KPATKA XAPAKTEPUCTHKA HA IPOAYKTA

1. HME HA JIEKAPCTBEHHA ITPOAYKT

Cuuynper cupon
Sinupret syrup

Cupon

2. KAYECTBEH H KOJTHUECTBEH CBCTAB

MIMLIIHUTEMHA ATEHLIRS: N0 REKAPCTBATA

KDOIAE XEOSITROUCTILIE HE NDOZYIIE - IDUAGHONUS 1

Kow Poe. N AU (004 F

Papeiee® rosg  Uh-G- 1D

DG/MA/MF -

100 g or cupona coaspaart: 10 g ekcrpakr (1:11) or kopen Ha Tuntasa {(Gentianae radix), Wriinka, UBAT ¢
vawka (Primulae flos cum calycibus), cTpbk Ha BepOHHKa (Verbenae herba), crprk Ha kucenen (Rumicis
herba), uesT Ha uepe 613 (Sambuci flos) (1:3:3:3:3), excrpaxupaw aredT — eradon 59 % (o/o)

[Nomouinu BewecTra ¢ w3BecTHO AeitcTeue: § % (0/0) anKoxon (eTaHoN) M MAITHTON TEYHOCT.

Ja NbAHHA CNACHK HA MTOMOLIHHTE BEWECTBA BHKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
Chponn.

Ceetnokaap, GHCTBP H I'LCT CHPON ¢ MHPHC Ha MEPEHIa H CIATBK BKYC.

4, K/IHHHUYHH JAHHH

4.1 TepaneBTHYHM HOKAIAHHA

TIpu 0CTpO W XPOHHYHO BL3MNANEHHE Ha NAPaHAZANHHTE CHHYCH H AWXATETHNTE MBTHLA, KAKTO K KaTo
JAOITBJIHMTENHO CPEACTBO MPH AHTHOMOTHYHA TEPAMHA HA Te3H 3aboNsBaHNA.

4.2 Jo31poBKa H HAYHH Ha MPHIOKEHWE
AKO HHIIO ApYTO He € [peanHcalo, CHHYMPET CHPON Ce MPHEMA TPH ITETH JHEBHO C NPHI0KeHaTa
MEPHTENTHA YAIUKa B 034, OCHOBABALUA Ce Ha Bb3pacTra, cnopea tablHnara no-gomny.

Jloaupogka

Brapacr EnuHeusa nosa O61ra rHeBHA 1032
Hewa na sb3pact nog 2 He ce npunara.

FONUHH

Jeua Ha Bwr3pact oT 2 o 5 2,Iml=25g 63ml=75¢g
TOJIMHH (3x2,1 mi)

Jena Ha pbapact 6 no 11 35ml=42g 10,5ml=126¢g
rOAHHH (3x3,5ml)
Bb3pacTHH H KOHOHIN Ha 7.0ml=84¢g 21,0ml=252¢
BB3pacT Hag 12 rogMum (3 x7,0ml

Haumn Ha npunoxeHue

Cutiynpet cHpon ce npueMa 3 MbTH AHEBHO (CYTpHH, 00ST M Beuep), HEPa3PeaeH WM CMECEH C

CuHyTIpeT cHpon MOKe Ja ce MPHEeMa ¢ XpaHa, HaNMTKH WM Mekay XpaHennaTa. [lauue
CTOMAX ce ChBETBAT Aa npuemMat CUHYIpeT CHPON cnel XpaHeHe.

ITecuampuuna nonyrayus




Ha ce pasknawa nobpe npeau ynotpeba!

TpOABIDKHTENHOCTTA HA NPHNOXKeHHe € 7 — 14 11K, OCBEH aKO He e npeanHcano Hewo apyro. [la ce cnasear
ChLUO ¥ YKa3aHMATA B TO4Ka 4.4 ” CrienanHy npenynpexacHus H npeanasHd MepKH npu ynotpeba”.

4.3 IIporeBoncxazanHsa

CBpBXYYBCTBUTENHOCT KbM AKTHBHHTE BELIECTBA WIHM KbM HIKOE OT [IOMOLHHTE BEWECTEE, H30poeHH B
Touka 6.1.

44 Croenuajny upelynpexieHHa U NPeAHAIHH MEPKH IpH ynoTpeba

AKO CHMNTOMHTE NPOARKAT rnoseye oT 7 — 14 axu, BNOIIAT ¢ WIH NEPHOIHYECKH peuMAHBHpaT MK
MALHEHTBT TIONYYH MOBHLICHA TEMIEPATYPa, KbpPBEHE OT HOCA, CHulHA G0/Ka, THOEH CEKpeT OT HOCA,
BJICLIABAHE HA 3PEHKETO HJIM M3TPLIIBAHE HA JIMLETO, HeoOXonHMa e AudepeHHHaAHa AHArHo3a 1
MEIHKAMEHTOIHO JIeYEHHE.

OcobeHo BHUMaHKE NPH ITPHEMA HA TOBA JICKAPCTBO € HEOOXOIMMO NPH M3BECTEH FACTPHT M MALMEHTH ¢
YYBCTBUTEJIEH cTOMaX. 3a npenopbusade ¢ CHHYNPET CHPON Ja Ce¢ IPHEMA CAE/ XPaHEHE W C Yalla BoJa.

Tozu ekapcTBeH NPOAYKT Chabpika 448 mg ankoxost (eTanon) B 7,0 imil, KOeTo € eKBHBAISHTHO Ha 64
mg/ml (8 % o/o0). Konusectroro B 7,0 ml or 10Ba nekapcto € expuaneHTHo Ha 12 ml Gupa win 5 ml
BHHO. MankoTo KOJTMYECTBO aKOX0N B TOBA JIEKAPCTRO HAMA A3 HMA 3a0eneMu edekTH.

[TauHEHTH ¢ peaKH HAcIeACTBEeHH NPOOIEMH HA HENOHOCHMOCT Kbm QPYKTO3a He TpaGBa Ja npHeMar
CuHynper cupor.

7,0 ml Cunynper cupon cbabpxar 5,5 g mantiron TedHoct. Kanopuiinarta croiinoct e 2,3 keal/g Teuen
ManTHTO.. TeHHHAT MaNTHTO MOXKE J1a UMa Jiek cliabuTeneH edekr,

Ileouampuuna nonyaayus
Ynotpebara npu aeua noa 2-roaMIIHA Bb3PacT He ce NPeropbyBa NOpajy JIMICA HA Z0CTaTLYHO JaHHMN.

4.5 BiaumopgeiicTBHEe ¢ APYrH JIeKAPCTBEHH NPOAYKTH H IPYTH (popMH HA BIaHMOAeHcTRHE

Jlocera HE €A U3BECTHU B3AWMOEHCTBHE C APYryd nekapcTBEHH MPOAYKTH.

4.6 @epruanTer, GpeMeMHOCT H KbpMeEHe

bpemennocr

Jluncsat nannu ot ynotpebata Ha CuHynper cUpor npu GpeMeHHM KEHH. AHATNHIBT HA e[HO
peTpoCeKTHBHO NipoyuBaHe Ha CuHynpeT Qpunmupany TabneTkn H CHHYNpET NepopanHy KarkH, pa3sTeop
pu 762 GpemMeHHH KEHH HE MOKA3Ba TEPATOrEHEH MOTEHUHAN Win eMGpuoTokcHuHocT. [IpoyuBaHHaTa NpH
JKHBOTHH HE MOKA3ZBAT NMPEKH MW HEMpPEKH BpeiaHY ePekTH, CBBP3aHH ¢ PEMPOIYKTHBHA TOKCHUHOCT. OT
cboGpaxkenns 3a GesonacHocT CuHynper cHpon TpsGBa Ja ce npuara no BpeMe Ha GPeMEHHOCT CaMo cles
BHUMATEIHA OLEHKA PUCK-MON3a OT CTpaHa Ha JIEKYBAatluA Jiekap.

KbpMmeHe

He e u3BecTHO panu akTHBHUTE BewecTsa Ha CHHYNpPET CHPO Ce eKCKpeTHpaT B KbpMaTa. He Moske Na ce
H3KJHYH PUCK 3a KbpMaueTo. CHHynpeT cupon TpadBa 1a ce H3NoN3Ba Mo BpeMe Ha KbPMEHE CaMo CJlen
BHHMATE/IHA OLIEHKA PHCK-TION3a OT CTPAHA Ha ACKYBauUlus NeKap.

deprinurer
Jlunceat nannK oTHOCHO edekTrTe Ha CHHyOpeT cupon BLpxy Geprunurtera. [Tpu npoy4BaHus BLPXY

CHHYIMpPET NepopaHA Kafku, pasTeop.

4.7 EdexTn BLpxy cmocoGHoCTTa 32 modupaHe H padoTa ¢ MAIMHHA

He ca HeobxonnMu CrielManHy NpeanazHu MEpKH.



4.8 HexenauH JeKApCTBEHH peakuuy

KakTo BcHuku nexapcrea, CHHYNIPET CHpON MOKe Ja NPeAH3BUKA HEXenaHu edekTH.
YecroTata Ha nexenanuTe eeKTH ce OCHOBABA HA CNICOHHTE KAaTEropHH:

Muoro qectu (=1/10)

Yectu >1/100 1o <1/10})

Heuectu (=1/1000 zo <1/100)

Peaxu (=1/10 000 no <1/1000)

Muoro penxu (<1/10 000)

C HBeHM3BECTHA YECTOTA (OT HAJTHYHHTE JAHHH HE MOXE Na OBJE HANpaBeHa OLIEHKA)

CroMaIlHO-4UpeBHUTE OILIAKBAHHA CA HEYECTH (KaTo Hanp. 00JIKa B CTOMAXa, rajieHe).

Koxnure peakuyi Ha CBPBXUYBCTBHTENIHOCT (KATO €K3aHTEM, EPUTEM, ChPOEX) ca HEUYECTH.
MOl"aT Ja BE3SHHUKHAT CHUO K TEXKKH CHCTEMHH aleprudiy peakitiu (KaTO aHrHoeaeM, HeJOCTHD HA Bb3AYX,
NogyBaHe Ha JIMLETo). YecToTaTa He € W3BECTHA.

[lpy MbpBUTE NpU3HALM HA CBPBXUYYBCTBUTENHOCT / aneprutHa peakunusd CuHynper cHpon He Tpabsa na ce
npHeMa noeeve.

B nuctoekara NIAOHEHTDHT CC CHBCTRA Ja CE CBbPKE € JICKAp 1 Ja Cupe NpHeMa Ha CHH}"I’]pCT CcHpoOn, axko
BB3HUKHC HAKOA OT TCIH PCaKUHiM.

CrobmaBane na HoJ03HPAHA HEXKENAHH PeAKIHH

Cpo6ilaBaHeTO Ha MOI03UPAHH HEKENAHW PEakUMK CIIE/| pa3peiliaBaHe 3a yrnoTpeba Ha JIEKapCTBEHHS
NpOIyKT € BaxHO. Tosa No3egonssa 1a mpoIb/bKH HaOMOAEHHETO HA CHOTHOIIIEHHETO MOJI3a/PHCK 34
JleKapcTBEHMA NMPOAYKT. OT MEIHLHHCKHTE CNEUHATTMCTH ¢ U3MCKBa Ja ChOOIIABAT BCAKA MOJO3HpaHa
HexKeflaHa peakiiHs upe3 HallMOHANHA cHeTema 3a chobwaeaHe B M3mbiHuTenHaTa aredLHs N0 JIeKapcTeara,
yi. "Jlaman I'pyes” Ne 8, 1303 Codms, ren.: +35 928 903 417, yeGeaiit www.bda.bg.

4.9 TIpexoszupane

BeposTHo B ciyuaii Ha npefo3upaHe HexenaHuTe eekTH, H3GpoeHH No-rope, Moxe aa ObaaT no-
HHTEH3HEBHU.

JleueHue Ha HHTOKCHKAaLHA:
AKO ce nosear MIpH3HAIHA Ha OTpaBiHe WY NpeaO3HpaHe, HCOGXO)IHMO € CHMIITOMaTHYHO JICYCHHC.

5.  ®APMAKOJOIMYHHU CBOHCTBA

5.1 <PapmakosnHAMHYHY CBOHCTBA

(I)apmaKOTeparlequHa rpyna: pacTHTEIEH JEKAPCTBEH [IPOAYKT 33 NPHIOIKEHKE NPH BR3NAJICHHE Ha
NapaHa3aTHHTE CHHYCH.

ATC kon: ROSCA10

Mexanu3sMm Ha JeicTBHE

Cunynpet nokassa peauna papMakoguHaMuuHu edextd. CekperonuTHiHaTa aktusHoct Ha CHHynpeT
M3rJIeHIa ce MEARHPA YACTHYHO IPE3 CTUMYJIHPAHE HA CEKPELIHATA Ha XNOPH/IH NOCPEACTBOM AKTHBHPAHE
Ha Cystic Fibrosis Transmembrane Conductance Regulator (CFTR).

DapMakoAHHAMHYEHH ederTH

HewnMHUYHATE NaHHH Noka3sar, Y& CHHYNPET OKA3BA CEKPETONIMTHYHA M CEKPETOMO
UOBHIUABAHE HA XMAPATHPAHETO HA MOBBLPXHOCTTA HA AMXATENHHUTE HBTHINA NIOCPEAC , by
3aCH/IEHa CEKPEUMA Ha XITOPHHE W CTHMYIIMpaHe Ha YecTOTATa Ha TPENTEHE HA PeCHHY ‘E’g;



OceeH ToBa, CHHYMpPET HaMaJIaBa KJIETLYHHA HHAIYKC K 00pa3yEaHeTO HA OTOK B MOJIGNH HA OCTPO
BB3ATCHHE.

Tpu ToBa, CutynpeT Noka3Ba aHTHBUPYCHA AKTHBHOCT YPe3 UHXHGUpAHE in vitro na peniuKkaumaTa Ha
peneBaHTHKUTE PECMUPATOPHH BHPYCH, KATO YORSLIKHA PHHORHPYC, aICHOBHPYC, NAparpHIiHUg BHPYC,
PECHPATOPHHUTE CHHLIATHAIIHM BUPYCH H TPHIICH BUpYC A, IPH KOUTO TOI HHXHOMpa CBLIO H aKTHBHOCTTA
Ha HeBpaMWHKaasaTa. fn vivo, CHHynpeT NoKa3ea HAMAIEHHE HA CMBPTHOCTTA HA MUUIKH Cel
HHGEKTHPaHe ¢ MaparpHIitHi BHPYCH.

OnuTH in vitro NokasBaT ChILIO aHTHOAKTEPHAIHA S(PMKACHOCT CPelIy peeBaHTHH GaKTEPHH B MXATCITHHTE
nbTHWA (Hanp. Staphylococcus aureus, Streptococcus preumoniae).

5.2 ®PapMakoKHHETHYHH CROHCTBA

Jiuncear npoyuBaHus Ha FapMaKOKHHETHKATA ¥ GHOHANHYHOCTA, Thif KATO HE Ca W3BECTHH MOAPOGHOCTH 3a
BCHYKH aKTHBHH BELLECTBA.

5.3 IlpeaxnuHHYHH JAHHH 33 (€30MACHOCT

HeknmuHHYHNTE naiby He noKazeaT 0coOeH PHCK 3a xopa Ha 0a3ata HA KOHBEHLIMOHAITHHTE
(apMaKonOrHYHH MPOy4BaHHs 3a 6e30NacHOCT, TOKCHUHOCT MPH MHOTOKPATHO TpHIaraHe,
FEHOTOKCHYHOCT, PENPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 33 Pa3BHTHETO.

He ca npoBexknaHH Npoy4BaHus 3a KAHUEPOreHHOCT U POTOTOKCUUHOCT.

6. QAPMAIIEBTHYHN JAHHHA

6.1 CioHehbK HA DIOMOIHHTE BelecTRA

Manturon Teven,
Bkyc Ha yepenia,
IlpeunicTena soaa

6.2 HecnpBMecTHMOCTH

He ca useecran.

6.3 Cpok na rogaocr

4 roguHu.

CpoOK Ha TOAHOCT clie ITbPBO OTBApAHE: 6 Mecela.

6.4 CrnenqanHA yCJOBHS HA ChXpaneHHe

Tosu nexapcTBeH NMPOAYKT HE WIHCKBA CMIELMATHU YCIIOBUS HA ChXPAHEHHE.

Tlo BpeMe Ha cHXPaHEHHETO MOXE Ja CE NOABH JIEKO MOMBTHABAHE HITH TIapLuanoobpasHa yTaika, KoeTo He
HOBJIMABA ¢EKTHBHOCTTA Ha IIPOAYKTA.

ByTunkara na ce cbxpansiBa BbB BLHILIHATA KAPTOHEHA KYTHS, 34 Jia CE NIPEANa3H OT CBET/IMHA.

6.5 Bua B cLABPXAHHE HA ONAKOBKATA

Kadapa croinena Oyrnnka ot 100 ml ¢ noMoLHo cpeicTBO 3a A03HpPaHe, KAnayka ¢he 3aliUTa OT BbHWHA
HaMeca M MEepPHTENHA Yalla.

6.6 Creuuaisu NpeANAIRM MEPKH PH HAXBLpJIAHE

Hama cneupranHu usHckpaHMs.,

7.  NIPHUTEXXATEJI HA PASPENIEHHUETO 3A YIIOTPEBA

BIONORICA SE
Kerschensteinerstrasse 11-15
92318 Neumarkt,




I'epmanug
Tel.: 09181 /23190
Fax: 09181 /231-265

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA
Per. Ne 20180047

9. JATA HA ITBPBO PAJPEHIABAHE/INOJHOBSIBAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

JlaTta Ha nopeo paspemasane: 12.03.2018
Jlara Ha noclieHO NOAHOBABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
®espyapu 2023 r.




