EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

11 July 2024
EMA/304856/2024
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: sulfasalazine

Procedure no.: PSUSA/00002816/202312

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2024. Reproduction is authorised provided the source is acknowledged.



Product full name

MRP/DCP or CP

National Authorisation Number of

MAH of product in the member

Member State

where product is

(in authorisation country) Authorisation number product state authorised
Azulfidine® 500 mg magensaftresistente
Filmtabletten not available 6161281.00.01 PFIZER PHARMA GMBH DE
Azulfidine® 500 mg magensaftresistente
Filmtabletten not available 6161281.00.01 PFIZER PHARMA GMBH DE
Azulfidine® RA 500 mg
magensaftresistente Filmtabletten not available 4094.00.00 PFIZER PHARMA GMBH DE
Azulfidine® Tabletten 500 mg not available 6161281.00.02 PFIZER PHARMA GMBH DE
Salazopirina EN 500 mg comprimidos
gastrorresistentes not available 9895631 JABA RECORDATI, S.A. PT
Salazopirina EN 500 mg comprimidos
gastrorresistentes not available 9895649 JABA RECORDATI, S.A. PT
Salazopyrin 500 mg tabletter not available 30170 PFIZER AB SE
Salazopyrin 500 mg tabletter not available 30170 PFIZER AB SE
Salazopyrin 500 mg toflur. not available 640272 PFIZER APS IS
Salazopyrin 500 mg toflur. not available 640272 PFIZER APS IS
SALAZOPYRIN EN 500 mg compresse
gastroresistenti not available 012048043 PFIZER ITALIA S.R.L. IT
SALAZOPYRIN EN 500 mg enterosolventni
tablety not available 29/245/94-C PFIZER SPOL. SR.O. cz
Salazopyrin EN 500 mg enterotabletter not available 5162 PFIZER AS NO
Salazopyrin EN 500 mg enterotabletter not available 74100 PFIZER AB SE
Salazopyrin EN 500 mg gyomornedv-
ellenalld tabletta not available OGYI-T-586/01 PFIZER KFT. HU
Salazopyrin EN 500 mg Zelu¢anootporne not available HR-H-081347922 PFIZER CROATIA D.O.O. HR

List of nationally authorised medicinal products

Page 2/4




tablete

Salazopyrin EN, 500 mg gastroresistentsed

tabletid not available 144296 PFIZER EUROPE MA EEIG EE
SALAZOPYRIN EN, 500 mg, tabletki
dojelitowe not available 8644 PFIZER EUROPE MA EEIG PL
Salazopyrin En-Tabs 500 mg Gastro- PFIZER HEALTHCARE
resistant tablets not available PA 0822/196/001 IRELAND IE
Salazopyrin EN-tabs 500 mg
magasyrupolnar toflur. not available 853730 PFIZER APS IS
Salazopyrin Entabs, enterotabletter not available 11913 PFIZER APS DK
Salazopyrin, tabletter not available 01375 PFIZER APS DK
PFIZER CORPORATION
AUSTRIA GESELLSCHAFT
Salazopyrin® 500 mg — Filmtabletten not available 1-13306 M.B.H. AT
PFIZER CORPORATION
Salazopyrin® 500 mg — Tabletten not available 1-08860 AUSTRIA GES.M.B.H. AT
Salazopyrin® 500 mg Suppositories not available PL00057/1042 PFIZER LIMITED Xl
PFIZER HEALTHCARE
Salazopyrin® 500 mg Tablets not available PA 0822/196/002 IRELAND IE
Salazopyrin® 500 mg Tablets not available PL00057/1044 PFIZER LIMITED Xl
Salazopyrin® 500 mg tabletti not available 9838 PFIZER OY FI
Salazopyrin® EN 500 mg enterotabletter not available 5806 PFIZER OY FI
Salazopyrin® En-Tabs 500 mg gastro-
resistant tablets not available PL 00057/1041 PFIZER LIMITED Xl
Salazopyrina 500 mg comprimidos not available 39.681 PFIZER, S.L. ES
Salazopyrine 500 mg Tabletten Sulfasalazin | not available BE051931 PFIZER S.A. (BELGIUM) BE
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Salazopyrine 500 mg Tabletten Sulfasalazin | not available 2011071210 PFIZER S.A. (BELGIUM) LU

SALAZOPYRINE 500 mg, comprimé enrobé

gastro-résistant. not available 3400930938126 PFIZER HOLDING FRANCE FR

SALAZOPYRINE 500 mg, comprimé enrobé

gastro-résistant. not available 34009 32268801 PFIZER HOLDING FRANCE FR

SALAZOPYRINE E.C. tablet,

maagsapresistente tabletten 500 mg not available RVG 05705 PFIZER B.V. NL

Salazopyrine EC 500 mg

magensaftresistente Tabletten Sulfasalazin | not available BE052202 PFIZER S.A. (BELGIUM) BE

Salazopyrine EC 500 mg

magensaftresistente Tabletten Sulfasalazin | not available 2011071211 PFIZER S.A. (BELGIUM) LU

SALAZOPYRINE zetpil, zetpillen 500 mg not available RVG 00633 PFIZER B.V. NL
ADELCO CHROMATOURGIA
ATHINON E COLOCOTRONIS

SALOPYRINE not available 1265101 BROS SA GR
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