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Product Name (in

MRP/DCP

National Authorisation

MAH of product in the member

Member State

released tablets

authorisation country) Authorisation number Number state where product is
authorised
Azildor 30 mg modified-release DK/H/2376/001 MA628/12701 ACTAVIS GROUP PTC EHF. MT
tablets
Azildor 60 mg modified-release DK/H/2376/002 MA628/12702 ACTAVIS GROUP PTC EHF. MT
tablets
Bilxona 30mg Modified-release DK/H/2376/001-002 PL 30306/0577 ACTAVIS GROUP PTC EHF. UK
Tablets
Bilxona 60mg Modified-release DK/H/2376/001-002 PL 30306/0578 ACTAVIS GROUP PTC EHF. UK
Tablets
Clazistada, 30 mg, tabletki o DK/H/2270/001 21806 STADA ARZNEIMITTEL AG PL
zmodyfikowanym uwalnianiu
Dacadis MR30 mg Modified- DE/H/0893/001 PL 04569/1004 GENERICS [UK] LIMITED UK
release Tablets
Diabrezide - Tabletten UK/H/0246/001 1-23119 L. MOLTENI AND C. DEI F.LLI AT
ALITTI SOCIETA DI ESERCIZIO
S.P.A.
DIABREZIDE 80 mg compresse not available 031844018 L. MOLTENI AND C. DEI F.LLI IT
ALITTI SOCIETA DI ESERCIZIO
S.P.A.
Diabrezide 80 mg tablets UK/H/0246/001 PA 925/1/1 L. MOLTENI AND C. DEI F.LLI IE
ALITTI SOCIETA DI ESERCIZIO
S.P.A.
Diabrezide or Gliclazide 80 mg UK/H/0246/001 PL 16046/0001 L. MOLTENI AND C. DEI F.LLI UK
tablets ALITTI SOCIETA DI ESERCIZIO
S.P.A.
DIABREZIDE, 80 mg, tabletki not available R/3599 L. MOLTENI AND C. DEI F.LLI PL
ALITTI SOCIETA DI ESERCIZIO
S.P.A.
DIACLAZID 30 mg tablete s not available 5363-1-754/14 BELUPO D.O.O. Sl
podaljSanim sproscanjem
DIACLAZID 30 mg tablety s not available 18/053/14-C BELUPO, S.R.O. Ccz
prodlouzenym uvolfiovanim
Diaclide MR 30 mg Modified- DE/H/0893/001 PAO577/030/002 MCDERMOTT LABORATORIES LTD IE
release Tablets
Diaclide MR 60 mg modified- PT/H/1203/001 PAO577/030/003 MCDERMOTT LABORATORIES LTD IE
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Diacronal MR 30 mg modified- DE/H/0892/001 PA1347/024/002 KRKA, D.D., NOVO MESTO IE

release tablets

Diacronal MR 60 mg Modified- DE/H/0894/002 PA1347/024/001 KRKA, D.D., NOVO MESTO IE

release Tablets

Diagen, 30 mg tabletki o DE/H/0893/001 17050 GENERICS [UK] LIMITED PL

zmodyfikowanym uwalnianiu

Diagen, 60 mg, tabletki o PT/H/1203/001 22365 GENERICS [UK] LIMITED PL

zmodyfikowanym uwalnianiu

Diaglyaran 60 mg modified- UK/H/5466/01/DC PL 14894/0726 RANBAXY (UK) LIMITED UK

release tablets

Diaglyc 30 mg modified-release DE/H/0895/001 PA0749/076/001 TEVA PHARMA B.V. IE

tablets

DIAMICRON 30 mg FR/H/171/01 11420 LES LABORATOIRES SERVIER PL
(SURESNES)

DIAMICRON 30 mg compresse a FR/H/0171/001 023404054/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/0171/001 023404128/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/0171/001 023404155/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/0171/001 023404027/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/171/01 023404104/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/171/01 023404080/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

Diamicron 30 mg compresse a FR/H/0171/001 023404092/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/0171/001 023404041/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/0171/001 023404142/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/0171/001 023404078/M LES LABORATOIRES SERVIER IT
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DIAMICRON 30 mg compresse a FR/H/0171/001 023404066/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/0171/001 023404130/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/171/01 023404116/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/0171/001 023404167/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg compresse a FR/H/0171/001 023404039/M LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 30 mg comprimidos FR/H/171/01 63.644 LES LABORATOIRES SERVIER ES

de liberacién modificada (SURESNES)

DIAMICRON 30 mg MR Tablets FR/H/171/01 PL 05815/0019 LES LABORATOIRES SERVIER UK
(SURESNES)

DIAMICRON 30MG comprimés a FR/H/171/01 2006028385 LES LABORATOIRES SERVIER LU

libération prolongée (SURESNES)

DIAMICRON 60 mg compresse a FR/H/0171/002 023404318 LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 60 mg compresse a FR/H/0171/002 023404306 LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 60 mg compresse a FR/H/0171/002 023404270 LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 60 mg compresse a FR/H/0171/002 023404243 LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 60 mg compresse a FR/H/0171/002 023404294 LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 60 mg compresse a FR/H/0171/002 023404181 LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 60 mg compresse a FR/H/171/02/DC 023404229 LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 60 mg compresse a FR/H/171/02/DC 023404282 LES LABORATOIRES SERVIER IT

rilascio modificato (SURESNES)

DIAMICRON 60 mg compresse a FR/H/171/02/DC 023404256 LES LABORATOIRES SERVIER IT
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sécable

(SURESNES)

DIAMICRON 60 mg compresse a FR/H/171/02/DC 023404193 LES LABORATOIRES SERVIER IT
rilascio modificato (SURESNES)
DIAMICRON 60 mg compresse a FR/H/0171/002 023404231 LES LABORATOIRES SERVIER IT
rilascio modificato (SURESNES)
DIAMICRON 60 mg compresse a FR/H/171/02/DC 023404205 LES LABORATOIRES SERVIER IT
rilascio modificato (SURESNES)
DIAMICRON 60 mg compresse a FR/H/171/02/DC 023404268 LES LABORATOIRES SERVIER IT
rilascio modificato (SURESNES)
DIAMICRON 60 mg compresse a FR/H/171/02/DC 023404320 LES LABORATOIRES SERVIER IT
rilascio modificato (SURESNES)
DIAMICRON 60 mg compresse a FR/H/171/02/DC 023404217 LES LABORATOIRES SERVIER IT
rilascio modificato (SURESNES)
Diamicron 60 mg compresse a FR/H/0171/002 023404179 LES LABORATOIRES SERVIER IT
rilascio modificato (SURESNES)
DIAMICRON 60 mg, comprimé FR/H/0171/002 338 107-2 LES LABORATOIRES SERVIER FR
sécable a libération modifiée (SURESNES)
DIAMICRON 60 mg, comprimé FR/H/0171/002 338 234-4 LES LABORATOIRES SERVIER FR
sécable a libération modifiée (SURESNES)
DIAMICRON 60 mg, comprimé FR/H/0171/002 338 233-8 LES LABORATOIRES SERVIER FR
sécable a libération modifiée (SURESNES)
DIAMICRON 60 mg, comprimé FR/H/0171/002 338 146-8 LES LABORATOIRES SERVIER FR
sécable a libération modifiée (SURESNES)
DIAMICRON 60 mg, comprimé FR/H/0171/002 338 232-1 LES LABORATOIRES SERVIER FR
sécable a libération modifiée (SURESNES)
DIAMICRON 60 mg, comprimidos FR/H/0171/002 71738 LES LABORATOIRES SERVIER ES
de liberacién modificada (SURESNES)
DIAMICRON 60 mg, modified FR/H/171/02/DC MA 066/00603 LES LABORATOIRES SERVIER MT
release tablet (SURESNES)
DIAMICRON 60MG comprimés a FR/H/171/02/DC 2010080012 LES LABORATOIRES SERVIER LU
libération prolongée (SURESNES)
DIAMICRON 80 mg Tablets not available PL 00093/0024 SERVIER LABORATORIES LTD UK
DIAMICRON 80 MG, comprimé not available 312 936-1 LES LABORATOIRES SERVIER FR
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DIAMICRON 80 MG, comprimé not available 372 289-2 LES LABORATOIRES SERVIER FR

sécable (SURESNES)

DIAMICRON 80 MG, comprimé not available 312 937-8 LES LABORATOIRES SERVIER FR

sécable (SURESNES)

DIAMICRON 80 mg, comprimé not available 320 060-4 LES LABORATOIRES SERVIER FR

sécable (SURESNES)

DIAMICRON 80 mg, scored tablet not available MA 066/00601 LES LABORATOIRES SERVIER MT
(SURESNES)

DIAMICRON LM 30 mg, FR/H/171/01 3597788 LES LABORATOIRES SERVIER PT

comprimido de libertacdo (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3515780 LES LABORATOIRES SERVIER PT

comprimido de libertacado (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3516481 LES LABORATOIRES SERVIER PT

comprimido de libertacado (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3516788 LES LABORATOIRES SERVIER PT

comprimido de libertacado (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3516184 LES LABORATOIRES SERVIER PT

comprimido de libertacdo (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3516689 LES LABORATOIRES SERVIER PT

comprimido de libertacdo (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3515681 LES LABORATOIRES SERVIER PT

comprimido de libertacdo (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3516085 LES LABORATOIRES SERVIER PT

comprimido de libertacdo (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3516580 LES LABORATOIRES SERVIER PT
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DIAMICRON LM 30 mg, FR/H/171/01 3515988 LES LABORATOIRES SERVIER PT

comprimido de libertacado (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3516382 LES LABORATOIRES SERVIER PT

comprimido de libertacado (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3515889 LES LABORATOIRES SERVIER PT

comprimido de libertacado (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3516283 LES LABORATOIRES SERVIER PT

comprimido de libertacado (SURESNES)

modificada

DIAMICRON LM 30 mg, FR/H/171/01 3515582 LES LABORATOIRES SERVIER PT

comprimido de libertacdo (SURESNES)

modificada

DIAMICRON LM 60 mg, FR/H/0171/002 5250261 LES LABORATOIRES SERVIER PT

comprimido de libertacdo (SURESNES)

modificada

DIAMICRON LM 60 mg, FR/H/0171/002 5250303 LES LABORATOIRES SERVIER PT

comprimido de libertacdo (SURESNES)

modificada

DIAMICRON LM 60 mg, FR/H/0171/002 5250279 LES LABORATOIRES SERVIER PT

comprimido de libertacado (SURESNES)

modificada

DIAMICRON MR FR/H/171/01 MA 066/00602 LES LABORATOIRES SERVIER MT
(SURESNES)

Diamicron MR 30 mg Tabletten FR/H/171/01 1-24000 SERVIER AUSTRIA GMBH AT

mit veranderter

Wirkstofffreisetzung

DIAMICRON MR 30 MG, MODIFIED | FR/H/0171/001 PA 568/13/1 LES LABORATOIRES SERVIER IE

RELEASE TABLET (SURESNES)

DIAMICRON MR 30 mg, tabletten FR/H/171/01 RVG 25617 LES LABORATOIRES SERVIER NL

List of nationally authorised medicinal
EMA/719647/2016

Page 7/80




Product Name (in

MRP/DCP

National Authorisation

MAH of product in the member

Member State

libération modifiée

(SURESNES)

authorisation country) Authorisation number Number state where product is
authorised

Diamicron MR 60 mg Tabletten FR/H/171/02/DC 1-28884 SERVIER AUSTRIA GMBH AT

mit veranderter

Wirkstofffreisetzung

DIAMICRON MR 60 mg, modified FR/H/0171/002 PA 568/013/002 LES LABORATOIRES SERVIER IE

release tablet (SURESNES)

DIAMICRON MR 60 mg, tabletten FR/H/171/02/DC RVG 102828 LES LABORATOIRES SERVIER NL

met gereguleerde afgifte (SURESNES)

DIAMICRON MR 60 mg, diokio FR/H/171/02/DC 78542/08-12-2010 SERVIER HELLAS GR

eAeyXOUEVNC anodE0UEUONG

Diamicron Uno FR/H/171/02/DC 43536 LES LABORATOIRES SERVIER DK
(SURESNES)

Diamicron Uno FR/H/0171/001 31642 LES LABORATOIRES SERVIER DK
(SURESNES)

DIAMICRON UNO 30 mg Tabletten | FR/H/171/01 50028.00.00 LES LABORATOIRES SERVIER DE

mit veranderter (SURESNES)

Wirkstofffreisetzung

DIAMICRON UNO 30 mg, toflur FR/H/171/01 1S/1/00/021/01 LES LABORATOIRES SERVIER IS

med breyttan losunarhrada (SURESNES)

DIAMICRON UNO 60 mg Tabletten | FR/H/171/02/DC 74783.00.00 LES LABORATOIRES SERVIER DE

mit veranderter (SURESNES)

Wirkstofffreisetzung

DIAMICRON UNO 60 mg, toflur FR/H/171/02/DC 1S/1/08/100/01 LES LABORATOIRES SERVIER IS

med breyttan losunarhrada (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/171/01 354 184-8 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/171/01 354 185-4 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/171/01 354 179-4 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/171/01 354 182-5 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/171/01 562 674-4 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/171/01 354 186-0 LES LABORATOIRES SERVIER FR
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MRP/DCP

National Authorisation

MAH of product in the member

Member State

FARMACEUTYCZNE SPOLKA
AKCYJNA

authorisation country) Authorisation number Number state where product is
authorised

DIAMICRON® 30 mg, comprimé a | FR/H/171/01 354 183-1 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/171/01 354 191-4 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/171/01 354 188-3 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/171/01 357 019-8 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/0171/001 562 672-1 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/0171/001 354 190-8 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/0171/001 354 187-7 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/0171/001 354 180-2 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/0171/001 354 181-9 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 30 mg, comprimé a | FR/H/0171/001 372 261-0 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

DIAMICRON® 60 mg MR Tablets FR/H/0171/002 PL 05815/0073 LES LABORATOIRES SERVIER UK
(SURESNES)

DIAMICRON® MR 30 mg, diokio FR/H/0171/001 19662 LES LABORATOIRES SERVIER CY

eAeyXOUEVNC anodE0UEUONG (SURESNES)

DIAMICRON® MR 30 mg, dioKio FR/H/0171/001 52743/19-7-2011 SERVIER HELLAS GR

eAeyXOUEVNC anodE0UEUONG

DIAMICRON® MR 60mg, diokio FR/H/0171/002 20710 LES LABORATOIRES SERVIER CcY

eAeyxOuevnc anodegueuonc (SURESNES)

DIAPREL MR FR/H/171/01 18/469/00-C LES LABORATOIRES SERVIER Ccz
(SURESNES)

DIAPREL MR not available 4430 ANPHARM PRZEDSIEBIORSTWO PL
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Product Name (in
authorisation country)

MRP/DCP

Authorisation number

National Authorisation
Number

MAH of product in the member
state

Member State
where product is
authorised

atpalaidavimo tabletes

(SURESNES)

DIAPREL MR 30 mg comprimate not available 7648/2015/01 LES LABORATOIRES SERVIER RO
cu eliberare modificata (SURESNES)
DIAPREL MR 30 mg comprimate not available 7648/2015/02 LES LABORATOIRES SERVIER RO
cu eliberare modificata (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/005 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/011 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/015 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/007 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/003 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/012 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/002 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/008 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/001 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/013 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/006 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/010 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/014 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/009 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)
DIAPREL MR 30 mg modifikuoto FR/H/0171/001 LT/1/05/0200/004 LES LABORATOIRES SERVIER LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the member
state

Member State

where product is

authorised

prirejenim spros¢anjem

Diaprel MR 30 mg maédositott FR/H/0171/001 OGYI-T-8448/01 ANPHARM PRZEDSIEBI,ORSTWO HU
hatéanyagleadasu tabletta FARMACEUTYCZNE SPOLKA

AKCYJINA
Diaprel MR 30 mg maédositott FR/H/0171/001 OGYI-T-8448/02 ANPHARM PRZEDSIEBI,ORSTWO HU
hatéanyagleadasu tabletta FARMACEUTYCZNE SPOLKA

AKCYJINA
Diaprel MR 30 mg maédositott FR/H/0171/001 OGYI-T-8448/03 ANPHARM PRZEDSIEBI,ORSTWO HU
hatéanyagleadasu tabletta FARMACEUTYCZNE SPOLKA

AKCYJINA
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/004 SERVIER PHARMA D.O.O Sl
prirejenim sproscanjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/011 SERVIER PHARMA D.O.O Si
prirejenim sproscanjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/005 SERVIER PHARMA D.O.O Sl
prirejenim sprosanjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/014 SERVIER PHARMA D.O.O Sl
prirejenim spros¢anjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/012 SERVIER PHARMA D.O.O Si
prirejenim sproscanjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/013 SERVIER PHARMA D.O.O Si
prirejenim sproscanjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/007 SERVIER PHARMA D.O.O Sl
prirejenim spros¢anjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/015 SERVIER PHARMA D.O.O Sl
prirejenim spros¢anjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/006 SERVIER PHARMA D.O.O Si
prirejenim spros¢anjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/008 SERVIER PHARMA D.O.O Si
prirejenim spros¢anjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/002 SERVIER PHARMA D.O.O Sl
prirejenim spros¢anjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/010 SERVIER PHARMA D.O.O Sl
prirejenim sproscanjem
DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/009 SERVIER PHARMA D.O.O Si
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DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/003 SERVIER PHARMA D.O.O Sl

prirejenim spros¢anjem

DIAPREL MR 30 mg tablete s FR/H/171/01 H/02/00464/001 SERVIER PHARMA D.O.O Sl

prirejenim spros¢anjem

DIAPREL MR 30 mg, tablety s FR/H/0171/001 18/0023/05-S LES LABORATOIRES SERVIER SK

riadenym uvolfiovanim (SURESNES)

DIAPREL MR 60 MG FR/H/171/02/DC 18/022/10-C LES LABORATOIRES SERVIER Ccz
(SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/08 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/02 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/06 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/05 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/04 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/14 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/12 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/13 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/15 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/01 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/09 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/07 LES LABORATOIRES SERVIER RO

cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/03 LES LABORATOIRES SERVIER RO
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DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/10 LES LABORATOIRES SERVIER RO
cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/11 LES LABORATOIRES SERVIER RO
cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg comprimate FR/H/171/02/DC 8054/2015/16 LES LABORATOIRES SERVIER RO
cu eliberare modificata (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/025 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/022 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/017 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/030 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/028 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/029 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/019 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/024 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/018 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/031 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/023 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/016 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/026 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletes (SURESNES)

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/027 LES LABORATOIRES SERVIER LT

List of nationally authorised medicinal
EMA/719647/2016

Page 13/80




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

DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/021 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)
DIAPREL MR 60 mg modifikuoto FR/H/0171/002 LT/1/05/0200/020 LES LABORATOIRES SERVIER LT
atpalaidavimo tabletés (SURESNES)
Diaprel MR 60 mg maodositott FR/H/0171/002 OGYI-T-8448/08 ANPHARM PRZEDSIEBIORSTWO HU
hatéanyagleadasu tabletta FARMACEUTYCZNE SPOLKA

AKCYJNA
Diaprel MR 60 mg maddositott FR/H/0171/002 OGYI-T-8448/06 ANPHARM PRZEDSIEBIORSTWO HU
hatéanyagleadasu tabletta FARMACEUTYCZNE SPOLKA

AKCYJNA
Diaprel MR 60 mg maddositott FR/H/0171/002 OGYI-T-8448/07 ANPHARM PRZEDSIEBIORSTWO HU
hatéanyagleadasu tabletta FARMACEUTYCZNE SPOLKA

AKCYJNA
Diaprel MR 60 mg maddositott FR/H/0171/002 OGYI-T-8448/05 ANPHARM PRZEDSIEBIORSTWO HU
hatéanyagleadasu tabletta FARMACEUTYCZNE SPOLKA

AKCYJNA
Diaprel MR 60 mg maédositott FR/H/0171/002 OGYI-T-8448/04 ANPHARM PRZEDSIEBI,ORSTWO HU
hatéanyagleadasu tabletta FARMACEUTYCZNE SPOLKA

AKCYJNA
DIAPREL MR 60 mg tableta s FR/H/0171/002 18/0763/09-S LES LABORATOIRES SERVIER SK
riadenym uvolfiovanim (SURESNES)
DIAPREL MR 60 mg tablete s FR/H/171/02/DC HR-H-276485617 SERVIER PHARMA D.O.O - HR
prilagodenim oslobadanjem CROATIA
DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/019 SERVIER PHARMA D.O.O Sl
prirejenim sprosS¢anjem
DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/022 SERVIER PHARMA D.O.O Sl
prirejenim sproscanjem
DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/027 SERVIER PHARMA D.O.O Sl
prirejenim sproscanjem
DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/028 SERVIER PHARMA D.O.O Sl
prirejenim sprosS¢anjem
DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/023 SERVIER PHARMA D.O.O Sl
prirejenim sproscanjem
DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/030 SERVIER PHARMA D.O.O Sl
prirejenim sproscanjem
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DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/025 SERVIER PHARMA D.O.O Sl

prirejenim sprosc¢anjem

DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/031 SERVIER PHARMA D.O.O Sl

prirejenim spros¢anjem

DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/020 SERVIER PHARMA D.O.O Sl

prirejenim sproscanjem

DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/024 SERVIER PHARMA D.O.O Sl

prirejenim sproscanjem

DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/026 SERVIER PHARMA D.O.O Sl

prirejenim spros¢anjem

DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/021 SERVIER PHARMA D.O.O Sl

prirejenim spros¢anjem

DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/029 SERVIER PHARMA D.O.O Sl

prirejenim sproscanjem

DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/018 SERVIER PHARMA D.O.O Sl

prirejenim sproscanjem

DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/017 SERVIER PHARMA D.O.O Sl

prirejenim spros¢anjem

DIAPREL MR 60 mg tablete s FR/H/171/02/DC H/02/00464/016 SERVIER PHARMA D.O.O Sl

prirejenim spros¢anjem

DIAPREL MR 60 mg, toimeainet FR/H/0171/002 661109 LES LABORATOIRES SERVIER EE

modifitseeritult vabastavad (SURESNES)

tabletid

Diaprel MR 60mg ilgstosas FR/H/171/02/DC 09-0536 LES LABORATOIRES SERVIER LV

darbibas tabletes (SURESNES)

DIAPREL MR, 30 mg toimeainet FR/H/0171/001 350401 LES LABORATOIRES SERVIER EE

modifitseeritult vabastav tablett (SURESNES)

DIAPREL MR, 60 mg, tabletki o FR/H/0171/002 16641 LES LABORATOIRES SERVIER PL

zmodyfikowanym uwalnianiu (SURESNES)

DIAPREL, 80 mg tabletid not available 150596 LES LABORATOIRES SERVIER EE
(SURESNES)

DIAZID 80 mg compresse divisibili | not available 036328019 BENEDETTI & CO. S.P.A. IT

Diazidan, 80 mg, tabletki not available 9111 PHARMASWISS CESKA REPUBLIKA | PL
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STRODER SRL

Diglical MR 30 mg tablete s not available UP/1-530-09/11-01 /170 | PLIVA HRVATSKA D.O.O. HR

prilagodenim oslobadanjem

Diglical MR 60 mg tablete s DK/H/2460/001 HR-H-847714460 PLIVA HRVATSKA D.O.O. HR

prilagodenim oslobadanjem

DIGLICAL tablet 80 mg not available 20060387 TEVA PHARMACEUTICALS BG
BULGARIA EOOD

Dizirel NL/H/3108/001 874715 SANDOZ PHARMACEUTICALS D.D. EE

Dizirel NL/H/3384/001 901116 SANDOZ PHARMACEUTICALS D.D. EE

Dizirel 60 mg ilgsto$as darbibas NL/H/3384 16-0017 SANDOZ PHARMACEUTICALS D.D. LV

Dizirel 60 mg modifikuoto NL/H/3384/001 LT/1/16/3874/001 SANDOZ PHARMACEUTICALS D.D. LT

atpalaidavimo tabletés

Dizirel 60 mg modifikuoto NL/H/3384/001 LT/1/16/3874/002 SANDOZ PHARMACEUTICALS D.D. LT

atpalaidavimo tabletes

Dizirel 60 mg modifikuoto NL/H/3384/001 LT/1/16/3874/003 SANDOZ PHARMACEUTICALS D.D. LT

atpalaidavimo tabletés

Dizirel 60 mg modifikuoto NL/H/3384/001 LT/1/16/3874/004 SANDOZ PHARMACEUTICALS D.D. LT

atpalaidavimo tabletés

Dizirel 60 mg modifikuoto NL/H/3384/001 LT/1/16/3874/005 SANDOZ PHARMACEUTICALS D.D. LT

atpalaidavimo tabletés

Dizirel 60 mg modifikuoto NL/H/3384/001 LT/1/16/3874/006 SANDOZ PHARMACEUTICALS D.D. LT

atpalaidavimo tabletes

DRAMION 30 mg compresse a FR/H/172/01 035564032/M IST. FARMACO BIOLOGICO IT

rilascio maodificato STRODER SRL

DRAMION 30 mg compresse a FR/H/172/01 035564071/M IST. FARMACO BIOLOGICO IT

rilascio maodificato STRODER SRL

DRAMION 30 mg compresse a FR/H/172/01 035564158/M IST. FARMACO BIOLOGICO IT

rilascio modificato STRODER SRL

DRAMION 30 mg compresse a FR/H/172/01 035564020/M IST. FARMACO BIOLOGICO IT

rilascio modificato STRODER SRL

DRAMION 30 mg compresse a FR/H/172/01 035564057/M IST. FARMACO BIOLOGICO IT

rilascio maodificato STRODER SRL

DRAMION 30 mg compresse a FR/H/172/01 035564018/M IST. FARMACO BIOLOGICO IT

List of nationally authorised medicinal
EMA/719647/2016

Page 16/80




Product Name (in

MRP/DCP

National Authorisation

MAH of product in the member

Member State

rilascio modificato

STRODER SRL

authorisation country) Authorisation number Number state where product is
authorised

DRAMION 30 mg compresse FR/H/172/01 035564083/M IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 30 mg compresse FR/H/172/01 035564069/M IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 30 mg compresse FR/H/172/01 035564044/M IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 30 mg compresse FR/H/172/01 035564133/M IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 30 mg compresse FR/H/172/01 035564145/M IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 30 mg compresse FR/H/172/01 035564107/M IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 30 mg compresse FR/H/172/01 035564095/M IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 30 mg compresse FR/H/172/01 035564119/M IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 30 mg compresse FR/H/172/01 035564121/M IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564160 IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564261 IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564311 IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564297 IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564210 IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564208 IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564309 IST. FARMACO BIOLOGICO IT
rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564285 IST. FARMACO BIOLOGICO IT
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DRAMION 60 mg compresse FR/H/172/02/DC 035564259 IST. FARMACO BIOLOGICO IT

rilascio maodificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564273 IST. FARMACO BIOLOGICO IT

rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564172 IST. FARMACO BIOLOGICO IT

rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564234 IST. FARMACO BIOLOGICO IT

rilascio maodificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564222 IST. FARMACO BIOLOGICO IT

rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564196 IST. FARMACO BIOLOGICO IT

rilascio modificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564184 IST. FARMACO BIOLOGICO IT

rilascio maodificato STRODER SRL

DRAMION 60 mg compresse FR/H/172/02/DC 035564246 IST. FARMACO BIOLOGICO IT

rilascio maodificato STRODER SRL

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/01 SANDOZ HUNGARIA KFT HU

hatéanyagleadasu tabletta

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/02 SANDOZ HUNGARIA KFT HU

hatdanyagleadasu tabletta

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/04 SANDOZ HUNGARIA KFT HU

hatéanyagleadasu tabletta

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/03 SANDOZ HUNGARIA KFT HU

hatéanyagleadasu tabletta

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/06 SANDOZ HUNGARIA KFT HU

hatéanyagleadasu tabletta

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/05 SANDOZ HUNGARIA KFT HU

hatéanyagleadasu tabletta

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/07 SANDOZ HUNGARIA KFT HU

hatéanyagleadasu tabletta

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/08 SANDOZ HUNGARIA KFT HU

hatéanyagleadasu tabletta

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/10 SANDOZ HUNGARIA KFT HU

hat6éanyagleadasu tabletta
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tabletes

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/12 SANDOZ HUNGARIA KFT HU
hatéanyagleadasu tabletta

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/11 SANDOZ HUNGARIA KFT HU
hatéanyagleadasu tabletta

Dyaclid 30 mg médositott NL/H/3108/001 OGYI-T-22847/09 SANDOZ HUNGARIA KFT HU
hatéanyagleadasu tabletta

EDICIL MR 30 mg modified- DE/H/0896/001 PL 15773/0777 RATIOPHARM GMBH UK
release tablets

ESQUEL 80 mg comprimate not available 6075/2014/01 GEDEON RICHTER ROMANIA S.A. RO
GALTES 80 mg compresse not available 035940016 CRINOS S.P.A. IT
Glibemat 30 mg Tabletten mit DE/H/0894/001 67672.00.00 KRKA, D.D., NOVO MESTO DE
veranderter Wirkstofffreisetzung

Glibemat 60 mg Tabletten mit DE/H/0894/002 86771.00.00 KRKA, D.D., NOVO MESTO DE
veranderter Wirkstofffreisetzung

Glicarsten 60 mg Tabletten mit DE/H/3525/001 86773.00.00 KRKA, D.D., NOVO MESTO DE
veranderter Wirkstofffreisetzung

GLICAZIDA Teva 30 mg DE/H/0892/001/R/001 673074 TEVA ES
Comprimidos de liberacin

modificada EFG

Glicazida-Lupin 30 mg, PT/H/0534/001 5592266 LUPIN (EUROPE) LIMITED PT
comprimidos de libertacao

prolongada

Glicazida-Lupin 30 mg, PT/H/0534/001 5592308 LUPIN (EUROPE) LIMITED PT
comprimidos de libertacao

prolongada

Glicazida-Lupin 30 mg, PT/H/0534/001 5592258 LUPIN (EUROPE) LIMITED PT
comprimidos de libertacao

prolongada

Glicazida-Lupin 30 mg, PT/H/0534/001 5592274 LUPIN (EUROPE) LIMITED PT
comprimidos de libertacao

prolongada

Gliclabore 30 mg, tabletten met NL/H/1711/001 RVG 104874 WORWAG PHARMA GMBH & CO. NL
gereguleerde afgifte KG

Gliclada 30 mg ilgstosas darbibas DE/H/0892/001 08-0047 KRKA, D.D., NOVO MESTO LV
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Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/001 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/002 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletes

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/003 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/004 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/005 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletes

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/006 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletes

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/007 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/008 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/009 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletes

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/010 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/011 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/012 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletes

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/013 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletes

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/014 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 30 mg modifikuoto DE/H/0892/001 LT/1/08/1035/015 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 30 mg mddositott not available OGYI-T-20515/01 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 30 mg mddositott not available OGYI-T-20515/02 KRKA, D.D., NOVO MESTO HU

hat6éanyagleadasu tabletta
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atpalaidavimo tabktés

Gliclada 30 mg mddositott not available OGYI-T-20515/03 KRKA, D.D., NOVO MESTO HU
hatéanyagleadasu tabletta

Gliclada 30 mg tablete s NP/H/0429/001 H/07/00698/001 KRKA, D.D., NOVO MESTO S
podaljSanim spros¢anjem

Gliclada 30 mg tablete s NP/H/0429/001 H/07/00698/002 KRKA, D.D., NOVO MESTO S
podaljSanim sproscanjem

Gliclada 30 mg tablete s NP/H/0429/001 H/07/00698/003 KRKA, D.D., NOVO MESTO Sl
podaljSanim sproscanjem

Gliclada 30 mg tablete s not available HR-H-934668649 KRKA-FARMA D.O.O. HR
prilagodenim oslobadanjem

Gliclada 30 mg tabletki o DE/H/0892/001 14634 KRKA, D.D., NOVO MESTO PL
zmodyfikowanym uwalnianiu

Gliclada 30 mg Tabletten mit DE/H/0892/001 1-27525 KRKA, D.D., NOVO MESTO AT
veranderter Wirkstofffreisetzung

Gliclada 30 mg Tabletten mit DE/H/0892/001 67670.00.00 KRKA, D.D., NOVO MESTO DE
veranderter Wirkstofffreisetzung

Gliclada 30 mg tablety s riadenym | DE/H/0892/001 18/0065/08-S KRKA, D.D., NOVO MESTO SK
uvolfiovanim

Gliclada 30 mg toimeainet DE/H/0892/001 571408 KRKA, D.D., NOVO MESTO EE
modifitsseritult vabastavad

tabletid

Gliclada 60 mg modifikuoto DE/H/0892/002 LT/1/08/1035/016 KRKA, D.D., NOVO MESTO LT
atpalaidavimo tabktés

Gliclada 60 mg modifikuoto DE/H/0892/002 LT/1/08/1035/017 KRKA, D.D., NOVO MESTO LT
atpalaidavimo tabktés

Gliclada 60 mg modifikuoto DE/H/0892/002 LT/1/08/1035/018 KRKA, D.D., NOVO MESTO LT
atpalaidavimo tabktés

Gliclada 60 mg modifikuoto DE/H/0892/002 LT/1/08/1035/019 KRKA, D.D., NOVO MESTO LT
atpalaidavimo tabktés

Gliclada 60 mg modifikuoto DE/H/0892/002 LT/1/08/1035/020 KRKA, D.D., NOVO MESTO LT
atpalaidavimo tabktés

Gliclada 60 mg modifikuoto DE/H/0892/002 LT/1/08/1035/021 KRKA, D.D., NOVO MESTO LT
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Gliclada 60 mg modifikuoto DE/H/0892/002 LT/1/08/1035/022 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabktés

Gliclada 60 mg modifikuoto DE/H/0892/002 LT/1/08/1035/023 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabktés

Gliclada 60 mg modifikuoto DE/H/0892/002 LT/1/08/1035/024 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabktés

Gliclada 60 mg modifikuoto DE/H/0892/002 LT/1/08/1035/025 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabktés

Gliclada 60 mg mddositott not available OGYI-T-20515/04 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/05 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/06 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg maddositott not available OGYI-T-20515/07 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/08 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/09 KRKA, D.D., NOVO MESTO HU

hatdanyagleadasu tabletta

Gliclada 60 mg maddositott not available OGYI-T-20515/10 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg moédositott not available OGYI-T-20515/11 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/12 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/13 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg maddositott not available OGYI-T-20515/14 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/15 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/16 KRKA, D.D., NOVO MESTO HU

hat6éanyagleadasu tabletta
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Gliclada 60 mg maddositott not available OGYI-T-20515/17 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/18 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/19 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/20 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/21 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/22 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg mddositott not available OGYI-T-20515/23 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 60 mg tablete s NP/H/0429/002 H/07/00698/004 KRKA, D.D., NOVO MESTO Sl

podaljSanim sproscanjem

Gliclada 60 mg tablete s NP/H/0429/002 H/07/00698/005 KRKA, D.D., NOVO MESTO S

podaljSanim spros¢anjem

Gliclada 60 mg tablete s NP/H/0429/002 H/07/00698/006 KRKA, D.D., NOVO MESTO Sl

podaljSanim sproscanjem

Gliclada 60 mg tablete s NP/H/0429/002 H/07/00698/007 KRKA, D.D., NOVO MESTO Sl

podaljSanim sproscanjem

Gliclada 60 mg tablete s NP/H/0429/002 H/07/00698/008 KRKA, D.D., NOVO MESTO Sl

podaljSanim spros¢anjem

Gliclada 60 mg tablete s NP/H/0429/002 H/07/00698/009 KRKA, D.D., NOVO MESTO Sl

podaljSanim spros¢anjem

Gliclada 60 mg tablete s not available UP/1-530-09/12-01/01 KRKA-FARMA D.O.O. HR

prilagodenim oslobadanjem

Gliclada 60 mg Tabletten mit DE/H/0892/002 1-31795 KRKA, D.D., NOVO MESTO AT

veranderter Wirkstofffreisetzung

Gliclada 60 mg tbl mod DE/H/0892/002 18/0132/13-S KRKA, D.D., NOVO MESTO SK

Gliclada 60 mg, Ilgstosas darbibas | DE/H/0892/002 13-0010 KRKA, D.D., NOVO MESTO LV

tabletes
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Gliclada 60 mg, toimeainet DE/H/0892/002 807313 KRKA, D.D., NOVO MESTO EE

modifitseeritult vabastavad

tabletid

Gliclada 60mg Tabletten mit DE/H/0892/002 86770.00.00 KRKA, D.D., NOVO MESTO DE

veranderter Wirkstofffreisetzung

Gliclada 90 mg DE/H/0892/003 18/0094/16-S KRKA, D.D., NOVO MESTO SK

tablety s riadenym uvolfiovanim

Gliclada 90 mg ilgstosas darbibas DE/H/0892/003 16-0027 KRKA, D.D., NOVO MESTO LV

tabletes

Gliclada 90 mg modifikuoto DE/H/0892/003 LT/1/08/1035/026 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 90 mg modifikuoto DE/H/0892/003 LT/1/08/1035/027 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 90 mg modifikuoto DE/H/0892/003 LT/1/08/1035/028 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletes

Gliclada 90 mg modifikuoto DE/H/0892/003 LT/1/08/1035/029 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 90 mg modifikuoto DE/H/0892/003 LT/1/08/1035/030 KRKA, D.D., NOVO MESTO LT

atpalaidavimo tabletés

Gliclada 90 mg moédositott not available OGYI-T-20515/24 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 90 mg mddositott not available OGYI-T-20515/25 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 90 mg mddositott not available OGYI-T-20515/26 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 90 mg mddositott not available OGYI-T-20515/27 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 90 mg mddositott not available OGYI-T-20515/28 KRKA, D.D., NOVO MESTO HU

hatéanyagleadasu tabletta

Gliclada 90 mg tablete s DE/H/0892/003 HR-H-976762113 KRKA-FARMA D.O.O. HR

prilagodenim oslobadanjem

Gliclada 90 mg Tabletten mit DE/H/0892/003 136843 Krka, d. d., Novo mesto AT
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modificeret udlgsning

Gliclada tabletki o DE/H/0892/002 21068 KRKA, D.D., NOVO MESTO PL

zmodyfikowanym uwalnianiu, 60

mg

Gliclada, 90 mg toimeainet DE/H/0892/003 903116 KRKA, D.D., NOVO MESTO EE

modifitseeritult vabastavad

tabletid

Gliclada, 90 mg, tabletki o DE/H/0892/003 23056 KRKA, D.D., NOVO MESTO PL

przedtuzonym uwalnianiu

Glicladzida Krka 30 mg DE/H/0894/001 78226 KRKA, D.D., NOVO MESTO ES

comprimidos de liberaciéon

modificada EFG

Gliclagamma MR NL/H/1711/001/DC 18164 WORWAG PHARMA GMBH & CO. PL
KG

Gliclalane 30 mg, tabletten met NL/H/1705/001 RVG 104870 DISPHAR INTERNATIONAL B.V. NL

gereguleerde afgifte

Gliclareze 30 mg, tabletten met NL/H/1709/001 RVG 104872 DISPHAR INTERNATIONAL B.V. NL

gereguleerde afgifte

Gliclasan 30 mg tabletten met NL/H/3108/001 BE474177 SANDOZ N.V. BE

gereguleerde afgifte

Gliclastad 30 mg, tabletki o PT/H/0534/001 20493 STADA ARZNEIMITTEL AG PL

przedtuzonym uwalnianiu

Gliclatim, tabletter med DK/H/2270/001 51775 STADA ARZNEIMITTEL AG DK

modificeret udlgsning

Gliclazid "Actavis", tabletter med DK/H/2376/001 53938 ACTAVIS GROUP PTC EHF. DK

modificeret udlgsning

Gliclazid "Actavis", tabletter med DK/H/2376/002 53939 ACTAVIS GROUP PTC EHF. DK

modificeret udlgsning

Gliclazid "Sigillata", tabletter med DK/H/2377/001 53940 SIGILLATA LIMITED DK

modificeret udlgsning

Gliclazid "Sigillata", tabletter med DK/H/2377/002 53941 SIGILLATA LIMITED DK

modificeret udlgsning

Gliclazid "HCS”, tabletter med DK/H/2195/001 50744 HCS BVBA DK

modificeret udlgsning

Gliclazid "HCS”, tabletter med DK/H/2195/002 50745 HCS BVBA DK
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predizenym uvolfiovanim

Gliclazid "Stada”, tabletter med DK/H/2301/001 52501 STADA ARZNEIMITTEL AG DK
modificeret udlgsning

Gliclazid "Teva B.V.”, tabletter DK/H/2460/001 55042 TEVA B.V DK
med maodificeret udlgsning

Gliclazid "Teva” DE/H/0895/001 40070 TEVA DENMARK A/S DK
Gliclazid Arcana 30 mg - Tabletten | DE/H/0893/001 1-28537 ARCANA ARZNEIMITTEL GMBH AT
mit veranderter

Wirkstofffreisetzung

Gliclazid axcount 30 mg Tabletten | UK/H/5530/001/DC 90888.00.00 AXCOUNT GENERIKA GMBH DE
mit veranderter

Wirkstofffreisetzung

Gliclazid Genericon 30 mg tablete not available UP/1-530-09/11-01/473 GENERICON PHARMA D.O.O. HR
s produljenim oslobadanjem

Gliclazid Genericon 30 mg not available 1-30053 GENERICON PHARMA AT
Tabletten mit veranderter GESELLSCHAFT M.B.H.
Wirkstofffreisetzung

Gliclazid Genericon 30 mg not available 1-30054 GENERICON PHARMA AT
Tabletten mit veranderter GESELLSCHAFT M.B.H.
Wirkstofffreisetzung

Gliclazid Krka 30 mg Tabletter DE/H/0892/001 MTNR. 40069 KRKA SVERIGE AB DK
med modificeret udlgsning

Gliclazid Krka 30 mg tbl mod DE/H/0894/001 18/0498/13-S KRKA, D.D., NOVO MESTO SK
Gliclazid Krka 60 mg Tabletten mit | DE/H/3524/001 86772.00.00 KRKA, D.D., NOVO MESTO DE
veranderter Wirkstofffreisetzung

Gliclazid Krka 60 mg Tabletter DE/H/0892/002 MTNR. 50103 KRKA SVERIGE AB DK
med maodificeret udlgsning

Gliclazid Krka 60 mg tbl mod DE/H/0894/002 18/0133/13-S KRKA, D.D., NOVO MESTO SK
Gliclazid Mylan 30 mg tablety s DE/H/0893/001 18/0461/09-S GENERICS [UK] LIMITED SK
riadenym uvolnovanim

Gliclazid Mylan 30 mg tablety s DE/H/0893/001 18/035/10-C GENERICS [UK] LIMITED cz
Fizenym uvolfiovanim

Gliclazid Mylan 60 mg tablety s PT/H/1203/001 18/0067/15-S GENERICS [UK] LIMITED SK
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Gliclazid ratiopharm 60 mg DK/H/2460/001 136638 RATIOPHARM ARZNEIMITTEL AT

Tabletten mit veranderter VERTRIEBS-GMBH

Wirkstofffreisetzung

Gliclazid Sandoz 30 mg - NL/H/1700/001 1-29677 SANDOZ GMBH AT

Tabletten mit veranderter

Wirkstofffreisetzung

Gliclazid STADA 60 mg Tabletten DK/H/2301/001 135744 STADA ARZNEIMITTEL GMBH AT

mit veranderter

Wirkstofffreisetzung

Gliclazid Uno "Servier" FR/H/172/02/DC 43535 LES LABORATOIRES SERVIER DK
(SURESNES)

Gliclazid Uno "Servier" FR/H/172/01 31643 LES LABORATOIRES SERVIER DK
(SURESNES)

Gliclazida Actavis 30 mg DK/H/2376/001 7835/2015/01-24 ACTAVIS GROUP PTC EHF. RO

comprimate cu eliberare

modificata.

Gliclazida Actavis 60 mg DK/H/2376/002 7836/2015/01-24 ACTAVIS GROUP PTC EHF. RO

comprimate cu eliberare

modificata.

Gliclazida Alter 30 mg not available 5052741 ALTER, S.A. PT

Comprimidos de libertacédo

prolongada

Gliclazida Alter 30 mg not available 5052733 ALTER, S.A. PT

Comprimidos de libertacédo

prolongada

Gliclazida Alter 30 mg not available 5052725 ALTER, S.A. PT

Comprimidos de libertacédo

prolongada

Gliclazida Alter 30 mg not available 5052717 ALTER, S.A. PT

Comprimidos de libertacédo

prolongada

Gliclazida Alter 30 mg not available 5052709 ALTER, S.A. PT

Comprimidos de libertacédo
prolongada
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Gliclazida Alter 30 mg not available 5052675 ALTER, S.A. PT
Comprimidos de libertacédo
prolongada
Gliclazida Alter 30 mg not available 5052758 ALTER, S.A. PT
Comprimidos de libertacédo
prolongada
Gliclazida Alter 60 mg not available 5643754 ALTER, S.A. PT
comprimidos de libertacao
modificada
Gliclazida Apotex 30 mg, IT/H/0311/001/DC 5300462, 5300470, APOTEX EUROPE BV PT
comprimido de libertacado 5300504, 5300512,
prolongada 5300520, 5300538,
5300546, 5300553,
5300561, 5300579

Gliclazida AZEVEDOS 80 mg not available 5938485 LABORATORIOS AZEVEDOS - PT
comprimidos INDUSTRIA FARMACEUTICA, S.A.
Gliclazida Azevedos 80 mg not available 5938386 LABORATORIOS AZEVEDOS - PT
comprimidos INDUSTRIA FARMACEUTICA, S.A.
Gliclazida Bluepharma 80 mg not available 4392080 BLUEPHARMA GENERICOS - PT
comprimidos COMERCIO DE MEDICAMENTOS,

S.A.
Gliclazida Bluepharma 80 mg not available 4392189 BLUEPHARMA GENERICOS - PT
comprimidos COMERCIO DE MEDICAMENTOS,

S.A.
Gliclazida Bluepharma 80 mg not available 4391983 BLUEPHARMA GENERICOS - PT
comprimidos COMERCIO DE MEDICAMENTOS,

S.A.
Gliclazida Brill Pharma 30 mg UK/H/5530/001 79808 BRILL PHARMA, S.L. ES
comprimidos de liberaciéon
modificada EFG
Gliclazida Cinfa 30 mg not available 78.439 LABORATORIOS CINFA, S.A. ES
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Gliclazida Cinfa 30 mg
Comprimidos de libertacédo
prolongada

not available

5067749

CINFA PORTUGAL, LDA.

PT

Gliclazida Cinfa 30 mg
Comprimidos de libertacédo
prolongada

not available

5067756

CINFA PORTUGAL, LDA.

PT

Gliclazida Cinfa 30 mg
Comprimidos de libertacédo
prolongada

not available

5067764

CINFA PORTUGAL, LDA.

PT

Gliclazida Cinfa 30 mg
Comprimidos de libertacédo
prolongada

not available

5067772

CINFA PORTUGAL, LDA.

PT

Gliclazida Cinfa 30 mg
Comprimidos de libertacédo
prolongada

not available

5067806

CINFA PORTUGAL, LDA.

PT

Gliclazida Cinfa 30 mg
Comprimidos de libertacédo
prolongada

not available

5067814

CINFA PORTUGAL, LDA.

PT

Gliclazida Cinfa 30 mg
Comprimidos de libertacédo
prolongada

not available

5067822

CINFA PORTUGAL, LDA.

PT

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/15

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/01

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/02

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/03

GENERICS [UK] LIMITED

RO
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Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/04

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/05

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/06

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/07

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/08

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/09

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/10

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/11

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/13

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificata

DE/H/0893/001

6910/2014/14

GENERICS [UK] LIMITED

RO

Gliclazida Generics 30 mg
comprimate cu eliberare
modificatd

DE/H/0893/001

6910/2014/12

GENERICS [UK] LIMITED

RO

List of nationally authorised medicinal

EMA/719647/2016

Page 30/80




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the member
state

Member State
where product is
authorised

Gliclazida Generis 30 mg
Comprimidos de libertacédo
prolongada

not available

5032305

GENERIS FARMACEUTICA, S.A.

PT

Gliclazida Generis 30 mg
Comprimidos de libertacédo
prolongada

not available

5032313

GENERIS FARMACEUTICA, S.A.

PT

Gliclazida Generis 30 mg
Comprimidos de libertacédo
prolongada

not available

5032321

GENERIS FARMACEUTICA, S.A.

PT

Gliclazida Generis 30 mg
Comprimidos de libertacédo
prolongada

not available

5032339

GENERIS FARMACEUTICA, S.A.

PT

Gliclazida Generis 30 mg
Comprimidos de libertacédo
prolongada

not available

5032347

GENERIS FARMACEUTICA, S.A.

PT

Gliclazida Generis 30 mg
Comprimidos de libertacédo
prolongada

not available

5032354

GENERIS FARMACEUTICA, S.A.

PT

Gliclazida Generis 30 mg
Comprimidos de libertacédo
prolongada

not available

5032362

GENERIS FARMACEUTICA, S.A.

PT

Gliclazida Generis 60 mg
Comprimidos de libertacédo
modificada

not available

5465711

GENERIS FARMACEUTICA, S.A.

PT

Gliclazida Generis 60 mg
Comprimidos de libertacédo
modificada

not available

5465679

GENERIS FARMACEUTICA, S.A.

PT

Gliclazida Generis 60 mg
Comprimidos de libertacédo
modificada

not available

5465703

GENERIS FARMACEUTICA, S.A.

PT

Gliclazida Generis 60 mg
Comprimidos de libertacédo
modificada

not available

5465729

GENERIS FARMACEUTICA, S.A.

PT
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Gliclazida Generis 60 mg not available 5465737 GENERIS FARMACEUTICA, S.A. PT

Comprimidos de libertacédo

modificada

Gliclazida Generis 60 mg not available 5465745 GENERIS FARMACEUTICA, S.A. PT

Comprimidos de libertacédo

modificada

Gliclazida Generis 80 mg not available 5400197 GENERIS FARMACEUTICA, S.A. PT

Comprimidos

Gliclazida Generis 80 mg not available 5400296 GENERIS FARMACEUTICA, S.A. PT

Comprimidos

Gliclazida GP 80 mg comprimidos not available 4782082 GP — GENERICOS PORTUGUESES, PT
LDA.

Gliclazida GP 80 mg comprimidos not available 4782181 GP — GENERICOS PORTUGUESES, PT
LDA.

Gliclazida Helm 80 mg comprimido | not available 5661400 HELM PORTUGAL, LDA. PT

Gliclazida Helm 80 mg comprimido | not available 5661418 HELM PORTUGAL, LDA. PT

Gliclazida Jaba 80 mg not available 5400692 JABA RECORDATI, S.A. PT

Comprimidos

Gliclazida Jaba 80 mg not available 5400593 JABA RECORDATI, S.A. PT

Comprimidos

Gliclazida KERN PHARMA 30 mg not available 74040 KERN PHARMA, S.L. ES

comprimidos de liberaciéon

modificada EFG

Gliclazida Krka 30 mg Comprimido | DE/H/0892/001 5081401 KRKA FARMACEUTICA, PT

de libertacdo modificada UNIPESSOAL LDA.

Gliclazida Krka 30 mg Comprimido | DE/H/0892/001 5081419 KRKA FARMACEUTICA, PT

de libertacdo modificada UNIPESSOAL LDA.

Gliclazida Krka 30 mg Comprimido | DE/H/0892/001 5081427 KRKA FARMACEUTICA, PT

de libertacdo modificada UNIPESSOAL LDA.

Gliclazida Krka 30 mg Comprimido | DE/H/0892/001 5081435 KRKA FARMACEUTICA, PT

de libertacdo modificada UNIPESSOAL LDA.

Gliclazida Krka 30 mg Comprimido | DE/H/0892/001 5081443 KRKA FARMACEUTICA, PT

de libertacdo modificada

UNIPESSOAL LDA.
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Gliclazida Krka 30 mg Comprimido | DE/H/0892/001 5081450 KRKA FARMACEUTICA, PT

de libertacdo modificada UNIPESSOAL LDA.

Gliclazida Krka 30 mg Comprimido | DE/H/0892/001 5081468 KRKA FARMACEUTICA, PT

de libertacdo modificada UNIPESSOAL LDA.

Gliclazida Krka 30 mg Comprimido | DE/H/0892/001 5081476 KRKA FARMACEUTICA, PT

de libertacdo modificada UNIPESSOAL LDA.

Gliclazida Krka 30 mg Comprimido | DE/H/0892/001 5081500 KRKA FARMACEUTICA, PT

de libertacdo modificada UNIPESSOAL LDA.

Gliclazida Krka 30 mg Comprimido | DE/H/0892/001 5081518 KRKA FARMACEUTICA, PT

de libertacdo modificada UNIPESSOAL LDA.

Gliclazida Krka 30 mg DE/H/0892/001 5081526 KRKA FARMACEUTICA, PT

Comprimidos de libertacédo UNIPESSOAL LDA.

modificada

Gliclazida Krka 30 mg DE/H/0892/001 5081534 KRKA FARMACEUTICA, PT

Comprimidos de libertacédo UNIPESSOAL LDA.

modificada

Gliclazida Krka 30 mg DE/H/0892/001 5081542 KRKA FARMACEUTICA, PT

Comprimidos de libertacédo UNIPESSOAL LDA.

modificada

Gliclazida Krka 30 mg DE/H/0892/001 5081559 KRKA FARMACEUTICA, PT

Comprimidos de libertacédo UNIPESSOAL LDA.

modificada

Gliclazida Krka 30 mg DE/H/0892/001 5081567 KRKA FARMACEUTICA, PT

Comprimidos de libertacédo UNIPESSOAL LDA.

modificada

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/01 KRKA, D.D., NOVO MESTO RO

cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/02 KRKA, D.D., NOVO MESTO RO

cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/03 KRKA, D.D., NOVO MESTO RO

cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/04 KRKA, D.D., NOVO MESTO RO

cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/05 KRKA, D.D., NOVO MESTO RO
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Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/06 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/07 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/08 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/09 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/10 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/11 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/12 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/13 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/14 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/15 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/16 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/17 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/18 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/19 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg comprimate | DE/H/0894/002 5468/2013/20 KRKA, D.D., NOVO MESTO RO
cu eliberare modificata

Gliclazida Krka 60 mg DE/H/0894/002 77493 KRKA, D.D., NOVO MESTO ES
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Gliclazida Krka 60 mg not available 5465612 KRKA FARMACEUTICA, PT

comprimidos de libertacao UNIPESSOAL LDA.

modificada

Gliclazida Krka 60 mg not available 5465620 KRKA FARMACEUTICA, PT

comprimidos de libertacao UNIPESSOAL LDA.

modificada

Gliclazida Krka 60 mg not available 5465638 KRKA FARMACEUTICA, PT

comprimidos de libertacao UNIPESSOAL LDA.

modificada

Gliclazida Krka 60 mg not available 5465646 KRKA FARMACEUTICA, PT

comprimidos de libertacao UNIPESSOAL LDA.

modificada

Gliclazida Krka 60 mg not available 5465653 KRKA FARMACEUTICA, PT

comprimidos de libertacao UNIPESSOAL LDA.

modificada

Gliclazida Krka 60 mg not available 5465661 KRKA FARMACEUTICA, PT

comprimidos de libertacao UNIPESSOAL LDA.

modificada

Gliclazida Labesfal 80 mg not available 3983491 GENERIS FARMACEUTICA, S.A. PT

comprimidos

Gliclazida Labesfal 80 mg not available 3983699 GENERIS FARMACEUTICA, S.A. PT

comprimidos

Gliclazida Labesfal 80 mg not available 3983590 GENERIS FARMACEUTICA, S.A. PT

comprimidos

Gliclazida Labesfal LM 60 mg not available 5603428 GENERIS FARMACEUTICA, S.A. PT

comprimidos de liberta@ @7 @ @4/

o maodificada

Gliclazida Labesfal LM 60 mg not available 5603451 GENERIS FARMACEUTICA, S.A. PT

comprimidos de liberta@ @7 @ @4/

0 modificada

Gliclazida Labesfal LM 60 mg not available 5603469 GENERIS FARMACEUTICA, S.A. PT

comprimidos de liberta@ @7 @ @4/
0 modificada
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Gliclazida Labesfal LM 60 mg not available 5603436 GENERIS FARMACEUTICA, S.A. PT
comprimidos de liberta@ @7 @ @4/
o maodificada
Gliclazida Labesfal LM 60 mg not available 5603444 GENERIS FARMACEUTICA, S.A. PT
comprimidos de liberta@ @7 @ @4/
o maodificada
Gliclazida Labesfal LM 60 mg not available 5603477 GENERIS FARMACEUTICA, S.A. PT
comprimidos de liberta@ @7 @ @4/
0 modificada
Gliclazida Labesfal not available 5574959 Generis PT
LP 5574975 Farmacéutica,

5575006 S.A.

5574967
Gliclazida Lek 30 mg comprimidos | NL/H/3108/001 79929 SANDOZ FARMACEUTICA, S.A. ES
de liberacion modificada EFG
Gliclazida Lupin 30 mg not available 76714 STADA Genéricos S.L., ES
comprimidos
de liberacion modificada
Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/01 LUPIN (EUROPE) LIMITED RO
comprimate cu eliberare
prelungita
Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/02 LUPIN (EUROPE) LIMITED RO
comprimate cu eliberare
prelungita
Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/03 LUPIN (EUROPE) LIMITED RO
comprimate cu eliberare
prelungita
Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/04 LUPIN (EUROPE) LIMITED RO
comprimate cu eliberare
prelungita
Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/05 LUPIN (EUROPE) LIMITED RO
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Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/06 LUPIN (EUROPE) LIMITED RO

comprimate cu eliberare

prelungita

Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/07 LUPIN (EUROPE) LIMITED RO

comprimate cu eliberare

prelungita

Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/08 LUPIN (EUROPE) LIMITED RO

comprimate cu eliberare

prelungita

Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/09 LUPIN (EUROPE) LIMITED RO

comprimate cu eliberare

prelungita

Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/10 LUPIN (EUROPE) LIMITED RO

comprimate cu eliberare

prelungita

Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/11 LUPIN (EUROPE) LIMITED RO

comprimate cu eliberare

prelungita

Gliclazida Lupin 60 mg PT/H/1272/001/DC 8292/2015/12 LUPIN (EUROPE) LIMITED RO

comprimate cu eliberare

prelungita

Gliclazida Mesiproc NL/H/3108/001 5652938 SANDOZ FARMACEUTICA LDA. PT

Gliclazida Mesiproc NL/H/3108/001 5652946 SANDOZ FARMACEUTICA LDA. PT

Gliclazida Mesiproc NL/H/3108/001 5652953 SANDOZ FARMACEUTICA LDA. PT

Gliclazida Mesiproc NL/H/3108/001 5652961 SANDOZ FARMACEUTICA LDA. PT

Gliclazida Mylan 30 mg DE/H/0897/001 69734 MYLAN PHARMACEUTICALS S.L. ES

comprimidos de liberaciéon

modificada EFG

Gliclazida Mylan 30 mg, DE/H/0893/001 5210208 MYLAN, LDA PT

comprimidos de libertacao

modificada

Gliclazida Mylan 30 mg, DE/H/0893/001 5210216 MYLAN, LDA PT

comprimidos de libertagcédo

modificada
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Gliclazida Mylan 60 mg PT/H/1203/001 5642640 MYLAN, LDA PT

comprimido de libertacédo

modificada

Gliclazida Mylan 60 mg PT/H/1203/001 5642624 MYLAN, LDA PT

comprimido de libertacado

modificada

Gliclazida Mylan 60 mg PT/H/1203/001 5642632 MYLAN, LDA PT

comprimido de libertacado

modificada

Gliclazida NORMON 30 mg not available 75377 LABORATORIOS NORMON, S.A. ES

comprimidos de liberaciéon

modificada EFG

Gliclazida Placasod 30 mg NL/H/1700/001 72991 SANDOZ FARMACEUTICA, S.A. ES

comprimidos de liberaciéon

modificada EFG

Gliclazida Ranbaxy 60 mg UK/H/5466/01/DC 79994 LABORATORIOS RANBAXY S.L. ES

comprimidos de liberaciéon

modificada EFG

Gliclazida ratiopharm 60 mg DK/H/2460/001 5666219 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm 60 mg DK/H/2460/001 5666227 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm 60 mg DK/H/2460/001 5666235 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm 60 mg DK/H/2460/001 5666243 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081740 RATIOPHARM-COMERCIO E PT
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Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081757 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081773 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081765 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081807 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081864 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081823 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081906 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081732 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081856 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081872 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081724 RATIOPHARM-COMERCIO E PT

comprimidos de libertagédo
modificada

INDUSTRIA DE PRODUTOS
FARMACEUTICOS LDA
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Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081831 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081815 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida ratiopharm, 30 mg, DE/H/0896/001 5081849 RATIOPHARM-COMERCIO E PT

comprimidos de libertacao INDUSTRIA DE PRODUTOS

modificada FARMACEUTICOS LDA

Gliclazida Sandoz NL/H/1700/001 5321708 SANDOZ FARMACEUTICA LDA. PT

Gliclazida Sandoz NL/H/1700/001 5321724 SANDOZ FARMACEUTICA LDA. PT

Gliclazida Sandoz NL/H/1700/001 5321674 SANDOZ FARMACEUTICA LDA. PT

Gliclazida Sandoz NL/H/1700/001 5321716 SANDOZ FARMACEUTICA LDA. PT

Gliclazida STADA 30 mg DK/H/2270/001 78.483 LABORATORIO STADA, S.L. ES

comprimidos de liberaciéon

modificada

Gliclazida STADA Genéricos 30 mg | PT/H/0534/001 76.714 STADA GENERICOS, S.L. ES

comprimidos de liberaciéon

modificada EFG

Gliclazida STADA Genéricos 60 mg | DK/H/2301/001 79.204 STADA GENERICOS, S.L. ES

comprimidos de liberaciéon

modificada

Gliclazida TAD 30 mg comprimidos | DE/H/0894/001 5588819 TAD PHARMA GMBH PT

de libertacdo modificada

Gliclazida TAD 30 mg comprimidos | DE/H/0894/001 5588827 TAD PHARMA GMBH PT

de libertacdo modificada

Gliclazida TAD 30 mg comprimidos | DE/H/0894/001 5588835 TAD PHARMA GMBH PT

de libertacdo modificada

Gliclazida TAD 60 mg comprimidos | DE/H/0894/002 5559133 TAD PHARMA GMBH PT

de libertacdo modificada

Gliclazida TAD 60 mg comprimidos | DE/H/0894/002 5559141 TAD PHARMA GMBH PT

de libertacdo modificada

Gliclazida TAD 60 mg comprimidos | DE/H/0894/002 5559158 TAD PHARMA GMBH PT

de libertacdo modificada
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Gliclazida TAD 60 mg comprimidos
de libertacdo modificada

DE/H/0894/002

5559166

TAD PHARMA GMBH

PT

Gliclazida TecniGen 30 mg
comprimidos de liberaciéon
modificada EFG

not available

74.434

TECNIMEDE ESPANA IND. FCA.,
S.A.

ES

Gliclazida Terapia 60 mg
comprimate cu eliberare
modificata

UK/H/5466/001

8149/2015/01

TERAPIA S.A.

RO

Gliclazida Terapia 60 mg
comprimate cu eliberare
modificata

UK/H/5466/001

8149/2015/02

TERAPIA S.A.

RO

Gliclazida Terapia 60 mg
comprimate cu eliberare
modificata

UK/H/5466/001

8149/2015/03

TERAPIA S.A.

RO

Gliclazida Terapia 60 mg
comprimate cu eliberare
modificata

UK/H/5466/001

8149/2015/04

TERAPIA S.A.

RO

Gliclazida Terapia 60 mg
comprimate cu eliberare
modificata

UK/H/5466/001

8149/2015/05

TERAPIA S.A.

RO

Gliclazida Terapia 60 mg
comprimate cu eliberare
modificata

UK/H/5466/001

8149/2015/06

TERAPIA S.A.

RO

Gliclazida Terapia 60 mg
comprimate cu eliberare
modificata

UK/H/5466/001

8149/2015/07

TERAPIA S.A.

RO

Gliclazida Teva 30 mg
comprimidos de liberaciéon
modificada EFG

DE/H/0892/001

69740

TEVA GENERICOS ESPANOLA S.L.

ES

Gliclazida Teva 30 mg
Comprimidos de libertacédo
modificada

DE/H/0895/001

5081633

TEVA PHARMA — PRODUTOS
FARMACEUTICOS LDA

PT

Gliclazida Teva 30 mg
Comprimidos de libertacédo
modificada

DE/H/0895/001

5081658

TEVA PHARMA — PRODUTOS
FARMACEUTICOS LDA

PT
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comprimate cu eliberare
modificata
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Gliclazida Teva 30mg comprimido DE/H/0895/001 5081641 TEVA PHARMA — PRODUTOS PT

de libertacdo modificada FARMACEUTICOS LDA

Gliclazida Teva 30mg comprimido DE/H/0895/001 5081625 TEVA PHARMA — PRODUTOS PT

de libertacdo modificada FARMACEUTICOS LDA

Gliclazida Teva 60 mg comprimate | DK/H/2460/001 8587/2016/01-08 TEVA PHARMACEUTICALS S.R.L RO

cu eliberare modificata

Gliclazida Teva 60 mg DK/H/2494/001 5666268 TEVA PHARMA — PRODUTOS PT

comprimidos de libertacao FARMACEUTICOS LDA

modificada

Gliclazida Teva 60 mg DK/H/2494/001 5666300 TEVA PHARMA — PRODUTOS PT

comprimidos de libertacao FARMACEUTICOS LDA

modificada

Gliclazida Teva 60 mg DK/H/2494/001 5666250 TEVA PHARMA — PRODUTOS PT

comprimidos de libertacao FARMACEUTICOS LDA

modificada

Gliclazida Teva 60 mg DK/H/2494/001 5666276 TEVA PHARMA — PRODUTOS PT

comprimidos de libertacao FARMACEUTICOS LDA

modificada

GLICLAZIDA ZENTIVA 30 MG DK/H/2302/001 79125 ZENTIVA, K.S. ES

COMPRIMIDOS DE LIBERACION

MODIFICADA EFG

GLICLAZIDA ZENTIVA 30 MG DK/H/2302/001 5633268 SANOFI - PRODUTOS PT

COMPRIMIDOS DE LIBERTACAO FARMACEUTICOS LDA

MODIFICADA

GLICLAZIDA ZENTIVA 30 MG DK/H/2302/001 5625173 SANOFI - PRODUTOS PT

COMPRIMIDOS DE LIBERTACAO FARMACEUTICOS LDA

MODIFICADA

GLICLAZIDA ZENTIVA 30 MG DK/H/2302/001 5625207 SANOFI - PRODUTOS PT

COMPRIMIDOS DE LIBERTACAO FARMACEUTICOS LDA

MODIFICADA

Gliclazida Zentiva 60 mg DK/H/2302/002 6788/2014/03 ZENTIVA, K.S. RO
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Gliclazida Zentiva 60 mg DK/H/2302/002 6788/2014/04 ZENTIVA, K.S. RO

comprimate cu eliberare

modificatad

Gliclazida Zentiva 60 mg DK/H/2302/002 6788/2014/01 ZENTIVA, K.S. RO

comprimate cu eliberare

modificata

Gliclazida Zentiva 60 mg DK/H/2302/002 6788/2014/02 ZENTIVA, K.S. RO

comprimate cu eliberare

modificata

GLICLAZIDA ZENTIVA 60 MG DK/H/2302/002 5625223 SANOFI - PRODUTOS PT

COMPRIMIDOS DE LIBERTACAO FARMACEUTICOS LDA

MODIFICADA

GLICLAZIDA ZENTIVA 60 MG DK/H/2302/002 5625215 SANOFI - PRODUTOS PT

COMPRIMIDOS DE LIBERTACAO FARMACEUTICOS LDA

MODIFICADA

GLICLAZIDA ZENTIVA 80 MG not available 3576899 SANOFI - PRODUTOS PT

COMPRIMIDOS REVESTIDOS FARMACEUTICOS LDA

GLICLAZIDA ZENTIVA 80 MG not available 3576790 SANOFI - PRODUTOS PT

COMPRIMIDOS REVESTIDOS FARMACEUTICOS LDA

GLICLAZIDA ZENTIVA 80 MG not available 3576998 SANOFI - PRODUTOS PT

COMPRIMIDOS REVESTIDOS FARMACEUTICOS LDA

Gliclazide 30 mg PCH, tabletten DE/H/0895/001 RVG 34591 PHARMACHEMIE BV NL

met gereguleerde afgifte

Gliclazide 40mg Tablets not available PL40496/0040 BRILL PHARMA LIMITED UK

Gliclazide 40mg Tablets not available PL 30306/0631 ACTAVIS GROUP PTC EHF. UK

Gliclazide 60 mg MR Tablets FR/H/172/002 PL 05815/0074 LES LABORATOIRES SERVIER UK
(SURESNES)

Gliclazide 80 mg Tablets not available PL 20416/0279 CRESCENT PHARMA LIMITED UK

Gliclazide 80 mg Tablets not available PL 06464/2062 WAYMADE PLC UK

Gliclazide 80mg Tablets not available AA154/07401 WOCKHARDT UK LTD MT

Gliclazide 80mg Tablets not available PL 17907/0068 BRISTOL LABORATORIES LTD UK
(BERKHAMSTED)

Gliclazide 80mg Tablets not available PL 44473/0001 ECOGEN EUROPE LIMITED UK

Gliclazide 80mg Tablets not available PL 21880/0070 MEDREICH PLC UK
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modifikuoto atpalaidavimo
tabletés

Gliclazide 80mg Tablets not available PL 16363/0006 MILPHARM LIMITED UK
Gliclazide 80mg tablets not available PL 20395/0046 RELON CHEM LIMITED UK
Gliclazide 80mg Tablets not available PL 00289/0480 TEVA UK LIMITED UK
Gliclazide 80mg Tablets not available 29831/0103 WOCKHARDT UK LTD UK
Gliclazide 80mg Tablets BP not available AA054/04301 ACCORD HEALTHCARE LIMITED MT
Gliclazide Actavis 30 mg ilgstoSas DK/H/2376/001 15-0087 ACTAVIS GROUP PTC EHF. LV
darbibas tabletes

Gliclazide Actavis 30 mg DK/H/2376/001 LT/1/15/3723/001 ACTAVIS GROUP PTC EHF. LT
modifikuoto atpalaidavimo

tabletés

Gliclazide Actavis 30 mg DK/H/2376/001 LT/1/15/3723/002 ACTAVIS GROUP PTC EHF. LT
modifikuoto atpalaidavimo

tabletés

Gliclazide Actavis 30 mg DK/H/2376/001 LT/1/15/3723/003 ACTAVIS GROUP PTC EHF. LT
modifikuoto atpalaidavimo

tabletés

Gliclazide Actavis 30 mg DK/H/2376/001 LT/1/15/3723/004 ACTAVIS GROUP PTC EHF. LT
modifikuoto atpalaidavimo

tabletes

Gliclazide Actavis 30 mg DK/H/2376/001 LT/1/15/3723/005 ACTAVIS GROUP PTC EHF. LT
modifikuoto atpalaidavimo

tabletes

Gliclazide Actavis 30 mg DK/H/2376/001 LT/1/15/3723/006 ACTAVIS GROUP PTC EHF. LT
modifikuoto atpalaidavimo

tabletes

Gliclazide Actavis 30 mg DK/H/2376/001 LT/1/15/3723/007 ACTAVIS GROUP PTC EHF. LT
modifikuoto atpalaidavimo

tabletés

Gliclazide Actavis 30 mg DK/H/2376/001 LT/1/15/3723/008 ACTAVIS GROUP PTC EHF. LT
modifikuoto atpalaidavimo

tabletés

Gliclazide Actavis 30 mg DK/H/2376/001 LT/1/15/3723/009 ACTAVIS GROUP PTC EHF. LT
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Gliclazide Actavis 30 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/001

LT/1/15/3723/010

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 30 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/001

LT/1/15/3723/011

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 30 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/001

LT/1/15/3723/012

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 30 mg
maodositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI-T-22828/01

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 30 mg
modositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI1-T-22828/02

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 30 mg
modositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI1-T-22828/03

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 30 mg
modositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI-T-22828/04

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 30 mg
maodositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI-T-22828/05

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 30 mg
maodositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI-T-22828/06

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 30 mg toflur
med breyttan losunarhrada

DK/H/2376/001

1S/1/15/053/01

ACTAVIS GROUP PTC EHF.

Gliclazide Actavis 60 mg ilgstosas
darbibas tabletes

DK/H/2376/002

15-0088

ACTAVIS GROUP PTC EHF.

LV

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletes

DK/H/2376/002

LT/1/15/3723/013

ACTAVIS GROUP PTC EHF.

LT
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Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/002

LT/1/15/3723/014

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/002

LT/1/15/3723/015

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/002

LT/1/15/3723/016

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/002

LT/1/15/3723/017

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/002

LT/1/15/3723/018

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletes

DK/H/2376/002

LT/1/15/3723/019

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletes

DK/H/2376/002

LT/1/15/3723/020

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletes

DK/H/2376/002

LT/1/15/3723/021

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/002

LT/1/15/3723/022

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/002

LT/1/15/3723/023

ACTAVIS GROUP PTC EHF.

LT

Gliclazide Actavis 60 mg
modifikuoto atpalaidavimo
tabletés

DK/H/2376/002

LT/1/15/3723/024

ACTAVIS GROUP PTC EHF.

LT
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Gliclazide Actavis 60 mg
maodositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI-T-22828/07

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 60 mg
maodositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI-T-22828/08

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 60 mg
maodositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI-T-22828/09

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 60 mg
maodositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI-T-22828/10

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 60 mg
modositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI-T-22828/11

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 60 mg
modositott hatéanyagleadasu
tabletta

DK/H/2376/001-002

OGYI-T-22828/12

ACTAVIS GROUP PTC EHF.

HU

Gliclazide Actavis 60 mg toflur
med breyttan losunarhrada

DK/H/2376/002

1S/1/15/053/02

ACTAVIS GROUP PTC EHF.

Gliclazide Actavis, 30 mg
toimeainet modifitseeritult
vabastavad tabletid

DK/H/2376/001

871915

ACTAVIS GROUP PTC EHF.

EE

Gliclazide Actavis, 30 mg, tabletki
o0 zmodyfikowanym uwalnianiu

DK/H/2376/001

22543

ACTAVIS GROUP PTC EHF.

PL

Gliclazide Actavis, 60 mg
toimeainet modifitseeritult
vabastavad tabletid

DK/H/2376/002

871815

ACTAVIS GROUP PTC EHF.

EE

Gliclazide Actavis, 60 mg, tabletki
0 zmodyfikowanym uwalnianiu

DK/H/2376/002

22544

ACTAVIS GROUP PTC EHF.

PL

GLICLAZIDE ALMUS 80 mg
compresse

not available

036245013

ALMUS S.R.L

Gliclazide Apotex 80 mg, tabletten
met gereguleerde afgifte

not available

RVG 26546

APOTEX EUROPE BV

NL
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GLICLAZIDE ARROW 30 mg, not available NL 37706 ARROW GENERIQUES FR

comprimé a libération modifiée

GLICLAZIDE ARROW 60 mg, DE/H/3525/001 NL 41932 ARROW GENERIQUES FR

comprimé a libération modifiée

GLICLAZIDE ARROW 80 mg, not available NL 26115 ARROW GENERIQUES FR

comprimé sécable

Gliclazide Aurobindo 80 mg, not available RVG 16011=56872 AUROBINDO PHARMA B.V. NL

tabletten met gereguleerde afgifte

GLICLAZIDE BGR® 30 mg, FR/H/0337/001 3400939049892 BIOGARAN FR

comprimé a libération modifiée

GLICLAZIDE BGR® 30 mg, FR/H/0337/001 3400939050034 BIOGARAN FR

comprimé a libération modifiée

GLICLAZIDE BGR® 30 mg, FR/H/0337/001 3400941899973 BIOGARAN FR

comprimé a libération modifiée

GLICLAZIDE BIOGARAN® 60 mg, not available 3400927586231 BIOGARAN FR

comprimé sécable a libération

modifiée

GLICLAZIDE BIOGARAN® 60 mg, not available 3400927586750 BIOGARAN FR

comprimé sécable a libération

modifiée

GLICLAZIDE BIOGARAN® 80 mg, not available 3400934903069 BIOGARAN FR

comprimé sécable

GLICLAZIDE BIOGARAN® 80 mg, not available 3400934902819 BIOGARAN FR

comprimé sécable

GLICLAZIDE BIOGARAN® 80 mg, not available 3400937842846 BIOGARAN FR

comprimé sécable

GLICLAZIDE BIOGARAN® 80 mg, not available 3400934902987 BIOGARAN FR

comprimé sécable

Gliclazide Bristol 30 mg, tabletten | UK/H/5530/001 RVG 114159 BRISTOL LABORATORIES LTD NL

met verlengde afgif (BERKHAMSTED)

Gliclazide CF 80 mg, tabletten met | not available RVG 56872 CENTRAFARM B.V. NL

gereguleerde afgifte

GLICLAZIDE CRISTERS 80 mg, not available 34009 385541 7 5 CRISTERS FR
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mg compresse a rilascio
modificato

GLICLAZIDE CRISTERS 80 mg, not available 34009 385 542 3 6 CRISTERS FR
comprimé sécable

GLICLAZIDE CRISTERS 80 mg, not available 34009 3731595 1 CRISTERS FR
comprimé sécable

GLICLAZIDE CRISTERS 80 mg, not available 34009 562 369 7 5 CRISTERS FR
comprimé sécable

GLICLAZIDE CRISTERS 80 mg, not available 34009 373 160 3 3 CRISTERS FR
comprimé sécable

GLICLAZIDE DOC Generici 80 mg not available 036528014 DOC GENERICI S.R.L. IT
Compresse

GLICLAZIDE EG 60 mg, comprimé | DK/H/2301/001 NL435336 EG LABO - LABORATOIRES FR
sécable a libération modifiéeé EUROGENERICS

GLICLAZIDE EG 80 mg compresse | not available 036282010 EG SPA IT
GLICLAZIDE EG LABO DK/H/2270/001 NL43030 EG LABO - LABORATOIRES FR
Laboratoires EuroGenerics, 30 mg, EUROGENERICS

comprimé a libération modifiée

GLICLAZIDE EUROGENERICI 30 DE/H/0892/001 039020019 EG SPA IT
mg compresse a rilascio

modificato

GLICLAZIDE EUROGENERICI 30 DE/H/0892/001 039020021 EG SPA IT
mg compresse a rilascio

modificato

GLICLAZIDE EUROGENERICI 30 DE/H/0892/001 039020058 EG SPA IT
mg compresse a rilascio

modificato

GLICLAZIDE EUROGENERICI 30 DE/H/0892/001 039020033 EG SPA IT
mg compresse a rilascio

modificato

GLICLAZIDE EUROGENERICI 30 DE/H/0892/001 039020072 EG SPA IT
mg compresse a rilascio

modificato

GLICLAZIDE EUROGENERICI 30 DE/H/0892/001 039020060 EG SPA IT
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GLICLAZIDE EUROGENERICI 30
mg compresse a rilascio
modificato

DE/H/0892/001

039020159

EG SPA

IT

GLICLAZIDE EUROGENERICI 30
mg compresse a rilascio
modificato

DE/H/0892/001

039020096

EG SPA

GLICLAZIDE EUROGENERICI 30
mg compresse a rilascio
modificato

DE/H/0892/001

039020084

EG SPA

GLICLAZIDE EUROGENERICI 30
mg compresse a rilascio
modificato

DE/H/0892/001

039020045

EG SPA

GLICLAZIDE EUROGENERICI 30
mg compresse a rilascio
modificato

DE/H/0892/001

039020108

EG SPA

GLICLAZIDE EUROGENERICI 30
mg compresse a rilascio
modificato

DE/H/0892/001

039020134

EG SPA

GLICLAZIDE EUROGENERICI 30
mg compresse a rilascio
modificato

DE/H/0892/001

039020146

EG SPA

GLICLAZIDE EUROGENERICI 30
mg compresse a rilascio
modificato

DE/H/0892/001

039020110

EG SPA

GLICLAZIDE EUROGENERICI 30
mg compresse a rilascio
modificato

DE/H/0892/001

039020122

EG SPA

Gliclazide GAMMA 30 mg MR

NL/H/1711/001/DC

18/0680/10-S

WORWAG PHARMA GMBH & CO.
KG

SK

GLICLAZIDE ISOMED 30 mg,
comprimé a libération modifiée

not available

NL39120

TEVA SANTE

FR

Gliclazide Krka 30 mg compresse
a rilascio modificato

DE/H/0894/001

AIC N. 039038017

KRKA, D.D., NOVO MESTO

Gliclazide Krka 30 mg compresse
a rilascio modificato

DE/H/0894/001

AIC N. 039038029

KRKA, D.D., NOVO MESTO
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a libération modifée

524 5 (34009 273 689 2
9)

Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038031 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038043 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038056 KRKA, D.D., NOVO MESTO IT
a rilascio maodificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038068 KRKA, D.D., NOVO MESTO IT
a rilascio maodificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038070 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038082 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038094 KRKA, D.D., NOVO MESTO IT
a rilascio maodificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038106 KRKA, D.D., NOVO MESTO IT
a rilascio maodificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038118 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038120 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038132 KRKA, D.D., NOVO MESTO IT
a rilascio maodificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038144 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 30 mg compresse DE/H/0894/001 AIC N. 039038157 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 30 mg toimeainet DE/H/0894/001 828113 KRKA, D.D., NOVO MESTO EE
modifitseeritult vabastavad
tabletid
Gliclazide Krka 30 mg, comprimé DK/H/2195/001 NL 42429, CIS: 6 548 KRKA, D.D., NOVO MESTO FR
a libération modifée 524 5 (34009 273 688 6

8)
Gliclazide Krka 30 mg, comprimé DK/H/2195/001 NL 42429, CIS: 6 548 KRKA, D.D., NOVO MESTO FR
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a rilascio modificato

Gliclazide Krka 30 mg, comprimé DK/H/2195/001 NL 42429, CIS: 6 548 KRKA, D.D., NOVO MESTO FR
a libération modifée 524 5 (34009 275 169 6
2)

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038169 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038171 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038183 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038195 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038207 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038219 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038221 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038233 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038245 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038258 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038260 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038272 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038284 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038296 KRKA, D.D., NOVO MESTO IT
a rilascio modificato

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038308 KRKA, D.D., NOVO MESTO IT

List of nationally authorised medicinal
EMA/719647/2016

Page 52/80




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the member
state

Member State

where product is

authorised

zmodyfikowanym uwalnianiu, 30
mg

Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038310 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038322 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038334 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038346 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 60 mg compresse DE/H/0894/002 AIC N. 039038359 KRKA, D.D., NOVO MESTO IT
a rilascio modificato
Gliclazide Krka 60 mg toimeainet DE/H/0894/002 806213 KRKA, D.D., NOVO MESTO EE
modifitseeritult vabastav tablett
Gliclazide Krka 60 mg, comprimé DK/H/2195/002 NL 42430, CIS: 6 232 KRKA, D.D., NOVO MESTO FR
a libération modifée 635 5 (34009 273 703 5

9
Gliclazide Krka 60 mg, comprimé DK/H/2195/002 NL 42430, CIS: 6 232 KRKA, D.D., NOVO MESTO FR
a libération modifée 635 5 (34009 273 704 1

0
Gliclazide Krka 60 mg, comprimé DK/H/2195/002 NL 42430, CIS: 6 232 KRKA, D.D., NOVO MESTO FR
a libération modifée 635 5 (34009 273 705 8

8)
Gliclazide Krka 60 mg, comprimé DK/H/2195/002 NL 42430, CIS: 6 232 KRKA, D.D., NOVO MESTO FR
a libération modifée 635 5 (34009 273 706 4

9)
Gliclazide Krka 60 mg, comprimé DK/H/2195/002 NL 42430, CIS: 6 232 KRKA, D.D., NOVO MESTO FR
a libération modifée 635 5 (34009 273 707 O

0)
Gliclazide Krka 60 mg, comprimé DK/H/2195/002 NL 42430, CIS: 6 232 KRKA, D.D., NOVO MESTO FR
a libération modifée 635 5 (34009 273 708 7

8)
Gliclazide Krka 90 mg tabletten DE/H/0894/003 BE488053 KRKA, D.D., NOVO MESTO BE
met gereguleerde afgifte
Gliclazide Krka tabletki o DE/H/0894/001 21665 KRKA, D.D., NOVO MESTO PL
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Gliclazide Krka tabletki o
zmodyfikowanym uwalnianiu, 60
mg

DE/H/0894/002

21064

KRKA, D.D., NOVO MESTO

PL

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462248

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462299

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462236

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462325

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462263

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462275

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462287

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462251

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462313

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462301

EG SPA
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GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462059

EG SPA

IT

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462097

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462010

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462085

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462061

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462046

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462073

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462109

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462022

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462111

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462034

EG SPA
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state

Member State
where product is
authorised

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462135

EG SPA

IT

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462123

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462174

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462198

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462147

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462150

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462186

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462224

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462212

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462200

EG SPA

GLICLAZIDE LABORATORI
EUROGENERICI 30 mg compresse
a rilascio modificato

DK/H/2270/001

042462162

EG SPA

Gliclazide Lupin 60 mg comprimés
a libération prolongée

PT/H/1272/001

BE475742

LUPIN (EUROPE) LIMITED

BE
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MRP/DCP

National Authorisation

MAH of product in the member

Member State

ITALIA 30 mg compresse a rilascio
modificato

authorisation country) Authorisation number Number state where product is
authorised

Gliclazide Lupin 60 mg ilgstosas PT/H/1272/001 15-0186 LUPIN (EUROPE) LIMITED LV
darbibas tabletes
GLICLAZIDE MOLTENI 80 mg not available 033363019 L. MOLTENI AND C. DEI F.LLI IT
compresse ALITTI SOCIETA DI ESERCIZIO

S.P.A.
Gliclazide MR 30mg prolonged- UK/H/5530/01/DC PA1240/010/001 BRISTOL LABORATORIES LTD IE
release tablets (BERKHAMSTED)
Gliclazide MR Servier 60mg FR/H/172/02/DC 09-0537 LES LABORATOIRES SERVIER LV
ilgstoSas darbibas tabletes (SURESNES)
Gliclazide MR Stada DK/H/2301/001 18/0396/14-S STADA ARZNEIMITTEL AG SK
Gliclazide Mylan 30 mg Tabletten DE/H/0893/001 67671.00.00 MYLAN S.A.S DE
mit veranderter
Wirkstofffreisetzung
GLICLAZIDE MYLAN 30 mg, DE/H/0893/001 NL33442 MYLAN S.A.S FR
comprimé a libération modifiée
Gliclazide Mylan 80 mg, comprimé | not available NL24598 MYLAN S.A.S FR
sécable
GLICLAZIDE MYLAN GENERICS 80 | not available 036244010 MYLAN S.P.A. IT
mg compresse
GLICLAZIDE MYLAN GENERICS DE/H/0893/001 038469019 MYLAN S.P.A. IT
ITALIA 30 mg compresse a rilascio
modificato
GLICLAZIDE MYLAN GENERICS DE/H/0893/001 038469021 MYLAN S.P.A. IT
ITALIA 30 mg compresse a rilascio
modificato
GLICLAZIDE MYLAN GENERICS DE/H/0893/001 038469033 MYLAN S.P.A. IT
ITALIA 30 mg compresse a rilascio
modificato
GLICLAZIDE MYLAN GENERICS DE/H/0893/001 038469045 MYLAN S.P.A. IT
ITALIA 30 mg compresse a rilascio
modificato
GLICLAZIDE MYLAN GENERICS DE/H/0893/001 038469058 MYLAN S.P.A. IT
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GLICLAZIDE MYLAN GENERICS
ITALIA 30 mg compresse a rilascio
modificato

DE/H/0893/001

038469060

MYLAN S.P.A.

IT

GLICLAZIDE MYLAN GENERICS
ITALIA 30 mg compresse a rilascio
modificato

DE/H/0893/001

038469072

MYLAN S.P.A.

GLICLAZIDE MYLAN GENERICS
ITALIA 30 mg compresse a rilascio
modificato

DE/H/0893/001

038469084

MYLAN S.P.A.

GLICLAZIDE MYLAN GENERICS
ITALIA 30 mg compresse a rilascio
modificato

DE/H/0893/001

038469096

MYLAN S.P.A.

GLICLAZIDE MYLAN GENERICS
ITALIA 30 mg compresse a rilascio
modificato

DE/H/0893/001

038469108

MYLAN S.P.A.

GLICLAZIDE MYLAN GENERICS
ITALIA 30 mg compresse a rilascio
modificato

DE/H/0893/001

038469110

MYLAN S.P.A.

GLICLAZIDE MYLAN GENERICS
ITALIA 30 mg compresse a rilascio
modificato

DE/H/0893/001

038469122

MYLAN S.P.A.

GLICLAZIDE MYLAN GENERICS
ITALIA 30 mg compresse a rilascio
modificato

DE/H/0893/001

038469134

MYLAN S.P.A.

GLICLAZIDE MYLAN GENERICS
ITALIA 30 mg compresse a rilascio
modificato

DE/H/0893/001

038469146

MYLAN S.P.A.

GLICLAZIDE MYLAN GENERICS
ITALIA 30 mg compresse a rilascio
modificato

DE/H/0893/001

038469159

MYLAN S.P.A.

Gliclazide Pensa 80 mg compresse

not available

036643017

PENSA PHARMA S.P.A.

Gliclazide Qualimed 30 mg
Tabletten mit veranderter
Wirkstofffreisetzung

DE/H/0897/001

67675.00.00

MYLAN DURA GMBH
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comprimé a libération modifiée

authorisation country) Authorisation number Number state where product is
authorised

Gliclazide Ranbaxy 60 mg UK/H/5466/001 043644018 RANBAXY ITALIA S.P.A. IT

compresse a rilascio modificato

Gliclazide Ranbaxy 60 mg UK/H/5466/001 043644032 RANBAXY ITALIA S.P.A. IT

compresse a rilascio modificato

Gliclazide Ranbaxy 60 mg UK/H/5466/001 043644020 RANBAXY ITALIA S.P.A. IT

compresse a rilascio maodificato

Gliclazide Ranbaxy 60 mg UK/H/5466/001 043644044 RANBAXY ITALIA S.P.A. IT

compresse a rilascio maodificato

Gliclazide Ranbaxy 60 mg UK/H/5466/001 043644057 RANBAXY ITALIA S.P.A. IT

compresse a rilascio modificato

Gliclazide Ranbaxy 60 mg UK/H/5466/001 043644069 RANBAXY ITALIA S.P.A. IT

compresse a rilascio modificato

Gliclazide Ranbaxy 60 mg UK/H/5466/001 043644071 RANBAXY ITALIA S.P.A. IT

compresse a rilascio maodificato

Gliclazide Ranbaxy 60 mg, UK/H/5466/01/DC RVG 115253 RANBAXY (UK) LIMITED NL

tabletten met gereguleerde afgifte

GLICLAZIDE RANBAXY 60 mg, UK/H/5466/001/DC NL 44462 RPG FR

comprimé a libération modifiée

GLICLAZIDE RATIOPHARM 30 mg, | DE/H/0896/001 NL33445 RATIOPHARM GMBH FR

comprimé a libération modifiée

GLICLAZIDE RATIOPHARM 80 mg, | not available NL24815 TEVA SANTE FR

comprimé sécable

Gliclazide retard CF 30 mg, DK/H/2270/001 RVG 112930 CENTRAFARM B.V. NL

tabletten met gereguleerde afgifte

Gliclazide Retard Mylan 30 mg DE/H/0893/001 BE345651 MYLAN BVBA/SPRL BE

comprimés a libération modifiée

Gliclazide Retard Mylan 30 mg DE/H/0893/001 BE345642 MYLAN BVBA/SPRL BE

Tabletten mit veranderter

Wirkstofffreisetzung

Gliclazide Retard Mylan 30 mg, DE/H/0893/001 RVG 34590 MYLAN B.V. NL

tabletten met gereguleerde afgifte

Gliclazide Retard Mylan 60 mg, PT/H/1203/001 BE469564 MYLAN BVBA/SPRL BE
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Gliclazide Retard Mylan 60 mg, PT/H/1203/001 BE469573 MYLAN BVBA/SPRL BE

comprimé a libération modifiée

Gliclazide Retard Mylan 60 mg, PT/H/1203/001 2015120197 MYLAN BVBA/SPRL LU

comprimé a libération modifiée

Gliclazide Retard Mylan 80 mg, not available RVG 26307 MYLAN B.V. NL

tabletten met gereguleerde afgifte

GLICLAZIDE RPG 30 mg, not available NL 37705 RANBAXY PHARMACIE FR

comprimé a libération modifiée GENERIQUES

GLICLAZIDE RPG 80 mg, not available NL 25077 RANBAXY PHARMACIE FR

comprimé sécable GENERIQUES

Gliclazide Sandoz 30 mg NL/H/3108/001 2015120198 SANDOZ N.V. LU

comprimés a libération modifiée

Gliclazide Sandoz 30 mg retard PT/H/0534/001 OGYI-T-22298/01 SANDOZ HUNGARIA KFT HU

tabletta

Gliclazide Sandoz 30 mg retard PT/H/0534/001 OGYI-T-22298/02 SANDOZ HUNGARIA KFT HU

tabletta

Gliclazide Sandoz 30 mg retard PT/H/0534/001 OGYI-T-22298/03 SANDOZ HUNGARIA KFT HU

tabletta

Gliclazide Sandoz 30 mg retard PT/H/0534/001 OGYI-T-22298/04 SANDOZ HUNGARIA KFT HU

tabletta

Gliclazide Sandoz 30 mg retard PT/H/0534/001 OGYI-T-22298/05 SANDOZ HUNGARIA KFT HU

tabletta

Gliclazide Sandoz 30 mg retard PT/H/0534/001 OGYI-T-22298/06 SANDOZ HUNGARIA KFT HU

tabletta

Gliclazide Sandoz 30 mg retard PT/H/0534/001 OGYI-T-22298/07 SANDOZ HUNGARIA KFT HU

tabletta

Gliclazide Sandoz 30 mg retard PT/H/0534/001 OGYI-T-22298/08 SANDOZ HUNGARIA KFT HU

tabletta

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 628-5 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 629-1 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 631-6 SANDOZ FR
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modositott hatéanyagleadasu
tabletta

authorisation country) Authorisation number Number state where product is
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GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 632-2 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 633-9 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 634-5 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 635-1 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 636-8 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 637-4 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 638-0 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 639-7 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 640-5 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 641-1 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 626-2 SANDOZ FR

comprimé a libération modifiée

GLICLAZIDE SANDOZ 30 mg, DE/H/0894/001 385 627-9 SANDOZ FR

comprimé a libération modifiée

Gliclazide Sandoz 30 mg, tablet NL/H/1700/001 BE375873 SANDOZ N.V. BE

met gereguleerde afgifte

Gliclazide Sandoz 30 mg, tablet NL/H/1700/001 BE375864 SANDOZ N.V. BE

met gereguleerde afgifte

Gliclazide Sandoz 30 mg, NL/H/3108/001 RVG 114941 SANDOZ B.V. NL

tabletten met gereguleerde afgifte

Gliclazide Sandoz 60 mg NL/H/3384/001 OGYI-T-22298/09 SANDOZ HUNGARIA KFT HU
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Gliclazide Sandoz 60 mg
maodositott hatéanyagleadasu
tabletta

NL/H/3384/001

OGYI-T-22298/10

SANDOZ HUNGARIA KFT

HU

Gliclazide Sandoz 60 mg
maodositott hatéanyagleadasu
tabletta

NL/H/3384/001

OGYI-T-22298/11

SANDOZ HUNGARIA KFT

HU

Gliclazide Sandoz 60 mg
maodositott hatéanyagleadasu
tabletta

NL/H/3384/001

OGYI-T-22298/12

SANDOZ HUNGARIA KFT

HU

Gliclazide Sandoz 60 mg tabletten
met gereguleerde afgifte

NL/H/3384/001

BE488035

SANDOZ N.V.

BE

Gliclazide Sandoz 60 mg tabletten
met gereguleerde afgifte

NL/H/3384/001

BE488044

SANDOZ N.V.

BE

GLICLAZIDE SANDOZ 80 mg,
comprimé sécable

NL 24744

368 184-5

SANDOZ

FR

GLICLAZIDE SANDOZ 80 mg,
comprimé sécable

NL 24744

368 185-1

SANDOZ

FR

GLICLAZIDE SANDOZ 80 mg,
comprimé sécable

NL 24744

372 922-7

SANDOZ

FR

GLICLAZIDE SANDOZ 80 mg,
comprimé sécable

NL 24744

372 923-3

SANDOZ

FR

GLICLAZIDE SANDOZ 80 mg,
comprimé sécable

NL 24744

372 925-6

SANDOZ

FR

GLICLAZIDE SANDOZ 80 mg,
comprimé sécable

NL 24744

561 184-0

SANDOZ

FR

GLICLAZIDE SANDOZ 80,
tabletten met gereguleerde afgifte
80 mg

RVG 16221=56872

RVG 16221=56872

SANDOZ B.V.

NL

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578015

SANDOZ GMBH

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578027

SANDOZ GMBH
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GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578039

SANDOZ GMBH

IT

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578041

SANDOZ GMBH

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578054

SANDOZ GMBH

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578066

SANDOZ GMBH

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578078

SANDOZ GMBH

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578080

SANDOZ GMBH

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578104

SANDOZ GMBH

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578092

SANDOZ GMBH

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578116

SANDOZ GMBH

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578128

SANDOZ GMBH

GLICLAZIDE SANDOZ GMBH
30MG COMPRESSE A RILASCIO
MODIFICATO

PT/H/0534/001

040578130

SANDOZ GMBH
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GLICLAZIDE SANDOZ GMBH PT/H/0534/001 040578142 SANDOZ GMBH IT

30MG COMPRESSE A RILASCIO

MODIFICATO

GLICLAZIDE SANDOZ GMBH PT/H/0534/001 040578155 SANDOZ GMBH IT

30MG COMPRESSE A RILASCIO

MODIFICATO

GLICLAZIDE SANDOZ GMBH PT/H/0534/001 040578167 SANDOZ GMBH IT

30MG COMPRESSE A RILASCIO

MODIFICATO

Gliclazide Sandoz retard 30 mg, NL/H/1700/001 RVG 105042 SANDOZ B.V. NL

tabletten met gereguleerde afgifte

Gliclazide Sandoz retard 60 mg, NL/H/3384/001 RVG 116611 SANDOZ B.V. NL

tabletten met gereguleerde afgifte

Gliclazide Servier 30 mg MR FR/H/172/01 PL 05815/0020 LES LABORATOIRES SERVIER UK

Tablets (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 203-2 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 196-6 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 193-7 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 198-9 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 194-3 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 205-5 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 357 018-1 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 200-3 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 562 673-8 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 562 675-0 LES LABORATOIRES SERVIER FR
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GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 202-6 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 197-2 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 372 262-7 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 192-0 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 204-9 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 30MG, FR/H/0172/001 354 199-5 LES LABORATOIRES SERVIER FR

comprimé a libération modifiée (SURESNES)

GLICLAZIDE SERVIER 60 MG, FR/H/0172/002 339 467-2 LES LABORATOIRES SERVIER FR

comprimé sécable a libération (SURESNES)

modifiée

GLICLAZIDE SERVIER 60 MG, FR/H/0172/002 339 469-5 LES LABORATOIRES SERVIER FR

comprimé sécable a libération (SURESNES)

modifiée

GLICLAZIDE SERVIER 60 MG, FR/H/0172/002 338 973-1 LES LABORATOIRES SERVIER FR

comprimé sécable a libération (SURESNES)

modifiée

GLICLAZIDE SERVIER 60 MG, FR/H/0172/002 339 477-8 LES LABORATOIRES SERVIER FR

comprimé sécable a libération (SURESNES)

modifiée

GLICLAZIDE SERVIER 60 mg, FR/H/0172/002 338 978-3 LES LABORATOIRES SERVIER FR

comprimé sécable a libération (SURESNES)

modifiée

Gliclazide Servier 60 mg, tabletten | FR/H/172/02/DC RVG102836 LES LABORATOIRES SERVIER NL

met gereguleerde afgifte (SURESNES)

Gliclazide Tablets 80mg PL 04416/0321 PL 04416/0321 SANDOZ LTD UK

Gliclazide Tablets 80mg BP not available PL 20075/0114 ACCORD HEALTHCARE LIMITED UK

GLICLAZIDE TABLETS BP 80mg not available PL 0142/0400 ACTAVIS UK LTD. UK

Gliclazide Tablets BP 80mg not available PL/4569/0274 GENERICS [UK] LIMITED UK

List of nationally authorised medicinal
EMA/719647/2016

Page 65/80




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the member
state

Member State
where product is
authorised

hat6éanyagleadasu tabletta

Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/01 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/02 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/03 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/04 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/05 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/06 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/07 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/08 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/09 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/10 TAD PHARMA GMBH HU
hatdanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/11 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Modositott DE/H/0894/002 OGYI-T-22410/12 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/13 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/14 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/15 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/16 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta
Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/17 TAD PHARMA GMBH HU
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compresse a rilascio maodificato

Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/18 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta

Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/19 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta

Gliclazide TAD 60 mg, Mdédositott DE/H/0894/002 OGYI-T-22410/20 TAD PHARMA GMBH HU
hatéanyagleadasu tabletta

GLICLAZIDE TEVA 30 mg, DE/H/0895/001 NL33444 TEVA SANTE FR
comprimé a libération modifiée

Gliclazide Teva 60 mg ilgstosas DK/H/2460/001 15-0296 TEVA B.V LV
darbibas tabletes

Gliclazide Teva 60 mg modifikuoto | DK/H/2460/001 LT/1/15/3835/001 TEVA B.V LT
atpalaidavimo tabletes

Gliclazide Teva 60 mg modifikuoto | DK/H/2460/001 LT/1/15/3835/002 TEVA B.V LT
atpalaidavimo tabletés

Gliclazide Teva 60 mg modifikuoto | DK/H/2460/001 LT/1/15/3835/004 TEVA B.V LT
atpalaidavimo tabletés

Gliclazide Teva 60 mg modifikuoto | DK/H/2460/001 LT/1/15/3835/003 TEVA B.V LT
atpalaidavimo tabletes

GLICLAZIDE TEVA 60 mg, DE/H/3526/002 NL41933 TEVA SANTE FR
comprimé sécable a libération

modifiée

Gliclazide Teva 80 mg, comprimé not available NL24262 TEVA SANTE FR
sécable

Gliclazide Teva Italia 30 mg DE/H/0895/001 038372037 TEVA ITALIA S.R.L. IT
compresse a rilascio maodificato

Gliclazide Teva Italia 30 mg DE/H/0895/001 038372064 TEVA ITALIA S.R.L. IT
compresse a rilascio maodificato

Gliclazide Teva Italia 30 mg DE/H/0895/001 038372076 TEVA ITALIA S.R.L. IT
compresse a rilascio modificato

Gliclazide Teva Italia 30 mg DE/H/0895/001 038372126 TEVA ITALIA S.R.L. IT
compresse a rilascio modificato

Gliclazide Teva Italia 30 mg DE/H/0895/001 038372013 TEVA ITALIA S.R.L. IT
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Gliclazide Teva ltalia 30 mg DE/H/0895/001 038372153 TEVA ITALIA S.R.L. IT

compresse a rilascio modificato

Gliclazide Teva ltalia 30 mg DE/H/0895/001 038372090 TEVA ITALIA S.R.L. IT

compresse a rilascio modificato

Gliclazide Teva ltalia 30 mg DE/H/0895/001 038372052/M TEVA ITALIA S.R.L. IT

compresse a rilascio maodificato

Gliclazide Teva ltalia 30 mg DE/H/0895/001 038372140 TEVA ITALIA S.R.L. IT

compresse a rilascio maodificato

Gliclazide Teva ltalia 30 mg DE/H/0895/001 038372102 TEVA ITALIA S.R.L. IT

compresse a rilascio modificato

Gliclazide Teva Italia 30 mg DE/H/0895/001 038372025/M TEVA ITALIA S.R.L. IT

compresse a rilascio modificato

Gliclazide Teva ltalia 30 mg DE/H/0895/001 038372138 TEVA ITALIA S.R.L. IT

compresse a rilascio maodificato

Gliclazide Teva ltalia 30 mg DE/H/0895/001 038372114 TEVA ITALIA S.R.L. IT

compresse a rilascio maodificato

Gliclazide Teva ltalia 30 mg DE/H/0895/001 038372049 TEVA ITALIA S.R.L. IT

compresse a rilascio modificato

Gliclazide Teva Italia 30 mg DE/H/0895/001 038372088 TEVA ITALIA S.R.L. IT

compresse a rilascio maodificato

Gliclazide Teva, 60 mg toimeainet DK/H/2460/001 892715 TEVA B.V EE

modifitseeritult vabastavad

tabletid

GLICLAZIDE ZENTIVA 30 MG DK/H/2302/001 14-0166 ZENTIVA, K.S. LV

ILGSTOSAS DARBIBAS TABLETES

GLICLAZIDE ZENTIVA 30 MG, not available 497 226-6 SANOFI-AVENTIS FRANCE FR

COMPRIME A LIBERATION

MODIFIEE

GLICLAZIDE ZENTIVA 30 MG, not available 497 233-2 SANOFI-AVENTIS FRANCE FR

COMPRIME A LIBERATION

MODIFIEE

GLICLAZIDE ZENTIVA 30 MG, not available 497 235-5 SANOFI-AVENTIS FRANCE FR
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GLICLAZIDE ZENTIVA 30 MG,
COMPRIME A LIBERATION
MODIFIEE

not available

497 234-9

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 MG,
COMPRIME A LIBERATION
MODIFIEE

not available

497 222-0

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 MG,
COMPRIME A LIBERATION
MODIFIEE

not available

497 227-2

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 MG,
COMPRIME A LIBERATION
MODIFIEE

not available

578 739-3

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 MG,
COMPRIME A LIBERATION
MODIFIEE

not available

497 236-1

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 MG,
COMPRIME A LIBERATION
MODIFIEE

not available

497 232-6

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 MG,
COMPRIME A LIBERATION
MODIFIEE

not available

497 229-5

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 MG,
COMPRIME A LIBERATION
MODIFIEE

not available

497 224-3

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 mg,
comprimé a libération modifiée

not available

497 223 7

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 mg,
comprimé a libération modifiée

not available

497 237-8

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 mg,
comprimé a libération modifiée

not available

497 230-3

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 30 mg,
comprimé a libération modifiée

not available

497 228-9

SANOFI-AVENTIS FRANCE

FR

GLICLAZIDE ZENTIVA 60 MG
ILGSTOSAS DARBIBAS TABLETES

DK/H/2302/002/DC

14-0167

ZENTIVA, K.S.

LV
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Gliclazide Zentiva 60 mg tabletter DK/H/2302/002 52504 ZENTIVA, K.S. DK

med modificeret udlgsning

GLICLAZIDE ZENTIVA 60 MG, DK/H/2302/002 34009 300 1102 7 SANOFI-AVENTIS FRANCE FR

COMPRIME SECABLE A

LIBERATION MODIFIEE

GLICLAZIDE ZENTIVA 60 MG, DK/H/2302/002 34009 300 10990 SANOFI-AVENTIS FRANCE FR

COMPRIME SECABLE A

LIBERATION MODIFIEE

GLICLAZIDE ZENTIVA 60 MG, DK/H/2302/002 34009 30011010 SANOFI-AVENTIS FRANCE FR

COMPRIME SECABLE A

LIBERATION MODIFIEE

GLICLAZIDE ZENTIVA 60 MG, DK/H/2302/002 34009 300 110 03 SANOFI-AVENTIS FRANCE FR

COMPRIME SECABLE A

LIBERATION MODIFIEE

GLICLAZIDE ZENTIVA 80 mg not available 036376010 ZENTIVA ITALIA SRL IT

compresse

Gliclazide Zentiva 80 mg, not available 367 457-8 SANOFI-AVENTIS FRANCE FR

comprimé sécable

Gliclazide Zentiva 80 mg, not available 561 265-3 SANOFI-AVENTIS FRANCE FR

comprimé sécable

Gliclazide Zentiva 80 mg, not available 367 458-4 SANOFI-AVENTIS FRANCE FR

comprimé sécable

Gliclazide Zentiva Lab 30 mg DK/H/2302/001 042893065 ZENTIVA ITALIA SRL IT

compresse a rilascio maodificato

Gliclazide Zentiva Lab 30 mg DK/H/2302/001 042893038 ZENTIVA ITALIA SRL IT

compresse a rilascio modificato

Gliclazide Zentiva Lab 30 mg DK/H/2302/001 042893014 ZENTIVA ITALIA SRL IT

compresse a rilascio modificato

Gliclazide Zentiva Lab 30 mg DK/H/2302/001 042893053 ZENTIVA ITALIA SRL IT

compresse a rilascio maodificato

GLICLAZIDE ZENTIVA, 30 MG, DK/H/2302/001 22307 ZENTIVA, K.S. PL
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GLICLAZIDE ZENTIVA, 60 MG, DK/H/2302/002 22308 ZENTIVA, K.S. PL

TABLETKI O ZMODYFIKOWANYM

UWALNIANIU

Gliclazide Zentiva30 mg tabletter DK/H/2302/001 52502 ZENTIVA, K.S. DK

med modificeret udlgsning

Gliclazide/Mylan 30 mg diokia DE/H/0897/001 16579/15-02-2016 GENERICS PHARMA HELLAS LTD GR

eAeyXOUEVNC anodE0UEUONG

Gliclazid-ratiopharm 30 mg DE/H/0896/001 1-27539 RATIOPHARM ARZNEIMITTEL AT

Tabletten mit veranderter VERTRIEBS-GMBH

Wirkstofffreisetzung

Gliclazid-ratiopharm 30 mg DE/H/0896/001 67674.00.00 RATIOPHARM GMBH DE

Tabletten mit veranderter

Wirkstofffreisetzung

Gliclazid-TEVA 30 mg Tabletten DE/H/0895/001 67673.00.00 TEVA GMBH DE

mit veranderter

Wirkstofffreisetzung

Gliglical, tabletter med modificeret | DK/H/2460/001 55841 TEVA B.V DK

udlgsning

GLIKA 30 mg tablete s not available UP/1-530-09/11-01/116 BELUPO D.D. HR

produljenim oslobadanjem

Gliklazid Actavis 30 mg tablety s DK/H/2376/001 18/250/15-C ACTAVIS GROUP PTC EHF. Ccz

fizenym uvolfiovanim

Gliklazid Actavis 60 mg tablety s DK/H/2376/002 18/251/15-C ACTAVIS GROUP PTC EHF. Ccz

fizenym uvolfiovanim

Gliklazid Krka 60 mg tablete s not available UP/1-530-09/12-01/02 KRKA-FARMA D.O.O. HR

prilagodenim oslobadanjem

GLIKLAZID LUPIN 60 mg retard PT/H/1272/001/DC OGYI-T-22888/01-02 Lupin (Europe) Ltd. HU

tabletta

Gliklazid Lupin 60 mg tablety s PT/H/1272/001 18/0316/15-S LUPIN (EUROPE) LIMITED SK

predlZzenym uvolfiovanim

Gliklazid Lupin, 60 mg, tabletki o PT/H/1272/001/DC 22928 LUPIN (EUROPE) LIMITED PL

zmodyfikowanym uwalnianiu

Gliklazid Sandoz 30 mg tablete s NL/H/3108/001 HR-H-404023017 SANDOZ D.O.O. HR

prilagodenim oslobadanjem

Gliklazid Sandoz 60 mg NL/H/3384/001 18/093/16-C SANDOZ S.R.O. Cz
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Gliklazid Sandoz 60 mg tablete s NL/H/3384/001 HR-H-898920477 SANDOZ D.O.O. HR
prilagodenim oslobadanjem

Gliklazid Sandoz 60 mg tablety s NL/H/3384/001 18/0057/16-S SANDOZ PHARMACEUTICALS D.D. SK
riadenym uvolfiovanim

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/007 STADA ARZNEIMITTEL AG Sl
prirejenim sproscanjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/006 STADA ARZNEIMITTEL AG Si
prirejenim spros¢anjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/010 STADA ARZNEIMITTEL AG Sl
prirejenim spros¢anjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/004 STADA ARZNEIMITTEL AG Sl
prirejenim sprosanjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/018 STADA ARZNEIMITTEL AG Si
prirejenim sproscanjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/003 STADA ARZNEIMITTEL AG Si
prirejenim sproscanjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/015 STADA ARZNEIMITTEL AG Sl
prirejenim spros¢anjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/013 STADA ARZNEIMITTEL AG Sl
prirejenim spros¢anjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/001 STADA ARZNEIMITTEL AG Si
prirejenim spros¢anjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/008 STADA ARZNEIMITTEL AG Si
prirejenim spros¢anjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/005 STADA ARZNEIMITTEL AG Sl
prirejenim spros¢anjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/002 STADA ARZNEIMITTEL AG Sl
prirejenim sproscanjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/016 STADA ARZNEIMITTEL AG Si
prirejenim sproscanjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/017 STADA ARZNEIMITTEL AG Sl
prirejenim spros¢anjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/014 STADA ARZNEIMITTEL AG Sl

prirejenim spros¢anjem
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Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/009 STADA ARZNEIMITTEL AG Sl

prirejenim spros¢anjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/012 STADA ARZNEIMITTEL AG Sl

prirejenim spros¢anjem

Gliklazid STADA 60 mg tablete s DK/H/2301/001 H/14/1904/011 STADA ARZNEIMITTEL AG Sl

prirejenim sproscanjem

Gliklazidas Lupin 60 mg pailginto PT/H/1272/001 LT/1/15/3790/001 LUPIN (EUROPE) LIMITED LT

atpalaidavimo tabletés

Gliklazidas Lupin 60 mg pailginto PT/H/1272/001 LT/1/15/3790/002 LUPIN (EUROPE) LIMITED LT

atpalaidavimo tabletes

Gliklazidas Lupin 60 mg pailginto PT/H/1272/001 LT/1/15/3790/003 LUPIN (EUROPE) LIMITED LT

atpalaidavimo tabletes

Gliklazidas Lupin 60 mg pailginto PT/H/1272/001 LT/1/15/3790/004 LUPIN (EUROPE) LIMITED LT

atpalaidavimo tabletés

Gliklazidas Lupin 60 mg pailginto PT/H/1272/001 LT/1/15/3790/005 LUPIN (EUROPE) LIMITED LT

atpalaidavimo tabletés

Gliklazidas Lupin 60 mg pailginto PT/H/1272/001 LT/1/15/3790/006 LUPIN (EUROPE) LIMITED LT

atpalaidavimo tabletes

Glirike 60 mg Tabletten mit DE/H/3526/001 81782.00.00 KRKA, D.D., NOVO MESTO DE

veranderter Wirkstofffreisetzung

Glizorem AA084/08901 REMEDICA LTD MT

Glizorem 80 mg Aiokia not available 20347 REMEDICA LTD CcY

Gluctam 60 mg médositott FR/H/0172/002/DC OGYI-T-10108/03-04 EGIS PHARMACEUTICALS PLC HU

hatéanyagleadasu tabletta

Gluctam 80 mg tabletta not available OGYI-T-6191/01 EGIS PHARMACEUTICALS PLC HU

Gluctam MR 60 mg Tabletten mit FR/H/172/02/DC 1-30194 SERVIER AUSTRIA GMBH AT

veranderter Wirkstofffreisetzung

GLUCTAM MR 60MG FR/H/172/02/DC 18/0764/09-S LES LABORATOIRES SERVIER SK
(SURESNES)

Glyakt 30 mg tablete s DK/H/2376/001 HR-H-398480928 ACTAVIS GROUP PTC EHF. HR

prilagodenim oslobadanjem

Glyakt 60 mg tablete s DK/H/2376/002 HR-H-959639573 ACTAVIS GROUP PTC EHF. HR
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Glyclada 30 mg Tablety s fizenym DE/H/0892/001 18/105/08-C KRKA, D.D., NOVO MESTO Ccz

uvolfovanim

Glyclada 30 mg, comprimate cu not available 1139/2008/01 KRKA, D.D., NOVO MESTO RO

eliberare prelungita

Glyclada 30 mg, comprimate cu not available 1139/2008/02 KRKA, D.D., NOVO MESTO RO

eliberare prelungita

Glyclada 30 mg, comprimate cu not available 1139/2008/03 KRKA, D.D., NOVO MESTO RO

eliberare prelungita

Glyclada 30 mg, comprimate cu not available 1139/2008/04 KRKA, D.D., NOVO MESTO RO

eliberare prelungita

Glyclada 30 mg, comprimate cu not available 1139/2008/05 KRKA, D.D., NOVO MESTO RO

eliberare prelungita

Glyclada 30 mg, comprimate cu not available 1139/2008/06 KRKA, D.D., NOVO MESTO RO

eliberare prelungita

Glyclada 30 mg, comprimate cu not available 1139/2008/07 KRKA, D.D., NOVO MESTO RO

eliberare prelungita

Glyclada 30 mg, comprimate cu not available 1139/2008/08 KRKA, D.D., NOVO MESTO RO

eliberare prelungita

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/01 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/02 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/03 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/04 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/05 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/06 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/07 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/08 KRKA, D.D., NOVO MESTO RO
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Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/09 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/10 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/11 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/12 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/13 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/14 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/15 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/16 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/17 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/18 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/19 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg comprimate cu DE/H/0892/002 5467/2013/20 KRKA, D.D., NOVO MESTO RO

eliberare modificata

Glyclada 60 mg por.tbl.ret. DE/H/0892/002 18/321/13-C KRKA, D.D., NOVO MESTO CcZ

Glyclada 90 mg tablety s fizenym DE/H/0892/003 18/020/16-C KRKA, D.D., NOVO MESTO Ccz

uvolfovanim

Glydium 30 mg Tabletten mit FR/H/336/01/DC 1-27729 LES LABORATOIRES SERVIER AT

veranderter Wirkstofffreisetzung (SURESNES)

GLYDIUM 30 mg, comprimé a FR/H/0336/001 390 517-3 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 390 511-5 LES LABORATOIRES SERVIER FR
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GLYDIUM 30 mg, comprimé a FR/H/336/01/DC 390 514-4 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 390 520-4 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 574 169-8 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 390 516-7 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 574 170-6 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 390 510-9 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 390 507-8 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 390 509-0 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 390 519-6 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 390 513-8 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30 MG, comprimé a FR/H/0336/001 390 512-1 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30MG, comprimé a FR/H/336/01/DC 390 508-4 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

GLYDIUM 30MG, comprimé a FR/H/336/01/DC 390 515-0 LES LABORATOIRES SERVIER FR

libération modifiée (SURESNES)

Gulrike 60 mg Comprimidos de DE/H/3526/001 77494 KRKA, D.D., NOVO MESTO ES

liberacién modificada EFG

Laaglyda MR 60 mg modified- DE/H/0894/002 PL 01656/0182 KRKA, D.D., NOVO MESTO UK

release tablets

Medoclazide not available MA032/01901 MEDOCHEMIE LTD. MT

Medoclazide 80 mg tablets not available 9819 MEDOCHEMIE LTD. CY

Nazdol MR 30 mg modified- DE/H/0892/001 PL 01656/0033 KRKA, D.D., NOVO MESTO UK

release tablets
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tablets

Nazdol MR 60 mg modified- DE/H/0892/002 PL 01656/0181 KRKA, D.D., NOVO MESTO UK
release tablets

Normodiab 80 mg tablets 1S/H/0145/001 20030689 ACTAVIS GROUP PTC EHF. BG
Normodiab 80 mg tablets 1S/H/0145/001 1S/1/10/068/01 ACTAVIS GROUP PTC EHF. IS
Oziclide MR, 60 mg, tabletki o UK/H/5466/001 22511 RANBAXY POLAND SP. Z0O.0 PL
zmodyfikowanym uwalnianiu

Salson, 60 mg, tabletki o NL/H/3384 23060 SANDOZ GMBH PL
zmodyfikowanym uwalnianiu

Symazide MR 60, 60 mg, tabletki PL/H/0436/001 22936 SYMPHAR SP. Z O.0. PL
0 zmodyfikowanym uwalnianiu

Symazide MR, 30 mg, tabletka o PL/H/0266/001 17622 SYMPHAR SP. Z O.0. PL
zmodyfikowanym uwalnianiu

UNI DIAMICRON 30 MG FR/H/0171/001 BE220315 SERVIER BENELUX S.A./N.V. BE
comprimés a libération modifiée

UNI DIAMICRON 60 mg Tablette FR/H/171/02/DC BE354137 SERVIER BENELUX S.A./N.V. BE
mit veranderter

Wirkstofffreisetzung

Uni Gliclazide EG 30 mg tabletten DK/H/2270/001 BE446462 EUROGENERICS SA BE
met gereguleerde afgifte

Uni Gliclazide EG 30 mg tabletten DK/H/2270/001 BE446453 EUROGENERICS SA BE
met gereguleerde afgifte

Uni Gliclazide EG 60 mg tabletten DK/H/2301/001 BE460240 EUROGENERICS SA BE
met gereguleerde afgifte

Uni Gliclazide EG 60 mg tabletten DK/H/2301/001 BE460257 EUROGENERICS SA BE
met gereguleerde afgifte

Uni Gliclazide EG 60mg DK/H/2301/001 2015120261 EUROGENERICS SA LU
comprimés a libération modifiée

Vamju 30 mg modified-release DK/H/2381/001 PL 12762/0506 MERCURY PHARMACEUTICALS UK
tablets LTD.

Vamju 60 mg modified-release DK/H/2381/002 PL 12762/0507 MERCURY PHARMACEUTICALS UK
tablets LTD.

Vitile MR 30 mg modified-release DK/H/2376/001 PA1380/166/1 ACTAVIS GROUP PTC EHF. IE

List of nationally authorised medicinal
EMA/719647/2016

Page 77/80




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the member
state

Member State
where product is
authorised

hat6éanyagleadasu tabletta

Ziclaseg 30mg prolonged-release PT/H/0534/001 PL 35507/0084 LUPIN (EUROPE) LIMITED UK

tablets

Zicron 40mg Tablets not available PL 17907/0067 BRISTOL LABORATORIES LTD UK
(BERKHAMSTED)

Zicron PR 30 mg prolonged- UK/H/5530/01/DC MA737/01501 BRISTOL LABORATORIES LTD MT

release tablets (BERKHAMSTED)

Zicron PR 30 mg prolonged- UK/H/5530/01/DC PL 17907/0398 BRISTOL LABORATORIES LTD UK

release tablets (BERKHAMSTED)

ZODEDIAB 30 mg comprimate cu | DK/H/2300/001 6784/2014/01-08 ALVOGEN IPCO S.AR.L RO

eliberare modificata

ZODEDIAB 60 mg comprimate cu | DK/H/2300/002 6785/2014/01-08 ALVOGEN IPCO S.AR.L RO

eliberare modificata

Zodediab 30 mg moédositott DK/H/2300/001 OGYI-T-22698/01 ALVOGEN IPCO S.AR.L HU

hatéanyagleadasu tabletta

Zodediab 30 mg médositott DK/H/2300/001 OGYI-T-22698/02 ALVOGEN IPCO S.AR.L HU

hatéanyagleadasu tabletta

Zodediab 30 mg médositott DK/H/2300/001 OGYI-T-22698/03 ALVOGEN IPCO S.AR.L HU

hatéanyagleadasu tabletta

Zodediab 30 mg médositott DK/H/2300/001 OGYI-T-22698/04 ALVOGEN IPCO S.AR.L HU

hatdanyagleadasu tabletta

Zodediab 30 mg médositott DK/H/2300/001 OGYI-T-22698/05 ALVOGEN IPCO S.AR.L HU

hatéanyagleadasu tabletta

Zodediab 30 mg modositott DK/H/2300/001 OGYI-T-22698/06 ALVOGEN IPCO S.AR.L HU

hatéanyagleadasu tabletta

Zodediab 30 mg médositott DK/H/2300/001 OGYI-T-22698/07 ALVOGEN IPCO S.AR.L HU

hatéanyagleadasu tabletta

Zodediab 30 mg médositott DK/H/2300/001 OGYI-T-22698/08 ALVOGEN IPCO S.AR.L HU

hatéanyagleadasu tabletta

Zodediab 30 mg to6flur meo DK/H/2300/001 1S/1/14/063/01 ALVOGEN IPCO S.AR.L IS

breyttan losunarhrada

Zodediab 60 mg moédositott DK/H/2300/002 OGYI-T-22698/09 ALVOGEN IPCO S.AR.L HU

hatéanyagleadasu tabletta

Zodediab 60 mg médositott DK/H/2300/002 OGYI-T-22698/10 ALVOGEN IPCO S.AR.L HU
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TabneTku ¢ NUSMEHEHO
0CBObOOXAaBaHe

Zodediab 60 mg médositott DK/H/2300/002 OGYI-T-22698/11 ALVOGEN IPCO S.AR.L HU
hatéanyagleadasu tabletta

Zodediab 60 mg médositott DK/H/2300/002 OGYI-T-22698/12 ALVOGEN IPCO S.AR.L HU
hatéanyagleadasu tabletta

Zodediab 60 mg médositott DK/H/2300/002 OGYI-T-22698/16 ALVOGEN IPCO S.AR.L HU
hatéanyagleadasu tabletta

Zodediab 60 mg médositott DK/H/2300/002 OGYI-T-22698/15 ALVOGEN IPCO S.AR.L HU
hatéanyagleadasu tabletta

Zodediab 60 mg médositott DK/H/2300/002 OGYI-T-22698/14 ALVOGEN IPCO S.AR.L HU
hatéanyagleadasu tabletta

Zodediab 60 mg médositott DK/H/2300/002 OGYI-T-22698/13 ALVOGEN IPCO S.AR.L HU
hatéanyagleadasu tabletta

Zodediab 60 mg toflur meo DK/H/2300/002 1S/1/14/063/02 ALVOGEN IPCO S.AR.L IS
breyttan losunarhrada

Zodediab MR DK/H/2300/002 52498 ALVOGEN IPCO S.AR.L DK
Zodediab MR DK/H/2300/001 52497 ALVOGEN IPCO S.AR.L DK
Zycron MR 30 mg modified- DK/H/2270/001 PA 126/248/1 CLONMEL HEALTHCARE LTD. 1E
release tablets

FMMUKNAOA 30 mg TabneTtku c not available 20100262 KRKA, D.D., NOVO MESTO BG
yAbXkeHo ocBoboxgaBaHe

FMMUKNAOA 60 mg TabneTtku c DE/H/0892/002 20130083 KRKA, D.D., NOVO MESTO BG
M3MeHeHOo ocBoboxxaaBaHe

Fnvknaga 90 mg TabneTku ¢ DE/H/0892/003 20160071 KRKA, D.D., NOVO MESTO BG
M3MeHeHOo ocBoboXaaBaHe

wuknasng FAMMA 30 MR 30 mg NL/H/1711/001 20100697 WORWAG PHARMA GMBH & CO. BG
TabneTkn ¢ N3MeHeHo KG

ocBoboxaasaHe

uknasna xeHepukc 30 mg DE/H/0893/001 20090308 GENERICS [UK] LIMITED BG
TabneTkn ¢ N3MeHeHo

ocBoboxaasaHe

uknasng 3eHTuBa 60 mg DK/H/2302/002 20140311 ZENTIVA, K.S. BG
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nuknasuna lynuH 60 mg PT/H/1272/001 20150831 LUPIN (EUROPE) LIMITED BG

TabneTkn ¢ yabnxeHo

ocBoboxaasaHe

Onab 80 mg TabneTtku not available 11-15101 TCHAIKAPHARMA HIGH QUALITY BG
MEDICINES, INC.

Onab MP 30mg Tabnetku ¢ not available 11-20677 TCHAIKAPHARMA HIGH QUALITY BG

n3MeHeHo oceoboxaaBaHe MEDICINES, INC.

OWNATIPEJT MR 60 mg Tabnetku ¢ FR/H/171/02/DC 20100003 LES LABORATOIRES SERVIER BG

n3MeHeHo oceoboxaaBaHe (SURESNES)

Ournukan ER 60 mg Tabnetku c DK/H/2460/001 11-31635 PEI. N9: TEVA PHARMACEUTICALS BG

M3MeHeHOo ocBoboxxaaBaHe 20150399 BULGARIA EOOD

Eko3ua SR 30 mg Tabnetku ¢ not available 20120076 ECOPHARM GROUP BG

yAbXXeHo ocBoboxgaBaHe

3oneavab MR 30 mg Tabnetku ¢ DK/H/2300/001 11-26942 ALVOGEN IPCO S.AR.L BG

n3MeHeHo oceoboxaaBaHe

3oneanab MR 60 mg Tabnetku ¢ DK/H/2300/002 11-26943 ALVOGEN IPCO S.AR.L BG

n3MeHeHo oceoboxaaBaHe

MALPAC MR 30 mg Tabnetku c DK/H/2270/001 20140046 STADA ARZNEIMITTEL AG BG

M3MeHeHOo ocBoboxxaaBaHe

Magpac MR 60 mg TabneTku ¢ DK/H/2301/001 20140256 STADA ARZNEIMITTEL AG BG

n3MeHeHo oceoboxaaBaHe

Hopmoaunab MR 30 mg Ttabnetkm ¢ | DK/H/2376/001 20150142 ACTAVIS GROUP PTC EHF. BG

n3MeHeHo oceoboxaaBaHe

Hopmoaunab MR 60 mg Tabnetkn ¢ | DK/H/2376/002 20150143 ACTAVIS GROUP PTC EHF. BG
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