EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

10 June 2022
EMA/PRAC/591665/2022
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: lacidipine

Procedure no.: PSUSA/00001815/202110

Official address Domenico Scarlattiiaan6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© EuropeanMedicinesAgency, 2022. Reproduction is authorised provided the source is acknowledged.



Product Name (in MRP/DCP National Authorisation Number MAH of productin the Member State where
authorisation country) Authorisation number member state productis authorised
Prelum 2 mg plévele NL/H/2992/001 LT/1/15/3741/001 RIVOPHARM LTD LT
dengtos tabletés
Prelum 2 mg pléevele NL/H/2992/001 LT/1/15/3741/002 RIVOPHARM LTD LT
dengtos tabletés
Prelum 2 mg plévele NL/H/2992/001 LT/1/15/3741/003 RIVOPHARM LTD LT
dengtos tabletés
Lacipil not available 2017602 GLAXOSMITHKLINE SINGLE GR
MEMBER A.E.B.E.
Lacipil 4 mg plevele not available LT/1/95/0724/001 GLAXOSMITHKLINE TRADING | LT
dengtos tabletes SERVICES LIMITED
Lacipil 6 mg plevele not available LT/1/95/0724/003 GLAXOSMITHKLINE TRADING | LT
dengtos tabletes SERVICES LIMITED
Lacipil 4 mg plévele not available LT/1/95/0724/002 GLAXOSMITHKLINE TRADING | LT
dengtos tabletés SERVICES LIMITED
Lacipil 6 mg pléevele not available LT/1/95/0724/004 GLAXOSMITHKLINE TRADING LT
dengtos tabletés SERVICES LIMITED
Lacipil 4 mg comprimidos not available 2146082 GLAXO WELLCOME PT

revestidos por pelicula

FARMACEUTICA, LDA
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of productin the
member state
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Lacipil 4 mg comprimidos not available 2145886 GLAXO WELLCOME PT
revestidos por pelicula FARMACEUTICA, LDA

VIAPRES 6 mg compresse | not available 027887049 EG S.P.A. IT
rivestite con film

VIAPRES 6 mg compresse | not available 027887052 EG S.P.A. IT
rivestite con film

VIAPRES 6 mg compresse | not available 027887064 EG S.P.A. IT
rivestite con film

VIAPRES 4 mg compresse | not available 027887076 EG S.P.A. IT
rivestite con film

VIAPRES 4 mg compresse | not available 027887025 EG S.P.A. IT
rivestite con film

Lacipil 4 mg, comprimate not available 615/2008/03 GLAXOSMITHKLINE RO
filmate (IRELAND) LIMITED

Lacipil 4 mg, comprimate not available 615/2008/01 GLAXOSMITHKLINE RO
filmate (IRELAND) LIMITED

Lacipil 4 mg, comprimate not available 615/2008/02 GLAXOSMITHKLINE RO

filmate

(IRELAND) LIMITED

List of nationally authorised medicinal products

EMA/382258/2015

Page 3/5




Product Name (in
authorisation country)

MRP/DCP
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National Authorisation Number
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member state
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Lacipil 6 mg filmom not available HR-H-365232222 GLAXOSMITHKLINE TRADING | HR
obloZene tablete SERVICES LIMITED

Lacipil 4 mg filmom not available HR-H-256476147 GLAXOSMITHKLINE TRADING | HR
obloZene tablete SERVICES LIMITED

LACIPIL 6 mg compresse not available 027830052 GLAXOSMITHKLINE S.P.A. 1T
rivestite con film

LACIPIL 4 mg compresse not available 027830037 GLAXOSMITHKLINE S.P.A. IT
rivestite con film

LACIPIL 4 mg apvalkotas not available 99-0780 GLAXOSMITHKLINE TRADING | LV
tabletes SERVICES LIMITED

LACIPIL 6 mg apvalkotas not available 03-0414 GLAXOSMITHKLINE TRADING LV
tabletes SERVICES LIMITED

LACIREX 4 mg compresse | not available 027831039 LABORATORI GUIDOTTI IT
rivestite con film S.P.A.

LACIREX 6 mg compresse | not available 027831041 LABORATORI GUIDOTTI IT
rivestite con film S.P.A.

LACIREX 6 mg compresse | not available 027831054 LABORATORI GUIDOTTI IT

rivestite con film

S.P.A.
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authorisation country)
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productis authorised

Lacipil 4 mg filmtabletta not available OGYI-T-4146/03 GLAXOSMITHKLINE TRADING | HU
SERVICES LIMITED

Lacipil 2 mg filmtabletta not available OGYI-T-4146/02 GLAXOSMITHKLINE TRADING | HU
SERVICES LIMITED

LACIPIL 4 mg filmsko not available H/04/00866/001 GLAXOSMITHKLINE TRADING | SI

obloZene tablete SERVICES LIMITED

Lacipil 4 mg not available 83/0791/92-S GLAXOSMITHKLINE SK
(IRELAND) LIMITED

Lacipil 6 mg not available 83/0007/05-S GLAXOSMITHKLINE SK
(IRELAND) LIMITED

Lacipil 2 mg not available 83/0383/18-S GLAXOSMITHKLINE SK

(IRELAND) LIMITED

List of nationally authorised medicinal products

EMA/382258/2015

Page 5/5




