SR " VALSTYBINE VAISTU KONTROLES TARNYBA S |
‘ © PRIE LIETUVOS RESPUBLIKOS SVEIKATOS APSAUGOS MINISTERIJOS

STATE MEDICINES CONTROL AGENCY = R

UNDER THE MINISTRY OF HEALTH OF TIIE REPUBLIC OF LITHUANIA h
R VAISTINIO PREPARATO RINKODAROS PAZYMEJIMAS ,
| MARKETING AUTHORISATION OF THE MEDICINAL PRODUCT
H o LT/1/09/1?45/901f»—L’Ij/l//,09/1,"l45/_002 o
:  Vaistinio preparato pavadlmmas ) a N A R
\Name Of the Medlcmal ProduCt Dentotaine 40 mg/0,005 mg/ml injekcihis tirpalas” .. -
1 v : Slldetls ,& | T S ) o ‘, ’ : s ’ !
' Composmon % .+ 1 mltirpaloyra. 40 ng artlkamo hldrochlondo mO 005 mg epmefnno .
n L Rl R (tartrato pavidalu). .
 Pakuoté ir jos turinys  LT/1/09/1745/001 — utaisas 18 m, NS0 T ¢

. Naturo and'contents of container LT/1/09/1745/002 utaises (1 3 ml), N100©

" RinKodaros teisés furétojas

L . Marketing Authorisation Holder : ’OPTlMAL REGULATQRY S_OLUTIONS}?S.L-‘(‘ORSL Ispanija |
: : Rmkodaros telses sutelklmo data o o : N
" Datg of Authonsatlon S, 2009-1020 .

. Bdwts o T
{0 Issued at L S - 2009 10‘20 IR N o

Preparato charaktenstlkq santrauka patelklama I prlede, rmkodaros pazymej 1mo squgos -II prlede,
. zenkllmmas fir pakuotes lapells ~TI prlede I

/

' Characfenstlcs of the Product conCemed are summanzed in Annex 1 heyeto The Marketlng Authorisation, shall be .

v subject to compliance with all the condmons referred to in Annex IL. The Labellmg and' Package Leaﬂet shall conform
TR 10AnnexIII
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