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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Valcyte 50 mg/ml - Pulver | NL/H/0323/002 1-27549 ROCHE AUSTRIA GMBH AT
zur Herstellung einer

Lésung zum Einnehmen

Valcyte 450 mg - NL/H/0323/001 1-24510 ROCHE AUSTRIA GMBH AT
Filmtabletten

Valcyte 450 mg NL/H/0323/001 BE236941 N.V. ROCHE S.A. BE
filmomhulde tabletten

Valcyte 450 mg NL/H/0323/001 BE236941 N.V. ROCHE S.A. BE
Filmtabletten

Valcyte 50 mg/ml poeder NL/H/323/02 BE314912 N.V. ROCHE S.A. BE
voor drank

Valcyte 50 mg/ml Pulver NL/H/323/02 BE314912 N.V. ROCHE S.A. BE
zur Herstellung einer

Lésung zum Einnehmen

Valcyte 50 mg/ml poudre NL/H/323/02 BE314912 N.V. ROCHE S.A. BE
pour solution buvable

Valcyte 450 mg NL/H/0323/001 BE236941 N.V. ROCHE S.A. BE
comprimés pelliculés

Banuut 450 mg NL/H/0323/001 20040580 ROCHE BULGARIA EOOD BG

dunmmpanun Tabnetku

List of nationally authorised medicinal products

EMA/690020/2021

Page 2/8




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Valcyte 450 mg NL/H/0323/001 20089 ROCHE (HELLAS) SA CYy
EMNIKAAUPPEVA PE AeNTO

UpEévio diokia

Valcyte 50 mg/ml kbvig NL/H/0323/002 20549 ROCHE (HELLAS) SA CYy
yla nooigo diaAupa

Valcyte 50 mg/ml prasek NL/H/0323/002 42/302/08-C ROCHE S. R. O. Ccz
pro peroralni roztok

Valcyte 450 mg NL/H/0323/001 42/122/03-C ROCHE S. R. O. Ccz
potahované tablety

Valcyte 450 mg NL/H/0323/001 53452.00.00 ROCHE PHARMA AG DE
Filmtabletten

Valcyte® 50 mg/ml Pulver | NL/H/0323/002 68145.00.00 ROCHE PHARMA AG DE
zur Herstellung einer

Lésung zum Einnehmen

Valcyte, filmovertrukne NL/H/0323/001 33226 ROCHE A/S DK
tabletter

Valcyte, pulver til oral NL/H/0323/002 40361 ROCHE A/S DK
oplgsning

Valcyte, 450 mg Shukese NL/H/0323/001 408303 ROCHE EESTI OU EE

polimeerikattega tabletid

List of nationally authorised medicinal products

EMA/690020/2021

Page 3/8




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Valcyte 50 mg/ml NL/H/0323/002 588708 ROCHE EESTI OU EE

suukaudse lahuse pulber

Valcyte 450 mg NL/H/0323/001 64.829 ROCHE FARMA, S.A. ES

comprimidos recubiertos

con pelicula.

Valcyte 50 mg/ml polvo NL/H/0323/002 69.760 ROCHE FARMA, S.A. ES

para solucién oral

Valcyte 450 mg NL/H/0323/001 17019 ROCHE OY FI

filmdragerade tabletter

Valcyte 50 mg/ml pulver NL/H/0323/002 22935 ROCHE OY FI

till oral I6sning

Valcyte 50 mg/ml jauhe NL/H/0323/002 22935 ROCHE OY FI

oraaliliuosta varten

Valcyte 450 mg NL/H/0323/001 17019 ROCHE OY FI

kalvopaallysteinen tabletti

ROVALCYTE 450 mg, NL/H/0323/001 34009 360 1361 2 ROCHE FR

comprimé pelliculé

ROVALCYTE 50 mg/ml, NL/H/0323/002 34009 386 7337 1 ROCHE FR

poudre pour solution
buvable
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Valcyte ® 450 mg NL/H/0323/001 73713/04.09.2014 ROCHE (HELLAS) SA GR

EMNIKAAUPPEVA PE AeNTO

UpEévio diokia

Valcyte 50 mg/ml kbvig NL/H/0323/002 73714/04.09.2014 ROCHE (HELLAS) SA GR

yia néoigo diaAupa

Valcyte 450 mg filmom NL/H/0323/001 HR-H-673424468 ROCHE D.O.O. HR

obloZene tablete

Valcyte 50 mg/ml prasak NL/H/0323/002 HR-H-809762522 ROCHE D.O.0. HR

za oralnu otopinu

Valcyte 50 mg/ml por NL/H/0323/002/ OGYI-T-9016/02 ROCHE (MAGYARORSZAG) HU

belséleges oldathoz KFT

Valcyte 450 mg NL/H/0323/001 OGYI-T-9016/01 ROCHE (MAGYARORSZAG) HU

filmtabletta KFT

Valcyte 450 mg film- NL/H/0323/001 PA2307/009/001 ROCHE PRODUCTS (IRELAND) | IE

coated tablets LIMITED

Valcyte 50 mg/ml powder | NL/H/0323/002 PA2307/009/002 ROCHE PRODUCTS (IRELAND) | IE

for oral solution LIMITED

Valcyte 50 mg/ml NL/H/0323/002 1S/1/07/009/01 ROCHE A/S IS

mixturuduft, lausn
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Valcyte 450 mg NL/H/0323/001 1S/1/02/007/01 ROCHE A/S IS
filmuhl&adar toflur

Valcyte 450 mg NL/H/0323/001 035739010 ROCHE S.P.A. IT
compresse rivestite con

film

Valcyte 50 mg/ml polvere | NL/H/0323/002 035739022 ROCHE S.P.A. IT
per soluzione orale

Valcyte 50 mg/ml milteliai | NL/H/0323/002 LT/1/08/1131/001 UAB "ROCHE LIETUVA" LT
geriamajam tirpalui

Valcyte 450 mg plévele NL/H/0323/001 LT/1/05/0386/001 UAB "ROCHE LIETUVA" LT
dengtos tabletés

Valcyte 450 mg NL/H/0323/001 2009070439 N.V. ROCHE S.A. LU
Filmtabletten

VALCYTE 50 mg/ml Pulver | NL/H/0323/002 2008060003 N.V. ROCHE S.A. LU
zur Herstellung einer

Lésung zum Einnehmen

Valcyte 450 mg NL/H/0323/001 2009070439 N.V. ROCHE S.A. LU
comprimés pelliculés

Valcyte 50 mg/ml poudre | NL/H/0323/002 2008060003 N.V. ROCHE S.A. LU

pour solution buvable
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

Valcyte 450 mg NL/H/0323/001 05-0128 ROCHE LATVIJA SIA LV
apvalkotas tabletes

Valcyte 50 mg/ml, poeder | NL/H/0323/002 RVG 34730 ROCHE NEDERLAND B.V. NL
voor drank.
Valcyte 450 mg NL/H/0323/001 RVG 25992 ROCHE NEDERLAND B.V. NL

filmomhulde tabletten

Valcyte 50 mg/ml pulver NL/H/0323/002 13-9715 ROCHE NORGE AS, NORWAY NO
til mikstur, opplgsning.

Valcyte 450 mg tabletter, NL/H/0323/001 01-11894 ROCHE NORGE AS, NORWAY NO
filmdrasjerte

Valcyte, 50 mg/ml, NL/H/0323/002 22066 ROCHE POLSKA SP.0O.O. PL
proszek do sporzadzania
roztworu doustnego

RoValcyte 50 mg/ml pé NL/H/0323/002 5105713 ROCHE FARMACEUTICA PT
para solugao oral QUIMICA, LDA.

RoValcyte, 450 mg, NL/H/0323/001 3958287 ROCHE FARMACEUTICA PT
comprimidos revestidos QUIMICA, LDA.

por pelicula

Valcyte 50 mg/ml pulver NL/H/0323/002 24802 ROCHE AB - SOLNA SE

till oral I6sning
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Valcyte 50 mg/ml prasek NL/H/0323/002 H/14/01593/002 ROCHE FARMACEVTSKA SI

za peroralno raztopino DRUZBA D.O.O.

Valcyte 450 mg filmsko NL/H/0323/001 H/14/01593/001 ROCHE FARMACEVTSKA SI

obloZene tablete DRUZBA D.O.O.

Valcyte 450 mg film- NL/H/0323/001 PL 00031/0599 ROCHE PRODUCTS LTD XI

coated tablets

Valcyte 50 mg/ml powder | NL/H/0323/002 PL 00031/0829 ROCHE PRODUCTS LTD XI

for oral solution
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