Laboraioires BOIRON
PARAGRIPPE, TaGrerkn

OPYLIOKEHME I

. KPATKA XAPAKTEPHICTHKA HA IMPOAYKTA




Laboratoires BOIRON
PARAGRIPPE, TabaeTku

1. FME HA JEKAPCTBEHWVS IPOAYKT

PARAGRIPPE
ITAPATPUIT, Tabnetkn

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

32l Tabnerka or 300 mg:
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3a I'bIHHA CIMCHK Ha TTOMOLGHHTE BENSCTEa, BXK. TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA

Tabneriu.

4. KJDAHYIYHI JAMEE

4.1 TepameBTAYHH NOKA3AHNS

MUHUCTEPCTBO HA BAPABEOTIASBAHETO

GHILE KB
Eggggﬁam saynompeba B2 WASSTR\A130 ©

{117 - (42005 \%(

.................. 0.6 mg

.................. 0.6 mg
.................. 0.6 mg
.................. 0.6 mg

XoMeonaTHyex JIEKapcTBCH TPOXVKT, TPaTUIHOHHC H3IOA3BAH 34 CHMIITOMATHYHO Je4yeHne

Ha TPHOHH CbCTOSHHS B HayaleH W KIHHWYEH CTanHil: B

TeMIepaTypa, riaBobonye.
4.2 NosnpoBka H HAYHH BA DPHIOIKEHHE
Hepopanro npuaoxenue.

BezpacTan 1 gena :

TPUCaHKE, MycKymax Gomkwu,

Io 2 raGnetxu Ha Beeku yac. Ilpuemute ce paspesknar npu nogodpenue.

Ha ce aBpxaT B ycTaTa O IBIHOTO MM pasTBapsHe.

4.3 Tlpormeonokazapus

CBp'I:X‘IYBCTBI’ITGHHOCT KBM HAKOs OT CBCTABKHTE Ha IpoayKTa.

4.4  Crennaann npeqympexnenis U Opeanasss MEPKH Hpu ynorpeba

Hena nox 1 ropuna: Tabnerkure ce CTPWBAT B PasTBapaT BBR BOIA Mpeay npyueM.
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Ilopanu HaAWUMeTO HA NaKTO3a TO3M MENHUKAMEHT o NPOTUBONOKA3aH TIPH . BPOJIEHa
ranaKkTo3eMuA, TIHOKO3EH/ranaktoseH CHHEPOM Ha Manabcopbuus WNH  nakTazHa

HEOOCTATBhYHOCT.
Hopaz{n HaMMYHeTO Ha 3aXapo3a TO3H MelHKaMeHT € NpOTHBONOKA3aH IPH HETIOHOCHMOCT KBM

(bpyKTO3a, ITOKO3EH/rallakTO3eH CHHAPOM Ha ManaGcopGuus WM 3aXapasHo-H30ManTa3eH
JEeQHUIAT.

Axo criepn yncrrpeﬁa Ha MpOAYKTa CHMNITOMHTE OpOBINKaBaT UK CECTOARHETO Ce BHOIOH, fa
Ce IIPCONIEHH JICIEHUETO.

4.5 BsammopeiicrBHe ¢ HAPYrH JNeKapcTBeRH HpONYKTH M JApPYrH (opMuH Ba
B3auMoneiicTBHE

Haua u3secTHH.
4.6 BpemeHHOCT B KbpMeHe

HMopamu mmcata Ha eKCHEPHUMEHTAIHA W KIIHHUYHHA TAHEH 12 ce H3Gsrea yuorpebarta mo
BpeMe Ha OPeMEHHOCT K KbpMENe.

4.7 Eexrn BHpXy cHoco6HOCTTA 32 modupane ¥ paboTa ¢ MAMHA
Hama nabmonasanu edexry.

4.8 Hexenanu JeKapCcTBeHH PeAKIHE

He ca crobmasanm.

4.9 IXpenozupane

Hawma puck.

5. ®APMAKOJOIITYHY CBOVCTBA
5.1 apmakogmHAMHYHU CBoOiicTBa
PapMakoTepaneETHIHA IPYNa: XOMEONaTHYEH IeKapCTBEH IPOLYKT

TepaI'IBB'I'H'-IHHTB NOKa3aHud Ha TO3H JIEKapCTBEH NPOAYKT C€ OCHOBABAT HA TpagHIIMOHHATA
XoMeonaTiayHa ynorpeGa Ha HCTOBHTE CbCTABKH. ’

5.2 dapmakoKHHeTHYHH CBOiicTBA

He ce TpHiara 3a XoMeOonaTHYHH! JIEKapCTBEHY HPOAYKTH.

5.3 Ilpensnuuumapy Jandy 32 6e300aCHOCT
Hama.
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6. @APMANEBTHYHM JAHEW ‘

6.1 Coacbk HA HOMOIMHHUTE BelNECTBA
SUCROSE

LACTOSE _

MAGNESIUM STEARATE

6.2 HecneMecTuMOCTH

Hama mepecTau.

6.3 Cpox va roaszocr

5 rogunm.

6.4 Cpeunannu ycioBHsI Ha ChbXpaHeHHe
HamMa cnennalHe H3uCKBauusL.

6.5 Mannu 3a onmaxopxara

Marepuan: 6aucrepn ot PVC 1 anymummeso oo
Ceappxanue: 20 TabneTky B 6nucTep

OnaxoBka: KapTOHeHa KyTHs ¢ 3 Gructepa (60 TabneTku)

6.6 Creunduynu npeanassy mepka npu H3XBLD/ISIHE HA H3NDOJ3BAM JIEKAPCTBEH
NPONYKT MM OTAANLYHH MATEPHANH OT HEro

HsaMa cnienpansy uanckpanms.

7. IPUTEXATEJ HA PASPEIIERHETO 3A VIIOTPEBA

Laboratoires BOIRON

20, rue de la Libération
69110 Sainte-Foy-1és-Lyon
France

8. HOMEP(A) HA PA3PEINEBHETO 3A YIHOTPEEA.

IBpEO paspemesye 3a ynotpeba: N°1-60/08.04.1996
Hacrosumo paspemenne sa ynotpeta: N °1I-4542/19.12.2001 -
Perucrpanionen Ne 9600053
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9. IHOATAHA OBPBO PA3PEIIIABAHE/1'IO,BHOB5IBAHE HA PASPEIIEHMETO
3A YIIOTPEBA .

Hata Ha nBPpBO paspemeHHe 3a ynotpeba: 08/04/1996

Hara na oggoBsBaKe Ha paspemenueTo 3a ynorpeba: 19/12/2001

10. JATA HA AKTYAJM3UPAKEE HA TEKCTA
FOnu 2006
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IPUIIOKEHIE I

A. IPUTEXRATEJ HA PASPEINEHIE 3A YIIOTPEBA,
OTT'OBOPEH 3A OCBOBOKIABAME HA ITAPTHIHA

B. YCIOBYSI HA PA?»PEIHEIH/]’ETO'?)A YIIOTPEBA

C. KOHKPETHM 3ANLJCKERIST HA TIIPETEXATEISE
HA PASPEINEHHMETO 3A YIIOTPEBA
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A.  HPHUTEXATEJ HA PASPEUNIEHIE 3A VIIOTPEBA,
OTI'OBOPEH 3A OCBOBOKJABAHE HA NAPTH U

Laboratoires BOIRON -

2, avenue de I’Ouest Lyonnais

69510 Messimy

France

B. YCIOBHS HA PASPENTEHVETO 3A YIIOTPEBA

o YCJIOBIA LA O PAHIYEHILT 110 OTHOIIEHIE HA NOCTABKATA W
YHOTPEBATA, HAJOXEHA HA IPUTEXKATEISI HA PASPENIEHIETO 3A

YIIOTPEBA
He ce npunara.

» YCIHIOBWS N OYPAHITYEHNSA 110 OTHONIERWE HA
BE3OIIACHATA H EOEKTHBHA YHOTPEBA HA JJEKAPCTBEHMSI

IIPOAYKT
He ce npunara,
o JPYIU YCJIIOBUA

Hme na nmabopatoprs 3a KOHTPON Ha AEKApCTBEHHTE IPOYKTH, OTTOBApAIIA 32 ODHIHATHO
oceoboXAaBanHe Ha MapTHIW:

He ce npunara.

C. KOHKPETHH SANBJCKEHIS HA DPUTEXATEISY HA PASPEHIEHHETO
3A YIIOTPEBA

He ce npunara,




