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1. AME HA JEKAPCTBEHHA ITPOAYKT Cagaioesns M ety
MASTODYNON tablets
MACTOIJUHOH 1abnetku

2, KAYECTBEH H KOJIMYECTBEH CHCTAB

I mabremxa Mastodynon® cvovparca:

Agnus castus D1 162,0 mg
Caulophyllum thalictroides D4 81,0 mg
Cyclamen D4 81,0 mg
Ignatia D6 81,0 mg
Ins D2 162,0 mg
Lilium tigrinum D3 81,0 mg

3a IBIHAA CIIHCHK HA [IOMOIHKETE BEIIeCTBa, BH)KTE TOYKa 6.1.

3. JEKAPCTBEHA ©®OPMA

TabaeTku
Kprriou, 6e)xoBH ¢ TBMHH IUTMCHTH H I7IaJKa IOBBPXHOCT

4, KIMHUYIHA JAHHA

4.1 TepaneBTHYIHM MOKA3ZAHNA

3a IeYeHHE Ha XXEHHM B CJIydad Ha:
- MEHCTPYAJIHH HapyIICHUA; |
- IPeAMEHCTPYAICH CHHAPOM ¢ OIIAKBAHMS KATO MACTOAMANS, NCHXAYHA NaOHIHOCT,
KOHCTHIIALINS, [I0SBa Ha OTOLM, IMTAaBoO0IME/MUTPEHA;

- noGpokadecTseHO Goe3HeHO 3a00I9Base Ha I'bPAUTE (MacTOIATHS).

AKO CHMITTOMHTE CA HESCHH, YIOPHTH HJM HOBH, ¢ HEOOX0/IMMa XOITLIHHTETHA
KOHCYJITAILHA ¢ JICKap, 32 OTXBBPIIAHE HA APYTH IIPHYHHH 33 CBCTOAHHETO.

4.2 To3MPOBKA H HAYIHH HA NPHII0KEHHE

AKo He e TIpeanucato Apyro oT Bamms nekap, npHeMaiite mo ¢AHa TabneTka AB
THEBHO ¢ MAJIKO TEYHOCT (CYTPHH H BEUep).



MacToanHOH TabneTKH TpAOBA Ja ce MpHEMa B IPOALLKEHHE HOBEYE OT TPU MECCIa, KaTo
NpHEMBT HE Ce MPEKBCBa [0 BpeMe Ha MEHCTpYallu4.

[Tomobpenue B ChCcTOAHHETO C€ HaOmoaBa 0OHMKHOBEHO ¢ned 6 ceaMmuuu. B ciaydaid, de
OIUIAKBAHHMATA C€ BBH3OOHOBAT CJie7] NPEYCTaHOBABAHE Ha IIpHCMa Ha JICKapCTBCHHA
IPOIYKT, ICYEHHETO TPAORA A4 IPOABIKH.

[Topagu noOpata NMOHOCHMOCT KEBEM JICKAPCTBEHHUS IMPOAYKT, TOH € MOAXONAl 3a
NpOAB/DKUTENHO JICUCHHE.

4.3 IlporHBonoKazanusg

CBpBXYYBCTBHTEIHOCT KbM AKTHBHHTE BEILICCTBA I KbM HAKOE OT IIOMOIHUTE BEMIECTBA
Ha JIEKapCTBCHHAS MPOAYKT.

4.4 CienMa/IHH NIpenynpexAeHAs i npeaNna3HH MEPKH HpH YHOTpeda

Tanuern, xouro SoneAyBar MM ca HONEAYRAIN OT ECTPOIEH-3aBHCHMHA TYMOPH TpA0Ba Aa
ce KOHCYITHpAarT ¢ JeKyBaIis I'H JICKAp Mpeay Ja ynorpeOABAT eKCTPAKTHTE OT Vitex
agnus castus, fructus.

IlamenTHH, KOHTO H3MOJI3BaT JONMAMHHOBH arcHHCTH, JONaMHHOBA AHTaroHHCTH,
ECTPOr€HH H aHTHEeCTPOreHH TpabBa Ja ce KOHCYITHpaT ¢ TEXHMS JICKap Npead Ja
yorpebasar excrpaktmTe OT Vitex agnus castus, fructus. (Bmk pasaen 4.5
,B3anMozeiicTBHE C APYTH JEKAPCTBEHH MPOAYKTH H Apyrd GopMH Ha B3aMMOIEHCTBAE™).

He ce npenoprusa ynotpefara NpH jella H IOApAcTBalM noA 12 roaHH#, Mopagy JIAICA
Ha JOCTATHYHO ONHUT ¢ ynorpebara Ha HpOdyKTa B Tasd Be3pacT. MacroamHOH He TpsabBa
Ia ce yioTpebsBa Ipeid HAYAIOTO Ha peAOBHATA MEHCTPYAllUa Ipe3 mybepTeTa.

AKO0 IO BpeMe Ha yIoTpeOaTa Ha JIESKAPCTBEHMS NPOAYKT CUMITOMHTE IPOXALIKABAT HIIH
CBCTOAHHETO Ce BJIOHTHM, HeoOXOAHMA € KOHCYIITALIUA C JIEKap. |

Vitex agnus castus, fructus ce cMaTta, ye aefictBa Ha XMNOQHUIHO-XMITOTATIAMYCHATA OC H
3aTOBa HAIHEHTH, KOHTO CTPAJaT OT Pa3CTPOiicTBO Ha AeiHOCTTa Ha xunodusara, TpabBa
Ja ce KOHCYNTHpPAT C JieKap, Npeay Aa NpHEeMAaT TO3H JIEKapCTBEH MPOOYKT.

B ciydan Ha NpoONaKkTHH-CEKpETHpAaNmH TYMOPH HA XUIOGH3HATA XUle3a NPHEMaHETO Ha
Vitex agnus castus, fructus Moxe aa MacKupa CAMIITOMHTE Ha TYMODA.

To3m neKapcTBeH NPOAYKT ChABPXKa 1akTo3a. ITanMeHTH ¢ peki HacleACTBCHA NpobieMu
KAaTO TaJaKTO3HA HENOHOCHMOCT, JakTa’3Ha HeAOCTATHYHOCT MM TIIOKO30-rallaKkTo3Ha
mManabcopbitus He Tpa6Ba Aa npemMat MacToIUHOH TabJIeTKH.

4.5 BzaumojeiicTBHE ¢ APYrH JeKAPCTBEHA NPOAYKTH A APYTH (popMH HA
B3aHMOJCHCTBHE

TopazH BB3MOXKHTE JONAMHHEPIMYHY H ecTporedHy epextn Ha Vitex agnus castus, fructus
HE MOXe [Ja C€ HU3KIIOYM B3aMMOACHCTBHETO ¢ AOIIAMHHOBH AroHHCTH, NOIIAaMHHORBH
aHTATOHHUCTH, ECTPOTCHH H aHTHECTPOTCHH. =

B xoMeomaTHyHATa Tepalus € H3BECTHO, ue OOWYaiiHWTE BpeAHH O
TIOTIOHOIYIIICHE | IPHEM Ha AJKOXO0JI 0Ka3BaT HETaTHBHO BIHAHME BHPXY €
HA XOMEOMIATHYHHSA JIEKAPCTBEH IPOIYKT. (




4.6 bpeMeHHOCT H KhbpMéene

Hsima HHAMKaNEA 38 H3OOM3BaHE 10 BpeMe Ha OpeMEHHOCT.

JlaneuTe OT W3CNEABAHHA HA PENPOAYKTHBHOCTTA IIOKA3BaT, 9¢ E€KCTpaKTHTe oT Vitex
agnus castus, fructus Moxe J1a NOBIHAAT HA JIaKTAlHATA.

MacTomHOH He Tpa0Ba Aa ce IpHeMa MO BpeMe Ha OpeMeHHOCT H KEPMEHE.

4.7 EdexTn Bppxy cnocodBoctTa 32 modupane H padora ¢ MAITHEH

He ca nmpoeexnafu TpoydYBaHKA 3a epekTa BBPXY CIIOCOOHOCTTA 34 Mo HpaHe ¥ paboTa C

MallTiHHA.

4.8 Hexel1aHH JIeKAPCTBEHH PeAKIHH

HesxenaHuTe NEKapCTBEHHM PEAKIHHE ¢a KJIaCHpaH# ¢boOpa3sHO TAXHATA YeCTOTa B CICAHHATE

KaTerOpHH:

Mpmuoro gecth (21/10)

Yectnt (21/100 go <1/10)
Hewgectn (21/1000 no <1/100)

Penxu (= 1/10 000 no <1/1 000)

Mmnoro peaxu (< 1/10 000)

C "HeH3BecTHA 4eCTOTA (OT HAIMYHUTE JAHHH He Mojke Ja Obie HallpaBeHa OLICHKA)

CucTeMa, opraH, KJIac YecToTa HexenaHa JJEKAPCTBEHA PeaKHHA

Hapymennusi Ha HMYHHATA | HeH3BeCTHA TexKH anepravil peaKkiHu ¢ 0TOK HA

cHCTEMA JIMUETO, THCITHEA H 3aTPYAHEHHH B
OperabuIaHeTo

Hapynmienus Ha KOXKATaA M | HEH3IBECTHA (ANCpruvHH) KOXKHE peaknus (o0puB B

IOAK0XKHATA THKAH YPTHKApHSA), AKHE

Hapymenus Ha HepBHata | Hem3BecTHa | ['1aBo0oane, BHEHE HA CBAT

CHCTEMA

CToMamHo-9peBHA Heu3BecTHA | CTOMANIHO-YPEBHH HEPA3NOJIOKECHAS

HapymeHHsA (kaTo ragene, KopeMua 60.J1Ka)

ITonoBa cHcTeMa H HEH3BECTHA MeHcTpYAJHH HApyIeHAS

3200/IBAHHA HA FbPAHTE

I1pH IbPBH NPH3HALH Ha CBPBXYYBCTBHTEIHOCT/AICPrUdHA peakiua MacTOIHHOH He

TpAOBa Aa ce IIpUeMa OTHORO.

4.9 IIpeaosupane

[IpuemaneTo Ha rojieMHd JO3H OT TO3H JICKApPCTBEH NPOAYKT IIpY JIMIIA ¢ IAKTO3HA
HEIMIOHOCHMOCT MOJKE Ja MPeAH3BHKA CTOMAIHO-IYPEBHH OIUIAKBAHMS HJIM JJAKCAaTHBCH

e(eKT.

JleqeHue npu npego3upane:

Axo ce 3a0enexar CHMIITOMH Ha Ipeio3UpaHe, TpadBa Aa ce 3al0YHe CUMIITOMA

JICUEHHC.
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5. DAPMAKOJIOTHMHHA CBOHCTBA
3.1 @PapMakoIHHAMUYHN CBOHCTBA

XoMeonaTH4eH JIEKAPCTBEH NIPOAYKT 3a ynorpeda B rHHEKOJIOTHYHATA TEPAITHA

ATC xox: G02C

3.2 PapMakoKuHeTHIHH CBOHCTBA

Henpunoxumo

5.3 IIpeaAxkIHMHAYIHN JAHHH 32 De30macCHOCT

Hama HalIHYHM [JaHHY 32 aKyTHa H XpOHMYHA TOKCHYHOCT Ha MacromuuoH. [lpn
NPOBENCHH 1 Vifro W in Vvivo W3NHTBaHWSA 32 TeHOTOKCH4YHOCT Ha MactomuHoH Hsma
JOKA3aTe/ICTBA 33 HUKAKbB MyTareHeH edekT. HeratHeHu eextd HE ca OMIH OTKPHTH H B

pasiMyHd IIPOYYBAHHA 3& PENpOJYKTHBHA TOKCHYHOCT (TepaTOT¢HHH H3CIHSIBAHHA C
IUTHXOBE M 3aiiliy, (epTHIHTETHA U3CJIEABAHASA C ILTBXOBE).

6. PAPMAILIEBTUYHHU JAHHH

6.1 Cnuchbk HA NOMOIHHTE BEMECTRA

JlaxTO3a MOHOXHIpAT, KAPTOHEHO HAIIECTE, MATHE3HEB CTEapar.
6.2 PH3HKO-XHMHYIHH HECHBMECTHMOCTH

He ca n3pecTHY PU3NKO-XUMHUYHH HECHBMECTHMOCTH 10 MOMEHTA.
6.3 Cpox Ha rogHocCT

4 TOJUHH.

6.4 CnenHaIHH YCJIOBHSA HAa CHLXPaHeHHe

Jla ce CpXpaHsiBa Ha MeCTa, HEJIOCTHITHH 34 Jela.
To3u npoayKT HAMa 0cOOCHH YCI0BHA HA CHXpaHCHHE.

6.5 JlaHHH 32 OIMAaKOBKATA

MacroaunaoH TabneTku ¢ce mpemnarar B 6immicrepu ot 20 TabneTkn, onakoBaHK B KapTOHEHA
kytus, ¢ 60, 120, 240 tabneTkm.

3a GIHCTCPUTE Ca H3ON3BAHM CIICAHUTE MaTepHali: AOJIHA CTpaHa: ATyMHHHEBO O
ropHa crpara: PVC/PVDC ¢ommo.




7. IPUTEXATEJ] HA PASPEITHUETO 3A YIIOTPEBA
Bionorica SE

Kerschensteinerstrasse 11-15

92318 Neumarkt

I'epMmanns

Ten.: 499181 /231-90

daxc: 49 9181 / 231-265

Website: www.bionorica.de
E-mail: info(@bionorica.de

3a JONBJIHUTEIHA HHPOPMALUA OTHOCHO TO3H JICKApCTBEH MPOAYKT, MOJIA CBBPKETE CE C
NOKATHHS IPEICTABUTEN HA IPUTEXKATENSI HA pa3penieHueTo 3a ynoTpeda B bearapud:
buonopuka briarapus EOO/I

Codua 1113, yn. ,,Huxona#t OctpoBckr™ Ne 5

Tem: +359 885 189691

8. HOMEP HA HA PABPEINHHUETO 3A YIIOTPEBA
20050035
9. JATA HA ITHPBO PA3ZPEINABAHE/TIOTHOBABAHE HA PASPEINIEHUETO

- 3A YIIOTPEBA

Hara sa nopBO pazpemasane: 25.01.2005 .
JlaTa Ha OZTHOBABAHE Ha pazpemenuero 3a ynorpeda: 03.05.2011 1.

10. JATA HA AKTYAJIN3IUPAHE HA TEKCTA

okToMBpHu 2016 T.




