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KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
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| MBMLAKKTENHA ATEHLUAS 110 NEKAPCTRATA |
1. MME HA IEKAPCTBEHHS IPONAYKT [ raaenspiamina e moogyrs raamams |
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2. KAYECTBEH ¥ KOJIMYECTBEH CLCTAEQ iSRS
3a 1 Tabnerka ot 300 mg:
CALCAREA OSTREICA 3 DH.oovveo... 75 mg
CALCAREA FLUORICA 3 DH............. 75 mg
CALCAREA PHOSPHORICA 3 DH.....75 mg
SULFUR IODATUM 4 CH.oooooooooooeoo. 75 mg

IloMomHA BemecTRA: JIAKTO34a, 3axapo3a.
3a IbJHHAA CIHCHK HA IIOMOINHHATE BEIIECTBA, BHK TOYKA 6.1.

3. JIEKAPCTBEHA ©®OPMA

TabneTkn.

4. KJAHHYHHU JAHHH

4.1 TepaneBTHYHH NOKAIAHHS

ChCTOSHHSA Ha KamlHeBa HEJOCTAaTBYHOCT: ASKANMNH(HKAIAA, CMYIICHHS B pacTeXka IpPH
nena, 3a3paBsBaHe Ha PpaKkTypH, IeEpHOJ HA BE3CTAHOBABAHE.

4.2 /o3npoBKa A HAYHH HA NPAJIOKEHHE

[Iepopamao npHIOKCHHE.

Br3pacTHH H Aena: no 2 TadneTk 2-3 IBTH JHEBHO.

TabneTkuTte cc IBPHKAT B yCTaTa 0 ITHIHOTO HM pasTBapsHE.

Hena nox 1 ronquHa: TabneTKUTE c€ CTPHBAT H pa3TBapAT BbB BOAA [Py NIPHEM.

4.3 IIpormBonoKazanmuu

CBpBXYYBCTBHTEIHOCT KbM AKTHBHHTE BEINECTBA MJIH KbM HAKOE OT [IOMOLTHH)
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4.4 ChneuvaJHH NpeaynpeRIeHAs 4 NPeANaHE MepKH NpPH ynorpeda

- [TanueHTHTE ¢ PEAKK HACNEICTBEHH CHCTOSHHEA HA TATaKTO3HA HEMOHOCHMOCT, Lapp nakrasHa
HENOCTATHYHOCT HIM IUIOKO30-TajakTo3Ha MamabcopOmmua He TpaOBa Ia mpHEMaT ToBa

JIEKapCTBO.

- [TanuesTHTE ¢ PeQIKH HACENCTBEHH CHCTOSHHA HA HETOHOCHMOCT KbM ()pPYKTO3a, IIIIOK030-
TIaKTO3Ha ManabcopOIEs MM 3axapa3sHO-H30MANTa3Ha HEAOCTAaTHYHOCT He Tpabsa 1a
NpHEMAT TOBa JICKAPCTBO. | |

- Axo cie ynorpeba Ha MpoAYKTa CHMITTOMHTE IPOXB/DKABAT HIIH CECTOSHUETO C€ BIIOIIH, 1A
CE MPEONCHH JICYCHHETO.

4.5 BsaamopaelicTBHe ¢ JAPYFrH JIEKADCTBEHH HNPOAYKTH H JpYrHE G¢QopMH Ha
B3AHMOJCHCTBHE

He ca nposex1aHn Npoy4IBaHHs 33 B3aHMOJCHCTBHATA.
4.6 ®Oepruanrer, OpeMEHHOCT B KbpMeHE

He ce ouakBa mHeOyarompusaTreH edekT mo BpeMe Ha OpeMEHHOCT M KBPMEHE, ThH Karo
CHCTEMHATA eKCIIO3HIHA € IpeHeOpeKAMO MAJIKA.

4.7 EdexTn BHpPXY cHOCOOHOCTTA 32 mOPpnpaHe H padoTa ¢ MAMHHH
Hsiva Habmionapano Bp3geiicTBHE BBPXY CIIOCOOHOCTTA 3a modupane H padoTa ¢ MaIIMHH.
4.8 Hekenand JeKapCTBEHH PeAKIHHA

Hsama c00menns 3a HeXeIaHH JISKapCTBEHH PEaKIHH.

CrofmaBane Ha NONO3HPAHH HEXKEIAHH PEAKIHHA
. CpoOmaBaHeTo Ha MOJO3HPAHHM HeXelaHH peakIHM cliell paspemiaBaHe 3a ynorpeba Ha
JIEKApCTBEHHA NPOAYKT € BaxHO. ToBa NO3BONABA Ja NOpPOALDKH HAaOMOAEHHETO Ha

CHOTHOIICHHETO MON3a/PUCK 32 JISKAPCTBEHHA NpOAYKT. OT MCIHIMHCKHTE CIICIHANHCTH C¢
H3UCKBa Aa ChO0IABAT BCAKA ITON03HPaHA HeXENIaHa peaKins Ha

W3mbiHuTeIHA areHIn No JIeKapeTBaTa

y1. ,.,Jlamsan ['pyes” Ne 8

1303 Codus

Ten.: +35928903417

yebcaiit: www.bda.bg

4.9 Ilpenosmpane

HenpunoxxuMo.
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5. @OAPMAKOQJOTHYHH CBOMCTBA
5.1 @apMaxkoANHAMHYHN CBOicTBA

dapMakoTepaneBTAYHA IPYIa: XOMEONATHYIEH JIEKApCTBEH MPOIYKT

TepaneBTHYHHTE MOKA3aHHA Ha TO3H JIEKAPCTBEH MPOIYKT C€ OCHOBABAT HAa TPaZHIIHOHHATA
XOMEoNaTH4IHA ynoTpeda Ha HErOBATE ChCTABKH.

5.2 OapMaKoKHHETHIHH CBOHCTBA
Henpanoxumo.
5.3 Ilpeaxunuuny JaHHH 33 (e30MacHOCT

HempunoxuMmo.

6. ©OAPMAHEBTHYHH JAHHH

6.1 Couchbk HE MIOMOIHHMTE BEMECTBA

3axapo3a, JJaKTo3a, MarHe3HeB cTeapar.

6.2 HechbBMECTHMOCTH

Henpunoxumo.

6.3 Cpox na rogaocr

5 TOIHHH.

6.4 CnenuaiH¥ ycJIOBHSE HA ChXpaHEHHE

To3r nexkapcTBeH TPOAYKT HEe H3UCKBA CHIELMAIHHA YCIOBUS HA CEXpaHEHHE.
6.5 {anaH 32 ONAKOBKATA

Kapronena xytua ceabpxama 60 rabnerxu.

6.6 CnennduuHH NpeANa3’HH MEPKH OPH HIXBLPJIAHE

HsaMa cmermanii M3HECKBAHKSA.

Module 1 — Volume 1/1



BOIRON
OSTEOCYNESINE, tablet
Module 1 — Administrative Information and Prescribing Information

7. TTPHTEXATEJ HA PAZPEIHEHHETO 3A YIIOTPEBA

BOIRON
2 avenue de I’Ouest Lyonnais
69510 Messimy

OpaHIHA

L]

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Ne® [1-17493/06.04.2012

Pernctpammorer Ne 9600095

9. JIATA HA ITBPBO PA3ZPEHIABAHE/IIOAHOBJABAHE HA PAIPEIIEHMETO
3A YIIOTPEBA

Hata Ha IepBO pazpeniedde 3a ynorpeba: 22/04/1996

Hlata Ha mocneanoto nogHopsBane: 06/04/2012

10. JXATA HA AKTYAJIN3UPAHE HA TEKCTA
09/2013
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