KPATKA XAPAKTEPHCTHKA HA NPOAYKTA -
WANLHITENHA ATERUNA 1D AEKAPCTBA
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1. HME HA JIEKAPCTRBEHMS MPOAYKT

Kom Ne LN O eremmerrisrsnanses
P88, N worvernrereseessriasiorarasns
MH3HH 3,36 g/5 g nepopansa macra 401 S0 3,00
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2.  KAYECTBEH H KOJIHYECTBEH CBbCTAB

100 g nepopanna nacra CHABPKa 67,2 g Teuen ekcrpakr (1:1,3-1 ,6), CBCTaBeH o1: xopenn Marnanos
(Petroselinum sativum Hoffn.) / cemena Cwmurnyx (Trigonella foerum-graecum L.}/ cpekose [Taua
TpeBa (Polygonum aviculare L.) / kopenniia [Inram nupei (Agropyron repens L. Beauv.) / mucta
Biana Gpesa (Betula pendula Roth, wunn Betula pubescens Ehrh.) / crpukose Toncku xpoug
(Equisetum arvense L.) ! kopenn lepucun (Levisticum officinale Koch.) / crpsrose 3narna npsunna
(Solidago virgaurea L.) / mocmu Tyx (Ailium cepa L.) (7/6/6/5/4/4/4/2/2).

ExcrpareHT - 45% erason (/).

5 gmacra (1 yaena IBKHYKA) CHABPKA RE [O-MAAKO OT 0,06 % pnasononmm, H3pa3eHy KaTo
EKBHUBANEHT HA KBEPIETHH,

JlekapcTeHHAT NpomyKT CBABIKA HE oBeYe OT 4 % (v/V) eTaHOmL

Ilomommu BewecTsa ¢ msBecTHO nelicTepe: 5 g macra chabpxa 115 mg nmenuano Huulecre, 10 mg

ETHII NApaxXHAPOKCHOEHICAT 1 STaHOI.

3a UBAHEA cICER Ha TNOMOIEHHTE BEINECTBA BHKTE TOYKA 6.1,

3. JEKAPCTBEHA ®OPMA

Hlepopanna nacra

DUTOMA3MH & TEMHOKADARO-3eTEN [epopaiia NacTa Che CHenHHYER MUpHC.

4. KIAHWYHHU JAHHH

4.1 TepanenTu1nn noxazanus

Tpansumones pacturenen JICKapCTBEH MPOAYKT 34 Crel(uYHY MHAMKALMH, Ch3aaleH Ha Oasara Ha

IOBiToTpaitna ynorpefa,

Hsiienssa ce kato criomararenso CPEICTBO IPH YSHHETO HA HHQEKUHH B Bh3MAIHTENHA ChCTOTHUAL
Ha MHKOHOTIPOBOAHNTE HBTHINA, TIPH YPOIHTHA3A U KATO NpEITaHa MApPKa npH HeponmHTHasa.

4.2 Jlo3nposka u Hasmy Ha npaioKenHe
3a nepopanso npunoKeHHe.

Bwspacmuu:

3—4 sTH nHeBHo, | yacHa nhKwKa (0K0.10 5 g} OT NacTata, pa3TEOpEHa B [IGAOBHH YAMIA ropema
IpeBapeHa BoJg.

Hayuenmu e cmapyecxu 8w3pacm:

Hsma cnenvanum NPENOpBKH NP JO3MPOBKATA 33 NAIMMEHTH B CTApYECKA BL3PACT.

Aeya u ronowu (nood 18 2o0unu):




He ca ycranosenu 6ezonacrocrra u ehrkacHoCTTa Ha DUTONH3MH NPH HelA U OHOMN (IO
18 rogusnu).

Tayuenmu c Gvbpeuna nedocmamovynocm:
DUTONUINE e IPOTHBONIOKA3aH NpH nauHerTH ¢ 656peuna HeNOCTATHYHOCT.

Hayuenmu ¢ 4eprodpobua nedocmamvunocm:
Hama cnetmaray npenopsxy 3a AO3UpaHe NpH NAMEHTH ¢ 4epHOOPOGHA HENOCTATBIHOCT.

HNpoawmxurennoct na npuema

He 1pabea na ce i3nonssa noseue ot 2—4 ceqmum.

AKO I10 BpeMe Ha fIpHeMa Ha JEKaPCTBEHHA NPOAYKT CHMITTOMHTE IPOAB/IKaRaT, TpAOna Aa ce
NOTHPCH KOHCYIITAUHS C JICKAP WK KBATMUUMPAH MEIHLMECKY CTIELHAIHCT.

Hzncksa ce 2TCKBATSH APHEM RA TETHOCT! H, 33 212 C¢ OCHI'YDH NIOBHIIABAHE Ha KOTHYECTROTO HA
YpUHa 110 BPEME HA NIeHeHUEeTO,

43 IlporHsonoxazauns

- CBPBXIYBCTBHTENHOCT KbM aKTHBHHTE CHCTABKH HITH KbM PaCTEHHA OT ceMeticTna
Croxnowusersn (Compositae), (3narha nprikla), Cennuxouperny (Umbelliferae) wm xum
aHeTOoN (CeTuM, KOPEH), MM KbM HOTeHH OT 6pesa (Gpe3a, MHCTA), WITH KBM HAKOA OT
OCTAHANHTE CHCTABKH Ha TOBa ACKApPCTBO M30POoeHH B TouKa 6.1;

- 6u0pena venocTaTEIHOCT;

- CBPACYHA HEJOCTATBYHOCT;

- OTOK, IbJKaM ce Ha 656peuna uny crpneyna HeAOCTATEIHOCT.,

44 Creunannn npexynpexaenns u NpeaAna3HK MEPKH NPH ynoTpeta

AKO CHMIITOMATE Ce BIOWIAT, NPONBIKABAT I ¢4 NPUIPYIKEHH C TPECKA, IU3YPHI, CHA3ME HA
MYCKyJHTE Ha THKOYONPOBOAHKTE IBTHINE, HIIH CC [IOABH Kp'bB B YPHHATA M0 BpeMe Ha IPHEMa Ha
TO3H NEXAPCTBEH NPOLYKT, TPAGBa BeNHATA fia Ce NOTBPCH KOHCY/ITALAS C NeKap.

DHTONH3MH He Ce IpernopsYea 3a ynorpeba npy aena v roHou (non 18 roguAwM), nopany
HENOCTATHYHO JIAHHM 32 (E30MaCHOCT B ehHKACHOCT,

Topany ppaMoXuMS XHTOrIHKEMPYEH eeKT Ha IPBLKKA CMUHTYX, TPibBa fa ce IpelBus CTPHKTEH
MOHHTOPHHT Ha FTMKEMIMHHS KOHTPON TIPH TIAUHEHTH, TEKYBAHH 32 3axapes quaber.

ITo BpEME Ha JEeYCHHETO & NPEeNOPBRYBTETHO MTHEHETO HA MHOTO TEMHOCTH.

To3u nexaporsen nponykT Chbspaka no-Manko or 4 % (V/V) eranon (anxoxon), 1.e. 1o 200 mg
CTaHON, eKBUBANIGHTHY Ha 5 m! Gupa unu 2 ml puro 3a 1o3a. Toil Moxe Ia Gble BpeyeH 3a
CTPAJAIIHTE OT ANKOXOIHIEM, AJKOXOIET TpadBa 1a ce HMa UPEABH/, KOraro ce OpHEMA OT
OpemesHy wH KppMeH JKEHR, Aena ¥ IMIa ¢ 4epHoapoGHE 3a008BanMA MY eNMTENICHA.

ToBa 1exapcTBO ChABpHA CHBCEM MATKH KOTHYECTRA ryted (0T MuIeHMIHO HAIeEcTe). CuuTa ce, ye e
»0€3 IIyTen” 1 e MHOro Mako BCPOATHO I3 NpENU3BHKA NpobIeMH, aK0 UMATE ULONHAKAS.

5 £ macTa chIBPKA HE NOBeYe oT 50 Mukporpama (0,05 ppm) rimyTes.

AKO HMaTe afepris KsM MeHALA (KOeTo ¢ PasIHIHO OT ULOAHAKHSA), Bue He TpaGra na npuemare
TOBA JIEKAPCTRO.

Qurominn CHAbPAA CHINO TAKA NUIEHHYHO HEIECTE. [TIEHNYROTO HIIECTe MOKE a ChOBPKA
CNEeaM OT MIyTeH,




QUTONNINH CHIBPEA ChlO TAKA CTHI MapaxuApoKcHOeH30aT (HANMArKH A), KOUTO MOKE A NPUIHHK
&JICPTHTHA PERKUHA (BH3IMOXKHO € [j2 ¢ 3a6aBeHa) NPH CBPLXUYBCTBHTENHM NALMEHTH.

4.5 B3ammoneiicTBNE ¢ APYIH JTeKAPCTBEHH IPOAYKTH H APYTH thopmu na p3auMociicTBHe

Hopanw aMypeTiinoTO NelicTBiE HA TO3M MPOLYKT, € BEIMOKHO ro-65p30 efHMEHRpatE Ha
CAHOBPEMEHHO NPHEMAHH TCKapCTaa.

DuTronm3ny MOKe 12 33CHH ASHCTBUETO HA IEPOPATTHATE AHTHTPOMBOTHYHM JIEKApCTBa
(BRITFOUHTENHO HECTEPOHTHH NPOTHBOBLINAIUTENHH CPENCTRA), XHIIOTTHKEMHIHH JISKAPCTEa,
AHTHEBH CONTH, HHXHOUTOPH Ha MOHOGMMHOOKCHIA3ATA; TOM MOXKE 3 RPOABIAH ACHCTBHCTO Ha
neHTo0apOwTaN 1 NApalETAMON U A3 MEXHGUPA YpeRraTa abeopbuus Ha B-xaporun, n-rokodepon
(ButamuH Ej, X0NeCTepo ¥ ApYTH NEKapcTBa.

4.6  ®@epraimter, GpemeuRoCT U KhpMeHe

Tl kaT0 HAMA ZOCTATEYHO AaHAH, DUTONM3NH He CE NPENOPEYBA N0 BPeMe Ha GPEMEHHOCT H
KbpMeHe,

Hsnomseanero Ha To3m npenapar 1o BpeMe Ha 6DCMBHHOCT R KbPMEHE € [O3BWICHC CaM{ TOrasa,
Koraro nojsara 3a Malikara TMPEBHIARA PUCKA 34 AOHA WIH KbpPMaAYeTo.

Hama nanuvBn fansy 0THOCHO depTunuTera.
4,7 Edextd supxy ciocofHocrTa 32 wiopupane ¥ paboTa ¢ MAIKAH

Hima HanmuIEY Xaniu OTHOCHO edekta Ha DHTATUHE BBPXY CIOCODHOCTTA 32 MOPUpaHe I pabota ¢
ManmiR. Bee nax Tpa0Ba aa ce HMa NpenBua MAKOTO CHABPAAHNE HA AIKOXOS B TO3H IPOAYKT.
EZunidnata 103a ¢ CKRUBANEHTHA HA He oBeue oT 5 m! Gupa wiy 2 mi suyo.

4.8 HexenaHu gexapcrseny peakunn

3a OUEHKA HA 9ECTOTATA HA HENENAHNTE PEaKIMH Ca BHBEICHH CASANNTE KaTeTopHH:
Muoro yectr: sacarar oseue or 1 Ha 10 nauuentn

Yecrn: sacarar 1 1o 10 nauments or 100

Heuectu: 3acarar [ go 10 nammenTr ot 1 000

Penxn: 3acarar 1 no 10 naumenrn ot 10 000

Muoro penxs: sacarar no Manko ot 1 1al0 000 naupenTtn

C HeM3BRECTHA YECTOTA: OT HANHYHUTE JAHHM HE MOXe fa 651 HanpapeHa OoeHKa

Tps®sa fia ce MMa NpeNBII BE3MOKHA CBPBXUYBCTBHTENHOCT KoM UV cBeTHHA.

Hucma Bpesa
Crobienn ca cTOMANIHO-4PeBHH OTUIAKBAHYA (TANEHE, NOBPLIIAHE, AHAPHA) H ANEPTHIHH PEAKIHN
(cepbex, oOpHB, ypTHKapus, anepruueH puHAT). UeCToTaTa UM HE € MIBECTHA,

Cemena Crundyx
CToMamHo-9pesHI HAPYIMSHAA: MOKE AR C& NOABAT PIATYICHIMA WK UAPHAL.
Hapywuenns na HeppHaTa CHCTEMa: MOXKe JIa ¢ TIOABH CBETOBBpTEX. UECTOTATA He & H3BECTHA,

Cmipekose Snamna npvuuya
Moxe Ja ce NOTBAT PEAKLUY HA CBPBEXHYBCTBHTEIIHOCT MITH CTOMAIHO-YPEBHE CMYIHECHHA,
YectoTaTa HM He € H2BECTHa.

[

L SN .
NN Ee
\\ i
\‘_\Hi-f IR

s
e —
< g A



Cmpoicose Honcru xeouy
Hma chobuerns 3a nexn CTOMAIIHO-YPEBHM OTNAKBAHKMA M ANEPrHYHN Peakuwd (Harmp, o0pus,
noxyBaHe Ha THUETO). YecTOTaTa MM HE € H3BECTHA,

AKO O¢ NOABST OPYTH HEXENARH PEaKLHH, REOMHCAHK 10-rope, Tpabsa Jia ce NOTHPCH KORCYITALVA C
IEKAp WK KBANW(QHUMPAH MEAMIHHCKH CIIEUATHCT.

Crobuapane Ha nogosupany HEXENAHH PeaKiiug

Crobmasanero Ha TICA03MPAHH HEKETaHH DEAKUHH CIER PaspelliaBaHeTo Ha ynoTpebara Ha TO3H
AICKAPCTBEH NIPOXYKT € BaXHO. To 1aBa BE3MOXHOCT 32 IIPOABIDKHTENHO HAGMIONeHYE Ha
CLOTHOLUCHHETO MON3A/PUCK HA NEKAPCTBOTO, METHUMHCKHTE CIICLHAIUCTH Ce NpHKAHBAT A2
Cbo0Mmasar BeAKa NONO3HPaHa HexenaHa peaxnus upes;

Maptmuurenna aresnma o nexaperpara v, Jaman Tpyes™ Ne §

1303 Codun

Temn.: +35 928903417

yebcatiT: www.bda.bg

4.9 Ipeaosupane

Hocera ssima crobineHns 3a npeRosHpane.

5.  ®APMAKOJIOI'MYHH CBOMCTBA
5.1 ®MapmakonuHaMuYHE CBOHCTBEA

QapMakoTepanesTHYHA Fpyna: yponoruing CpeficTa, Ipyru yPolOridHH CPEACTBa.
ATC xon: GO4BX

BHonoruHo-axTHEHATE Bemectsa Ha GUTOMMAMH UMaT LHYPETHYHA B OTMACTH CalypeTHYHA,
HTUBRLINANHTENHA, aHTHOAKTEPHANHA H aHTHCNIACTHYHA AXTHBHOCT, TTPOAYKTHT ce H3Mon3sa KakTo
38 JISYCHME, Taka U 33 IPEBEHLMS HA yPONKHTHA3ATA. JIeKapCTBOTO NOKa3Ba CIOCOSHOCT Aa pasTBaps
HAKOH OT KaMBHHUTE. PHTOMHINH & NPETIOPB1Ra INABHO 33 IPOYMITAKTHKA HA KPHCTATM3AMATA Ha
MUHepanin o6pasyBanus B YPHHATa, KOTATO KOBUEHTPALMATA HM ¢ NOBUHILCHA, (&3 fa uMa
AHATHOCTHIHPAHA NTHTHA3A,

JuypeTsanoro nelicTare BOAN IO NO-HATATLWHH aHTHOAKTepHAIHA CBOJCTBA ¥ NPEBEHIMA Ha
CkCnaH3HATa HA Bh3naneHuero. B ciyuaii Ha yponuTuasa o NpeLunyTaTH 5 YPHHATA IPHIMKCHHETO
MOXE 1a MPCOOTBPATH KPHCTANH3UPAHETO B YPHNADPHHA TPAKT.

AKTHBHATa CHCTABKR Ha IPOAYKTA € EKCTPAaKT, KOHTO Ce CLCTOH OT CMEC OT PACTHTENHM BeIeCTRA:
Kopenn Maraasos, cMunayx, obvkHosena [Taua TPEBa, kKoperulue Tiupei, macra Bpesa, [Toxcku
XBOI, KOpeR JIeBHCIN, CTPRKOBE 3naTHA NPEYULE, THOCTH OT JYK.

5.2 @apmaxoxuueTH4HY cBoiicTBS

KomGrumpan siekapcrsen npoayxr, 3a koiTo Hama PE3YNTATH OT NPOy4IBEHHA 32 PapMaKkOKMHETHKA.
5.3 penxarmuuny xaHAM 32 Ge3onacHocT

Hama npepxnvayusy gaHuH 0T (apMakoNOTIMHY H TOKCHKONOrHIHHE H3CTCABAHKA 32 daronninA npu

KHBOTHH,
HPO,HYKTBT CC M3IMI0J3BA OT HAKONKO JECEeTHACTHA.




6. DAPMANEBTHYHH CBOICTBA
6.1 CpHcbK Ra NOMOIIMHATE BewlecTBa
Tnrnepon 99,5 %

Arap

Ernn napaxunpokcutensoar (E 214)
Ilmenrqno HUmecTe

Macno or Myckarsa cansus

Macno ot Jliotusa menTa

Macuno or Criagsk noproxan

Macno or ban Gop

BanuiHe

Ipeuncrena pona

Hporyxtst coanpia no 4% (V/V) etanon.
6.2 HecnemecTamocTr

Henpunoxumo.

6.3 Cpok Ha rognocr

3 ronpun,
Cpok Ha rogroCT Citen EpBO OTBApAHE — 7 AHU.

6.4 CneuManun yclobus ua ChXpaHeHHe

Ha ce cexparasa nog 25°C.
Cuxpanssaiite TyGara no6pe 3atsopena.

6.5 BuA H cHABpXaHNE HA ONAKOBKATA

[TeperdHara omakoBka e MIMHAPHIHA anyMuHHeBa Ty0a ¢ MeMOpaHa M IATEKCOR OPECTEH H Gara
Kanavka oT NOJIMNponuiex, chanpxania 100 g nepopanHa nacra, onakosaka B KapToHeHa KYTHA.

6.6 Cneunaanu npeanazun MEPKH NDH HIXBLPARRE H paGoTa

Hiama cnemuanny w3uckpanus 3a H3IXBRPIAHE.

7. OPRTEXKATE HA PASPEMIEHUETO 3A YIIOTPEBA
Zaktady Farmaceutyczne POLPHARMA S.A.

ul. Pelplifiska 19

83-200 Starogard Gdariski

Tomma

8. HOMEP(A) HA PASPEMIEHHETO 3A YIIOTPEEBA

Pernctpammonen nomep: 20150220




9. JATA HAITLPRO PA3PEIHABAHEIHOI[HOBHBAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Hara na weppo paspemasane: 09.07.2015
Jara va nocrenHo nogaopssane: 11.05.2020

10. JATA HA AKTYAJH3HPAHE HA TEKCTA




