Laboratoires BOIRON i
OSCILLOCOCCINUM, manxh sy

OPAJOKENUE I

KPATKA XAPAKTEPMCTHKA HA IIPOAYKTA




Laboratotres BOIRON
OSCILLOCOCCINUM, manks mumynn

1.  WME HA JEKAPCTBEHVS XIPOIYKT — —
MIHUGTEPCTBO HA 3APABEOABARETG -

OSCILLOCOCCINUM —— '

OCIJIOKOKILIMHYM, Manke nuiyiu Paspausehie 32 ynotpeta e ||, | TSL ) \1”! VL6
Neag] (f-42- 2oy, R

2. KAYECTBEH ¥ KOJHUECTBEH CHLCTAB . \ w
3a 1 nosa (ty6a) or 1g Manky nHAYIM:
Anas barbariae, hepatis et cordis extractum 200K .............. 0.01 ml

3a MBAHMS CIMCHK Ha TOMOIIHHTE BEIECTBA, BiK. TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA

Marnxu ymy.

4.  KJIAHATHYI JAHHU
4.1 TepaneBTHYHH MOKAZAHHS

XoMeonaTiyeH JIekapeTBeH POAYKT, TPANHLUMOHHO H3TON3BAH 3a NPO(UIAKTIKA 1 JeueHie
Ha TPHIHH CBCTOAHUA B HavalleH W KIMHWYEH CTajui, KaTo TeMmIeparypa, BTpHCAHe,

MYCKYIHY OORKH.
4.2  Mo3npoBxa H HAYHH HAR NPUAGKECHIE

Iepopanno npunosxenye.

Brapactau u pema: o
" Hosupopkata TpsaOBa Jia ce YTOYHM B 3aBHCHMOCT OT CTAANS Ha 3a60NIBAHETO

* 3a npodmnaxtuyno nedenye: 1 gosa (Tyba) ceMHYHO B NEPHOZ HA ONACHOCT OT
3apasa. .
» Ilpu mepBuTe cCUMITOME Ha Tpurt: 1 fo3a (Ty6a), KONKOTO € BE3MOIKHO no-CKOpo.
[IpuemMsT fa ce MOBTOPH OT 2 [0 3 MTHTH IIpes HHTEpRaN OT 6 yaca,
» Ilpu n3seena xwimHuyHa KapTrHa : 1o 1 josa (Ty6a) 2 IieTH AHEBHO
/ cyTpHH 1 Bewep/ B npoxemkenue pa 1 1o 3 qau.
TIponykrst TpabBa fa ce pHema noxe 15 MuHyTH Dpean uma 1 sac crex XpaneHe.
Lo To chaspikanye Ha Ty6aTa Ja ¢e OCTABH [0 IIBTHOTO PAYTRAPSHE MO e3HKA.

4.3 Ilporusonoxazanns
CBPBXUYBCTBUTENHOCT KBM HAKON OT CHCTABKHTE Ha HPOLYKTA.

4.4 Crewnannn npexynpeacienss ¥ NpeAnazng MepKi npu ynorpeda




Laboratoires BOIRON
OSCILLOCOCCINUM, manku nerymu

Hena niop 1 roguna: na ce pasrBopy BEB BOJA HPSIW NPHEM.

Iopajy wnanmyuweTo Ha JAKTO32 TO3H MEIMKAMEHT € MPOTHBONOKA3AH Opd  BpofeHa
rajaKTo3eMus, FOKO3EH/TallAKTO3eH  CHHAPOM Ha ManabcopBuus WM NakTasHa

HEAOCTATHYIHOCT. .
Hopa;m HaJTHYHAETO Ha 3axapo3a TO3M MeOUKaMeHT & NpOTUBOTIOKA3aH IIPH HEeIMOHOCHMOCT KBM

(PyKTO3a, INIOKO3EH/raNaKToseH CHHApOM Ha ManabcopOLys WIH 3axapazHo-H30MAanTa’eH
_Hedunur. )

AKO ciiert ynoTpeba Ha POAYKTa CHMITOMMTE NPOABLIIKABAT HITH CBCTOSHHETO CE BIOIIM, Ja
Ce IPEOUEHH JIEHEHHETO.

4.5 BsammopelicTBHe ¢ ApYr® JlekapcTRen apoayxTH W apyrn  Qopmm  na
B3aHMogeiicTeHE ‘

Hsma uzeecthy.
4.6 BpemeHHOCT B KbpMene

Tlopaju MUNCaTa Ha eKCHSPUMEHTANHN W KAHHHIHA nawaw ja ce wsbsrea ynorpebara To
BpeMe Ha OPEMCHHOCT M KhpMeHe.

- 4.7  Edexrn BppXy cnocoGHOCTTA 32 Wwodnpane i paGora c Mammnn
Hama pabmogapanu ed)elcm.-

4.8 Hemxenanm AeKAPCTBEHN PEAKIHN

He ca cro6imasany.

4.9 Ipeposupane

Hama puck.

5.  ®APMAKOJOIAYHI CBOHCTBA
51  DapmakoNAHAMIUNY CBOHCTBA
DapMaKOTEPaieBTHYIHA FPYIIa: XOMEOTATHIEH JIEKAPCTBEH NPOXYKT

TepanesTiYHUTe TIOKA3AHKS Ha TOSH JIEKAPCTBEH TIPOAYKT CE OCHOBABAT Ha TpaIMIMOHHATA
XOMeonaTHIHa YNoTpe6a Ha HEFOBATE CHCTABKH. »

5.2 dapmaxoKHHETHUHH CBOKCTBA

He ce npumara 3a XOMEONATHIHN JEKAPCTREHA TIPOIYKTH.




Laboratoires BOIRON
OSCILLOCQOCCINUM, manku nujtym

5.3 Hpeaxnapuann AanHy 32 6e30NACHOCT
Hsmua.

6. DAPMANEBTHUYHH JAHHI

6.1 Cmichk HA NOMOIHATE BEWecTsA i TEXHITe KOMANIecrsa 3a 1 g
SUCROSE 0,85¢g
LACTOSE 0,15¢

6.2 HecbhbBMeCTHMOCTH

Hsama uzpecTHN.

6.3 Cpox na rogmocr

5 TOIHH.

6.4 Crenuajnn ycaoBHs HA ChXpaneHHe

Hama CTISIUaTHY H3HCKBARUA,

6.5 Jlanun 3a onakosKaTa

[Monaunpornnenosa Ty0a C MOJIHETHIGHOBA KANavKa.
Coaepixanne Ha 1 Ty6a: 1 g

Omnaxoeka: KyTus ¢ Asa Gnuctepa o 3 noan (ty6u), o6u1o 6 KO3H.

6.6 Cremunrysn IpeAnASHI MePKN YIPH H3XBLPAAHE HA N3NOJ3BAH JEKAPCTBEH
APONYKT HIH OTIANEIHN MATEPHAJH OT HEro

Hama CIIENHAaHH H3UCKBaHNud.

7. NPUTIKATE HA PASPEIEHHETO 3A YIIOTPEBA

Laboratoires BOIRON

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

8. HOMEP(A) HA PASPEHIEHMALTO 3A YITOTPERA
ITepro paspemenwe 3a ynorpeba: N°II-59/08.04.1996

Hactoamo pazpertenye 2a yrnotpe6a: N°II-4784/29.01.2002
Peructpanrionen Ne 9600052




Laboratoires BOIRON
OSCILLOCOCCINUM, mamxu munynu

9.  JIATA HA IIBPBO PASPEHIABAHE/MOAHOBABAHE HA PASPEINERMIETO
3A YIIOTPEBA

Hara na mspeo paspetrenue 3a ynorpeGa: 08/04/1996

Hata Ha noppoBsBaKe Ha paspelienneTo 3a ynoTpeba: 29/01/2002

10.  JATA HA AKXTYAJIU3SHPAHE HA TEKCTA
[Oru 2006




Laboratoires BOIRON
OSCILLOCOCCINUM, manku nuayan

PHIYOXKERWE 11

A. IIPUTEXATEJ HA PASPEIIEHUE 3A VIIOTPEBA,
OTT'OBOPEH 3A OCBOBOXIABAHE HA DAPTUAN

. B. YCHAOBI HA PASPEIYEHMETO 3A YIIOTPEBA

C. KOHKPETHH 3A XBJUKEAVSI HA IIPATEIKATEIISL
HA PASPENIEHMETO 3A YIIOTPEEA




Laboratoires BOIRON
OSCILLOCOCCINUM, manku nunynu

A. " HPHUTEXATEJ] HA PASPEINEHVE 3A YIIOTPEBA,
OTT'OBOPEH 3A OCBOBOIKAABAHE HA MIAPTHINA

Laboratoires BOIRON

2, avenue de I’Ouest Lyonnais

69510 Messimy

France’

B. YCJOBHSI HA PASPEINEHUETO 3A YIIOTPEBA

* YCJIOBIS MU OTPAHIYEHWS JIO OTHOIYEHME HA NOCTABKATA U
YIIOTPEBATA, HAJIOJKEHHA HA IIPHTEKATENS HA PASPENIEHUETO 3A

YIIOTPEGA
He ce npunara.

e YCJIOBHS HIIM OTPAHIYIEHNSI IO OTHOUIEHRHE HA
BE3OIIACHATA Yl EOPEKTHUBHA YIIOTPEBA HA JIEKAPCTBEHH S

IIPOAYKT
He ce npunara.

e JPYI'M YCIOBHUS

Hme Ha nabopatopud 3a KOHTDOJI HA ACKAPCTBEHUTE IPOAYKTH, OTFOBAPSAINA 24 OpHIHATHO
0CBOBOKIABANE Ha [TAPTHAM:

He ce nipunara.

C. KOHKPETHH 3ATBJUKEHMA AA NPHTEKATEIS HA PA3PEIHEHI/iETO
3A YIIOTPEBGA

He ce nipunara.




