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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Losec 10 mg NL/H/2081/001 1-20934 CHEPLAPHARM AT

magensaftresistente ARZNEIMITTEL GMBH

Kapseln

Losec 20 mg NL/H/2081/002 1-19207 CHEPLAPHARM AT

magensaftresistente ARZNEIMITTEL GMBH

Kapseln

Omeprazol 1A Pharma 10 | not available 1-24871 1A PHARMA GMBH AT

mg - Kapseln

Omeprazol 1A Pharma 20 | not available 1-24869 1A PHARMA GMBH AT

mg - Kapseln

Omeprazol 1A Pharma 40 | not available 1-24870 1A PHARMA GMBH AT

mg - Kapseln

Omeprazol G.L. 40 not available 1-27667 G.L. PHARMA GMBH AT

mg-Kapseln

Omeprazol Genericon 10 | NL/H/0973/001 1-27207 GENERICON PHARMA AT

mg magensaftresistente GESELLSCHAFT M.B.H.

Kapseln

Omeprazol Genericon 40 | NL/H/0973/003 1-27209 GENERICON PHARMA AT

mg magensaftresistente GESELLSCHAFT M.B.H.

Kapseln

Omeprazol ratiopharm AT/H/0274/001 1-25634 TEVA B.V AT

10 mg

magensaftresistente

Hartkapseln

Omeprazol ratiopharm AT/H/0273/001 1-25076 TEVA B.V AT

20 mg

magensaftresistente

Hartkapseln

Omeprazol ratiopharm AT/H/0274/002 1-25635 TEVA B.V AT

40 mg

magensaftresistente

Hartkapseln

Losec-Mups 10 mg, NL/H/2081/006 BE206945 CHEPLAPHARM BE

comprimés
gastro-résistants

ARZNEIMITTEL GMBH
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Losec-Mups 10 mg, NL/H/2081/006 BE415335 CHEPLAPHARM BE

comprimés ARZNEIMITTEL GMBH

gastro-résistants

Losec-Mups 10 mg, NL/H/2081/006 BE206945 CHEPLAPHARM BE

maagsapresistente ARZNEIMITTEL GMBH

tabletten

Losec-Mups 10 mg, NL/H/2081/006 BE415335 CHEPLAPHARM BE

maagsapresistente ARZNEIMITTEL GMBH

tabletten

Losec-Mups 10 mg, NL/H/2081/006 BE206945 CHEPLAPHARM BE

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Losec-Mups 10 mg, NL/H/2081/006 BE415335 CHEPLAPHARM BE

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Losec-Mups 20 mg, NL/H/2081/008 BE206954 CHEPLAPHARM BE

comprimés ARZNEIMITTEL GMBH

gastro-résistants

Losec-Mups 20 mg, NL/H/2081/008 BE415344 CHEPLAPHARM BE

comprimés ARZNEIMITTEL GMBH

gastro-résistants

Losec-Mups 20 mg, NL/H/2081/008 BE415344 CHEPLAPHARM BE

maagsapresistente ARZNEIMITTEL GMBH

tabletten

Losec-Mups 20 mg, NL/H/2081/008 BE206954 CHEPLAPHARM BE

maagsapresistente ARZNEIMITTEL GMBH

tabletten

Losec-Mups 20 mg, NL/H/2081/008 BE415344 CHEPLAPHARM BE

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Losec-Mups 20 mg, NL/H/2081/008 BE206954 CHEPLAPHARM BE

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Losec-Mups 40 mg, NL/H/2081/010 BE206963 CHEPLAPHARM BE

comprimés ARZNEIMITTEL GMBH

gastro-résistants

Losec-Mups 40 mg, NL/H/2081/010 BE415353 CHEPLAPHARM BE

comprimés

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

gastro-résistants

Losec-Mups 40 mg, NL/H/2081/010 BE206963 CHEPLAPHARM BE

maagsapresistente ARZNEIMITTEL GMBH

tabletten

Losec-Mups 40 mg, NL/H/2081/010 BE415353 CHEPLAPHARM BE

maagsapresistente ARZNEIMITTEL GMBH

tabletten

Losec-Mups 40 mg, NL/H/2081/010 BE206963 CHEPLAPHARM BE

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Losec-Mups 40 mg, NL/H/2081/010 BE415353 CHEPLAPHARM BE

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Antra MUPS® 10 mg NL/H/2081/006 40292.02.00 CHEPLAPHARM DE

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Antra MUPS® 20 mg NL/H/2081/008 39993.00.00 CHEPLAPHARM DE

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Omeprazol AL T 20 DE/H/0320/001 50197.00.00 ALIUD PHARMA GMBH DE

Omeprazol 20 mg pro

magensaftresistente

Tablette

Omeprazol AL T 40 not available 50281.00.00 ALIUD PHARMA GMBH DE

Omeprazol 40 mg pro

magensaftresistente

Tablette

Omeprazol STADA® 40 not available 50280.00.00 STADAPHARM GMBH DE

mg magensaftresistente

Tabletten

Losec NL/H/2081/008 18756 CHEPLAPHARM DK
ARZNEIMITTEL GMBH

Losec NL/H/2081/006 18755 CHEPLAPHARM DK
ARZNEIMITTEL GMBH

Omeprazol “"Medical NL/H/0973/001 40443 MEDICAL VALLEY INVEST AB | DK

Valley” enterokapsler,

harde, 10 mg

Omeprazol "Medical NL/H/0973/003 40445 MEDICAL VALLEY INVEST AB | DK
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Valley”, harde

enterokapsler, 40 mg

Omep Uno 20 mg, BE/H/0296/002 779812 SANDOZ EE

gastroresistentsed PHARMACEUTICALS D.D.

kdvakapslid

DOLINTOL 40 mg not available 68.132 ABABOR ES

Capsulas duras PHARMACEUTICALS, S.L.

gastrorresistentes

Gastrimut 20 mg not available 59.842 LABORATORIOS NORMON, ES

capsulas duras S.A.

gastrorresistentes

Losec 20 mg capsulas NL/H/2081/002 58.377 CHEPLAPHARM ES

duras gastrorresistentes ARZNEIMITTEL GMBH

Nuclosina 20 mg capsulas | not available 60484 MEDA PHARMA S.L. ES

duras gastrorresistentes

Omelic 10 mg capsulas not available 65.516 LABORATORIOS LICONSA, ES

duras gastrorresistentes S.A.

Omelic 10 mg capsulas not available 65.516 LABORATORIOS LICONSA, ES

duras gastrorresistentes S.A.

Omelic 10 mg capsulas not available 65.516 LABORATORIOS LICONSA, ES

duras gastrorresistentes S.A.

Omelic 40 mg capsulas not available 65.573 LABORATORIOS LICONSA, ES

duras gastrorresistentes S.A.

Omelic 40 mg capsulas not available 65.573 LABORATORIOS LICONSA, ES

duras gastrorresistentes S.A.

Omelic 40 mg capsulas not available 65.573 LABORATORIOS LICONSA, ES

duras gastrorresistentes S.A.

Omeprazol Almus 40 mg | ES/H/0740/001 72679 ALMUS FARMACEUTICA, ES

capsulas duras S.A.U.

gastrorresistentes.

Omeprazol Almus 40 mg | ES/H/0740/001 72679 ALMUS FARMACEUTICA, ES

capsulas duras S.A.U.

gastrorresistentes.

Omeprazol Almus 40 mg | ES/H/0740/001 72679 ALMUS FARMACEUTICA, ES

capsulas duras S.A.U.

gastrorresistentes.

Omeprazol Alter 40 mg not available 81298 LABORATORIOS ALTER, S.A. | ES

capsulas duras
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

gastrorresistentes

Omeprazol Aristo 40 mg not available 67.273 ARISTO PHARMA IBERIA, ES

capsulas duras S.L.

gastrorresistentes

Omeprazol cinfa 40 mg NL/H/2939/003 78.891 LABORATORIOS CINFA, S.A. | ES

capsulas duras

gastrorresistentes

omeprazol cinfamed 40 not available 65.570 LABORATORIOS CINFA, S.A. | ES

mg capsulas duras

gastrorresistentes

omeprazol cinfamed 40 not available 65.570 LABORATORIOS CINFA, S.A. | ES

mg capsulas duras

gastrorresistentes

Omeprazol Davur 40 mg | not available 68.861 LABORATORIOS DAVUR ES

capsulas duras S.L.U.,

gastrorresistentes

Omeprazol Gobens 10 not available 81391 LABORATORIOS NORMON, ES

mg capsulas duras S.A.

gastrorresistentes

Omeprazol Gobens 40 not available 81393 LABORATORIOS NORMON, ES

mg capsulas duras S.A.

gastrorresistentes

Omeprazol Mabo 40 mg not available 79.978 MABO-FARMA, S.A ES

capsulas duras

gastrorresistentes

Omeprazol MEIJI 20 mg not available 60.023 MEIJI PHARMA SPAIN, S.A. ES

capsulas duras

gastrorresistentes

Omeprazol MEIJI 40 mg not available 64.753 MEIJI PHARMA SPAIN, S.A. ES

capsulas duras

gastrorresistentes

Omeprazol NORMON 10 not available 69233 LABORATORIOS NORMON, ES

mg Capsulas duras S.A.

gastrorresistentes

Omeprazol NORMON 40 not available 72.532 LABORATORIOS NORMON, ES

mg capsulas duras S.A.

gastrorresistentes

Omeprazol ratio 40 mg not available 69125 RATIOPHARM ESPANA S.A., ES

List of nationally authorised medicinal products

DOC_REF_ID

Page 6/27




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

capsulas duras
gastrorresistentes

Omeprazol Sandoz not available 65.517 SANDOZ FARMACEUTICA, ES
Farmacéutica 10 mg S.A.

capsulas duras

gastrorresistentes

Omeprazol Sandoz not available 65.569 SANDOZ FARMACEUTICA, ES
Farmacéutica 40 mg S.A.

capsulas duras

gastrorresistentes

Omeprazol STADA 40 mg | NL/H/0972/003 69.487 LABORATORIO STADA, S.L. ES
capsulas duras

gastrorresistentes

Omeprazol Teva Group not available 68794 TEVA PHARMA S.L.U., ES
40 mg capsulas duras

gastrorresistentes

Omeprazol Teva-Rimafar | not available 68789 TEVA PHARMA S.L.U., ES
40 mg capsulas duras

gastrorresistentes

OMPRANYT 20 mg not available 59.807 LABORATORIOS BIAL, S.A. ES
capsulas duras

gastrorresistentes

PARIZAC 20 mg capsulas | not available 58.466 LACER S.A. ES
duras gastrorresistentes

PARIZAC 40 mg capsulas | not available 67.222 LACER S.A. ES
duras gastrorresistentes

Pepticum 40 mg capsulas | not available 64.881 ARISTO PHARMA IBERIA, ES
duras gastrorresistentes S.L.

Ulceral 40 mg capsulas not available 81270 MEIJI PHARMA SPAIN, S.A. ES
duras gastrorresistentes

Losec 20 mg not available 27596 BAYER OY FI
enterotablett

Losec 20 mg not available 27596 BAYER OY FI
enterotabletti

Losec® MUPS® 10 mg NL/H/2081/006 12832 CHEPLAPHARM FI
enterotabletter ARZNEIMITTEL GMBH

Losec® MUPS® 10 mg NL/H/2081/006 12832 CHEPLAPHARM FI

enterotabletti

ARZNEIMITTEL GMBH
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Losec® MUPS® 20 mg NL/H/2081/008 12833 CHEPLAPHARM FI

enterotabletter ARZNEIMITTEL GMBH

Losec® MUPS® 20 mg NL/H/2081/008 12833 CHEPLAPHARM FI

enterotabletti ARZNEIMITTEL GMBH

Losec® MUPS® 40 mg NL/H/2081/010 12834 CHEPLAPHARM FI

enterotabletter ARZNEIMITTEL GMBH

Losec® MUPS® 40 mg NL/H/2081/010 12834 CHEPLAPHARM FI

enterotabletti ARZNEIMITTEL GMBH

Omeprazol ratiopharm FI/H/0275/001 17463 RATIOPHARM GMBH FI

10 mg enterokapsel, hard

Omeprazol ratiopharm FI/H/0275/001 17463 RATIOPHARM GMBH FI

10 mg enterokapseli,

kova

Omeprazol ratiopharm FI/H/0275/002 17464 RATIOPHARM GMBH FI

40 mg enterokapsel, hard

Omeprazol ratiopharm FI/H/0275/002 17464 RATIOPHARM GMBH FI

40 mg enterokapseli,

kova

Omestad 10 mg NL/H/1422/001 25257 STADA ARZNEIMITTEL AG FI

enterokapseli, kova

MOPRAL 10 mg, gélule NL/H/2081/001 34009 341 30045 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 341 30106 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 418 5700 3 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 418 572 32 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 3400941857171 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 3405252 1 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 340 52460 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 418 5746 1 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 418 5752 2 CHEPLAPHARM FR

gastro-résistante

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

MOPRAL 10 mg, gélule NL/H/2081/001 34009 418 576 9 0 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 418 57751 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 418 578 1 2 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 580 089 2 4 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 580 090 0 6 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 580 091 7 4 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 580 092 3 5 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 580 094 6 4 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 3400958009525 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 580 096 9 3 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 3400958009815 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 10 mg, gélule NL/H/2081/001 34009 58009983 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 34081217 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 340 814 4 6 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 340 81385 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 34081156 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 340094185887 1 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 340 81095 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 418 589 3 2 CHEPLAPHARM FR

gastro-résistante

ARZNEIMITTEL GMBH
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

MOPRAL 20 mg, gélule NL/H/2081/002 34009 32941209 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 4185901 4 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 580 11016 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009580 11184 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 580 11245 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 580 11306 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 580 1147 4 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 580 11535 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 34080906 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 32941148 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 418 591 8 2 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 55795131 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 5578703 7 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRAL 20 mg, gélule NL/H/2081/002 34009 580 1176 4 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

MOPRALPRO 20 mg, not available 34009 3753289 1 BAYER HEALTHCARE FR

comprimé

gastro-résistant

MOPRALPRO 20 mg, not available 34009 375324 33 BAYER HEALTHCARE FR

comprimé

gastro-résistant

MOPRALPRO 20 mg, not available 34009 375 326 6 2 BAYER HEALTHCARE FR

comprimé

gastro-résistant

MOPRALPRO 20 mg, not available 34009 37532723 BAYER HEALTHCARE FR
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

comprimé

gastro-résistant

NEXOCET 2 mg/mL, NL/H/4504/001 34009 30230411 XEOLAS FR

poudre pour suspension

buvable

NEXOCET 4 mg/mL, NL/H/4504/002/DC 34009 302 304 35 XEOLAS FR

poudre pour suspension

buvable

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 340979 35 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 3409801 7 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 418 5858 1 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 418 586 4 2 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 418 58703 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 34052811 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 340 52750 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 580 1029 3 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 580 10354 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009580 104 15 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 580 1058 3 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 580 106 4 4 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 580 108 7 3 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 580 109 3 4 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 418 57980 CHEPLAPHARM FR

gastro-résistante

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

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 418 580 6 2 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 41858123 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 418 58291 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 418 583 52 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 41858413 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 559 640 5 6 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 580 100 6 4 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 10 mg, gélule IT/H/0254/001 34009 580 10125 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 3409698 3 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 34097126 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 418 593 0 4 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 340967 5 4 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 418 594 7 2 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 33383206 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 418 5953 3 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 580 121 36 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 580 1236 5 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 580 124 2 6 CHEPLAPHARM FR
gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 580 1259 4 CHEPLAPHARM FR

gastro-résistante

ARZNEIMITTEL GMBH
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ZOLTUM 20 mg, gélule IT/H/0254/002 34009 580 126 55 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 580 127 16 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 340966 9 3 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 340968 1 5 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 33383145 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 3409706 5 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 418 5924 3 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009580 11825 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009580 11993 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

ZOLTUM 20 mg, gélule IT/H/0254/002 34009 580 1207 5 CHEPLAPHARM FR

gastro-résistante ARZNEIMITTEL GMBH

Losec 10 mg okAnpa NL/H/2081/001 9251/09-07-2021 CHEPLAPHARM GR

YaoTpOoavOEeKTIKA ARZNEIMITTEL GMBH

Kaydakia

Losec 20 mg okAnpa NL/H/2081/002 9251/09-07-2021 CHEPLAPHARM GR

YaoTpOavOEeKTIKA ARZNEIMITTEL GMBH

Kaydakia

Losec 40 mg okAnpa NL/H/2081/003 9251/09-07-2021 CHEPLAPHARM GR

YaoTpOavOEeKTIKA ARZNEIMITTEL GMBH

Kaydakia

Losec Mups 10 mg NL/H/2081/006 9251/09-07-2021 CHEPLAPHARM GR

yaoTpoaveeKkTIKA diokia ARZNEIMITTEL GMBH

Losec Mups 20 mg NL/H/2081/008 9251/09-07-2021 CHEPLAPHARM GR

yaoTpoavOekTika dioKia ARZNEIMITTEL GMBH

Losec Mups 40 mg NL/H/2081/010 9251/09-07-2021 CHEPLAPHARM GR

yaoTpoavOekTiKa dioKia ARZNEIMITTEL GMBH

Losec 10 mg NL/H/2081/001 OGYI-T-5114/02 CHEPLAPHARM HU

gyomornedv-ellendllé
kemény kapszula

ARZNEIMITTEL GMBH

List of nationally authorised medicinal products

DOC_REF_ID

Page 13/27



Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Losec 10 mg NL/H/2081/001 OGYI-T-5114/03 CHEPLAPHARM HU

gyomornedv-ellenalld ARZNEIMITTEL GMBH

kemény kapszula

Losec 20 mg NL/H/2081/002 OGYI-T-5114/04 CHEPLAPHARM HU

gyomornedv-ellenalld ARZNEIMITTEL GMBH

kemény kapszula

Losec 20 mg NL/H/2081/002 OGYI-T-5114/05 CHEPLAPHARM HU

gyomornedv-ellenalld ARZNEIMITTEL GMBH

kemény kapszula

Losec 20 mg NL/H/2081/002 OGYI-T-5114/06 CHEPLAPHARM HU

gyomornedv-ellenalld ARZNEIMITTEL GMBH

kemény kapszula

Ludea 10 mg NL/H/0972/001 OGYI-T-20638/01 GEDEON RICHTER PLC. HU

gyomornedv-ellenalld

kemény kapszula

Ludea 40 mg NL/H/0972/003 OGYI-T-20638/03 GEDEON RICHTER PLC. HU

gyomornedv-ellenalld

kemény kapszula

Losamel 20 mg IE/H/0884/001 PA0126/115/001 CLONMEL HEALTHCARE LTD. | IE

gastro-resistant tablets

Losec MUPS 10 mg NL/H/2081/006 PA2239/009/001 CHEPLAPHARM IE

gastro-resistant tablets ARZNEIMITTEL GMBH

Losec MUPS 20 mg NL/H/2081/008 PA2239/009/002 CHEPLAPHARM IE

gastro-resistant tablets ARZNEIMITTEL GMBH

Losec MUPS 40 mg NL/H/2081/010 PA2239/009/003 CHEPLAPHARM IE

gastro-resistant Tablets ARZNEIMITTEL GMBH

Pedippi 2 mg/ml powder | NL/H/4504/001 PA1572/002/001 XEOLAS IE

for oral suspension

Pedippi 4 mg/ml powder | NL/H/4504/002 PA1572/002/002 XEOLAS 1IE

for oral suspension

Omeprazol Medical Valley | NL/H/0973/001 1S/1/16/044/01 MEDICAL VALLEY INVEST AB | IS

10 mg magasyrupolin

hérd hylki

Omeprazol Medical Valley | NL/H/0973/003 1S/1/16/044/03 MEDICAL VALLEY INVEST AB | IS

40 mg magasyrupolin

hérd hylki

Antra 10 mg capsule NL/H/2081/001 028245114 CHEPLAPHARM IT

rigide gastroresistenti

ARZNEIMITTEL GMBH
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Antra 10 mg capsule NL/H/2081/001 028245138 CHEPLAPHARM IT
rigide gastroresistenti ARZNEIMITTEL GMBH

Antra 10 mg capsule NL/H/2081/001 028245126 CHEPLAPHARM 1T
rigide gastroresistenti ARZNEIMITTEL GMBH

Antra 20 mg capsule NL/H/2081/002 028245090 CHEPLAPHARM 1T
rigide gastroresistenti ARZNEIMITTEL GMBH

Antra 40 mg capsule NL/H/2081/003 028245037 CHEPLAPHARM IT
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 10 mg capsule IT/H/0254/001 026804120 CHEPLAPHARM IT
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 10 mg capsule IT/H/0254/001 026804082 CHEPLAPHARM 1T
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 10 mg capsule IT/H/0254/001 026804132 CHEPLAPHARM 1T
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 10 mg capsule IT/H/0254/001 026804094 CHEPLAPHARM IT
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 10 mg capsule IT/H/0254/001 026804144 CHEPLAPHARM IT
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 10 mg capsule IT/H/0254/001 026804118 CHEPLAPHARM 1T
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 10 mg capsule IT/H/0254/001 026804157 CHEPLAPHARM 1T
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 10 mg capsule IT/H/0254/001 026804169 CHEPLAPHARM IT
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 10 mg capsule IT/H/0254/001 026804171 CHEPLAPHARM IT
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 20 mg capsule IT/H/0254/002 026804183 CHEPLAPHARM 1T
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 20 mg capsule IT/H/0254/002 026804106 CHEPLAPHARM 1T
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 20 mg capsule IT/H/0254/002 026804195 CHEPLAPHARM IT
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 20 mg capsule IT/H/0254/002 026804207 CHEPLAPHARM IT
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 20 mg capsule IT/H/0254/002 026804219 CHEPLAPHARM 1T
rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 20 mg capsule IT/H/0254/002 026804221 CHEPLAPHARM 1T

rigide gastroresistenti

ARZNEIMITTEL GMBH
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Losec 20 mg capsule IT/H/0254/002 026804233 CHEPLAPHARM IT

rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 20 mg capsule IT/H/0254/002 026804245 CHEPLAPHARM 1T

rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 40 mg capsule IT/H/0254/003 026804258 CHEPLAPHARM 1T

rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 40 mg capsule IT/H/0254/003 026804260 CHEPLAPHARM IT

rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 40 mg capsule IT/H/0254/003 026804272 CHEPLAPHARM IT

rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 40 mg capsule IT/H/0254/003 026804284 CHEPLAPHARM 1T

rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 40 mg capsule IT/H/0254/003 026804296 CHEPLAPHARM 1T

rigide gastroresistenti ARZNEIMITTEL GMBH

Losec 40 mg capsule IT/H/0254/003 026804056 CHEPLAPHARM IT

rigide gastroresistenti ARZNEIMITTEL GMBH

Mepral 10 mg capsule IT/H/0260/001 026783086 DOMPE FARMACEUTICI IT

rigide gastroresistenti S.P.A.

Mepral 10 mg capsule IT/H/0260/001 026783100 DOMPE FARMACEUTICI 1T

rigide gastroresistenti S.P.A.

Mepral 10 mg capsule IT/H/0260/001 026783112 DOMPE FARMACEUTICI 1T

rigide gastroresistenti S.P.A.

Mepral 20 mg capsule IT/H/0260/002 026783098 DOMPE FARMACEUTICI IT

rigide gastroresistenti S.P.A.

Mepral 40 mg capsule IT/H/0260/003 026783050 DOMPE FARMACEUTICI IT

rigide gastroresistenti S.P.A.

OMEPRAZEN 10 mg IT/H/0261/001 026803116 MALESCI ISTITUTO IT

capsule rigide FARMACOBIOLOGICO -

gastroresistenti S.P.A.

OMEPRAZEN 10 mg IT/H/0261/001 026803080 MALESCI ISTITUTO IT

capsule rigide FARMACOBIOLOGICO -

gastroresistenti S.P.A.

OMEPRAZEN 10 mg IT/H/0261/001 026803092 MALESCI ISTITUTO IT

capsule rigide FARMACOBIOLOGICO -

gastroresistenti S.P.A.

OMEPRAZEN 20 mg IT/H/0261/002 026803104 MALESCI ISTITUTO IT

capsule rigide FARMACOBIOLOGICO -

gastroresistenti S.P.A.
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OMEPRAZEN 20 mg IT/H/0261/002 026803205 MALESCI ISTITUTO IT

capsule rigide FARMACOBIOLOGICO -

gastroresistenti S.P.A.

OMEPRAZEN 40 mg IT/H/0261/003 026803054 MALESCI ISTITUTO IT

capsule rigide FARMACOBIOLOGICO -

gastroresistenti S.P.A.

OMEPRAZOLO DOC NL/H/0973/001 038082018 DOC GENERICI S.R.L. IT

Generici 10 mg capsule

rigide gastroresistenti

OMEPRAZOLO DOC NL/H/0973/001 038082020 DOC GENERICI S.R.L. IT

Generici 10 mg capsule

rigide gastroresistenti

OMEPRAZOLO DOC NL/H/0973/001 038082032 DOC GENERICI S.R.L. IT

Generici 10 mg capsule

rigide gastroresistenti

OMEPRAZOLO DOC NL/H/0973/001 038082044 DOC GENERICI S.R.L. IT

Generici 10 mg capsule

rigide gastroresistenti

OMEPRAZOLO DOC NL/H/0973/001 038082057 DOC GENERICI S.R.L. IT

Generici 10 mg capsule

rigide gastroresistenti

OMEPRAZOLO DOC NL/H/0973/001 038082069 DOC GENERICI S.R.L. IT

Generici 10 mg capsule

rigide gastroresistenti

OMEPRAZOLO DOC NL/H/0973/001 038082071 DOC GENERICI S.R.L. IT

Generici 10 mg capsule

rigide gastroresistenti

OMEPRAZOLO DOC NL/H/0973/001 038082083 DOC GENERICI S.R.L. IT

Generici 10 mg capsule

rigide gastroresistenti

OMEPRAZOLO DOC NL/H/0973/001 038082095 DOC GENERICI S.R.L. IT

Generici 10 mg capsule

rigide gastroresistenti

OMEPRAZOLO DOC NL/H/0973/001 038082107 DOC GENERICI S.R.L. IT

Generici 10 mg capsule

rigide gastroresistenti

OMEPRAZOLO DOC NL/H/0973/001 038082119 DOC GENERICI S.R.L. IT

Generici 10 mg capsule
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rigide gastroresistenti

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082121

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082133

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082145

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082158

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082160

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082172

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082184

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082196

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082208

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082210

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082222

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082234

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC

NL/H/0973/001

038082246

DOC GENERICI S.R.L.

IT
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Generici 10 mg capsule
rigide gastroresistenti

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082259

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082261

DOC GENERICI S.R.L.

IT

OMEPRAZOLO DOC
Generici 10 mg capsule
rigide gastroresistenti

NL/H/0973/001

038082537

DOC GENERICI S.R.L.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965101

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965063

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965214

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965190

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965099

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965048

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965253

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965036

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965125

EG S.P.A.

IT
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OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965152

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965149

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965113

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965238

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965226

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965176

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965188

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965087

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965240

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965051

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965024

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide
gastroresistenti

NL/H/1422/001

038965075

EG S.P.A.

IT

OMEPRAZOLO EG STADA
10 mg capsule rigide

NL/H/1422/001

038965137

EG S.P.A.

IT
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gastroresistenti

OMEPRAZOLO EG STADA | NL/H/1422/001 038965164 EG S.P.A. IT

10 mg capsule rigide

gastroresistenti

OMEPRAZOLO EG STADA | NL/H/1422/001 038965012 EG S.P.A. IT

10 mg capsule rigide

gastroresistenti

OMEPRAZOLO EG STADA | NL/H/1422/001 038965202 EG S.P.A. IT

10 mg capsule rigide

gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003012 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003024 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003036 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003048 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003051 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003063 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003075 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003087 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003099 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003101 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003113 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003125 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003137 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003149 S.F. GROUP SRL IT

rigide gastroresistenti
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OMOLIN 10 mg capsule NL/H/0972/001 038003152 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003164 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003176 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003188 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003190 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003202 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003214 S.F. GROUP SRL IT

rigide gastroresistenti

OMOLIN 10 mg capsule NL/H/0972/001 038003226 S.F. GROUP SRL IT

rigide gastroresistenti

Losec-Mups 10 mg, NL/H/2081/006 2006028429 CHEPLAPHARM LU

comprimés ARZNEIMITTEL GMBH

gastro-résistants

Losec-Mups 10 mg, NL/H/2081/006 2006028429 CHEPLAPHARM LU

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Losec-Mups 20 mg, NL/H/2081/008 2006028430 CHEPLAPHARM LU

comprimés ARZNEIMITTEL GMBH

gastro-résistants

Losec-Mups 20 mg, NL/H/2081/008 2006028430 CHEPLAPHARM LU

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Losec-Mups 40 mg, NL/H/2081/010 2006028431 CHEPLAPHARM LU

comprimés ARZNEIMITTEL GMBH

gastro-résistants

Losec-Mups 40 mg, NL/H/2081/010 2006028431 CHEPLAPHARM LU

magensaftresistente ARZNEIMITTEL GMBH

Tabletten

Omeprazole EG 10 mg NL/H/1422/001 2013110433 EUROGENERICS N.V./S.A. LU

gélules

gastro-résistantes

Omeprazole Sandoz 20 BE/H/0296/002 12-0127 SANDOZ LV
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mg zarnas skistosas PHARMACEUTICALS D.D.

cietas kapsulas

Omeprazole Aurobindo MT/H/0120/001 MA807/01701 AUROBINDO PHARMA MT

10 mg gastro-resistant (MALTA) LIMITED

capsules, hard

Omeprazole Aurobindo MT/H/0120/002 MA807/01702 AUROBINDO PHARMA MT

20 mg gastro-resistant (MALTA) LIMITED

capsules, hard

Omeprazole Aurobindo MT/H/0120/003 MA807/01703 AUROBINDO PHARMA MT

40 mg gastro-resistant (MALTA) LIMITED

capsules, hard

Losec 10 mg, NL/H/2081/001 RVG 16745 CHEPLAPHARM NL

maagsapresistente ARZNEIMITTEL GMBH

capsules, hard

Losec 20 mg, NL/H/2081/002 RVG 12438 CHEPLAPHARM NL

maagsapresistente ARZNEIMITTEL GMBH

capsules, hard

Losec 40 mg, NL/H/2081/003 RVG 14905 CHEPLAPHARM NL

maagsapresistente ARZNEIMITTEL GMBH

capsules, hard

Losec MUPS 10 mg, NL/H/2081/006 RVG 21683 CHEPLAPHARM NL

maagsapresistente ARZNEIMITTEL GMBH

tabletten

Losec MUPS 20 mg, NL/H/2081/008 RVG 21684 CHEPLAPHARM NL

maagsapresistente ARZNEIMITTEL GMBH

tabletten

Losec MUPS 40 mg, NL/H/2081/010 RVG 21685 CHEPLAPHARM NL

maagsapresistente ARZNEIMITTEL GMBH

tabletten

Losecosan 10 mg, not available RVG 25212 BAYER BV NL

maagsapresistente tablet

Losecosan 20 mg, not available RVG 25213 BAYER BV NL

maagsapresistente tablet

Omeprazol CF 10 mg, NL/H/1422/001 RVG 102162 CENTRAFARM B.V. NL

maagsapresistente

capsules, hard

Omolin 10 mg, NL/H/0972/001 RVG 31875 LABORATORIOS LICONSA, NL

maagsapresistente

S.A.
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capsule, hard

Omolin 40 mg, NL/H/0972/003 RVG 31877 LABORATORIOS LICONSA, NL

maagsapresistente S.A.

capsule, hard

Pedippi 2mg/ml, poeder NL/H/4504/001 RVG 123563 XEOLAS NL

voor orale suspensie

Pedippi 4 mg/ml, poeder | NL/H/4504/002 RVG 123787 XEOLAS NL

voor orale susupensie

Losec MUPS NL/H/2081/006 97-452 CHEPLAPHARM NO

enterotabletter 10 mg ARZNEIMITTEL GMBH

Losec MUPS NL/H/2081/008 97-453 CHEPLAPHARM NO

enterotabletter 20 mg ARZNEIMITTEL GMBH

Losec, kapsutki NL/H/2081/002 R/1937 CHEPLAPHARM PL

dojelitowe, twarde, 20 ARZNEIMITTEL GMBH

mg

Losec 20 mg capsulas NL/H/2081/002 8686907 CHEPLAPHARM PT

gastrorresistentes ARZNEIMITTEL GMBH

Losec 20 mg capsulas NL/H/2081/002 8686915 CHEPLAPHARM PT

gastrorresistentes ARZNEIMITTEL GMBH

Losec 20 mg capsulas NL/H/2081/002 8686923 CHEPLAPHARM PT

gastrorresistentes ARZNEIMITTEL GMBH

Losec 20 mg capsulas NL/H/2081/002 8686931 CHEPLAPHARM PT

gastrorresistentes ARZNEIMITTEL GMBH

NOAXO 2 mg/ml, P6 para | NL/H/4504/001 5788534 XEOLAS PT

Suspensdo Oral

NOAXO 4 mg/ml, P6 para | NL/H/4504/002 5788526 XEOLAS PT

Suspensao Oral

Omeprazol Generis 10 not available 5406087 GENERIS FARMACEUTICA, PT

mg capsulas S.A.

gastrorresistentes

Omeprazol Generis 10 not available 5406186 GENERIS FARMACEUTICA, PT

mg capsulas S.A.

gastrorresistentes

Omeprazol Generis 10 not available 5543988 GENERIS FARMACEUTICA, PT

mg capsulas S.A.

gastrorresistentes

Omeprazol Sandoz 40 mg | DE/H/5655/003 5931084 SANDOZ FARMACEUTICA PT

Capsula

LDA.
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gastrorresistente

Omeprazol Sandoz 40 mg | DE/H/5655/003 5930987 SANDOZ FARMACEUTICA PT

capsulas LDA.

gastrorresistentes

OMEZOLAN 10 10 mg not available 3272697 ARISTO PHARMA IBERIA, PT

capsulas S.L.

gastrorresistentes

Omezolan 10 10 mg not available 3272598 ARISTO PHARMA IBERIA, PT

capsulas S.L.

gastrorresistentes

OMEZOLAN 10 10 mg not available 3272796 ARISTO PHARMA IBERIA, PT

capsulas S.L.

gastrorresistentes

Omezolan 40, 40 mg not available 3272093 ARISTO PHARMA IBERIA, PT

capsulas S.L.

gastrorresistentes

Omezolan 40, 40 mg not available 4143798 ARISTO PHARMA IBERIA, PT

capsulas S.L.

gastrorresistentes

Omeprazol Rompharm 20 | not available 9294/2016/01 S.C. ROMPHARM COMPANY RO

mg capsule S.R.L.

gastrorezistente

OMEPRAZOL TERAPIA 20 | not available 11025/2018/01 TERAPIA S.A. RO

mg capsule

gastrorezistente

Losec 10 mg NL/H/2081/006 13670 CHEPLAPHARM SE

enterotabletter ARZNEIMITTEL GMBH

Losec 20 mg NL/H/2081/008 13671 CHEPLAPHARM SE

enterotabletter ARZNEIMITTEL GMBH

Losec 40 mg NL/H/2081/010 13672 CHEPLAPHARM SE

enterotabletter ARZNEIMITTEL GMBH

Losec 40 mg pulver och SE/H/2266/004 10724 ASTRAZENECA AB SE

vatska till

injektionsvatska, I6sning

Losec 40 mg pulver till SE/H/2266/005 11188 ASTRAZENECA AB SE

infusionsvatska, 16sning

Omeprazol ABECE 20 mg | not available 55855 EVOLAN PHARMA AB SE

harda enterokapslar

List of nationally authorised medicinal products

DOC_REF_ID

Page 25/27




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Omeprazol Apofri 20 mg | not available 43880 EVOLAN PHARMA AB SE

harda, enterokapslar

Omeprazol Medical Valley | not available 60826 MEDICAL VALLEY INVEST AB | SE

10 mg enterokapslar,

harda

Omeprazol Medical Valley | not available 60827 MEDICAL VALLEY INVEST AB | SE

20 mg enterokapslar,

harda

Omeprazol Medical Valley | not available 60828 MEDICAL VALLEY INVEST AB | SE

40 mg enterokapslar,

harda

Omeprazol Teva 10 mg NL/H/0974/001 24805 TEVA SWEDEN AB SE

enterokapslar, harda

Omeprazol Teva 20 mg NL/H/0974/002 24806 TEVA SWEDEN AB SE

enterokapslar, harda

Omeprazol Teva 40 mg NL/H/0974/003 24807 TEVA SWEDEN AB SE

enterokapslar, hdrda

Mezzopram 10 mg NL/H/1651/001 PL 04416/1077 SANDOZ LTD XI

Dispersible

Gastro-resistant Tablets

Mezzopram 10 mg NL/H/1651/001 PL 04416/1077 SANDOZ LTD XI

Dispersible

Gastro-resistant Tablets

Mezzopram 20 mg NL/H/1651/002 PL 04416/1078 SANDOZ LTD XI

Dispersible

Gastro-resistant Tablets

Mezzopram 20 mg NL/H/1651/002 PL 04416/1078 SANDOZ LTD XI

Dispersible

Gastro-resistant Tablets

Mezzopram 40 mg NL/H/1651/003 PL 04416/1079 SANDOZ LTD XI

Dispersible

Gastro-resistant Tablets

Mezzopram 40 mg NL/H/1651/003 PL 04416/1079 SANDOZ LTD XI

Dispersible

Gastro-resistant Tablets

Omeprazole 10mg not available PL 08553/0215 DR. REDDY'S XI

Capsules LABORATORIES (UK) LTD.

Omeprazole 2 mg/ml, NL/H/4504/001 PL 34111/0002 XEOLAS XI
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Powder for Oral

Suspension

Omeprazole 20mg not available PL 08553/0216 DR. REDDY'S XI

Capsules LABORATORIES (UK) LTD.

Omeprazole 20mg DE/H/5655/002 PL 04416/0652 SANDOZ LTD XI

Capsules

Omeprazole 40mg not available PL 08553/0217 DR. REDDY'S XI

Capsules LABORATORIES (UK) LTD.

Omeprazole 4mg/ml, NL/H/4504/002 PL 34111/0003 XEOLAS XI

Powder for Oral
Suspension
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