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KPATKA XAPAKTEPUCTHKA HA ITIPOJAYKTA

 A3LIHUTEAHA ATEHLIS NO NEKAPCTBATA |
I. HMME HA JEKAPCTBEHHS IIPOXYKT |

KDAmKa XEPaxmBepUCTuKa Ha NpogyKkma - TpuAciene 1
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CEHATHU® I1C, tabneTku KM P82, N2 covvurermmenntucsorossrressresstes Do — __.
EOATIERG bl PaspeweHue Ne "7\??"24 ...... ./05-11-201 |
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2. KAYECTBEH H KOJIMUYECTBEH CLCLﬁ—- et M el

3a 1 Tabnerka ot 300 mg:

ACONITUM NAPELLUS 6 CH....oooovooo. 0.5 mg
BELLADONNA 6 CH...oooooeoooeoeoooo 0.5 mg
CALENDULA OFFICINALIS 6 CH................ 0.5 mg
CHELIDONTUM MAJUS 6 CH oo 0.5 mg
ABRUS PRECATORIUS 6 CH ....oooooooo 0.5 mg
VIBURNUM OPULUS 6 CH.....oooooooeooooon 0.5 mg

IloMoIuaY BelllecTBa: NaKTO3a, 3axapo3sa.
3a IBJIHHS COUCHK HA IIOMOIOHHTE BEIECTBA, BHK TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA

TabneTkn.

4. K/IMHHUYHHA JAHHHU

4.1 TepaneBTHYHR NOKAIAHUA

3a NeYeHHe Ha HEPBHM CHCTOSHMA M €MOLHOHATEH JUCOANAHC: TPEBOXKHA HAMPErHATOCT,
€MOLHOHANHA JIAOHIHOCT, Pa3sAPA3HUTEIHOCT, HAPYIIEHHS HA CHHA CBBP3aHH C Te3W
CBhCTOSIHUS, TIPH KA, TIOAJIOKEHH Ha CTpec, HECTIOKOMHH AEIa U Bb3PacTHH Xopa.

4.2 [l03MpOBKA H HAYHH HA NPRJIOKEHHE

llepopanmto npunoxenne.

Br3pacTru u gena: no 2 TaGiaeTkH 3 mBTH THEBHO.

TabneTkuTe ce ABpPXKAT B ycTaTa 0 [THIHOTO HM Pa3TBAPIHE.
Jleua mox 1 romvaa: TabneTKUTe C& CTPUBAT U PA3TBAPAT BHB BOJA IIPEAH IPHEM.

Module 1 — Volume 1/1



BOIRON
SEDATIF PC, tablet
Module 1 — Administrative Information and Prescribing Information

4.3 IlpormBomoxa’zanus

CBpbXYYBCTBHTETHOCT KBM AKTHBHHTE BEINECTRA HIIH KbM HIKOE OT ITOMOIIHHUTE BELICCTBA.
4.4 Coenna/iHA NpeXynpexRIeHHs H Npelna3sAH MePKH NpH YIIOTpeda

lHarmenTHTE € Pe/IKM HACTENCTBEHH CHCTOAHAA HA TATAKTO3HA HEMIOHOCHMOCT, Lapp nakrasna
HENTOCTATLYHOCT WK IVIFOKO30-TallaKTO3Ha MastabcopOius He TpaOBa Na mpHeMar ToBa
JIEKapcTBO.

IlaiueHTATE ¢ peKH HACTIEACTBEHN CHCTOSHHUS HA HEMOHOCHMOCT KbM dpykTo3a, rmokozo-
raNlaKTo3Ha ManadcopOLHs WK 3aXapasHO-H30MaNTa3Ha HEAOCTATHYHOCT He Tpa6Ba na
IIPHEMAT TOBA JICKApPCTRO.

AKo criell ynorpefa Ha IPOAYKTA CHMITOMHTE IPOIB/IKABAT WA CHCTOSHHETO ce BIONIH, ha
Ce [PEOLEHH JISUCHHETO.

4.5 Bsaumogeiictene ¢ apyrm JEKAPCTBEHA TMNPOAYKTH H JApyrH ¢opMH Ha
B3AUMO/ICHCTBHE

He ca nposexxpanu npoyusanus 3a s3apMoaefcTBusaTA,
4.6 @epTHaHTET, GPEMEHHOCT B KLPMEHE

He ce oyaksa nebnaronpusren edext o BpeMe Ha GpeMEHHOCT H KbPMEHE, ThH KaTo
CHCTEMHATA EKCHO3HLKA € IPeHeOPEeKHMO MaTKa.

4.7 EtexTH BbpXY cnocobHoCTTA 32 mod¢gHpaHe u patoTa ¢ MAMHEHY

Hsama HabnmonaBalo BE3AeHCTBHE BBPXY CIIOCOGHOCTTA 32 mogupane # padora ¢ MalllMHH.,

4.8 Hexenann JeKapCTBEHH PeaKIMH

Hsima choO1enns 3a HeKelaHH IEKapCTBEHM PeaKIfiH.

CrolinaBae Ha I10NO3NPAHH HEXETAHN DEaKIHH

ChoOIIaBaHeTo Ha OJO3HPAHH HEXENAHHA PeaKi[uH clie]] pa3pellaBaHe 3a yrnorpeba Ha
NIEKAPCTBCHHUSA ITPOIYKT € BayKHO. ToBa MO3BOMABA A MIPOABIKH HAGMOAEHHETO HA
CBOTHOLICHHETO TO/I3a/PHCK 32 JIEKAPCTBERMS NPORYKT. OT MEJHOUHCKUTE CHELIHANHCTH C€
H3HMCKBa J1a ChOOIIaBaT BCsAKA IIOZ03HPAHA HEXEIaHA peaKlug Ha

HM3meHKuTeTHA areH1Ms 0 JIEKapCTBaTA

viL ,.Jamsa I'pyes” Ne 8

1303 Codmsn

Ten.: +35928903417

yebcaiiT: www.bda.bg

4.9 llpexozupane

Henpunoxumo.
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5. ®APMAKOJOI'MYHH CBOMCTBA

5.1 tbapmamonunamnﬁnn CBOHCTBA

DapMaKoTepaneBTHYHA [PYIIa; XOMEONaTH4YeH JI€KApCTBEH MPOAYKT

TepaneBTHYHATE MOKA3aHHA HA TO3M JCKApCTBEH MPOIYKT C€ OCHOBABAT HA TPAAMUIIMOHHATA

XoMeonaTH9Ha ynorpeda Ha HErOBHTE ChCTABKU.
5.2 dapMaKoOKHMHEeTHYHH CBOHCTBA

Hernpunoxumo.

3.3 IlpeaknHHHYIHH JaHHH 33 GezonmacHOCT

Henpunoxumo.

6. GDAPMAHEBTH‘IHH_I[AHHI/I

6.1 CuorchK HA NOMOIIHHTE BeIECTHA
3axapo3a, 1aKTo3a, MATHE3HEB CTeapar.

6.2 HecbeMecTuMoOCTH

Henpunoxumo.

6.3 Cpok na roaHocT

3 TOJIMHH.

6.4 Cnenuannu yc108H1 Ha ChXpaHeHHe
1031 JieKapCTBEH NPOIYKT He M3HCKBA CIIEHHAIHY YCIOBHS Ha ChXpaHeHHE,
6.5 /laHoH 3a omakoBKarta

Kapronena kytust cpappkara 40 tabneTxu.

6.6 Cnennduvyan Npeana3sHH MEPKH NPM H3XBHPJASHE

HsMa cnenmaiiy u3HCKBaHHA.
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7. [IPUTEXATEJ HA PASPEINIEHHETO 3A YIIOTPEBRA

BOIRON

2 avenue de 1’Ouest Lyonnais
69510 Messimy

Opannus

8. HOMEP(A) HA PASPEINEHUMETO 3A YIIOTPEBA

Ne 11-17492/06.04.2012
Perucrpanuonen Ne 9600099

9. JATA HA ITbPBO PA3SPEINABAHE/TIOTHOBABAHE HA
PASPEIIEHUETO 3A YIIOTPEBA

ITepBO paspemeHue 3a ymorpeba: 22/04/1996
Jlara Ha moCeIHO NOAHOBABAHE HA pa3pemeHHETO 3a ynorpeba: 06/04/2012

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

09/2013
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