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1. Hme HA NeKapCTBEHHS OPOAYKT

Curynper excrpaxt 00BHTH TAONCTKH
Sinupret extract coated tablets

2. KauecTBeH H KONHYECTBEH CHLTAB

AKTHBHO BCIHECTRO |

I obBuTa Tabnerka chbappxKa:

160,00 mg maTusen cyx ckerpaxt (3-6:1), monyucn or kopenn Tunrssa (Gentiana lutea L.), useToBe
Hrnuxa (Primuda Veris L), crperose Knceneu (Rumex crispus L), usetose Uepen 6v3 (Sambucus nigra
L.}, crpekose Bupounra (Verbena officinalis L)) (1:3:3:3:3)

eKcTparcHT: ¢Tanos 51% (m/m)

Yomomuu BeniecTsa, ¢ H3ecTeH eekT:
mioko3en cupon 3,141 mg
3axaposa 133,736 mg

3a NLHAS CIHCBK HA IOMOLIEKMTE BEIMECTEAE, BH3TE TouKa 6.1.

3.  Jlexapcreena dpopma

ObpuTa Tabnerka.

O6BATHTE TAONETKH A 3CHCHH, KPBIITH, ABOIHO H3MBKHANM ¢ riaaka nosppxHoct. OGBUTaTa TabneTka HMa
Auvamerep or 11,0 — 11,9 mm,

4, Knuununn gaann

4.1 TepanesTHunn noKasaHus

PacTaTencH ICKapCTBCH MPOAYKT MOKA3AH 32 JICUICHUE HA OCTPH HEYCAMKHCHE BB3MAICHHS KA
MAPaHAIANHATE CHHYCH (OCTBp HEYCIOKHEH PHHOCHHY3HT) ChC CHMITTOMH KAaTO XpeMa, Ha3aTHa KOHTECTHA,
raapoGonxe, 0ok HIIH YCCIIAHE 32 HAIPCKCHHAE B JIHLETO NPH BB3PACTHH.

4.2 J03upoBKAa H HAMHN Ha NPHNOKEHHE

03UPOBKA
Brapactaure Tpabsa aa npremar o | o6BuTa Tabnerka 3 meTH qHeBHO (MakcHMYM 3 o6BHTH TAONETRH
JHCBHO).
Hama xocrarsuHo A3HHH 33 CrierAHIHE TPCIOPEKH 32 JO3HPaHe Npu HapyueHa Os0peuna/tepaoapobHa
dyuxuns.

IeauaTpuuxa NomnynawHs
Jeua u sonomn nox 18-rogunma Beapact Ae TPAGEA A2 MPHEMAT TOBA NEKAPCTRO,

Hauws na npuaoskenng




Tabnerrure 1pabsa aa ce normbiar 6e3 Ja ce AbBuar. [IpeeMaiite NEKAPCTBOTO C MAITKO TEUHOCT,
HAIIPHMEp Yaia BOJA.

OcBeH ako He € NPEAMUCaHO APYTO, ICKAPCTBOTO TNAOBA Ja ce B3cMa 32 neprox ot 7-14 guu. EduxacHocrra
MOKE J3 © MO-OTUCTAMEA NPC3 BTOPATA COOMHLA Ha cucHae. Mons, sibire HHGOPMALHATA B pA3ACn
. CTICIIHANHH npeaynpexaeHHs W NpeArazHi MepKH NpH yrnorpeba™.

43 TIlporusonokazanus

CBpBXIyBCTBHTCIIHOCT KbM AKTHBHOTO BCIICCTBO MIIH KBM HAKOC OT MOMOINHHATE BCLISCTBA, H3GPOcHH B
Touka 6. 1.
INenTruna a38a.

4.4 CrnenwanHu npeaynpexacHus H NPEANATHE MEPKH IPH ynoTpeda

AXO NAIHEHTHT CE OIUTAKBA OT KBPBEHE OT HOCA, TIOBMINEHA TEMIICPATypa, CHITHAa GoMKa, THOEH CCKpeT B
HOC2, HAPYHIEHO 3PEHHE, ACHMETPHYHA CPGAHA YaCT HA IHICTO HIIH OMHTE HIH HITPBLNBAHE Ha JTHICTO, C¢a
ACOOX0HMH JudepeHHANHA JHATHO32 H MEAHLHHCKO JICMCHHE.

AKO CHMITTOMATE NIPOABLIDKAT 34 TIOBEdE OT 7-14 1uM, HIIH Ce BROMIAT WM C€ TIOSEABAT IEPHOINYHO,
FALHCHTHTE CIICABA JA ¢& KOHCYITHPAT C JICKap.

B ciryvan Ha aHAMHE3a 33 TaCTPHT WM TIPH NALHEHTH ¢ UYBCTBHTGNEH CTOMAaX € HeoOxoamuma
JOIYbIHHTENHC BHHMAHHE NIPH APHEMA Ha TOBa NekapeTso. CHAyNpeT ecTpakT TpAOBA A3 ce B3cMa 32
TIPEANOYHTAHE CICA XPAHA ¥ C Yallla BOAA.

INammesTH ¢ peakH HACTSACTBCHH 3a60MABAHHA KATO HEMOHOCHMOCT KBM (PYKT03a, FIOKO30-TATAKTO3HA
ManaGeopOmus MM 33Xapa3o-H3OMATTA3HA CHINMHA HCAOCTATBIHOCT, HE TP4AOBa Ja npucMar Cunynper
EKCTPAKT.

3aGenexka 3a qpabermum:
Eana obeuTa Tabnerxa cxabpaka cpeaso 0,3 g HANHYHE BLIICKHAPATH.

[casarpruna nomyaanmua
VYnorpeGara nopH Jena H W0HOLOH 1o, | 8-rofguimHa Bh3pacT He Ce NMPEITOPBIEA HOPaiH THICA HA JOCTATHIHO

FAHHH

4.5 BiaumopeiicTBHe ¢ APYIH JICKAPCTEEHH TPOYKTH K APYrH (JOpMH Ha BlanmogeiicTBHe

He ca npoBexaasn npoyusanus 32 B3AUMOACHCTBHA.

Iopann Tasu npraHHA, HE MOXKE A2 CC H3KIIONH, 9¢ ACHCTBHETO Ha APYTH ICKAPCTECHH NPOAYKTH MOXC 13
€€ 3acHiH Wi orcnabue. EAHOBpEMEHHOTO U3MON3BaNE C APYTH NEKAPCTBEHH MMPOAYKTH € TECEH
TCPANCBTMHCH AHANA30H TPSOBA A2 CC peuaBa 33 BCCKH KOHKPCTCH CTydait,

4,6 @epTHAHTET, OPeMEHHOCT H KbPMeHe

Bpemennoct
Hama aanuu 33 ynotpeSata Ha CHHYNPET eKCTPakT (CYX CKCTPAKT) MPH OPEMEHHH JKEHH.
EXCriepHMEHTATHUTE NPOYHMBAHHUA NPH KHBOTHH HE NOKA3BAT IPAKO WIH HENPAKO BPEIHO Bbancncrnne no

Knpmene
He ¢ n3Bectro ganu aktuBHETE BemecTBa Ha CHHYIpET CKCTPAKT Ce CKCKPCTHPAaT B Kb



DeprHIeT

Hsma pansn no orHomenHe Ha eekTHre HA CHAYNPET SKCTPAKT (CyX excTpaKkT) Bepxy deprunurera. Ilpa
NPOY4YBAHHA BbPXY HBOTHH He ca Hadnoaasamu chektu Ha Cunynper obsuTh Tabnerku 1 Cunynper
TICPOpANHH KankH BspXy eprraHTeTa (BHXK TOuKa 5.3).

4.7 Edextn Bopxy cmocobuecTTa 38 miodupane n pafiora ¢ maurmuu

CHHYIIpET EKCTPaKT MOXKC 3 HMA HE3HAMHTENHO BIMAHKC BBPXY cnoco0HOCTTa 32 motupase 1 pabora ¢
MALHHA APH MAIHCHTH, H3MHTRAH BhIMOKHATA HEXKEIAHA PEAKIHA ,,3aMAMHOCT (BiokTe TouKa 4.8),

4.8 Hexenann nexapcTBeHH PeaKnHA

CroMamHo-4peBHH HAPYLICHHS
Yecru (= 1/100 g0 < 1/10):: CroMamHO-IPCEHH HAPYIOCHHS, HATPHMED raACHE, TA30BE, AHAPHI, CYX0TA B
ycrara, 0oaKkM B cTOMaxa

Hapyienns Ha HMyHHATA CHCTEMA

Heuecrn (= 1/1,000 a0 < 1/100):: AoOKanHE peaKLHH HA CBPBXYYECTBUTCIHOCT {EK3AHTEMa, EPHTEMA,
cBp0ex HA KOXKATA AH O9HTE).

C HenseecTHA yectoTa: CHCTCMEH ANICPrHIHH PCAKLHH (AHTMOCACM, AMCIHEA, TOAYBAHE HA JHLETO).

HapyincHus Ha HCPBHATA CHCTCMA
Heuectu (= 1/1,000 g0 < 1/100): 3amassoct

Crofumapane HA NTPEANOJAAraeMHE HERSIAHH JEKAPCTBEHH PeakLiHu
Crobimasancro Ha NpeAGONAracMH HCXCIAHH JICKAPDCTBCHH PCAKLIMH CIIC] PajpClIABAHCTO HA JICKAPCTBCHHS

TIPOAYKT € BavkHO. TO no3BonsBa rOCTOSHHOTO HAOMIACHAC HA ChOTHOLICHHETO NON3a/PHCK Ha
JCKapCTBCHHA NPOAYKT. 3APABHHTC CNCHHANHCTH €4 MOMO/CHK A3 ChoOINABAT 32 BCHYKM NPEANOIaracMi
HEMEIAHH JEKAPCTBECHH PEAKIHH IPEs

Hambanurensa arenins mo IckapeTsara

yu. Jamsr [pyes” Ne 8

1303 Codmus

Ten.: +359 2 8903417

yebeaiir; www.bda.bg

4.9 Ilpenosupane

Jo MOMeHTa He ¢a M3BECTHH CTyuad Ha HATOKCHKALHA cbC CHHYIIPET eKCTPAKT.

B cnywgaii Ha npeacsupane € Bb3MONKHO HIOPOSHHTE NO-rope HEXKENaHn peakirH (HanpuMcp raacHe, Bomxn
B CTOMAXA, AHAPHA) Ja CC YCHIIAT,

JIcucHME Ha HHTOKCHKALIHH:
B ciyqail Ha CHMITTOMH Ha OTPaBIHE HITH NPERO3APARE € HEOOXOOAAMO CHMITTOMATHYIHO JICYCHAE.

5. QapMaKOJNOrHYHH TAHHHK
5.1 @apmMakoaHHAMMYHH CBOHCTBA

DapMaxoTepPancBTHYHA TPYA: APYTH CTYACHH NPCNapaTH

ATC xox: ROSX

Kaunuuna epuxacuoct:




Eduracuoctra Ha CHHYIPCT CKCTPAKT € OLICHCHA MPH HNAUHEHTH C OCThP BUPYCCH PHHOCHHY3HT B
PaHAOMH3IAPAHO, NNALE00-KOHTPOTHPAHO KIMHAYHO HanuTeaHe. [TepBHYHATa Kpaina To4Ka Ha cdhHKacHOCT
6cIie cpeaHaTa OncHKa Ha ocHoBeH cummrroM (MSS) B kpas na acuenuero. fleuennero cue Cunynper
EKCTPAKT AOBEAC AC KIIMHAYHO IHAYHME, 3HAYHTCIHH PasTHKH B cpeaHara MSS sa CHHynpeT eKcTpakT
cnpamMo Mmiauetio. CHHYIPET ¢XCTPAKT AOBCAC AC O0NCKYABANG Ha CHMITOMETE [BA HH NO-PAHO OT
rnauchHo.

5.2 PapmakoxknReTHUHH CBOHCTBA

Hama nannu 3a dapmMakokuHCTHKA B GHOHATHIHOCT.

5.3 HpenxkauaaYHH Jadad 3a GesonacHocr

Xponuuna moxkcuunocm

B npoyusanns ¢ MAOTOKpaTH# 1034, CHHYTIPCT CYX CKCTPAKT ¢ MPHNATaH TICPOPANHo npu Kyaeta (39
ceaMuu#) B rxose (26 ceamuiy). B MacreaBadeTo Ha KydeTa, HUBOTO Hi HeHabaioaagaHH
ueOnaronmpustan edextu (No-Observed-Adverse-Effect-Levet, NOEL) € 320 mg cyx excrpakr/kg TenecHo
TEN/0, KOETO € EKBHBAICHTHO Ha 22 ITLTH YOBCINKATA EKBHBAICHTHA A03a. B uscneapanero Ha nabnxose,
NOEL e 320 mg cyx excrpaxr/kg Tenecno Terno. Tosa ¢ pasuo va 7 MHTH HOBCINKATA CKBHBAICHTHA JO3A.

Tenomoxcuunocm

He ¢ oTEpuT MyTare#cH/TCHOTOKCHIEH TIOTCHIMA, korato CHHYTIPET CYX GKCTPAKT € TECTBAH IN-vitro B
H3NMHTBAHETO 32 00paTHH MyTaumu B Salmonella typhimurium (AMES) n 8 nanursanero 2a numdoM npn
MHINKH, KAXTO H B MHKPOAAPCHO H3OUTBAHE NPH OTbX0BE (in-vive).

Penpoovemuena moxcuxonozus

Hsma edexri Bppxy deprunnrera, eMOpHo-(heTamHOTO H NCPHHATATHOTO/NOCTHATANHOTO PA3BHTHE H HE CA
HaOmoxaBaHH TeparoreHun eekTH el npuaarane Ha CuHyTtper nepopanny Kanku i CHHyTpeT o0BATH
TA0ICTKH B HAKONKO JKUBOTHHCKH BHAA (IIIHXOBEC W 3akuM).

B cermenT |l mamATBaHE Ha pEMPOAYKTHEHATA TOKCHMHOCT IIPH 3aiiH, eMOpHO-(eTanHoTO PA3BHTHE HE €
32CCTHATO M HAMA TCPATOrCHHM eCKTH, HACTHIHIIN CIEA IpUnaradcTo Ha CHHyNpeT Cyx CKCIPaKT A0
MAKCHMAITHO TECTBAHATA IAeBHA Ao2a ot 00 mg cyx excrpaxr/kg TenecHO Terno, Kato Gere MpeROCTaBeHA
32-xkpaTHa rpaHKLA HA (GE30NACHOCT, Bh3 OCHOBA HA MPCTIOPHHUMTEIHATA YOBCLIKA CKBHBAICHTHA A03A.

Kanyepozennocm

He ca nposexaann NMpOyYBaHAA 32 KAHUEPOTECHHOCT.
He ca nposcagrann npoyusanua 3a GOTOMYECTBUTCIHOCT.

6. @apMaUCBTHYHH JAHHHA:

6.1 Cnechyx HA HOMOLHHTE BeIECTBA

Jaxaposa

Tamk

Kammes xaptonar (E 170)
MukpokpucTansa ueryao3a
ManToackeTpus

Uemmynosa, npax

Xunpomenosa

Hexcrpun

Apalcka ryma, H3CYINCHA YIPE3 pasnpaulaBaHe
Crnvupes auokena, xuapodober RononaeH
CHmHuucs ABOKCHA, KONoKAcH Ge3roaeH
Turanos anokenz (E 171)

'moxosa, TeuHa




Marnecanes creapar

Creapunoea KHceIMHa

Xnopodun Ha npax 25% (cbabpxa MeaeH xnopodenun E 141)

HHasrokapMHH anyMHHHCE Tk (ChABpKa HAARTOKApMAH E 132 1 anyManHes XHAPOKCHI)
Kapuaybern BocbK

Pubodnasus (E 101)

6.2 HecLBMeCTHMOCTH

Hama u3BeCcTHH,

6.3 Cpox Ha roatocr

2 rOAUHH

6.4 Cneunanns ycnoBHst HA CbXpAHEHHE

Ha He cc cbxpauasa gan 30 °C,

6.5 BuA H cueABPXKAHME HA ONAKOBKATA

Canynper excrpakT cc npeanara 8 PVC/PVDC/anymunmesn 6aucTepu.
Beexn Gnuctep crappxka 10 o6BHTH TabneTiH.

Tpecanarar ce cNGXANTC BHAOBE ONAKOBKH!

Onarosxa ¢ 20 06puTH TADNCTKH
Omaxoska ¢ 40 0BBHTH TADNETKH
He pcutks BHIOBC ONAKOBKH MOFaT Aa OuAaT MyCHaTH B npoaaxta.

6.6 CrienHannn Opeana3sHH MEPKH NPH HIXBLPJISTHE

Hama cncupanyy MIMCKBaHuA.

7 IIpuTexaren Ha paspelicHNETO 33 ynorpeda

BIONORICA SE
Kerschensteinerstrasse 11-15
92318 Neumarkt, I'epmanus
Tea: +49 (0)9181 231-90
dakc: +49 (0)9181 231-265
Himeiin: info@bionorica.de

TIpencrasurencTeo B Brirapus;

Bronoprka benrapus EOOJ

Codusa 1113, yu. , Huxonaii Ocrposcre™ Ne 5
Ten: +359 885 189691

8. Homep Ha paspelenHeTo 3a ynorpefa
20160168

9.  JlaTa ma mupeRO paspeliaBaHe/MOAHOBABAHE HA PAIPERICHHETO 34 ynomeﬁa;’:

Jlata Ha nBpBO paspelmasasHe:
18.05.2016




10. /IaTa Ha AKTYANH3MPAHE HA TEKCTA

0172020 r.




