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2. KAYECTBEH U KOJMYECTBEH CHbCTAB e 149 Ne s

Vukanop 8 g/10 g nepopasiHi Kanku, pa3TBop
Umckalor 8 g/10 g oral drops, solution

10 g (=9.75 ml) chabpxkar:

JlexapcTBeHO BellecTBO:

Pelargonii sidoidi radix extr. fluidum (EPs 7630) (ITenapronuym, Teuen eketpakt ot kopenn) (1:8-10) - 8 g.
Excrpaxupauy arent: etanon 11% (w/w)

3a MbAHUA CIIMCHK HA MOMOIIHUTE BELECTBA BHIKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Kanku nepopannu, pasrsop
VMkanop e cet10 kadasa 10 yepBeHHKaBOKa(sBa TCUHOCT.

4. KIMHWYHU JAHHHA

4.1. TepaneBTHYHH NOKA3AHUNA

Octpu undekumn Ha uxatennure nbTrina u YHI -o6nactra, Kato GpOHXUTH M CHHY3UTH
4. 2. Io3HpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Bwspacmuu u ionoww nao 12 2oounu: 30 kanku 3 nbTH THEBHO

Ilequatpuuna nomynauus

Heya meoncoy 6 u 12 200unu: 20 kanku 3 MbTH JHEBHO

Manxu oeya mencdy 1 u 5 200unu: 10 kanku 3 MbTH THEBHO

Hauun Ha npunoxkenue
Kamcwre TpslGBa Ja ce npuema’r C MaJIko TEYHOCT CYTpHH, 00e/ H Beuep

- Jlpbxre OyTHIKaTa BEPTHKAIHO.
- [TbpBaTa kanka 1ie oTHEMe MaJIKO BpeMe, HO OCTAHAJIMTE LIE Ce OTKATNAT HOPMAITHO.
- He pazknamnaiire.

I1 POABJGKHUTE/IHOCT HA JICHCHUE

[Ipenopbusa ce Jie4eHHETO Na TNPOAB/KM HAKOJIKO JAHM CleJl OTIIyMsABaHe H
NpeJ0TBPATH PELIHHUB.
[TpoabiskuTeIHOCTTA Ha JleHeHHe He TpAOBa 1a HAIXBBPIIS 3 CeIMHIIM.
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4. 3. IIpoTHBODOKA3AHES

- CBPBXYYBCTBHTEJIHOCT KbM aKTHBHOTO BEIIECTBO HJIH KBM HAKOE OT NMOMOIIHHTE BELECTBa, H30pOoeHH
B TO4Ka 6.1

- Texxxn 2abonsABaHuMA Ha YepHHA P00, Thif KaTO HAMA AOCTATHYHO HAGIIOAEHHMA MPH TEM CITyHaH.
4.4. Cnenna/Inu npeaynpexaenus H NpeANA3HU MEPKH NpH ynoTpeba
B ;mcTOBKATa MAUMEHTHT ce CBBETBA [a C€ KOHCYITHpA C JIEKAp, aKO CLCTOAHUETO HE ce MOAOGpH B
pa3CTOSHHE Ha €HA CEAMHLA, NPH TEMINEPATypa, MOJABPIKAHA HAKOIKO JTHH, YepHOAPoOHA AHCOYHKUMA OT
Pas/IHYCH POU3XO/ HIIH NPH 3aTPYAHECHO AHINAHE WIH KBPBABH XPaukH,
YMKanop chanpxka 125 mg amkoxon (eTaHoN) B eaHa 1o3a 3a Bb3pacTeH oT 30 Kanku, ekBHBaneHTHH Ha 1.5 ml
Ymxanop kankd. KomruecTsoro ankoxon (eTaHon) B 30 KaNku OT TO3H 1eKApPCTREH NMPOIYKT C4 eKBHBATEHTHH

Ha Mo-Majko ot 3 ml 6upa wim 1 ml BUHO. Ma/lkoTO KOJHUYECTBO ATKOXON B TO3M JIEKAPCTBEH MPOAYKT HAMA 13
HMa 3a0eneKUMH ederTH,

4.5. BaaamogeiicTBHe ¢ APYrH JIeKAPCTBEHH NPOAYKTH H APYrA Gopmu ua B3anMoelicTBHe

Jocera HAMa cLOOIIEHHA 32 JIEKADCTBEHH B3aHMOCHCTBHA.

Ilpn nnaneGo-koHTpOAWpaHO HBOMHOCIANO H3CNeABaHE PBBPXY 3OpaBH A0GpoBONUM HE € TIPOSBEHO
BiauMoJielicTeHe Mexxay EPs 7630 u nenvumnun V.,

4.6. MepTHINTET, GPEMEHHOCT H KhpPMEHE

bezomacHOCTTa no BpeMe Ha GPEMEHHOCT H JIaKTauMa He € NOTBBpAeHA. KaTo npeanasHa Mapka mopaam
HeJ0CTAaTbYHO JIaHHH, YroTpebarta no Bpeme Ha OPEMEHHOCT H KbPMEHE He Ce NPEernophyBa.

4.7. EdexTn BLPXy cnoco0HOCTTA 32 modupane 1 paboTa ¢ MAIMHK
Hama m3BecTHH.

4.8. HexxenaHu JeKAPCTBEHH pPeaKHH
OuenkaTa Ha Te3d peakuuu ce 6a3Hpa Ha ClTelHATa KlacuHKaLya 3a 4ecToTa:

MHoro yecTH: Yecrn:

noeedve oT 1 Ha 10 naneHTH IMo-manko ot 1 Ha 10, HO noseue ot 1 Ha 100
TIALIHEHTH

HeuecTh: Peaxu:

IMo-manxo ot 1 Ha 100, HO moBeye or 1 Ha 1000 | TTo-manko ot 1 Ha 1000, Ho noseue ot 1 Ha 10

NALHEHTH 000 maupesTH

MHoro peakn:

1 vy HUTO el Ha 10 000 narueHTH, BIITIOYMTENTHO H CJTYYaH ¢ HEM3BECTHA YECTOTA

PeCHHQaTOQHH, I'pbAHH K MEAWACTCHATHH HAPYILICHHA,
Paaxo: nexo KBPBCHE OT HOCa

CTOMAUIHO-4YPERHH CMYIIEHHS:

HedecTo: cTOMAIMIHO-YPEBHH HAPYILUEHHUS
Paako: nexo kupBeHe OT BEHUMTS
XenaTobHaHapHW HADYLIEHMS:
Hapyiiens uepHOIpOOHH (YHKIHM OT pasiid4eH NOPOM3XOA;NPHHHUHHO-CIENCTBEHE
HAXOJKH H NPHIOKEHHETO Ha POAYKTA HAMA. YecToTara He € H3BECTHA.

HapyIneHus Ha KOXaTa H NOIKMKHATa Thkad/ Hapyinenus Ha HMYHHATA CHCTEMA:
Panko: anepruvHu peakuvu

CrobHiasaHe Ha NoI03WPaHH HEXCTAHH PEAKTIHH




Cro6maBaneTo Ha OAO3MPaHH HEXENAHY PeaKilid c/iefl paspeLiaBaye 3a ynoTpe6a Ha JexapcTBeHus MPOAYKT
e BakHo. TOBa MO3BONIABA J1a IPOALIDKH HAGNIONEHHETO Ha CHOTHOLIEHWETO TMOJI3a/PHCK 3a mpoaykTa. OT
MEABLMHCKATE CIIELIHANIICTY C& H3UCKBA a ¢ho011aBaT BCSKA T0N03UPAHA HEXXENAHA PEAKIINS Upes:
HambnnuTenHa aresnus no eKapeTBaTa

ya. "damsn [pyes Ne 8,

1303 Cogpus,

Ten. +35 928903417,

yebeaiiT: www bda.bg.

4.9. IIpenoznpane
Cityuan Ha rnipeosupaHe a0cera He ¢a ChoO1aBaHM.

5. ®APMAKOJIOTHYHH CBOMICTBA
5.1. ®apMakoIHHAMHYHH ¢BOJCTBA

DapMakoTepaneBTUYHA rPyNa: IPOAYKTH 3a Ie4eHHe HA KAULTHIIA H NpocTyaHH 3abonseanua. ATC koa:R 035
Ymkanop 20 mg chobpxa eKCTPAKT oT kopeHu Ha Pelargonium sidoides, pactenue, xapaxtepro 3a Fxua
Adpuxa.

Ilpu oputi ¢ %MBOTHM Cre] NMEPOPANHO TPWIArale HA ©KCTPAaKTa MPH MAWKM, Gelle IeMOHCTPHPAHO
NOTHCKaHe Ha GonecTHHTE CHMNTOMY (HecTIeUHGHYHY, HACTENBALUM NPH HHPEKIMO3HY 3a00IABAHS), KAKTO H
4HTHOKCHIAHTHH CBOHCTBA, AEMOHCTPHPaHH NPH OPATHO NPHIIOMKEHHE Ha EKCTPAKTA ITPH MULUKH.
ToTebpaeHH ca cneannTe edekTH in vitro:

CTuMynMpane Ha HeCTIEUHWIHUTE 3ALUMTHH MEXAHU3MH:

- CTUMYJIMPAHe YeCTOTATa HA LHAHAPHOTO DHeHe Ha €NMTENHMTE KNETKH,

~ MOJYTHPaHE CHMHTE3a Ha HHTepdepOH M NpoHH(IaMATOPHA LHTOKKHH,

~ CTUMYJIHpaHe aKTUBHOCTTa Ha NK-KieTKH

- CTUMYJIHpaHe Ha GarouMTHTe, eKCIpecHs Ha AMXE3HATA Ha MOJIEKYJIHTE, XEMOTAKCHC

AnTUMHKpOOHN edexTu:

~ YMEPEHH JIMPEKTHH aHTHOAKTEPHANHH M AHTUBHPYCHHU CBOMCTBa

- 3aCH/IBA HHXHOHPAHETO Ha AAXE3HATA Ha A-CTPENITOKOKHTE KM MAIIOIHENH/)KMBH €NTUTEIHH KIETKH

- HHXHOHpane Ha B-aKkramazara

1lTonpoTeKTHBHK CBOHCTRA:

- HHXHOUpaHe Ha HOBELIKATa IEBKOLUTHa enacTaza

- AHTHOKCHIAHTHH CBOHCTRA

5.2, @apmMakoKHHETHTHA CBOHCTBA

VMKaNop e KOMILIEKCHA CMEC 0T MHOXECTRBO KOMIIOHEHTH. Llenusat excTpaxT ce cMATa 3a akTHBHA cyGCTaHIMS.
OapMaKOKHHETHYHH JAHHM 32 OTAe/HUTe CyOCTAHLIMH HAMA.

5.3. lpeaxnuanvny AaHAH 32 GelonacHocT
HexnHHHYHHTE JaHHH He TOKA3BaT PHCK 33 XOPAaTa.
6. PAPMALIEBTUYHH JAHHHA

6.1, CnucpK HAa NOMOIBYTE BElECTBA:
Glycerol (Inuuepon) 85 %

6.2. HechBMecTHMOCTH
Henpunoxunmo
6.3. Cpox na rogsoct

CpokbT Ha FOOHOCT HA YMKANOP € 2 TOAHHH.




CpoKET cnen oTapsaHe Ha GyTwikata € 3 mecelia 3a onakoskuTe or 20 # 50 m! ¥ 6 Mecella 33 ONAKOBKATA OT
100 ml.

3abene:xka 3a naumeHTa:

Crienl O-TLIVET NEPHO OT BPEME PACTHTEIHUTE EKCTPAKTH B TEUHa (HOPMA MOTAT [a TIOMETHEAT, KOeTo ofaue
HE IPOMEHS TAXHATA ePUKacHOCT. Tl KaTo YMKaiop e HaTypasieH NMPOAYKT, MOXKE Ja HACTBIH JIeKa TIPOMsHA
Ha LBETA H BKyCa.

6.4, Cnenpa/iHm yc10BHS Ha ChXPAHEHANE

Ha ce coxpanssa npu teMnepatypa nox 30° C. Jla ce chxpanspa Ha MSCTO, HEAOCTHITHO 34 Jella.

6.5, Bun n cpALpKAHHE HA ONAKOBKATA

Bytuiku ot ka0 cThKno, xuaponutHieH wiac I11 (Ph. Eur.) ¢ anmxarop KANKOMEDP M BHHTORA Kanayvka
(PP/PE) ¢ 20, 50 1 100 ml,

He BCcuvky BHIOBE ONakoBKH MOraT a ObAAT [yCHATH B Mpoaak0a.

6.6. Ciennanny npennasHn MepKH OPH HIXBLPIAHE

Hsma crieunantu usnckeanks. HeM3non3saHUaT NekapeTBeH NMPOAYKT KM OTHAXBIHUTE MATEPHATH OT HETO
TPAGEa 3 ce M3XBLPIT B CHOTBETCTBHE ¢ MECTHHTE HIUCKBAHHA.

T.NMIPUTEXATEJ HA PAZPEIIEHUETO 3A YIIOTPEEBA

Dr, Willmar Schwabe GmbH & Co.KG

Willmar Schwabe Str. No 4

76227 Karlsruhe, ['epmanus

8. HOMEP HA PAPEIIEHMETO 3A YIIOTPEEA

Per. Ne: 20060755

9. JATA HA IThPBO PA3PEIHIABAHE/TIOJHOBSBAHE HA PA3ZPEINEHHETO 3A YIIOTPEBA

Jlata Ha mepBO paspeinarade: 27.12.2006
Hara sa nocnenvo noanopsasane: 03.08.2012

10. BATA HA AKTYAJIM3UPAHE HA TEKCTA

08/2022




