaTa CJIEd JIEHEeHNE C TI0COYCHAaTa TepancBTHYHa CXEeMa, INpHueMaHaTta
1034 He cneaBa aa Obne NOBHKIIABAHA, & € HeoOX0auMa NMpCoOUCHKAa Ha KIHHHAYHOTO ChCTOAHHE OT CTpaHa Ha

CrICLHHANTHCT.

[Ipy neueHHeTo ¢ TO3M NPOAYKT Ha NaLUeHTH ¢ OpOpeunn Wumm YepHoapoOHM 3a00sBaHug TpaOBa na ce
MMa NpeX BWJ MOBHILEHHA PHCK OT Pa3sBUTHE HA HEXKENAHH JIEKAPCTBEHH PEAKLIMK B PE3YJITAT Ha €BEHTYATHA

KyYyMyJlalliid Ha aKTHBHOTO BCUIECTRBO.

JIeKapCTBEHHUAT NMPOAYKT ChAbPKA KaTO MOACIAAUTENl COPOUTOI, KOETO IO NMPaBH MOAXOAANL MPH NMALMEHTH,
CTpajalluM or 3axapeH auadber (1 g copburon orrosaps npubnuznrento Ha 17 klJ/4 keal).

[Topagu cbabppxaHHETO Ha COpPOUTON B ChCTABA HAa TO3M JNEKAPCTBEH TIPOAYKT, JIMLA C PEAKH HAC/IeACTBEHH
Npo0JeMH Ha HEMOHOCUMOCT KbM (PPYKTO3a He TpAOBa Aa NIpHeEMaT TOBa JIEKApCTBO.

To3u niekapcTBEH NPOAYKT CbABP)KA MAIKHU KojluvecTBa eraHon (2,81 mg/ml), no-manko or 100 mg B eana
ao3a.

4.5. BzammopgelicTBHe ¢ APYIH JeKapCTBEHH NPOAYKTH H APYrH GOPMH HAa B3aHMOAEHCTBHE
EHOBpEeMEHHOTO NPWIOKEHHE ¢ OTXPayBallld CPe/ICTBA U MYKOJIUTHLIK TPAORA 1a ce n3bsrea (BxX. Touka 4.4).

Makap 10 MOMEHTA 1@ HE Ca M3BECTHH JIEKAPCTBEHH B3aHMMOIEHCTBHA Ha OyTaMHpaTOB LMTpAT C ApYrH
JIEKAPCTBEHH MPOAYKTH € TPENOpbUYMTENHO Aa c¢ U30ArBa €IHOBPEMEHHOTO NPHWIOKEHHE ¢ EH3HMHH
MHXHOHMTODH ¢ orfel Bb3MOXKEH PHCK OT MOBHILABAHE HA €KCTIO3UUMATA ¢ OYTaMHpaT, KaKTO M ¢ JIEKApCTBA ¢
Te€CeH TepaneBTHYEH HHAEKC MOpalu Bb3MOKHOCT OT HapyLIaBaHE HA €KCIO3ZHLIHATA C NMOCIEIHUTE.

4.6. @epTHIHTET, HPEMEHROCT H KbPMEHE

bpeMeHHOCT
HsMa naHHM OT KOHTPOJIMPaHHU KIIMHWYHH H3NUTBAHUS NP OpeEMEHHH KEHH, MOPAJH KOETO NMPOAYKTBLT MOXeE

la ce MpHiara 1o BpeMe Ha OpeMEeHHOCT caMo cliell IEKapCKO NMPEANUCaHHe NPH OHEHKAa HAa ChOTHOLLUEHHETO
MoA3a 3a MaikaTa M pHCK 3a IUIoJa M HOBopopeHoTo. [IpunokeHWeTo My B MBPBUSA TPHUMECTHP Ha

OpeMeHHOCTTa TpsAOBa Ja ce u3dsrea.

KbspmeHe
He e M3BeCTHO NanH aKTMBHOTO BELUECTBO WM HEMOBHTE METabONIUTH Ce M3TBUBAT C ) 9 ynﬂm
[TpooyKTeT MOXKE ha ce mpuiara no BpeMe Ha KbpMEHE €IUHCTBEHO CJlel] OLIEHKa Ha C em'»rm g:,ma
33 MAHKaTa U PHCK 33 KbpMAaYeTo. o #‘ ;,l AT
B 4 ;i TN o 5
bepTuanrer [ R A
Hama nanHM 3a HeOnaronpusaTHH €peKTH BLPXY hepTUAHTETA. \ N ‘.
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4.7. EdexTn BLpxy cnocobnocTTa 32 Modupade u padboTa ¢ MALIHHH

CHHTYC pa3TBOp € NpPENopBUYMTENTHO 1a ce Npuiara ¢ NoBULIEHO BHHMaHKe NpH 1odsopH U nia, pabotemy
C MalIHHY, NTopaJy TOBA, Y€ MOXKe, MaKap M B pEJKH CJy4aH [1a NNpeAu3BHKA ChbHIMBOCT W/ KA CBETOBLPTEXK.

4.8. Hexenanm NeKapcTBeHH peaKIHR

Morar 1a ce HabnroaaBaT cJIeAHUTE HeXKEeNaHH PCaklH, pA3INPEACTICHHA INTO CHCTCMHA MU YECTOTA.

MedDRA SOC/YectoTa Hexe1aHa JIeKADCTBEHA peaKIns

HapyilileHus Ha HepBHAaTa CUCTEMA
Peaxm (=1/10 000 oo <1/1000) CBHIHUBOCT, CBETOBBPTEXK

CTroMalHo-4YpeBHH HaApPYIEHHUS
Penxu (=1/10 000 no <1/1000) ["aneHe, nuapus

HapviueHuq Ha koxaTa U MOAKOXKHATA ThKaH
Peaxu (=1/10 000 no <1/1000) YpTukapus

CroblasaHe Ha MONO3UPAHU HEXEIAHH PEAKLIMU

CpoOluaBaHeTO Ha NOJO3UPaHM HEXKENaHH peakiMy Clie] paspeliaBaHe 3a ynoTpefa Ha NeKapcTBEHMS
MPOAYKT € BaxHo. ToBa mno3BoJjigBa Ja NPOoAb/DKH HabIIOAEHHETO Ha CBLOTHOLIEHUETO MNOJI3a/PHCK 3a
JIEKapcTBeHHA NpOoAyKT. OT MeJHLMHCKHTE CIeLMaTUCTH Cce W3UCKBa Ja cbhobluaBaT BCAKA IOA03MpaHa
HEXeJlaHa peaKLHUs Ype3s:

M3nwnHUTENHa areHs 1o 1eKapCTBara

yin. . Jlaman I'pyeB” Ne8

1303 Codus

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

4.9. IIpenosmpane

CUMOTOMH
[IposBuTe Ha npenosHpaHe ca CBHHIMBOCT, CBETOBBPTEN, rajcHe, MOBPBLUIaHE, AUWAPHA, 3aMAasHOCT,

XHITOTOHHA.

Mepk#u

CromMarina npoMHBKa M MIPUEM Ha akKTHBEH BBIJIEH C OTJIEA €IMMHUHHMPAHE Ha JIEKAPCTBOTO OT OpraHM3Ma M
HaMalgBaHE CTENEHTa Ha CTOMALIHO-UPEBHA pe3opbuus.

[Tpn HeoO6x0aUMOCT ce npHaraT CHMNTOMATHYHH CPEICTBA.

He e n3BecTeH cneutuprUyeH aHTUIOT.

5, GOAPMAKOJIOIHYHHA CBONCTBA

5.1. @apMakoZHHAMHYHM CBOHCTBA

dapmMako-TepalleBTHYHa rpyna: Jpyru cpeacTsa NOTHCKAILM KallUIHLATa
ATC kon: ROSDB13

MexaHU3BM Ha IeHCTBUE ... ; ﬁ‘#“l:f"'““** S
HMHTUMHHAT MEeXaHHU3BM Ha JIeHCTBHE HE € HaIThJIHO U3ACHEH. byTaMupaT, Makap Za He (

$apMakoNOruYHH eheKTH
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byramupar uma U3paszeHoO NPOTHBOKAULTMYHO AeHcTBHe. [IpuTexana Chillo Taka HecneuMdpHieH nepudepeH
AHTHUXONUHEPIrHYEH H OPOHXOCNAa3MOIUTHYEH e(eKT.

He MPpCAU3BHKBA THIMTHYHHUTE 3a HADKOTHHHHUTC MPOTHBOKAULTHYHH CPDCACTEA HEXKCIIAHU JIEKAPCTBEHH pCaKIiHH
KaTo ccaaumi, 3ar€K U NpUCTpacTABaHC. Hma IHHPOKa4 TCpaliCBTH4YHaA 1LIHPHHA.

3.2. @apmMaKoKHHeTHYHH CBOHCTBA

Abcopbums
IpunoxeH nepopanHo OyTaMHpar ce pe3opOupa 6bp30 U TBJIHO B raCTPO-HHTECTUHANIHAA TPaKT. HaMa naHHu

34 [1OBJIMABAHEC Ha CKOPOCTTA H CTCIICHTA HAa p330p6uﬂﬂ OT MNpHEMaA Ha XpaHa.

MaxkcuManHi MIa3sMeHd KOHLICHTpalMH Ha OyTamMupaT ce AOCTHTaT cpeaHo 1 uac crex npueMa M HUMar
CTOMHOCTH OT nopaabxa Ha 16,1 ng/m!l cnen npunoxenune Ha no3a 90 mg.

MakcHMalnHH Mna3sMeHd KOHLEHTPaUMHK Ha OCHOBHHUSA MeTabounT (2-PpermnbyTHpoBa KUCEMHA) OT NOopaabka
Ha 6,4 mcg/ml ce mocturar cpeano 1,5 yaca cnen npueM Ha 150 mg 6yramupaToB uMrpar noa ¢opmMara Ha

CHPOTI.

Excnosuuusra ¢ 2-¢eHunOyTHPOBa KMCENIHHZ U JUETUNIAMHYHOETOKCUETAHO/T € JIMHEeHHa B 1030BUA JHUana3oH
22,5 -90 mg.

Paznpeneneuue
2-peHnnOyTHpOBaTa KMCEIMHA U JHETUIIAMHHOETOKCHETAHOJI NPUTEXKABAT MPOTHBOKALIMYHA aKTHBHOCT H

nofodHo Ha Oyramupar ce CBBP3BAT EKCTEH3HBHO C IUJIa3sMEHHTE NPOTeHHH (~ 95%), KoeTo BepoATHO
npegonpenensd U NPOABLIKATETHHA NNIa3MEH TOTY>KHUBOT.

O6eMbT Ha paznpenenenue € ronaM (81 — 112 L). Cebp3pa ce B 3HaUUMAa CTENEH ¢ INIa3MEHHUTE MPOTEHHH. 2-
peHnOyTUpOBAaTA KHCEIHHA CBILO C€ CBLP3BA B FO/AMa CTENECH C IIA3MEHHUTE MPOTEHHH BHB BCHUKH 1030BH
HHMBa (22,5 — 90 mg) ¢be croiiHOCTH 89,3 — 91,6%.

Hama nanuu nanm GyraMupaT M HErOBHTE MeTaOONMTH NPEMHHABAT IUlalieHTapHaTa Gapuepa M nanM ce
W3JTBYBAT ¢ MAWYMHOTO MIISKO.

buortpanchopmans
Xuaponuzata Ha Oyramupar oo 2-QeHun0yTHpORa KUCeIHHA H AHETHIAMHHO-€TOKCHETAHOT 3aI104Ba OllE B
ruiazmara. Tesu asa Metabonura ca papMaKoIOrMyHO aKTUBHH M NPHTEKABAT NPOTUBOKAIIHYHA aKTHBHOCT.

2-¢EHHH6)/THPOBHTH KHCCIIHHa HaACTHYHO CC MET&ﬁGJ’IHBHpa nocpeacTBOM XHAPOKCHUJIHPpAHE Ha 11apa NOo3HiHA.

EnnMUHUDAHE
MeTaboauTHTE OCHOBHO ce€ eNMUMHHHpaT fpe3 O6n6penure, npu koeTo KHUcelHTe METabONMTH BEPOATHO

€KCTEH3HBHO CE€ CBBP3BaT ¢ IMIIOKYPOHOBA KHCceNMHa. HuBaTa Ha koHIorupaHara 2-geHwi0yTHpoBa KHCENHHA
ca 3HauYUMO MO-BHCOKH B ypWHATa B CpaBHEHME ¢ nnasMara. byramupar ce oTkpusa B ypuHara no 48 gaca
cnen npunoxkeHuero. OCHOBHO ce eJIMMUHMPa KaTO THETHI-aMUHOETOKCHETAHOJT HITH KaTo nemﬂmmpaﬂa 2-
fenwiOyrpoBa kucenuHa. He € ycTaHOBeHO KyMynuWpaHe B OpraHu3Ma.

Coeungpuyny rpynu nauveHTH
Hsama aanHu gand HapylueHusta Ha 4depHoapobHara uad 6pOpedHata QyHKUMA OKa3BaT BIMSHHE BBLPXY

(l)apMHKOKHHETH‘-lHOTO [TIOBCACHHUC Ha 6yTaMHpﬂTOBHH HATpAar.

5.3. IIpeAKTRHHEYHE JAHHH 32 6e30macHoCT .

ﬂ I‘I{I_,?C
HexnHHU4HHUTE NaHHM He MOKa3BaT ocobeH pHcK 3a xopa Ha 0a3aTa Ha KOHBEHILIMOHA u@xop HU
Npoy4BaHud 3a 0€30MacHOCT, TOKCHYHOCT MIPH MHOTOKPAaTHO NMpuUiaraHe, reHOTOKCHA gl)hc'rl«u;l?;"a

TOKCHYHOCT H TOKCHYHOCT Ha Pa3BUTHCTO.




6. ®APMAIIEBTHYHM JAHHHA

6.1. ChnuchbK Ha NOMOIMIHHTE BEeLIECTBA

CopbuTon

[ nunepon

3axapuH HaTpHIi
beH3oeHa kUCcenHHa

ApoMaT Ha MaTHHa, HaTypajieH {CMeC Ha HATYPAITHHA apOMATHM BELUECTBA M FIKK03a)

Hatpues xugpokcua
ETanon 96 %
IIpeuncrena roaa

6.2. HechBMecTHMOCTH

He ca uzeecTHM.

6.3. Cpok Ha roasocr

3 roaMHA.

CpOK Ha roJIHOCT cjie MbPBO OTBAapsHE HA OrNakoBKaTa — 4 Meceua.

6.4. Crnenunannu ycJJoBHA HA CbXPaAHEHHE
[Tpu Temnepatypa noa 25°C.
6.5. Buau chabpiaHHe HA ONAKOBKATA

byrunka ot tTeMHO cTRKIO (Knac IIl), ceappikamna 20 ml pa3TBOp M 3aTBOpEHa ¢ IMJIACTMAcOBa Kafadka C

BrpajcH KaIlKOMED.

6.6. ChnennaaHu ppeaNazHH MEPKH NPH H3XBhPJAdAHE B padoTa

Hdama cneilimaiiy H3UCKBAHMA.

7. ITPHTEXATEJ/I HA PAZPEIIIEHUETO 3A YIIOTPEBA

JAHCOH-BI' OO/[]
ya. Otenl [Tancuii Ne 26
2400 rp. Panomup
brarapus

Ten.: 024519300
office@danhson.com

8. HOMEP(A) HA PA3SPEILIEHUETO 3A YIIOTPEBA

Peructpanuonen Ne 20190158

9. JATA HA IIbPBO PA3PENIABAHE/MIOJHOBABAHE HA PA3SPEHNIEHUETO 3A

YIIOTPEBA

Hara Ha mepBO paspelintaBade: 21.06.2019 r.
Jlata Ha nocneaHo noaHosasaHe: 10.05.2024 r.

10. HATA HA AKTYA/IN3UPAHE HA TEKCTA

07/2025 r.



