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L UME HA JIEKAPCTBEHUA HHPOJAYKT

Cunynpet gopre 00BUTH TAOJIETKH
Sinupret forte coated tablets

p KAYECTBEH U KOJIMYECTBEH CbhCTAB

E1iHa oOBuTa TabeTKa Ch/ibpiKa:
AKTHBHH BellleCTBaA:

Gentianae radix pulv. (TunTsiBa, KopeH) 12 mg
Primulae flos cum calycibus pulv. (Mrnuka, ussar ¢ yainka) 36 mg
Rumicis herba pulv. (Kuceneu, crpbk) 36 mg
Sambuci flos pulv. (Uepen 0b3, uar) 36 mg
Verbenae herba pulv. (BupOunka, cTpbk) 36 mg

[lomouiHH BelecTsa ¢ M3BeCTHO AeHcTBUe: 48.5 mg naktoza monoxuapar: 124, 1 mg 3axaposa; 0,44 mg
copouTou: 2,7 mg rioKo3a. TeHHa.

3a NBJAHKUSA CITMCHK HA NMOMOLULHUTE BEIUECTBA. BHIKTE TOYka 6.1,
3. JEKAPCTBEHA ©OPMA

O6ruTH TabneTku
3eneHu, KpbIriu, ABOHHOW3ITbKHAIN 00BUTH TaONETKH C 1J1a/1Ka NOBbPXHOCT.

4. KJAUWHUYHHU JAHHHN

4.1 TepaneBTHUYHH NOKA3ZAHHS

[1py OCTPO U XPOHUYHO Bb3MAJCHHE Ha NMAPaHA3aIHUTE CUHYCH W PECTTHPATOPHUS TPAKT, KAKTO M KaTo
JIOTTBJIHUTEHO CPEACTBO MPH AHTUOHOTHUHO JIeUEHHE HA Te3H 3a00/19BaHM.

4.2 103MpoBKa H HAYHH HA NPUJIOKCHHE

Bb3pacTau v onowm Haa 12 roanum: 1 o6BuTa tabierka 3 nbTH JIHEBHO.

Hauun na npunoxenme:

Cunynper dopre 00BuTH TabneTkn TpaOBa /1a ce norabLaT e, 6€3 1a ce IbBYaT, ¢ MAIKO TEYHOCT
(Hanp. yawa Boaa). [launenru ¢ yyBcrBuTenen cromax TpsibBa jaa npuemart Cunynper dopre oOBUTH
TabJIeTKH cne XpaHeHe.

[ IpOABIKUTENHOCT HA MPHEMAHETO:

CuHynper ¢gopre 00OBHTH TadJieTku He TpsOBa jaa ce npuemar nosede or 7-14 auu. Moas, BukTe
nHpopmaumsTa B 1. 4.4, CrieunanHu npeay npex/ieHns u npeanasii MepKH rnpu ynorpeda.

4.3 llporuBonokazanus

Jla He ce npuiiara npu CBPbXUYBCTBHUTETHOCT KbM aKTUBHOTO BEIIECTBO WK KbM HAKOE OT NOMOLIHUTE
BelecTsa, u30poeHu B T. 6.1.

4.4 CoeunajHu npeaynpexien st H npeanasin MEpKH npH ynorpeda




AKO CHMMNTOMHTE NpOAb/AKABAT NoBeue OT 7-14 AHH, BAOWIABAT ¢€, HIIK CE€ NOBTAPAT NEPHOAUYHO, HAU
aKo ce MOABH 13adyX, MNOBHILICHA TeMnepatypa WIH THOWHM Xpauku, TauMeHTdTe TpsbBa na ce
KOHCYJITHpPAT C JICKYBalllKA neKap.

To3un aeKkapCTBEH NMPOAYKT ChAbLPXKE MAKOKO03a. JaKTO3a, 3axapo3a U copbuTo. [launeHrure ¢ BpoaecHa
GPYKTO3HA HENOHOCHUMOCT, FallakTO3HA HENOHOCHUMOCT, JIaKTa3Ha HeJMOCTATbYHOCT, TI'AIOKO30-
rajgakTo3Ha Manabcopbuns MK 3axapo30-u3oManTaseH AeduunT He Tpadsa ga npueMat CuHynper
dopte 00BUTH TaDNETKH.

Tosa nekapctso cbabpxka 0,44 mg copbuTon BBB Besika 0bBUTa TAbNETKA.

Tosa nexkapcTso cbaAbpKa no-manko ot 1| mmol warpuit (23 mg) Ha obBuTa TadneTka, T.€. MOXe aa ce
KaXE, Y€ NMPAKTUUECKH HE CHAbPIKA HATPUH.

Heua
Ynorpebara npu aeua no-Manku oT 12 roaMHM He ce NpenopbUBaA M0paan TMNCA HA AOCTATBUHO JAHHH.

4.5 Biaumoae#cTBHE C APYIrd JAeKAPCTBEHHA NPOAYKTH R APYrR (POPMH HA BiauMoaelcTBHE
BaumoaeincTeus ¢ APyru jiekapcTaa 3acera He ca U3BECTHH.

4.6 DepTHAHTET, OPEMEHHOCT H KLPMEHE

bpeMEHHOCT ¥ KbpMEHE

Kakro BcHuku nekapctBeHv npoaykTH CuHynper gopre 0OBUTH TAabJMETKH MOXKE Aa C€ W3NOM3BAT MO

BpeMe Ha OpEeMEHHOCT M KbPMEHE ¢amMO Clel CTPHKTHA OLUEHKA Ha PMCK-NMON3a OT HaOnroaaBallMs
nexap.

PepTHANTET
[1py npoyusanmns Bbpxy ®KKUBOTHH NpH CuHynpeT gopTre 0OBUTH TabneTky He ca HabnonaBaHH edekTy
BLPXY (hepTUINTETA.

4.7 E¢pexTH BHPXY CNOCOOHOCTTA 32 m1odHpane H padoTa ¢ MAIHHA

JleKapCTBEHUAT NPOAYKT HE MOBAKABA CNOCOOHOCTTA 3a WodupaHe v padoTa ¢ MallliHH.

4.8 Hexxe1ann jJeKapcTBeHH peaKIiny

CToMalHM OrnakBaHHA (KaTo CTOMaulIHA 00MKa, NOBPbUIAHE) CA HEYECTH.

Paako ce ¢cboOulaea 3a peakUMMHM HA CBPBUYBCTBHUTENHOCT (eK3aHTeMa, oOpuB, cbpbex). OcBeH ToBa
MOXKE /12 C€ NOSBAT ANepruuHy peakiMH Karo aHrmoeaeM, OTOK Ha JIMLETO W 3adyX.

[1pn NbpBH NPOABH HA PEAKLIMA HA CBPBUYBCTBHATENHOCT CHHynpet dopTe 06BUTH TabnetTky He Tpsbea
OTHOBO Aa C€ NMpUeMar.

CholulaBaHe HA NOAO3HUPAHH HEKENAHN PEAKLIUH
CboOwiapaHeTo Ha MOAO3MpAHK HEMKENaHW peakuuH cliel paspeluasaHe 3a ynoTpeba Ha
JICKAPCTBEHHA MPOAYKT € BaKHO. ToBa Mo3soigea 1a NpoaAb/KK HAOMIOAEHHETO HA CLOTHOILEHHETO
NoA3a/pyUcK 3a NEKapcTBEHUS NpoAYKT. OT MEIWUMHCKUTE CNENHANUCTH CE U3UCKBA Na ChobulaBar
BCAKA NM0J03HpaHa HEXeJlaHa peakuus uype3 HalMoHAIHA CUCTEMA 3a ¢hoDuwasaHe B Manbianurena
areHuMa no nekapcrpara yn. ,.Jlaman ['pyes” Ne 8, 1303 Codmsa, Ten.: +359 28903417, yebceaiir:
www.bda.bg.

4.9 Ilpeno3znpane

JleueHne npH UHTOKCHKAUHH: Ako ce 3alenexar CHMATOMH Ha OTpaBsiHE WiH fipe
TPAOBa Aa C€ TPETHPAT CUMIITOMATHYHO.




5.  ®APMAKOJIOTHYHU JAHHU

3.1 PapmMaKoJIHHAMHYHH CBOHCTBA

ATC xon: ROSCAILQ

B aBe oTAENHHU M3CNEABAHHSA C XKHUBOTHH (QHECTE3UPAHH U TPAXEOTOMM3IUPAHH 3aHUW, TECTBAHE C
(eHON yepBeHO MpH MIIBXOBE) € NPOCASAEH CEKPETONUTHUHMA eeKT Ha SKCTPAKTHATA CMeC M Ha
otTaesHuTe KomrioHeHTH. llpy wu3cnenBanwe ¢ nabXoBe ¢ ApeAM3BMKAH OT carrageenan (BRj
BOJOPAC/IH) OTOK ca npunoxeHd ao3u ot 0.5, 7.5 wam 10 ml or komOuHupaHusa nekapcrseen
npoaykr/kg terno. 3HauMTENHO HaMalgBAHE HA OTOKA B CPABHEHWE C KOHTPOJIHATA rpyna ce
Habntonasa cien 24 vaca.

Hali-e(pexkTHBHATA CHCTABKA B Ta3K TECTOBA CUCTEMA € CKCTPAKTBLT OT KHCeell. KOUTO ¢ 1033 oT 57
mg/kg Hamansea eneMHaTta opMauus B HayaneH CTAAWM B CTENEH, ChOTBETCTRALNA HA edeKkTa Ha
123 mg/kg peHHnnOyTa30H.

Hpt MH BUTPO M3clienBaHe (TECT 3a peayLUpaHe Ha MJIaKaTa) € A0Ka3aH 3aXbpXKalHUAT edekT Ha
CHHynper (opre BbPXY pasilpoCTPaHEHUETO Ha rpun A, napa rpull U PeciiUpaToOpHH syncytial
(CHHLUHMTHAIHK) BApYCH. TOBa € NpocNeeHO H 3a EKCTPAKTUTE OT BbPOKWHKA K UITHKA.

B HAKOAKO KOHTPONMpaHH KAWHH4YHM MPOY4BAHH% € YCTaHOBEHO, ue Cunynper dopre peayudpa
THITHYHHTE CUMITTOMU HA CHHY3UT KATO fNaso0osiMe U NOCTHA3ANHO OTHYaHe/ ApeHaXk U noaobpasa
PE3YNTATHTE OT PEHTIEHOBHUTE H3CIEABAHHA HA MaKCHUIAPHUTE CHHYCH.

5.2 PapMaKOKHHECTHUYHH CBOHCTBA

OapMaKOKHHETUYHHTE W3CIICABAHHUA HE Ca HANMYMHU M HE Ca Bb3MOXKHH, TbiH KaTO AKTHBHO
[EHCTBALIIUTE BELUECTBA BCE OLUE HE Ca YCTAHOBCHM.
5.3 llpeaknAHHAYHH JAHHH 3a De3j0oNacHOCT

TokCHYHH edekTH He ca a0KTaaBaHW HHUTO 33 CuHynper dopre, HUTO 3a HErOBUTE OTAEIHH
KOMIMOHEHTH, [IpoBeaeHH ¢a TOKCHKONO0rMYHU W3ICAEABAHKA € NMPOABIKUTETHOCT A0 13 ceaMulim,
KaTo W3NON3BaHUTE A03M ¢a oT 5 10 50 nbTU NO-BUCOKKW OT TE3W, NpHharaHy npu xopa. He ce
HaOMOAaBaT NEHOTOKCUYHH, TEPATOTEHHH M TOKCHUYHKH e(EeKTH BLPXY penpoaykKTHBHocTTa. Jlopw
NpH HaN-BHCOKWTE M3NOJI3BAHMU J03M He ce Joknaasa 3a edekt supxy ruoga. [Ipu te3n ao3m ce
HabnloaaBa HaMaAEH 1PUEM HA XpaHa OT Ma#KHUTe, KOeTo BOAM N0 3aryda Ha Terno.

Eana obsura Tabnerka CuHynper ¢opre cbabpka He noBeue oT 0,036 mg npon3BOAHH Ha
XHJIPOKCHAHTpaLEHa OT KHcesiena (M3pa3eHn KaTo eMOINH ).

CuHynper dopre CbAbpKa HBETOBE OT MI/IMKA ¢ YallKa, YHETO ChALPKAHHE Ha IIPHMUH € Noj
rpaHvuara ot 1,25 ppm (cnpaMo neKapcTBEHUSA 1IPOAYKT).

6. PAPMAIKEBTHUYHHA JAHHHA

6.1 CnuchK HA NOMOILHHTE BELIECTBA

Kanuues xapbonar (E 170)

PuinHoBo Macno, pagUHMpaHo

JHexcTpuHn

Xitopogun npax 25% (cbabpka MeAHH KOMIEKeu Ha xnopodununu (E 141 (i) ¥ TeuHa riokosa,
H3CYLIIEHa Ype3 pa3rnpaluBase)

HUramroxapmun (E 132)

Pubodaasun (E 101 (1))

OCHOBEH OYTHAMETAKPHUIIATEH CBIIOAUMED
Kenarun

[ nroKo3a, TeuHa
JlakTo3a MoHoXHIpaT
MarHesmes okcu/, nex
LlapeBHUHO HULIECTE
MOHTaH rMHKOJIOB BOCHK
KapTtodeHno HuiuecTe
Boaa, ripeuncrena




Lilennak

CUnHLUMER IHOKCH, KONOHAEH DE3ROAEH
Copburon (E 420 (1))

(CTeaprMHOBA KHCEHHA

3axapo3a

Tank

Turanor amokcua (E 171)

6.2 HechBMecTuMOCTH

DUIHYHH ¥ XHMHUYHU HECBBMECTUMOCTHU HE €a UIRECTHH 10 MOMEHTA.

6.3 Cpok na rontocrt

3 rOAHHH.

6.4 CneunanHu ycJIOBHS HA ChXpaHeHHe

Jla ce cuxpausira noa 30°C.

6.5 Baa m chaABpXKAHME HA ONAKOBKATA

Cunynpert ¢popte 00BUTH TabnetTkh ca nocrasedu B 0auctepu or PVC/PVDC/AL-doano ¢ no 20 u
25 Opos 00BHTH TaONETKH, ONAKOBAHHW B KAPTOHEHKW KYTHHM, Chabpiatun 20, 50, 100 u 500 (bonHuuKa
ONaKoBKa) oOBMTH TaONETKH,

6.6 Crnennannau npeanazHu MepKH NMPH H3XBLPJIAHE

Hama ClCUHAIHH U3IHCKBAHUA.

JlekapcTBeHUTE NPOAYKTH He TpaOBa fa ce H3XBLPAAT B KAHAIH3AUMATA HIH ¢ OWTOBUTE OTNAILLIM.

7. IMMPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEEBA
BIONORICA SE

Kerschensteinerstrasse 11-15

92318 Neumarkt/[ epmanns

8. HOMEP HA PASPEILIEHHUETO 3A YVIIOTPEBA
20050036/25.01.2005

9. JATA HA ITBPBO PA3ZPEIIABAHE/TTIOJHOBABAHE HA PA3PEIHNEHUETO 3A
YIIOTPEBA

25.01.2005/09.07.2010

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

Anpuna 2025 .




