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Product full name
(in authorisation country)

MRP/DCP or CP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member
State where
product is
authorised

Aprednislon 5 mg Tabletten not available 11.258 MERCK GESELLSCHAFT MBH | AT
Aprednislon 5 mg Tabletten not available 11.258 MERCK GESELLSCHAFT MBH | AT
Aprednislon 25 mg Tabletten not available 12.106 MERCK GESELLSCHAFT MBH | AT
Aprednislon 1 mg Tabletten not available 1-24819 MERCK GESELLSCHAFT MBH | AT
Aprednislon 1 mg Tabletten not available 1-24819 MERCK GESELLSCHAFT MBH | AT
Aprednislon 1 mg Tabletten not available 1-24819 MERCK GESELLSCHAFT MBH | AT
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Aprednislon 1 mg Tabletten

not available

1-24819

MERCK GESELLSCHAFT MBH

AT

Aprednislon 1 mg Tabletten

not available

1-24819

MERCK GESELLSCHAFT MBH

AT

Aprednislon 1 mg Tabletten

not available

1-24819

MERCK GESELLSCHAFT MBH

AT

Aprednislon 1 mg Tabletten

not available

1-24819

MERCK GESELLSCHAFT MBH

AT

Aprednislon 5 mg Tabletten

not available

11.258

MERCK GESELLSCHAFT MBH

AT

Aprednislon 25 mg Tabletten

not available

12.106

MERCK GESELLSCHAFT MBH

AT
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Solu-Dacortin 25 mg Pulver und Lésungsmittel zur
Herstellung einer Injektionslésung oder
Infusionslésung

not available

9.894

MERCK GESELLSCHAFT MBH

AT

Solu-Dacortin 250 mg Pulver und Losungsmittel
zur Herstellung einer Injektionslésung oder
Infusionslésung

not available

15.085

MERCK GESELLSCHAFT MBH

AT

Solu-Dacortin 50 mg Pulver und Lésungsmittel zur
Herstellung einer Injektionslésung oder
Infusionslésung

not available

13.017

MERCK GESELLSCHAFT MBH

AT

Solu-Dacortin 25 mg Pulver und Lésungsmittel zur
Herstellung einer Injektionslésung oder
Infusionslésung

not available

9.894

MERCK GESELLSCHAFT MBH

AT
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Solu-Dacortin 50 mg Pulver und Lésungsmittel zur
Herstellung einer Injektionslésung oder

Infusionslésung not available 13.017 MERCK GESELLSCHAFT MBH | AT
Solu-Dacortin 1 g Pulver und Lésungsmittel zur

Herstellung einer Injektionslésung oder

Infusionslésung not available 16.416 MERCK GESELLSCHAFT MBH [ AT
Solu-Dacortin 250 mg Pulver und Losungsmittel

zur Herstellung einer Injektionslésung oder

Infusionslésung not available 15.085 MERCK GESELLSCHAFT MBH | AT
Prednifluid® 10 mg/ml Augentropfensuspension SE/H/1317/001 135756 DERMAPHARM GMBH AT
Pred Forte 1,0 % Augentropfensuspension not available BE141452 ABBVIE S.A. BE
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Pred Forte 1,0 % collyre en suspension not available BE141452 ABBVIE S.A. BE
Pred Forte 1,0 % oogdruppels, suspensie not available BE141452 ABBVIE S.A. BE
UNI-PHARMA KLEON TSETIS

Provist-Opto 5 mg/ml o@BaAuIKEG OTAYOVEG, PHARMACEUTICAL

d1GA\UPa o€ NEPIEKTN Wiag doonc MT/H/0592/001/DC 023824 LABORATORIES S.A. CY
Predni-POS 5 mg/ml oCni kapky, suspenze not available 64/071/97-C URSAPHARM SPOL. S.R.O. CZ
Prednisolon STADA® 50 mg Tabletten not available 59536.03.00 STADAPHARM GMBH DE
Prednisolon STADA® 20 mg Tabletten not available 59536.02.00 STADAPHARM GMBH DE

PRAC PSUR assessment report
EMA/157052/2024

Page 6/32




Prednisolon STADA® 10 mg Tabletten not available 59536.01.00 STADAPHARM GMBH DE

Prednisolon STADA® 5 mg Tabletten not available 59536.00.00 STADAPHARM GMBH DE

Prednisolon Creme LAW; 0,25 % not available 3000781.00.00 ABANTA PHARMA GMBH DE

Prednifluid 10mg/ml Augentropfensuspension SE/H/1317/001/DC 89383.00.00 MIBE GMBH ARZNEIMITTEL DE
MERCK HEALTHCARE

Decortin® H 1 mg Tabletten not available 6108973.00.00 GERMANY GMBH DE
MERCK HEALTHCARE

Decortin® H 10 mg Tabletten not available 50527.00.00 GERMANY GMBH DE
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MERCK HEALTHCARE

Decortin® H 20 mg Tabletten not available 8454.01.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 5 mg Tabletten not available 8454.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 50 mg Tabletten not available 8454.02.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 5 mg Tabletten not available 8454.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 5 mg Tabletten not available 8454.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 5 mg Tabletten not available 8454.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 5 mg Tabletten not available 8454.00.00 GERMANY GMBH DE
PRAC PSUR assessment report
EMA/157052/2024 Page 8/32




MERCK HEALTHCARE

Decortin® H 5 mg Tabletten not available 8454.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 5 mg Tabletten not available 8454.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 20 mg Tabletten not available 8454.01.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 20 mg Tabletten not available 8454.01.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 20 mg Tabletten not available 8454.01.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 20 mg Tabletten not available 8454.01.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 20 mg Tabletten not available 8454.01.00 GERMANY GMBH DE
PRAC PSUR assessment report
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MERCK HEALTHCARE

Decortin® H 20 mg Tabletten not available 8454.01.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 20 mg Tabletten not available 8454.01.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 20 mg Tabletten not available 8454.01.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 20 mg Tabletten not available 8454.01.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 10 mg Tabletten not available 50527.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 10 mg Tabletten not available 50527.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 10 mg Tabletten not available 50527.00.00 GERMANY GMBH DE
PRAC PSUR assessment report
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MERCK HEALTHCARE

Decortin® H 10 mg Tabletten not available 50527.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 1 mg Tabletten not available 6108973.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 1 mg Tabletten not available 6108973.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 1 mg Tabletten not available 6108973.00.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 50 mg Tabletten not available 8454.02.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 50 mg Tabletten not available 8454.02.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 50 mg Tabletten not available 8454.02.00 GERMANY GMBH DE
PRAC PSUR assessment report
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MERCK HEALTHCARE

Decortin® H 50 mg Tabletten not available 8454.02.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 50 mg Tabletten not available 8454.02.00 GERMANY GMBH DE
MERCK HEALTHCARE
Decortin® H 50 mg Tabletten not available 8454.02.00 GERMANY GMBH DE
DR. GERHARD MANN
CHEM.-PHARM. FABRIK
Predni-Ophtal® Gel 10 mg/g Augengel not available 36312.00.00 GMBH DE
Prednisolon AL 10 mg Tabletten not available 59532.01.00 ALIUD PHARMA GMBH DE
Prednisolon AL 5 mg Tabletten not available 59532.00.00 ALIUD PHARMA GMBH DE
PRAC PSUR assessment report
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Prednisolon AL 20 mg Tabletten not available 59532.02.00 ALIUD PHARMA GMBH DE
Prednisolon AL 50 mg Tabletten not available 59532.03.00 ALIUD PHARMA GMBH DE
Solu-Decortin® H 100 mg Pulver und

Lésungsmittel zur Herstellung einer MERCK HEALTHCARE
Injektionslésung oder Infusionslésung not available 9238.05.00 GERMANY GMBH DE
Solu-Decortin® H 100 mg Pulver und

Lésungsmittel zur Herstellung einer MERCK HEALTHCARE
Injektionslésung oder Infusionslésung not available 9238.05.00 GERMANY GMBH DE
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Solu-Decortin® H 100 mg Pulver und
Lésungsmittel zur Herstellung einer

MERCK HEALTHCARE

Injektionslésung oder Infusionslésung not available 9238.05.00 GERMANY GMBH DE
Solu-Decortin® H 25 mg Pulver und Lésungsmittel
zur Herstellung einer Injektionslésung oder MERCK HEALTHCARE
Infusionslésung not available 9238.01.00 GERMANY GMBH DE
Solu-Decortin® H 25 mg Pulver und Lésungsmittel
zur Herstellung einer Injektionslésung oder MERCK HEALTHCARE
Infusionslésung not available 9238.01.00 GERMANY GMBH DE
Solu-Decortin® H 25 mg Pulver und Lésungsmittel
zur Herstellung einer Injektionslésung oder MERCK HEALTHCARE
Infusionslésung not available 9238.01.00 GERMANY GMBH DE
PRAC PSUR assessment report
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Solu-Decortin® H 50 mg Pulver und Lésungsmittel
zur Herstellung einer Injektionslésung oder

MERCK HEALTHCARE

Infusionslésung not available 9238.02.00 GERMANY GMBH DE

Solu-Decortin® H 50 mg Pulver und Lésungsmittel

zur Herstellung einer Injektionslésung oder MERCK HEALTHCARE

Infusionslésung not available 9238.02.00 GERMANY GMBH DE

Solu-Decortin® H 100 mg Pulver und

Lésungsmittel zur Herstellung einer MERCK HEALTHCARE

Injektionslésung oder Infusionslésung not available 9238.05.00 GERMANY GMBH DE
MERCK HEALTHCARE

Solu-Decortin® H 25 mg not available 9238.01.00 GERMANY GMBH DE

Solu-Decortin® H 50 mg Pulver und Lésungsmittel

zur Herstellung einer Injektionslésung oder MERCK HEALTHCARE

Infusionslésung not available 9238.02.00 GERMANY GMBH DE
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INFLANEFRAN FORTE 10 mg/ml

ABBVIE DEUTSCHLAND

Augentropfensuspension not available 6514644.01.00 GMBH & CO. KG DE
Prednisolon "Unimedic", rektalveeske, oplgsning SE/H/2003/001 63610 UNIMEDIC PHARMA AB DK
Prednisolon "DAK", tabletter not available 07442 ORIFARM HEALTHCARE A/S DK
Prednisolon "DAK", tabletter not available 07772 ORIFARM HEALTHCARE A/S DK
Prednisolon "DAK", tabletter not available 08386 ORIFARM HEALTHCARE A/S DK
Prednisolon "Actavis", tabletter DK/H/2488/005 55652 ACTAVIS GROUP PTC EHF. DK
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Prednisolon-Richter, 5 mg tabletid not available 305700 GEDEON RICHTER PLC. EE
LABORATORIO ALDO-

Paidocort 3 mg/ml soluciéon oral not available 84.003 UNION, S.L. ES

Pred Forte 10 mg/ml colirio en suspension not available 62.038 ABBVIE SPAIN S.L.U. ES

Di-Adreson-F Aquosum 25 mg injektiokuiva-aine,

liuosta varten not available 975 ACE PHARMACEUTICALS BV | FI
UNI-PHARMA KLEON TSETIS

Provistopto 5 mg/ml silmatipat, liuos kerta- PHARMACEUTICAL

annospakkauksessa MT/H/0592/001/DC 40411 LABORATORIES S.A. FI

PRED FORTETM 10 mg/ml 6gondroppar,

suspension not available 10080 ABBVIE OY FI

PRAC PSUR assessment report
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PRED FORTE 10 mg/ml, silméatipat, suspensio not available 10080 ABBVIE OY FI
CHEPLAPHARM

SOLUPRED 5 mg, comprimé effervescent not available 34009 309 752 0 6 ARZNEIMITTEL GMBH FR
CHEPLAPHARM

SOLUPRED 20 mg, comprimé effervescent not available 34009 320 146 6 8 ARZNEIMITTEL GMBH FR
CHEPLAPHARM

SOLUPRED 5 mg, comprimé effervescent not available 34009 309 752 0 6 ARZNEIMITTEL GMBH FR

HYDROCORTANCYL 2,5 POUR CENT, suspension CHEPLAPHARM

injectable not available 34009 305 156 4 8 ARZNEIMITTEL GMBH FR

HYDROCORTANCYL 2,5 POUR CENT, suspension CHEPLAPHARM

injectable not available 34009 305 1558 7 ARZNEIMITTEL GMBH FR
CHEPLAPHARM

SOLUPRED 5 mg, comprimé orodispersible not available 34009 574 901 0 2 ARZNEIMITTEL GMBH FR
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CHEPLAPHARM

SOLUPRED 5 mg, comprimé orodispersible not available 34009 349 367 0 8 ARZNEIMITTEL GMBH FR
CHEPLAPHARM

SOLUPRED 20 mg, comprimé orodispersible not available 34009 349 368 7 6 ARZNEIMITTEL GMBH FR
CHEPLAPHARM

SOLUPRED 20 mg, comprimé orodispersible not available 34009 574902 7 0 ARZNEIMITTEL GMBH FR
UNI-PHARMA KLEON TSETIS

Provist-Opto 5 mg/ml o@BaAuIkEG oTAYOVEG, 3293001 (PRODUCT PHARMACEUTICAL

d1GA\uPa o€ NePIEKTN Piag doonc MT/H/0592/001/DC CODE) LABORATORIES S.A. GR
MEDICAIR BIOSCIENCE

PIRVER 10mg/ml Noaoiyo AigAupa not available 4877/07-02-2019 LABORATORIES CY LTD GR
MEDICAIR BIOSCIENCE

PIRVER 1mg/ml Mooipo AidAupa not available 83006/18/07-02-2019 LABORATORIES CY LTD GR
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Pred Forte 1% w/v, Eye Drops Suspension not available PA1824/10/1 ABBVIE LIMITED 1E
Prednesol 5mg Tablets 1E/H/0472/001 PA1113/001/001 PHOENIX LABS 1IE
Pred Mild Sterile Ophthalmic Suspension 0.12%

w/v Eye Drops, Suspension not available PA1824/9/1 ABBVIE LIMITED IE
Minims Prednisolone Sodium Phosphate 0.5% w/v BAUSCH + LOMB IRELAND

Eye Drops, Solution not available PA23259/019/001 LIMITED 1E
Decortin H 5 mg toflur not available 1S/1/04/101/01 MERCK AB IS
PREDNISOLON - RICHTER 5 mg tabletés not available LT/1/94/1628/002 GEDEON RICHTER PLC. LT
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Solu-Decortin® H 25 mg Pulver und Lésungsmittel
zur Herstellung einer Injektionslésung oder

MERCK HEALTHCARE

Infusionslésung not available 2008089897 GERMANY GMBH LU
Solu-Decortin® H 50 mg Pulver und Lésungsmittel

zur Herstellung einer Injektionslésung oder MERCK HEALTHCARE
Infusionslésung not available 2008089898 GERMANY GMBH LU
Solu-Decortin® H 50 mg Pulver und Lésungsmittel

zur Herstellung einer Injektionslésung oder MERCK HEALTHCARE
Infusionslésung not available 2008089898 GERMANY GMBH LU
Pred Forte 1,0 % collyre en suspension not available 2008100040 ABBVIE S.A. LU
Pred Forte 1,0 % Augentropfensuspension not available 2008100040 ABBVIE S.A. LU
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Prednisolon-Richter 5 mg tabletes not available 96-0251 GEDEON RICHTER PLC. LV
UNI-PHARMA KLEON TSETIS

Provist-Opto 5 mg/ml eye drops, solution in PHARMACEUTICAL

single-dose container MT/H/0592/001 MA1096/01001 LABORATORIES S.A. MT

Di-Adreson-F Aquosum 25 mg, poeder voor

oplossing voor injectie. not available RVG 00093 ACE PHARMACEUTICALS BV | NL

MINIMS PREDNISOLONDINATRIUMFOSFAAT 5 BAUSCH + LOMB IRELAND

mg/ml oogdruppels, oplossing not available RVG 10169 LIMITED NL
UNI-PHARMA KLEON TSETIS
PHARMACEUTICAL

Provist-Opto 5 mg/ml oogdruppels, oplossing MT/H/0592/001 RVG 129391 LABORATORIES S.A. NL

Prednisolon Mylan 20 mg, tabletten not available RVG 105828 MYLAN B.V. NL
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Pred Forte 10 mg/ml, oogdruppels, suspensie not available RVG 11271 ABBVIE B.V. NL
Prednisolon Unimedic 31,25 mg rektalvaeske,

opplgsning SE/H/2003/001 19-13160 UNIMEDIC PHARMA AB NO
Prednisolon Actavis 25 mg tablett DK/H/2488/005 15-10625 ACTAVIS GROUP PTC EHF. NO
Predasol, 1000 mg, proszek i rozpuszczalnik do

sporzadzania roztworu do wstrzykiwan/do infuzji not available 23483 SUN-FARM SP. 7.0.0. PL
Predasol, 250 mg, proszek i rozpuszczalnik do

sporzadzania roztworu do wstrzykiwan/do infuzji not available 23482 SUN-FARM SP. Z.0.0. PL
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Predasol, 25 mg, proszek i rozpuszczalnik do

sporzadzania roztworu do wstrzykiwan/do infuzji not available 23480 SUN-FARM SP. Z.0.0. PL
Predasol, 50 mg, proszek i rozpuszczalnik do

sporzadzania roztworu do wstrzykiwan/do infuzji not available 23481 SUN-FARM SP. 7.0.0. PL
Predasol, 10 mg, tabletki not available 24451 SUN-FARM SP. Z.0.0. PL
Frisolona Forte 10 mg/ml colirio, suspensdo not available 8169508 ABBVIE, LDA. PT
Prednisolon Pfizer 2,5 mg tabletter not available 10059 PFIZER AB SE
Prednisolon Pfizer 5 mg tabletter not available 8822 PFIZER AB SE
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Prednisolon Pfizer 10 mg tabletter not available 10060 PFIZER AB SE

Prednisolon Unimedic 31,25 mg rektallésning not available 53763 UNIMEDIC PHARMA AB SE

Precortalon aquosum 25 mg, pulver till

injektionsvatska, 16sning not available 06097 ACE PHARMACEUTICALS BV | SE

Prednisolon mibe 10 mg/ml égondroppar,

suspension. SE/H/1317/001 49097 MIBE GMBH ARZNEIMITTEL SE
UNI-PHARMA KLEON TSETIS

Provistopto 5 mg/ml égondroppar, 16sning, i PHARMACEUTICAL

endosbehallare MT/H/0592/001 62880 LABORATORIES S.A. SE

Prednisolon Actavis 25 mg tabletter DK/H/2488/005 52714 ACTAVIS GROUP PTC EHF. SE

PRAC PSUR assessment report
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GENETHICS EUROPE

Prednisolone 4 mg Tablets not available PL 42976/0068 LIMITED X1
GENETHICS EUROPE
Prednisolone 3 mg Tablets not available PL 42976/0067 LIMITED X1
Pred Forte 1% w/v, Eye Drops Suspension not available PL 41042/0074 ABBVIE LTD (UK) X1
GENETHICS EUROPE
Prednisolone 500 micrograms Tablets not available PL 42976/0065 LIMITED XI
Prednisolone 20mg/100 ml Rectal Solution not available PL 36301/0029 RPH PHARMACEUTICALS AB | XI
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BRISTOL LABORATORIES

Prednisolone 1 mg Tablets not available PL 17907/0696 LIMITED XI
BRISTOL LABORATORIES

Prednisolone 5 mg Tablets not available PL 17907/0697 LIMITED X1
ZENTIVA PHARMA UK

Elezio 10 mg Soluble Tablets not available PL 17780/0950 LIMITED XI

Minims Prednisolone Sodium Phosphate not available PL 03468/ 0079 BAUSCH & LOMB UK LTD. XI
BRISTOL LABORATORIES

Prednisolone 2.5 mg Gastro-Resistant Tablets not available PL 17907/0553 LIMITED X1

PRAC PSUR assessment report
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BRISTOL LABORATORIES

Prednisolone 5 mg Gastro-Resistant Tablets not available PL 17907/0554 LIMITED XI

Prednisolone 5mg Suppositories not available PL 36301/0055 RPH PHARMACEUTICALS AB | XI
MERCURY

Pevanti 2.5mg Tablets not available PL 12762/0480 PHARMACEUTICALS LTD. XI
MERCURY

Pevanti 25mg Tablets not available PL 12762/0484 PHARMACEUTICALS LTD. XI
MERCURY

Pevanti 20mg Tablets not available PL 12762/0483 PHARMACEUTICALS LTD. X1
ZENTIVA PHARMA UK

Prednisolone 25mg Tablets not available PL 17780/0309 LIMITED X1

PRAC PSUR assessment report
EMA/157052/2024

Page 28/32




ZENTIVA PHARMA UK

Precortisyl Forte Tablets 25mg not available PL 17780/0309 LIMITED XI
Prednisolone Sodium Phosphate 0.5% w/v Eye

and Ear Drops, Solution not available PL 36301/0026 RPH PHARMACEUTICALS AB | XI
Prednisolone 2.5mg Tablets not available PL 00142/0841 ACCORD-UK LIMITED XI
Prednisolone 10mg Tablets not available PL 00142/0843 ACCORD-UK LIMITED X1
Prednisolone 20mg Tablets not available PL 00142/0844 ACCORD-UK LIMITED X1
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Prednisolone 30mg Tablets not available PL 00142/0846 ACCORD-UK LIMITED X1
PREDNISOLONE 1mg TABLETS not available PL 0142/0494 ACCORD-UK LIMITED X1
PREDNISOLONE 5mg TABLETS not available PL 0142/0495 ACCORD-UK LIMITED XI
DCP PREDNISOLONE TABLET FOCUS PHARMACEUTICALS
Prednisolone 5mg Soluble Tablets 5 MG PL 20046/0261 LIMITED XI
GENETHICS EUROPE
Prednisolone 2 mg Tablets not available PL 42976/0066 LIMITED X1
Prednisolone 2.5 mg Gastro-Resistant Tablets not available PL 40496/0014 BRILLPHARMA LIMITED XI
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Prednisolone 5 mg Gastro-Resistant Tablets

not available

PL 40496/0015

BRILLPHARMA LIMITED

XI

Prednisolone 2.5mg Tablets

not available

PL 00142/0841

ACCORD-UK LIMITED

XI

Prednisolone 10mg Tablets

not available

PL 00142/0843

ACCORD-UK LIMITED

XI

Prednisolone 20mg Tablets

not available

PL 00142/0844

ACCORD-UK LIMITED

XI

Prednisolone 30mg Tablets

not available

PL 00142/0846

ACCORD-UK LIMITED

XI
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PREDNISOLONE 1mg TABLETS

not available

PL 0142/0494

ACCORD-UK LIMITED

XI

PREDNISOLONE 5mg TABLETS

not available

PL 0142/0495

ACCORD-UK LIMITED

XI
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