VALSTYBINE VAISTU KONTROLES TARNYBA -
PRIE LIETUVOS RESPUBLIKOS SVEIKATOS APSAUGOS MINISTERIJOS

Co s STATE MEDICINES' CONTROL AGENCY
oo ' UNDER THE NHNISTRY OF HEALTH OF THE REPUBLIC OF LITHUANIA

VAISTINIO PREPARATO RINKODAROS PAZYMEJIMAS
MARKETIN G AUTHORISATION OF THE MEDICINAL PRODU CT
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‘ “Valstmlo preparato pavadmlmas !

. Name of the Medicinal Product - 'Dentocaine 40 mg/0,01 mg/ml injekeinis tirpalas
S“detls : T L i ; N , . .; o ‘ -
: Composmon S , - 1ml tirpalo yraa 40 mg artlkamo hldrochlorldo ir 0,01 mg epmefnno
' ' v (tartrato pavndalu) : S L Lo
Pakuoté ir jos turinys LT/1/09/1745/003 — ultaisas (1 8 ml), N50 ‘ IR

Nature and contents of container LT/1/09/1 /451004 uitaisas (1.8 ml), \1100

‘Rinkodaros teisés turétojas - .
: Marketmg Authonsatlon Holder ’ OPTIMAL REGULATORY SOLUTIONS S.L. (ORS), Ispamja -,
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@ S ‘Rmkodaros telses sutenklmo data o, : : . o o A
g ‘ : Date of Authonsa’uon - ‘ ,2009.“‘10‘2_0 T I L ‘
o UNsdwotas < . 05 O T
» i Issuedat ‘ | ; 2009-10-20 \ o .
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v Preparato charakterlstlkq santrauka patelklamal prlede, nnkedards paiyméj imo éalyg0§~;‘11 priede,
zenkhmmas ir pakuotes lapehs ~ 1 prlede D . iy
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Oharacterlstlcs of the Product concerned are summanzed in-’ Annex I, hereto The Marketing Authorlsatxon "shall be
subject to compliance with all the condmons referred to m Annex II The Labelhng and Package Leaﬂet shalI conform
" to Annex IH. .
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