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1. HMEHA JEXKAPCTBEHUS ITPOOYKT MIUHIACTEPCTBO HA 3[PABEOTASBAHETO
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KOPU3AJTIVIS, obruTH TabNeTKA
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2. KAYECTBEH ¥ KOJWMMECTBEH ChCTAB ]
3a 1 ofsuTa Tabnerka ot 300 mg:

Allium cepa 3CH............. 0.333 mg

Belladonna 3CH............. 0.333 mg

Sabadilla 3CH.......... :..0.333 mg

Kalium bichromicum 3 CH............. 0.333 mg

Gelsemium sempervirens3 CH............. 0.333 mg

Pulsatilla 3CH...coomenenn. 0.333 mg

3a IeMHAL CIHCHK HA TOMOIIHATE BEIECTBa, BiK. TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

ObtsuTta Tabnerxa.

4,  KIHMHHYHA TAHHEM
4.1 TepapeprayHHd NMOKAZAHMA

XoMeonaTHIeH JIEKapCTBEH NPOAYKT, TPaaiHUHOHHO H3N0I3BaH 3a NCHCHHE Ha CHMITOMHTE
HaCcTHHKa 1 PHUHHT.

4.2 [Ho3npoBKa M HA9HH HA DPHIAOKeNHe
{TepopanHo npuUnoxeHue.
BrzpacTHH i gena :
Ho 1 Tabnerxa npes yac, 70 12-tus vac.
TpremuTe ce pa3pesnaT Ipy MofoOpeHKe.
Tabnerkara ce GBpPHKH YCTaTa A0 NBIHOTO H pasTBapaHe.
4.3 IIpoTHBONMOXAZAHHA
CBpPEXUYBCTBUTEIHOCT KBM HAKOS OT CHCTABKHTE Ha NIPOIYKTA.

4.4 Coenuannn npenynpem[(éﬂnﬂ H DpeNNazay MepKM NpH ynorpeda

Hena nox 1 ronyiHa: TabneTkaTa ce CTPHBA Y pasTBaps BHE BOKA NPEN IPHEM.
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Laboratoires BOIRON
. CORYZALIA, oOputu Tabnerkn

ITopazy HANMHHETO HA 33Xap03a TO3H METMKAMENT & IPOTHBONOKA3aH NpY HENOHOCHMOCT KbM
dpyKTo3a, TMOKO3SH/TanakIo3eR CHHAPOM Ha ManabcopOLusa MM 3axapasHO-W3OMAlTaseH

HE(DHIHT.

Axo cney ymorpeba Ha IMPOAYKTa CHMIITOMETe HPOABDKABAT WM CHCTOSHHETO GE BIOIIH, 12
e TIPEOLIeHH JIEYEHHETO.

4.5 BsaumopneiicrBMe ¢ JPYIH JIeKApCTBERW DPOAYKTH M HZPYrH  dopMu  gBa
B3apMoOJeiicTBHE

Hsma n3pecTan.
4.6 BpemennocT ¥ KLpMeHe

Topanu AmmcaTa Ha €KCIEPHMEHTANHY M KIMHHYHM AaHBM Na ce m3barsa ymorpebara no
BpeMe Ha OPEMEHHOCT H KEPMEHE.

4.7 EdexTn BopXy cnocofHOCTTA éa urogupane u pabora ¢ MANIIHK
Hama nabmonasany eexTH.

4.8 Hexeaanu JeKapCTBERH peaxkumy

Heca cso61ﬁaBaHn.

4.9 Tipenosupame

Flama pucK.

5. ®APMAKOJOI'MUHY CBOWICTBA
5.1 dapmakoaHHAMHYHM CBOHCTBA
(dapMaKoTepaneBTiIHA rpyna: XOMeonaTHJyeH NeKapcTBEH NPOXYKT.

TeparneBTHIHKTE TTOKA3aHAS HA TO3H JNeKapCTBeH IPOJYKT C& OCHOBABAT Ha TPaZMIMOHHATA
XOoMeoaTaula yrmoTpeba Ha HETOBHTE CHCTaBKH.

5.2 (I)apmamoxnue'mqmi cBoiicTea

Hece HpHjiara 3a XoMeonaTHYHH JeKapCTBEHH HpOﬂ}('KTIfI.

5.3 Ypeaxnuaugsn AanHKE 3a Oesonacnoct
He ce npunara 3a XoMeOnaTHUHHM JICKAPCTBEHH TIPOAYKTH.

6. PAPMANEBTHYHH JAHHH
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6.1 Coucek na NOMOXOHMTE BENCCTBA H TEXHHTE KOJAHYECTBA

3a rabnerka 300 mg:
SUCROSE

TALC

ACACIA :
MAGNESIUM STEARA
GELATIN

WHITE WAX
CARNAUBA WAX

6.2 HeckrBMecTEMOCTH

HsMa H3BECTHH.

6.3 Cpox nra roxHOCT

5 TOEUHH.

6.4 Coensansu YCIOBHS HA CHXpaHeHHe
Hsawma crienpansg M3UCKBaHMS.

6.5 Jannn 3a omakoBKaTa

Marepran: 6nucrepd ot PVC 1 anymupmero Gomso

Craspxanue: 20 o6euty TabneTky B Onuctep
OnaxoBka: KapToHeHa KyTus ¢ 2 Gnuctepa (40 o6BuTH TaONeTKH)

6.6 CoemuduyHM HpeiNasHM MepKH NP M3XBHPJAAHE HA H3MON3BAH JEKAPCTBEH
NPOAYKT AN OTRANBYHE MaTepaaln oT Hero

Hsama cnenmanam H3MCKBaHHA.

7. HPHTEXATEJ HA PASPEINEBUETO 3A YIIOTPEBA

Laboratoires BOIRON

20, rue de la Libération
69110 Sainte-Foy-lés-Lyon
France

8. HOMEP(A) HA PAPEIIEHMETO 3A VIIOTPEBA

ITspeo paspemenye 3a yrorpeda: N°II-103/22.04.1996
Hacrosmo pazpemenye 3a ynorpeda: N°II-4785/29.01.2002
PeructpanzoneH Ne 3600096
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9. ,I[ATA HA ITHPBO PA3PEIIABAHENIONHOBSABAHE HA PASPEINEHUETO
3A YIIOTPEBA '

IlaTta Ha epBO paspemenue 3a ynorpeda: 22/04/1996
JlaTa Ha NOOHOBABaHE Ha pa3pelleHneTo 3a ynorpeba: 29/01/2002

10. JATA HA AKTYANU3WPAHE HA TEKCTA ‘
FOnru 2006
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IIPHJIOKEHHE I

A. IIPATEXATEN HA PASPENIEHHE 3A YIIOTPEBA,
OTI'OBOPEH 3A OCBOBOKIABAHE HA ITAPTH I

B. YCIHOBHS HA PASPEIGEHHETO 3A YIIOTPEBA

C. KOHKPETHH 3ATBJOKERNMS HA IIPHTEXATEIA
HA PASPEINEHUETO 3A YHOTPEBA
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A. TIPHUTEXATEJ HA PASPENIEHME 3A YIIOTPEEBA,
"OTrOBOPEH 3A OCBOLOXIABAHE HA ITAPTH M

Laboratoires BOIRON

2, avenue de I’Quest Lyonnais

69510 Messimy

France

B. VYCIOBHMAHA PA3PEIIEHMETO 34 YIIOTPEBA

» VYCIOBHUA AWM OYPAHMYEHIA 110 OTHOINEHAE BA JOCTABKATA W
YHOTPEBATA, HAJTOKEHM HA IIPUTEXATES HA PASPEIIEHHETO 3A

YHOTPEBA
He ce npunara.

o YCJIOBHA WA OPAHIYEHNS XIO OTHOMIEDHME HA
BE3OACHATA ¥ EOEKTHUBHA VIIOTPEBA HA JIEKAP CTBEHI

OPOAYKT
He ce npunara.
e IPYTH YCJIOBUS

Hme na nmabopaTopus 3a KOHTPOJ Ha JEKapCTBEHHTE NMPOJYKTH, OTTOB2pPAA 32 O(HIIHATHO
ocsoboXIaBane Ha MapTHAK:

He ce npunara.

C. KOBKPETHU 3A IBJUKEHHASA HA IPHTEXKATEI HA PASPEINEHMETO
3A YIIOTPEBA

He ce npunara.




