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PL 00166/0406 VESICARE 1 MG/ML ORAL SUSPENSION ASTELLAS PHARMA LIMITED PL 00166/0406-0010 20/02/2018 VARIATION TYPE II 

PL 17901/0033 NOLVADEX 10MG ASTRAZENECA UK LIMITED PL 17901/0033-0079 05/04/2018 VARIATION TYPE II 

PL 17901/0034 NOLVADEX D ASTRAZENECA UK LIMITED PL 17901/0034-0080 05/04/2018 VARIATION TYPE II 

PL 00031/0465 
CYMEVENE 500 MG POWDER FOR CONCENTRATE FOR 
SOLUTION FOR INFUSION 

ROCHE PRODUCTS LIMITED PL 00031/0465-0095 18/04/2018 VARIATION TYPE II 

PL 11587/0076 
METOJECT PEN 7.5 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

MEDAC GESELLSCHAFT FUR 
KLINISCHE SPEZIALPRAPARATE 
MBH 

PL 11587/0076-0016 20/04/2018 VARIATION TYPE II 

PL 11587/0077 
METOJECT PEN 10 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

MEDAC GESELLSCHAFT FUR 
KLINISCHE SPEZIALPRAPARATE 
MBH 

PL 11587/0077-0016 20/04/2018 VARIATION TYPE II 

PL 11587/0078 
METOJECT PEN 12.5 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

MEDAC GESELLSCHAFT FUR 
KLINISCHE SPEZIALPRAPARATE 
MBH 

PL 11587/0078-0016 20/04/2018 VARIATION TYPE II 

PL 11587/0079 
METOJECT PEN 15 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

MEDAC GESELLSCHAFT FUR 
KLINISCHE SPEZIALPRAPARATE 
MBH 

PL 11587/0079-0016 20/04/2018 VARIATION TYPE II 

PL 11587/0080 
METOJECT PEN 17.5 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

MEDAC GESELLSCHAFT FUR 
KLINISCHE SPEZIALPRAPARATE 
MBH 

PL 11587/0080-0016 20/04/2018 VARIATION TYPE II 

PL 11587/0081 
METOJECT PEN 20 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

MEDAC GESELLSCHAFT FUR 
KLINISCHE SPEZIALPRAPARATE 
MBH 

PL 11587/0081-0016 20/04/2018 VARIATION TYPE II 

PL 11587/0082 
METOJECT PEN 22.5 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

MEDAC GESELLSCHAFT FUR 
KLINISCHE SPEZIALPRAPARATE 
MBH 

PL 11587/0082-0016 20/04/2018 VARIATION TYPE II 

PL 11587/0083 
METOJECT PEN 25 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

MEDAC GESELLSCHAFT FUR 
KLINISCHE SPEZIALPRAPARATE 
MBH 

PL 11587/0083-0015 20/04/2018 VARIATION TYPE II 

PL 11587/0084 
METOJECT PEN 27.5 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

MEDAC GESELLSCHAFT FUR 
KLINISCHE SPEZIALPRAPARATE 
MBH 

PL 11587/0084-0016 20/04/2018 VARIATION TYPE II 

PL 11587/0085 
METOJECT PEN 30 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

MEDAC GESELLSCHAFT FUR 
KLINISCHE SPEZIALPRAPARATE 
MBH 

PL 11587/0085-0017 20/04/2018 VARIATION TYPE II 

PL 33414/0154 TAMOXIFEN 20 MG TABLETS CHELONIA HEALTHCARE LIMITED PL 33414/0154-0019 11/07/2018 VARIATION TYPE IB 

PL 00142/0272 TAMOXIFEN TABLETS BP 20MG ACCORD-UK LIMITED PL 00142/0272-0056 03/08/2018 VARIATION TYPE IB 

PL 21727/0053 PALEXIA 4MG/ML ORAL SOLUTION GRUNENTHAL LIMITED PL 21727/0053-0024 07/08/2018 VARIATION TYPE II 

PL 21727/0054 PALEXIA 20MG/ML ORAL SOLUTION GRUNENTHAL LIMITED PL 21727/0054-0025 07/08/2018 VARIATION TYPE II 



PL 00426/0074 
BOTOX 100 ALLERGAN UNITS - POWDER FOR SOLUTION FOR 
INJECTION 

ALLERGAN LIMITED PL 00426/0074-0187 08/10/2018 VARIATION TYPE II 

PL 00426/0118 
BOTOX 50 ALLERGAN UNITS, POWDER FOR SOLUTION FOR 
INJECTION 

ALLERGAN LIMITED PL 00426/0118-0109 08/10/2018 VARIATION TYPE II 

PL 00426/0119 
BOTOX 200 ALLERGAN UNITS, POWDER FOR SOLUTION FOR 
INJECTION 

ALLERGAN LIMITED PL 00426/0119-0096 08/10/2018 VARIATION TYPE II 

PL 46302/0055 
INFLUVAC SUB-UNIT TETRA, SUSPENSION FOR INJECTION IN 
PRE-FILLED SYRINGE 

MYLAN PRODUCTS LIMITED PL 46302/0055-0012 12/10/2018 VARIATION TYPE II 

PL 46302/0056 
INFLUENZA VACCINE TETRA MYL, SUSPENSION FOR 
INJECTION IN PRE-FILLED SYRINGE 

MYLAN PRODUCTS LIMITED PL 46302/0056-0009 12/10/2018 VARIATION TYPE II 

PL 36633/0006 ENTOCORT CR 3MG CAPSULES TILLOTTS PHARMA UK LIMITED PL 36633/0006-0004 09/11/2018 VARIATION TYPE II 

PL 04569/0070 TAMOXIFEN 20 MG TABLETS GENERICS (UK) LIMITED PL 04569/0070-0090 14/11/2018 VARIATION TYPE IB 

PL 41344/0010 GLYCOPYRRONIUM BROMIDE 1 MG/5 ML ORAL SOLUTION COLONIS PHARMA LIMITED PL 41344/0010-0008 14/01/2019 VARIATION TYPE II 

PL 14598/0101 
SPIOLTO RESPIMAT 2.5 MICROGRAM/2.5 MICROGRAM 
INHALATION SOLUTION 

BOEHRINGER INGELHEIM 
INTERNATIONAL GMBH 

PL 14598/0101-0012 18/01/2019 VARIATION TYPE II 

PL 14598/0102 
YANIMO RESPIMAT 2.5 MICROGRAM / 2.5 MICROGRAM 
INHALATION SOLUTION 

BOEHRINGER INGELHEIM 
INTERNATIONAL GMBH 

PL 14598/0102-0009 18/01/2019 VARIATION TYPE II 

PL 16189/0012 
PROSTAP SR DCS 3.75 MG POWDER FOR PROLONGED-
RELEASE SUSPENSION FOR INJECTION IN PRE-FILLED 
SYRINGE 

TAKEDA UK LIMITED PL 16189/0012-0037 15/03/2019 VARIATION TYPE II 

PL 00427/0233 METHOTREXATE 2MG/ML ORAL SOLUTION 
ROSEMONT PHARMACEUTICALS 
LIMITED 

PL 00427/0233-0011 22/03/2019 VARIATION TYPE II 

PL 41472/0001 
ILUVIEN 190 MICROGRAMS INTRAVITREAL IMPLANT IN 
APPLICATOR 

ALIMERA SCIENCES LIMITED PL 41472/0001-0047 22/03/2019 VARIATION TYPE II 

PL 20075/0492 
EMTRICITABINE/TENOFOVIR DISOPROXIL 200 MG/245 MG 
FILM-COATED TABLETS 

ACCORD HEALTHCARE LIMITED PL 20075/0492-0003 12/04/2019 VARIATION TYPE IB 

PL 46602/0002 
INFLUENZA VACCINE BP, SUSPENSION FOR INJECTION IN 
PRE-FILLED SYRINGE 

SANOFI PASTEUR EUROPE PL 46602/0002-0028 06/05/2019 VARIATION TYPE II 

PL 46602/0017 
QUADRIVALENT INFLUENZA VACCINE (SPLIT VIRION, 
INACTIVATED) 

SANOFI PASTEUR EUROPE PL 46602/0017-0019 06/05/2019 VARIATION TYPE II 

PL 16189/0012 
PROSTAP SR DCS 3.75 MG POWDER FOR PROLONGED-
RELEASE SUSPENSION FOR INJECTION IN PRE-FILLED 
SYRINGE 

TAKEDA UK LIMITED PL 16189/0012-0040 09/05/2019 VARIATION TYPE II 

PL 16189/0012 
PROSTAP SR DCS 3.75 MG POWDER FOR PROLONGED-
RELEASE SUSPENSION FOR INJECTION IN PRE-FILLED 
SYRINGE 

TAKEDA UK LIMITED PL 16189/0012-0041 09/05/2019 VARIATION TYPE II 

PL 16189/0013 
PROSTAP 3 DCS 11.25MG POWDER FOR PROLONGED-
RELEASE SUSPENSION FOR INJECTION IN PRE-FILLED 
SYRINGE 

TAKEDA UK LIMITED PL 16189/0013-0035 09/05/2019 VARIATION TYPE II 



PL 16189/0013 
PROSTAP 3 DCS 11.25MG POWDER FOR PROLONGED-
RELEASE SUSPENSION FOR INJECTION IN PRE-FILLED 
SYRINGE 

TAKEDA UK LIMITED PL 16189/0013-0036 09/05/2019 VARIATION TYPE II 

PL 39307/0005 THAMICARB 84MG/ML ORAL SOLUTION SYRI LIMITED PL 39307/0005-0025 17/05/2019 VARIATION TYPE II 

PL 40621/0034 TOPOGYNE 400 MICROGRAM, TABLETS NORDIC GROUP BV PL 40621/0034-0005 19/06/2019 VARIATION TYPE II 

PL 03468/0020 MINIMS POVIDONE IODINE 5% W/V EYE DROPS, SOLUTION BAUSCH & LOMB (UK) LIMITED PL 03468/0020-0024 08/10/2019 VARIATION TYPE II 

PL 10673/0043 
FIBRYGA 1G POWDER AND SOLVENT FOR SOLUTION FOR 
INJECTION/INFUSION 

OCTAPHARMA LIMITED PL 10673/0043-0014 30/10/2019 VARIATION TYPE II 

PL 34926/0001 
DYSPORT 500 UNITS POWDER FOR SOLUTION FOR 
INJECTION 

IPSEN LIMITED PL 34926/0001-0085 17/12/2019 VARIATION TYPE II 

PL 34926/0009 
BOTULINUM TOXIN TYPE A 500 UNITS POWDER FOR 
SOLUTION FOR INJECTION 

IPSEN LIMITED PL 34926/0009-0083 17/12/2019 VARIATION TYPE II 

PL 34926/0014 
DYSPORT 300 UNITS POWDER FOR SOLUTION FOR 
INJECTION 

IPSEN LIMITED PL 34926/0014-0073 17/12/2019 VARIATION TYPE II 

PL 34926/0015 
BOTULINUM TOXIN TYPE A 300 UNITS POWDER FOR 
SOLUTION FOR INJECTION 

IPSEN LIMITED PL 34926/0015-0076 17/12/2019 VARIATION TYPE II 

PL 29978/0001 XEOMIN 100 UNITS POWDER FOR SOLUTION FOR INJECTION MERZ PHARMACEUTICALS GMBH PL 29978/0001-0117 27/01/2020 VARIATION TYPE II 

PL 29978/0003 XEOMIN 50 UNITS POWDER FOR SOLUTION FOR INJECTION MERZ PHARMACEUTICALS GMBH PL 29978/0003-0080 27/01/2020 VARIATION TYPE II 

PL 29978/0004 XEOMIN 200 UNITS POWDER FOR SOLUTION FOR INJECTION MERZ PHARMACEUTICALS GMBH PL 29978/0004-0016 27/01/2020 VARIATION TYPE II 

PL 08637/0002 BUDENOFALK 3MG GASTRO-RESISTANT CAPSULES DR FALK PHARMA GMBH PL 08637/0002-0063 07/02/2020 VARIATION TYPE II 

PL 04425/0287 NASACORT 55 MCG/DOSE, NASAL SPRAY, SUSPENSION AVENTIS PHARMA LIMITED PL 04425/0287-0092 30/03/2020 VARIATION TYPE IB 

PL 29527/0001 GAMUNEX 10% 100MG/ML SOLUTION FOR INFUSION GRIFOLS DEUTSCHLAND GMBH PL 29527/0001-0089 11/06/2020 VARIATION TYPE II 

PL 04515/0370 
DOCETAXEL HOSPIRA 10 MG/ML CONCENTRATE FOR 
SOLUTION FOR INFUSION 

HOSPIRA UK LIMITED PL 04515/0370-0075 19/06/2020 VARIATION TYPE IB 

PL 25859/0007 
LUTRATE 1 MONTH DEPOT 3.75 MG POWDER AND SOLVENT 
FOR PROLONGED-RELEASE SUSPENSION FOR INJECTION 

GP PHARM SA PL 25859/0007-0007 26/08/2020 VARIATION TYPE II 

PL 01502/0079 DEXAMETHASONE 3.3 MG/ML SOLUTION FOR INJECTION HAMELN PHARMA LTD PL 01502/0079-0046 20/10/2020 VARIATION TYPE IB 

PL 03194/0113 CORTIMENT 9 MG, PROLONGED RELEASE TABLETS 
FERRING PHARMACEUTICALS 
LIMITED 

PL 03194/0113-0030 12/11/2020 VARIATION TYPE II 

PL 01656/0279 
DEXAMETHASONE KRKA 3.3 MG/ML SOLUTION FOR 
INJECTION/INFUSION 

KRKA DD NOVO MESTO PL 01656/0279-0003 02/12/2020 VARIATION TYPE II 



PL 01656/0280 
DEXAMETHASONE KRKA 6.6 MG/2 ML SOLUTION FOR 
INJECTION/INFUSION 

KRKA DD NOVO MESTO PL 01656/0280-0002 02/12/2020 VARIATION TYPE II 

PL 44124/0015 DEXAMETHASONE 3.3 MG/ML, SOLUTION FOR INJECTION PANPHARMA PL 44124/0015-0011 07/12/2020 VARIATION TYPE II 

PL 01656/0205 DEXAMETHASONE 4 MG TABLETS KRKA DD NOVO MESTO PL 01656/0205-0011 17/12/2020 VARIATION TYPE II 

PL 01656/0206 DEXAMETHASONE 8 MG TABLETS KRKA DD NOVO MESTO PL 01656/0206-0011 17/12/2020 VARIATION TYPE II 

PL 44710/0017 GLYCOPYRRONIUM BROMIDE 1MG TABLETS KINEDEXE UK LIMITED PL 44710/0017-0010 17/12/2020 VARIATION TYPE II 

PL 44710/0018 GLYCOPYRRONIUM BROMIDE 2MG TABLETS KINEDEXE UK LIMITED PL 44710/0018-0009 17/12/2020 VARIATION TYPE II 

PL 29831/0604 DEXAMETHASONE 2 MG/5 ML ORAL SOLUTION WOCKHARDT UK LIMITED PL 29831/0604-0004 31/12/2020 VARIATION TYPE II 

PLGB 53095/0040 
KEYTRUDA 25 MG/ML CONCENTRATE FOR SOLUTION FOR 
INFUSION 

MERCK SHARP & DOHME (UK) 
LIMITED 

PLGB 53095/0040-
0010 

27/04/2021 VARIATION TYPE II 

PLGB 17901/0340 TAGRISSO 40MG FILM-COATED TABLET ASTRAZENECA UK LIMITED 
PLGB 17901/0340-
0002 

06/05/2021 VARIATION TYPE II 

PLGB 17901/0341 TAGRISSO 80MG FILM-COATED TABLET ASTRAZENECA UK LIMITED 
PLGB 17901/0341-
0002 

06/05/2021 VARIATION TYPE II 

PL 12762/0617 DEXAMETHASONE 1 MG TABLETS 
MERCURY PHARMACEUTICALS 
LIMITED 

PL 12762/0617-0008 07/05/2021 VARIATION TYPE II 

PL 12762/0618 DEXAMETHASONE 4 MG TABLETS 
MERCURY PHARMACEUTICALS 
LIMITED 

PL 12762/0618-0010 07/05/2021 VARIATION TYPE II 

PLGB 00166/0422 XTANDI 40MG SOFT CAPSULES ASTELLAS PHARMA LIMITED 
PLGB 00166/0422-
0002 

07/05/2021 VARIATION TYPE II 

PLGB 00166/0423 XTANDI 40MG FLIM-COATED TABLET ASTELLAS PHARMA LIMITED 
PLGB 00166/0423-
0002 

07/05/2021 VARIATION TYPE II 

PLGB 00166/0424 XTANDI 80MG FILM COATED TABLETS ASTELLAS PHARMA LIMITED 
PLGB 00166/0424-
0002 

07/05/2021 VARIATION TYPE II 

PLGB 22352/0008 KALYDECO 150 MG FILM COATED TABLETS 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0008-
0003 

10/05/2021 VARIATION TYPE II 

PLGB 22352/0012 KAFTRIO 75MG/50 MG/100MG FILM-COATED TABLETS 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0012-
0002 

10/05/2021 VARIATION TYPE II 

PL 24598/0075 DEXAMETHASONE 3.3 MG/ML SOLUTION FOR INJECTION NORIDEM ENTERPRISES LIMITED PL 24598/0075-0002 13/05/2021 VARIATION TYPE II 

PLGB 19494/0270 
BENLYSTA 120 MG POWDER FOR CONCENTRATE FOR 
SOLUTION FOR INFUSION. 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0270-
0003 

01/07/2021 VARIATION TYPE II 

PLGB 19494/0271 
BENLYSTA 200 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN. 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0271-
0003 

01/07/2021 VARIATION TYPE II 



PLGB 19494/0272 
BENLYSTA 400 MG POWDER FOR CONCENTRATE FOR 
SOLUTION FOR INFUSION. 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0272-
0003 

01/07/2021 VARIATION TYPE II 

PLGB 15105/0132 
NULOJIX 250 MG POWDER FOR CONCENTRATE FOR 
SOLUTION FOR INFUSION 

BRISTOL-MYERS SQUIBB PHARMA 
EEIG 

PLGB 15105/0132-
0004 

25/07/2021 VARIATION TYPE II 

PLGB 53095/0040 
KEYTRUDA 25 MG/ML CONCENTRATE FOR SOLUTION FOR 
INFUSION 

MERCK SHARP & DOHME (UK) 
LIMITED 

PLGB 53095/0040-
0002 

25/07/2021 VARIATION TYPE II 

PLGB 14598/0192 JARDIANCE 10 MG FILM-COATED TABLETS 
BOEHRINGER INGELHEIM 
INTERNATIONAL GMBH 

PLGB 14598/0192-
0002 

30/07/2021 VARIATION TYPE II 

PLGB 14598/0193 JARDIANCE 25 MG FILM-COATED TABLETS 
BOEHRINGER INGELHEIM 
INTERNATIONAL GMBH 

PLGB 14598/0193-
0002 

30/07/2021 VARIATION TYPE II 

PLGB 00039/0791 XYREM 500 MG/ML ORAL SOLUTION UCB PHARMA LIMITED 
PLGB 00039/0791-
0004 

04/08/2021 VARIATION TYPE IB 

PLGB 35068/0005 UCEDANE 200 MG DISPERSIBLE TABLETS EUROCEPT INTERNATIONAL BV 
PLGB 35068/0005-
0002 

06/08/2021 VARIATION TYPE IB 

PLGB 04425/0819 AUBAGIO 14MG FILM-COATED TABLETS AVENTIS PHARMA LIMITED 
PLGB 04425/0819-
0007 

10/09/2021 VARIATION TYPE II 

PL 29978/0001 XEOMIN 100 UNITS POWDER FOR SOLUTION FOR INJECTION MERZ PHARMACEUTICALS GMBH PL 29978/0001-0143 23/09/2021 VARIATION TYPE II 

PL 29978/0003 XEOMIN 50 UNITS POWDER FOR SOLUTION FOR INJECTION MERZ PHARMACEUTICALS GMBH PL 29978/0003-0104 23/09/2021 VARIATION TYPE II 

PL 29978/0004 XEOMIN 200 UNITS POWDER FOR SOLUTION FOR INJECTION MERZ PHARMACEUTICALS GMBH PL 29978/0004-0040 23/09/2021 VARIATION TYPE II 

PLGB 00057/1674 LORVIQUA 25MG FILM-COATED TABLETS PFIZER LIMITED 
PLGB 00057/1674-
0002 

23/09/2021 VARIATION TYPE II 

PLGB 00057/1675 LORVIQUA 100MG FILM-COATED TABLETS PFIZER LIMITED 
PLGB 00057/1675-
0002 

23/09/2021 VARIATION TYPE II 

PLGB 00057/1664 XELJANZ 5 MG FILM-COATED TABLETS PFIZER LIMITED 
PLGB 00057/1664-
0009 

24/09/2021 VARIATION TYPE II 

PLGB 45232/0001 
LIBTAYO 350 MG CONCENTRATE FOR SOLUTION FOR 
INFUSION 

REGENERON UK LIMITED 
PLGB 45232/0001-
0007 

24/09/2021 VARIATION TYPE II 

PLGB 04668/0409 
SAXENDA 6 MG/ML SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

NOVO NORDISK AS 
PLGB 04668/0409-
0003 

29/09/2021 VARIATION TYPE II 

PLGB 13832/0018 
BLINCYTO 38.5 MICROGRAMS POWDER FOR CONCENTRATE 
AND SOLUTION FOR SOLUTION FOR INFUSION. 

AMGEN LIMITED 
PLGB 13832/0018-
0009 

01/10/2021 VARIATION TYPE II 

PLGB 00242/0677 DARZALEX 1,800 MG SOLUTION FOR INJECTION. JANSSEN-CILAG LIMITED 
PLGB 00242/0677-
0007 

12/10/2021 VARIATION TYPE II 

PL 11311/0607 
CARMUSTINE 100 MG-POWDER AND SOLVENT FOR 
SOLUTION FOR INFUSION 

TILLOMED LABORATORIES 
LIMITED 

PL 11311/0607-0019 27/10/2021 VARIATION TYPE IB 

PLGB 00057/1692 
AMSPARITY 20 MG SOLUTION FOR INJECTION IN PRE FILLED 
SYRINGE 

PFIZER LIMITED 
PLGB 00057/1692-
0014 

29/10/2021 VARIATION TYPE IB 



PLGB 00057/1693 AMSPARITY 40 MG/0.8 ML SOLUTION FOR INJECTION IN VIAL PFIZER LIMITED 
PLGB 00057/1693-
0008 

29/10/2021 VARIATION TYPE IB 

PLGB 00057/1694 
AMSPARITY 40 MG SOLUTION FOR INJECTION IN PRE FILLED 
SYRINGE 

PFIZER LIMITED 
PLGB 00057/1694-
0008 

29/10/2021 VARIATION TYPE IB 

PLGB 00057/1701 
AMSPARITY 40 MG SOLUTION FOR INJECTION IN PRE FILLED 
PEN 

PFIZER LIMITED 
PLGB 00057/1701-
0010 

29/10/2021 VARIATION TYPE IB 

PLGB 45613/0008 
IMRALDI 40 MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

SAMSUNG BIOEPIS UK LIMITED 
PLGB 45613/0008-
0005 

03/11/2021 VARIATION TYPE IB 

PLGB 45613/0009 
IMRALDI 40 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

SAMSUNG BIOEPIS UK LIMITED 
PLGB 45613/0009-
0005 

03/11/2021 VARIATION TYPE IB 

PLGB 45613/0011 IMRALDI 40 MG/0.8 ML SOLUTION FOR INJECTION SAMSUNG BIOEPIS UK LIMITED 
PLGB 45613/0011-
0005 

03/11/2021 VARIATION TYPE IB 

PLGB 41042/0033 
SKYRIZI 75MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

ABBVIE LTD 
PLGB 41042/0033-
0007 

18/11/2021 VARIATION TYPE II 

PLGB 41042/0045 
SKYRIZI 150MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

ABBVIE LTD 
PLGB 41042/0045-
0006 

18/11/2021 VARIATION TYPE II 

PLGB 41042/0046 
SKYRIZI 150MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

ABBVIE LTD 
PLGB 41042/0046-
0005 

18/11/2021 VARIATION TYPE II 

PL 03551/0120 GELASPAN SOLUTION FOR INFUSION B. BRAUN MELSUNGEN PL 03551/0120-0035 21/11/2021 VARIATION TYPE II 

PLGB 53095/0040 
KEYTRUDA 25 MG/ML CONCENTRATE FOR SOLUTION FOR 
INFUSION 

MERCK SHARP & DOHME (UK) 
LIMITED 

PLGB 53095/0040-
0003 

22/11/2021 VARIATION TYPE II 

PLGB 53095/0040 
KEYTRUDA 25 MG/ML CONCENTRATE FOR SOLUTION FOR 
INFUSION 

MERCK SHARP & DOHME (UK) 
LIMITED 

PLGB 53095/0040-
0025 

22/11/2021 VARIATION TYPE II 

PL 29831/0667 
DEXAMETHASONE 3.3 MG/ML SOLUTION FOR INJECTION OR 
INFUSION 

WOCKHARDT UK LIMITED PL 29831/0667-0015 29/11/2021 VARIATION TYPE II 

PLGB 13832/0001 
AMGEVITA 20 MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

AMGEN LIMITED 
PLGB 13832/0001-
0010 

29/11/2021 VARIATION TYPE IB 

PLGB 13832/0002 
AMGEVITA 40 MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

AMGEN LIMITED 
PLGB 13832/0002-
0009 

29/11/2021 VARIATION TYPE IB 

PLGB 13832/0055 
AMGEVITA 40 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

AMGEN LIMITED 
PLGB 13832/0055-
0009 

29/11/2021 VARIATION TYPE IB 

PLGB 33967/0006 KISPLYX 10 MG HARD CAPSULES EISAI EUROPE LIMITED 
PLGB 33967/0006-
0016 

29/11/2021 VARIATION TYPE II 

PLGB 33967/0007 KISPLYX 4 MG HARD CAPSULES EISAI EUROPE LIMITED 
PLGB 33967/0007-
0018 

29/11/2021 VARIATION TYPE II 

PLGB 00242/0676 
DARZALEX 20MG/ML CONCENTRATE FOR SOLUTION FOR 
INFUSION 

JANSSEN-CILAG LIMITED 
PLGB 00242/0676-
0006 

02/12/2021 VARIATION TYPE II 

PLGB 00242/0677 DARZALEX 1,800 MG SOLUTION FOR INJECTION. JANSSEN-CILAG LIMITED 
PLGB 00242/0677-
0008 

02/12/2021 VARIATION TYPE II 



PLGB 15036/0140 
HIZENTRA 200 MG/ML SOLUTION FOR SUBCUTANEOUS 
INJECTION 

CSL BEHRING GMBH 
PLGB 15036/0140-
0015 

02/01/2022 VARIATION TYPE II 

PLGB 15036/0156 
HIZENTRA 200 MG/ML SOLUTION FOR SUBCUTANEOUS 
INJECTION IN PRE-FILLED SYRINGE 

CSL BEHRING GMBH 
PLGB 15036/0156-
0019 

02/01/2022 VARIATION TYPE II 

PL 04416/1523 LENALIDOMIDE SANDOZ 2.5 MG HARD CAPSULES SANDOZ LIMITED PL 04416/1523-0017 12/01/2022 VARIATION TYPE IB 

PL 04416/1524 LENALIDOMIDE SANDOZ 5 MG HARD CAPSULES SANDOZ LIMITED PL 04416/1524-0017 12/01/2022 VARIATION TYPE IB 

PL 04416/1525 LENALIDOMIDE SANDOZ 7.5MG HARD CAPSULES SANDOZ LIMITED PL 04416/1525-0017 12/01/2022 VARIATION TYPE IB 

PL 04416/1526 LENALIDOMIDE SANDOZ 10 MG HARD CAPSULES SANDOZ LIMITED PL 04416/1526-0017 12/01/2022 VARIATION TYPE IB 

PL 04416/1527 LENALIDOMIDE SANDOZ 15 MG HARD CAPSULES SANDOZ LIMITED PL 04416/1527-0017 12/01/2022 VARIATION TYPE IB 

PL 04416/1528 LENALIDOMIDE SANDOZ 20 MG HARD CAPSULES SANDOZ LIMITED PL 04416/1528-0017 12/01/2022 VARIATION TYPE IB 

PL 04416/1529 LENALIDOMIDE SANDOZ 25 MG HARD CAPSULES SANDOZ LIMITED PL 04416/1529-0016 12/01/2022 VARIATION TYPE IB 

PLGB 19494/0285 NUCALA 100MG POWDER FOR SOLUTION FOR INJECTION GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0285-
0003 

14/01/2022 VARIATION TYPE II 

PLGB 19494/0285 NUCALA 100MG POWDER FOR SOLUTION FOR INJECTION GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0285-
0003 

14/01/2022 VARIATION TYPE II 

PLGB 19494/0285 NUCALA 100MG POWDER FOR SOLUTION FOR INJECTION GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0285-
0004 

14/01/2022 VARIATION TYPE II 

PLGB 19494/0285 NUCALA 100MG POWDER FOR SOLUTION FOR INJECTION GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0285-
0002 

14/01/2022 VARIATION TYPE II 

PLGB 19494/0290 
NUCALA 100MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0290-
0002 

14/01/2022 VARIATION TYPE II 

PLGB 19494/0290 
NUCALA 100MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0290-
0004 

14/01/2022 VARIATION TYPE II 

PLGB 19494/0290 
NUCALA 100MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0290-
0004 

14/01/2022 VARIATION TYPE II 

PLGB 19494/0290 
NUCALA 100MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0290-
0005 

14/01/2022 VARIATION TYPE II 

PLGB 19494/0291 
NUCALA 100MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0291-
0002 

14/01/2022 VARIATION TYPE II 

PLGB 19494/0291 
NUCALA 100MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0291-
0004 

14/01/2022 VARIATION TYPE II 

PLGB 19494/0291 
NUCALA 100MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0291-
0004 

14/01/2022 VARIATION TYPE II 



PLGB 19494/0291 
NUCALA 100MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0291-
0005 

14/01/2022 VARIATION TYPE II 

PLGB 00057/1663 XELJANZ 10 MG FILM-COATED TABLETS PFIZER LIMITED 
PLGB 00057/1663-
0014 

31/01/2022 VARIATION TYPE II 

PLGB 00057/1664 XELJANZ 5 MG FILM-COATED TABLETS PFIZER LIMITED 
PLGB 00057/1664-
0016 

31/01/2022 VARIATION TYPE II 

PL 14894/0748 LENALIDOMIDE RANBAXY 2.5 MG HARD CAPSULES SUN PHARMA UK LIMITED PL 14894/0748-0002 16/02/2022 VARIATION TYPE II 

PL 14894/0749 LENALIDOMIDE RANBAXY 5 MG HARD CAPSULES SUN PHARMA UK LIMITED PL 14894/0749-0002 16/02/2022 VARIATION TYPE II 

PL 14894/0750 LENALIDOMIDE RANBAXY 7.5 MG HARD CAPSULES SUN PHARMA UK LIMITED PL 14894/0750-0002 16/02/2022 VARIATION TYPE II 

PL 14894/0751 LENALIDOMIDE RANBAXY 10 MG HARD CAPSULES SUN PHARMA UK LIMITED PL 14894/0751-0002 16/02/2022 VARIATION TYPE II 

PL 14894/0752 LENALIDOMIDE RANBAXY 15 MG HARD CAPSULES SUN PHARMA UK LIMITED PL 14894/0752-0002 16/02/2022 VARIATION TYPE II 

PL 14894/0753 LENALIDOMIDE RANBAXY 20 MG HARD CAPSULES SUN PHARMA UK LIMITED PL 14894/0753-0002 16/02/2022 VARIATION TYPE II 

PL 14894/0754 LENALIDOMIDE RANBAXY 25 MG HARD CAPSULES SUN PHARMA UK LIMITED PL 14894/0754-0002 16/02/2022 VARIATION TYPE II 

PLGB 13832/0043 REPATHA 140 MG SOLUTION FOR INJECTION AMGEN LIMITED 
PLGB 13832/0043-
0016 

03/03/2022 VARIATION TYPE II 

PLGB 13832/0044 REPATHA 420 MG SOLUTION FOR INJECTION IN CARTRIDGE AMGEN LIMITED 
PLGB 13832/0044-
0014 

03/03/2022 VARIATION TYPE II 

PLGB 15475/0044 
ENTYVIO 300 MG POWDER FOR CONCENTRATE FOR 
SOLUTION FOR INFUSION 

TAKEDA PHARMA AS 
PLGB 15475/0044-
0011 

11/03/2022 VARIATION TYPE II 

PLGB 00101/1095 JAKAVI 10MG TABLETS 
NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1095-
0002 

24/03/2022 VARIATION TYPE II 

PLGB 00101/1096 JAKAVI 15MG TABLETS 
NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1096-
0002 

24/03/2022 VARIATION TYPE II 

PLGB 00101/1097 JAKAVI 20MG TABLETS 
NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1097-
0002 

24/03/2022 VARIATION TYPE II 

PLGB 00101/1098 JAKAVI 5MG TABLETS 
NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1098-
0002 

24/03/2022 VARIATION TYPE II 

PLGB 00101/1197 
BEOVU 120 MG/ML SOLUTION FOR INJECTION IN PRE FILLED 
SYRINGE 

NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1197-
0010 

21/04/2022 VARIATION TYPE II 

PLGB 17901/0325 FORXIGA 10MG FILM COATED TABLETS ASTRAZENECA UK LIMITED 
PLGB 17901/0325-
0018 

11/05/2022 VARIATION TYPE II 

PLGB 17901/0326 FORXIGA 5MG FILM COATED TABLETS ASTRAZENECA UK LIMITED 
PLGB 17901/0326-
0017 

11/05/2022 VARIATION TYPE II 



PLGB 53095/0040 
KEYTRUDA 25 MG/ML CONCENTRATE FOR SOLUTION FOR 
INFUSION 

MERCK SHARP & DOHME (UK) 
LIMITED 

PLGB 53095/0040-
0031 

16/05/2022 VARIATION TYPE II 

PLGB 53095/0040 
KEYTRUDA 25 MG/ML CONCENTRATE FOR SOLUTION FOR 
INFUSION 

MERCK SHARP & DOHME (UK) 
LIMITED 

PLGB 53095/0040-
0032 

16/05/2022 VARIATION TYPE II 

PL 00242/0372 CONCERTA XL 18MG PROLONGED-RELEASE TABLETS JANSSEN-CILAG LIMITED PL 00242/0372-0182 02/06/2022 VARIATION TYPE II 

PL 00242/0373 CONCERTA XL 36MG PROLONGED-RELEASE TABLETS JANSSEN-CILAG LIMITED PL 00242/0373-0178 02/06/2022 VARIATION TYPE II 

PL 00242/0374 CONCERTA XL 54MG PROLONGED-RELEASE TABLETS JANSSEN-CILAG LIMITED PL 00242/0374-0187 02/06/2022 VARIATION TYPE II 

PL 00242/0400 CONCERTA XL 27MG PROLONGED-RELEASE TABLETS JANSSEN-CILAG LIMITED PL 00242/0400-0128 02/06/2022 VARIATION TYPE II 

PL 37071/0025 LENALIDOMIDE 2.5 MG HARD CAPSULES PIRAMAL CRITICAL CARE LIMITED PL 37071/0025-0005 13/06/2022 VARIATION TYPE IB 

PL 37071/0026 LENALIDOMIDE 5 MG HARD CAPSULES PIRAMAL CRITICAL CARE LIMITED PL 37071/0026-0005 13/06/2022 VARIATION TYPE IB 

PL 37071/0027 LENALIDOMIDE 7.5 MG HARD CAPSULES PIRAMAL CRITICAL CARE LIMITED PL 37071/0027-0005 13/06/2022 VARIATION TYPE IB 

PL 37071/0028 LENALIDOMIDE 10 MG HARD CAPSULES PIRAMAL CRITICAL CARE LIMITED PL 37071/0028-0006 13/06/2022 VARIATION TYPE IB 

PL 37071/0029 LENALIDOMIDE 15 MG HARD CAPSULES PIRAMAL CRITICAL CARE LIMITED PL 37071/0029-0005 13/06/2022 VARIATION TYPE IB 

PL 37071/0030 LENALIDOMIDE 20 MG HARD CAPSULES PIRAMAL CRITICAL CARE LIMITED PL 37071/0030-0005 13/06/2022 VARIATION TYPE IB 

PL 37071/0031 LENALIDOMIDE 25 MG HARD CAPSULES PIRAMAL CRITICAL CARE LIMITED PL 37071/0031-0005 13/06/2022 VARIATION TYPE IB 

PLGB 14598/0192 JARDIANCE 10 MG FILM-COATED TABLETS 
BOEHRINGER INGELHEIM 
INTERNATIONAL GMBH 

PLGB 14598/0192-
0008 

13/06/2022 VARIATION TYPE II 

PLGB 14598/0193 JARDIANCE 25 MG FILM-COATED TABLETS 
BOEHRINGER INGELHEIM 
INTERNATIONAL GMBH 

PLGB 14598/0193-
0007 

13/06/2022 VARIATION TYPE II 

PL 30684/0125 GLYCOPYRRONIUM BROMIDE 1MG TABLETS DAWA LIMITED PL 30684/0125-0020 17/06/2022 VARIATION TYPE II 

PL 30684/0126 GLYCOPYRRONIUM BROMIDE 2MG TABLETS DAWA LIMITED PL 30684/0126-0019 17/06/2022 VARIATION TYPE II 

PLGB 00039/0784 VIMPAT 10 MG/ML SOLUTION FOR INFUSION UCB PHARMA LIMITED 
PLGB 00039/0784-
0007 

21/06/2022 VARIATION TYPE II 

PLGB 00039/0785 VIMPAT 10 MG/ML SYRUP UCB PHARMA LIMITED 
PLGB 00039/0785-
0007 

21/06/2022 VARIATION TYPE II 

PLGB 00039/0786 VIMPAT 100 MG FILM-COATED TABLETS UCB PHARMA LIMITED 
PLGB 00039/0786-
0007 

21/06/2022 VARIATION TYPE II 



PLGB 00039/0787 VIMPAT 150 MG FILM-COATED TABLETS UCB PHARMA LIMITED 
PLGB 00039/0787-
0008 

21/06/2022 VARIATION TYPE II 

PLGB 00039/0788 VIMPAT 200 MG FILM-COATED TABLETS UCB PHARMA LIMITED 
PLGB 00039/0788-
0007 

21/06/2022 VARIATION TYPE II 

PLGB 00039/0789 VIMPAT 100 MG FILM-COATED TABLETS UCB PHARMA LIMITED 
PLGB 00039/0789-
0008 

21/06/2022 VARIATION TYPE II 

PLGB 00039/0789 VIMPAT 150 MG FILM-COATED TABLETS UCB PHARMA LIMITED 
PLGB 00039/0789-
0008 

21/06/2022 VARIATION TYPE II 

PLGB 00039/0789 VIMPAT 200 MG FILM-COATED TABLETS UCB PHARMA LIMITED 
PLGB 00039/0789-
0008 

21/06/2022 VARIATION TYPE II 

PLGB 00039/0789 VIMPAT 50 MG FILM-COATED TABLETS UCB PHARMA LIMITED 
PLGB 00039/0789-
0008 

21/06/2022 VARIATION TYPE II 

PLGB 00039/0790 VIMPAT 50 MG FILM-COATED TABLETS UCB PHARMA LIMITED 
PLGB 00039/0790-
0007 

21/06/2022 VARIATION TYPE II 

PLGB 04425/0820 
DUPIXENT 300MG SOLUTION FOR INJECTION IN A PRE-
FILLED SYRINGE 

AVENTIS PHARMA LIMITED 
PLGB 04425/0820-
0016 

21/07/2022 VARIATION TYPE II 

PLGB 04425/0874 
DUPIXENT 200MG SOLUTION FOR INJECTION IN A PRE-
FILLED SYRINGE 

AVENTIS PHARMA LIMITED 
PLGB 04425/0874-
0014 

21/07/2022 VARIATION TYPE II 

PLGB 04425/0875 
DUPIXENT 200MG SOLUTION FOR INJECTION IN A PRE-
FILLED PEN 

AVENTIS PHARMA LIMITED 
PLGB 04425/0875-
0014 

21/07/2022 VARIATION TYPE II 

PL 34926/0001 
DYSPORT 500 UNITS POWDER FOR SOLUTION FOR 
INJECTION 

IPSEN LIMITED PL 34926/0001-0113 25/07/2022 VARIATION TYPE II 

PL 34926/0009 
BOTULINUM TOXIN TYPE A 500 UNITS POWDER FOR 
SOLUTION FOR INJECTION 

IPSEN LIMITED PL 34926/0009-0112 25/07/2022 VARIATION TYPE II 

PL 34926/0014 
DYSPORT 300 UNITS POWDER FOR SOLUTION FOR 
INJECTION 

IPSEN LIMITED PL 34926/0014-0100 25/07/2022 VARIATION TYPE II 

PL 34926/0015 
BOTULINUM TOXIN TYPE A 300 UNITS POWDER FOR 
SOLUTION FOR INJECTION 

IPSEN LIMITED PL 34926/0015-0107 25/07/2022 VARIATION TYPE II 

PLGB 41042/0042 RINVOQ 15MG PROLONGED RELEASE TABLETS ABBVIE LTD 
PLGB 41042/0042-
0013 

29/07/2022 VARIATION TYPE II 

PLGB 41042/0044 RINVOQ 30 MG PROLONGED-RELEASE TABLETS ABBVIE LTD 
PLGB 41042/0044-
0009 

29/07/2022 VARIATION TYPE II 

PLGB 19494/0281 VOLIBRIS 10 MG FILM-COATED TABLETS GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0281-
0004 

04/08/2022 VARIATION TYPE II 

PLGB 19494/0282 VOLIBRIS 5 MG FILM-COATED TABLETS GLAXOSMITHKLINE UK LIMITED 
PLGB 19494/0282-
0004 

04/08/2022 VARIATION TYPE II 

PLGB 11972/0044 YESCARTA 0.4-2 X 10^8 CELLS DISPERSION FOR INFUSION GILEAD SCIENCES LTD 
PLGB 11972/0044-
0028 

09/08/2022 VARIATION TYPE II 

PL 30684/0303 TADALAFIL 20 MG FILM-COATED TABLETS DAWA LIMITED PL 30684/0303-0016 15/08/2022 VARIATION TYPE II 



PL 41344/0050 MELATONIN 1MG/ML ORAL SOLUTION COLONIS PHARMA LIMITED PL 41344/0050-0007 16/08/2022 VARIATION TYPE II 

PLGB 00101/1211 BEOVU 120 MG/ML SOLUTION FOR INJECTION 
NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1211-
0005 

16/08/2022 VARIATION TYPE II 

PLGB 08265/0046 ENHERTU INFUSION 100 MG DAIICHI SANKYO UK LIMITED 
PLGB 08265/0046-
0026 

17/08/2022 VARIATION TYPE II 

PLGB 41042/0042 RINVOQ 15MG PROLONGED RELEASE TABLETS ABBVIE LTD 
PLGB 41042/0042-
0015 

23/08/2022 VARIATION TYPE II 

PLGB 41042/0044 RINVOQ 30 MG PROLONGED-RELEASE TABLETS ABBVIE LTD 
PLGB 41042/0044-
0013 

23/08/2022 VARIATION TYPE II 

PLGB 53095/0042 NOXAFIL 100 MG GASTRO-RESISTANT TABLETS 
MERCK SHARP & DOHME (UK) 
LIMITED 

PLGB 53095/0042-
0016 

26/08/2022 VARIATION TYPE II 

PLGB 53095/0043 
NOXAFIL 300 MG CONCENTRATE FOR SOLUTION FOR 
INFUSION 

MERCK SHARP & DOHME (UK) 
LIMITED 

PLGB 53095/0043-
0015 

26/08/2022 VARIATION TYPE II 

PLGB 53095/0044 NOXAFIL 40 MG/ML ORAL SUSPENSION 
MERCK SHARP & DOHME (UK) 
LIMITED 

PLGB 53095/0044-
0015 

26/08/2022 VARIATION TYPE II 

PLGB 40365/0002 
IMVANEX SUSPENSION FOR INJECTION SMALLPOX VACCINE 
(LIVE MODIFIED VACCINIA VIRUS ANKARA) 

BAVARIAN NORDIC AS 
PLGB 40365/0002-
0014 

06/09/2022 VARIATION TYPE II 

PL 14434/0029 
NORADRENALINE (NOREPINEPHRINE) 0.08 MG/ML, SOLUTION 
FOR INFUSION 

LABORATOIRE AGUETTANT PL 14434/0029-0026 05/10/2022 VARIATION TYPE II 

PLGB 03194/0128 
FIRMAGON 120 MG POWDER AND SOLVENT FOR SOLUTION 
FOR INJECTION 

FERRING PHARMACEUTICALS 
LIMITED 

PLGB 03194/0128-
0003 

12/10/2022 VARIATION TYPE II 

PLGB 03194/0129 
FIRMAGON 80 MG POWDER AND SOLVENT FOR SOLUTION 
FOR INJECTION 

FERRING PHARMACEUTICALS 
LIMITED 

PLGB 03194/0129-
0003 

12/10/2022 VARIATION TYPE II 

PLGB 53095/0090 
PNEUMOCOCCAL POLYSACCHARIDE CONJUGATE VACCINE 
(15-VALENT, ADSORBED) 

MERCK SHARP & DOHME (UK) 
LIMITED 

PLGB 53095/0090-
0010 

24/10/2022 VARIATION TYPE II 

PLGB 14895/0311 RETSEVMO 40MG HARD CAPSULE ELI LILLY NEDERLAND B.V. 
PLGB 14895/0311-
0020 

26/10/2022 VARIATION TYPE II 

PLGB 14895/0312 RETSEVMO 80MG HARD CAPSULE ELI LILLY NEDERLAND B.V. 
PLGB 14895/0312-
0020 

26/10/2022 VARIATION TYPE II 

PLGB 05293/0182 
ADTRALZA 150 MG SOLUTION FOR INJECTION IN PRE FILLED 
SYRINGE 

LEO PHARMA AS 
PLGB 05293/0182-
0007 

04/11/2022 VARIATION TYPE II 

PLGB 11972/0045 TECARTUS 0.4 - 2 X 10^8 CELLS DISPERSION FOR INFUSION GILEAD SCIENCES LTD 
PLGB 11972/0045-
0035 

07/11/2022 VARIATION TYPE II 

PLGB 17901/0360 EVUSHELD 150 MG / 150 MG SOLUTION FOR INJECTION ASTRAZENECA UK LIMITED 
PLGB 17901/0360-
0010 

15/11/2022 VARIATION TYPE II 

PLGB 55587/0001 IMCIVREE 10 MG/ML SOLUTION FOR INJECTION 
RHYTHM PHARMACEUTICALS 
NETHERLANDS B.V. 

PLGB 55587/0001-
0013 

17/11/2022 VARIATION TYPE II 

PLGB 00010/0677 NUBEQA 300MG FILM-COATED TABLETS BAYER PLC 
PLGB 00010/0677-
0010 

22/11/2022 VARIATION TYPE II 



PL 44490/0007 CEYESTO 3 MG TABLETS ALTURIX LIMITED PL 44490/0007-0006 13/12/2022 VARIATION TYPE II 

PLGB 11972/0044 YESCARTA 0.4-2 X 10^8 CELLS DISPERSION FOR INFUSION GILEAD SCIENCES LTD 
PLGB 11972/0044-
0035 

19/12/2022 VARIATION TYPE II 

PL 20046/0260 DEXAMETHASONE 2MG/5ML ORAL SOLUTION 
FOCUS PHARMACEUTICALS 
LIMITED 

PL 20046/0260-0015 21/12/2022 VARIATION TYPE II 

PL 00427/0121 TAMOXIFEN ROSEMONT 10MG/5ML ORAL SOLUTION 
ROSEMONT PHARMACEUTICALS 
LIMITED 

PL 00427/0121-0071 06/01/2023 VARIATION TYPE IB 

PLGB 53789/0002 BRUKINSA 80 MG HARD CAPSULES BEIGENE UK, LTD. 
PLGB 53789/0002-
0003 

06/01/2023 VARIATION TYPE II 

PLGB 53789/0002 BRUKINSA 80 MG HARD CAPSULES BEIGENE UK, LTD. 
PLGB 53789/0002-
0004 

06/01/2023 VARIATION TYPE II 

PLGB 44238/0001 NEXPOVIO 20 MG FILM-COATED TABLET KARYOPHARM EUROPE GMBH 
PLGB 44238/0001-
0003 

02/02/2023 VARIATION TYPE II 

PLGB 08265/0046 ENHERTU INFUSION 100 MG DAIICHI SANKYO UK LIMITED 
PLGB 08265/0046-
0031 

09/02/2023 VARIATION TYPE II 

PLGB 04425/0771 
DUPIXENT 300MG SOLUTION FOR INJECTION IN A PRE-
FILLED PEN 

AVENTIS PHARMA LIMITED 
PLGB 04425/0771-
0018 

14/02/2023 VARIATION TYPE II 

PLGB 04425/0820 
DUPIXENT 300MG SOLUTION FOR INJECTION IN A PRE-
FILLED SYRINGE 

AVENTIS PHARMA LIMITED 
PLGB 04425/0820-
0020 

14/02/2023 VARIATION TYPE II 

PLGB 04425/0874 
DUPIXENT 200MG SOLUTION FOR INJECTION IN A PRE-
FILLED SYRINGE 

AVENTIS PHARMA LIMITED 
PLGB 04425/0874-
0018 

14/02/2023 VARIATION TYPE II 

PLGB 04425/0875 
DUPIXENT 200MG SOLUTION FOR INJECTION IN A PRE-
FILLED PEN 

AVENTIS PHARMA LIMITED 
PLGB 04425/0875-
0018 

14/02/2023 VARIATION TYPE II 

PLGB 41042/0086 
XYDALBA 500 MG POWDER FOR CONCENTRATE FOR 
SOLUTION FOR INFUSION 

ABBVIE LTD 
PLGB 41042/0086-
0012 

19/02/2023 VARIATION TYPE II 

PLGB 41042/0086 
XYDALBA 500 MG POWDER FOR CONCENTRATE FOR 
SOLUTION FOR INFUSION 

ABBVIE LTD 
PLGB 41042/0086-
0012 

19/02/2023 VARIATION TYPE II 

PLGB 14895/0311 RETSEVMO 40MG HARD CAPSULE ELI LILLY NEDERLAND B.V. 
PLGB 14895/0311-
0024 

23/02/2023 VARIATION TYPE II 

PLGB 14895/0312 RETSEVMO 80MG HARD CAPSULE ELI LILLY NEDERLAND B.V. 
PLGB 14895/0312-
0024 

23/02/2023 VARIATION TYPE II 

PLGB 08265/0046 ENHERTU INFUSION 100 MG DAIICHI SANKYO UK LIMITED 
PLGB 08265/0046-
0035 

22/03/2023 VARIATION TYPE II 

PLGB 04425/0900 
DUPIXENT 100 MG SOLUTION FOR INJECTION IN A PRE-
FILLED SYRINGE 

AVENTIS PHARMA LIMITED 
PLGB 04425/0900-
0005 

23/03/2023 VARIATION TYPE II 

PLGB 45232/0001 
LIBTAYO 350 MG CONCENTRATE FOR SOLUTION FOR 
INFUSION 

REGENERON UK LIMITED 
PLGB 45232/0001-
0024 

27/04/2023 VARIATION TYPE II 

PLGB 14895/0259 
TRULICITY 0.75 MG SOLUTION FOR INJECTION IN PRE FILLED 
PEN 

ELI LILLY NEDERLAND B.V. 
PLGB 14895/0259-
0013 

12/05/2023 VARIATION TYPE II 



PLGB 14895/0260 
TRULICITY 1.5 MG SOLUTION FOR INJECTION IN PRE FILLED 
PEN 

ELI LILLY NEDERLAND B.V. 
PLGB 14895/0260-
0014 

12/05/2023 VARIATION TYPE II 

PLGB 14895/0261 
TRULICITY 3 MG SOLUTION FOR INJECTION IN PRE FILLED 
PEN 

ELI LILLY NEDERLAND B.V. 
PLGB 14895/0261-
0013 

12/05/2023 VARIATION TYPE II 

PLGB 14895/0262 
TRULICITY 4.5 MG SOLUTION FOR INJECTION IN PRE FILLED 
PEN 

ELI LILLY NEDERLAND B.V. 
PLGB 14895/0262-
0012 

12/05/2023 VARIATION TYPE II 

PLGB 00057/1661 XALKORI 200 MG HARD CAPSULES PFIZER LIMITED 
PLGB 00057/1661-
0012 

31/05/2023 VARIATION TYPE II 

PLGB 00057/1662 XALKORI 250 MG HARD CAPSULES PFIZER LIMITED 
PLGB 00057/1662-
0013 

31/05/2023 VARIATION TYPE II 

PL 29978/0001 XEOMIN 100 UNITS POWDER FOR SOLUTION FOR INJECTION MERZ PHARMACEUTICALS GMBH PL 29978/0001-0164 02/06/2023 VARIATION TYPE II 

PL 29978/0003 XEOMIN 50 UNITS POWDER FOR SOLUTION FOR INJECTION MERZ PHARMACEUTICALS GMBH PL 29978/0003-0125 02/06/2023 VARIATION TYPE II 

PL 29978/0004 XEOMIN 200 UNITS POWDER FOR SOLUTION FOR INJECTION MERZ PHARMACEUTICALS GMBH PL 29978/0004-0059 02/06/2023 VARIATION TYPE II 

PLGB 00101/1028 COSENTYX 150MG POWDER FOR SOLUTION FOR INJECTION 
NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1028-
0028 

20/06/2023 VARIATION TYPE II 

PLGB 00101/1029 
COSENTYX 150 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1029-
0035 

20/06/2023 VARIATION TYPE II 

PLGB 00101/1030 
COSENTYX 150 MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1030-
0033 

20/06/2023 VARIATION TYPE II 

PLGB 00101/1198 
COSENTYX 300 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1198-
0035 

20/06/2023 VARIATION TYPE II 

PLGB 00101/1199 
COSENTYX 300 MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1199-
0030 

20/06/2023 VARIATION TYPE II 

PLGB 00101/1205 
COSENTYX 75 MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

NOVARTIS PHARMACEUTICALS UK 
LIMITED 

PLGB 00101/1205-
0021 

20/06/2023 VARIATION TYPE II 

PLGB 04425/0895 ZENON 10MG/10MG FILM - COATED TABLETS AVENTIS PHARMA LIMITED 
PLGB 04425/0895-
0006 

27/06/2023 VARIATION TYPE II 

PLGB 04425/0895 ZENON 10MG/10MG FILM - COATED TABLETS AVENTIS PHARMA LIMITED 
PLGB 04425/0895-
0006 

27/06/2023 VARIATION TYPE II 

PLGB 04425/0896 ZENON 20MG/10MG FILM - COATED TABLETS AVENTIS PHARMA LIMITED 
PLGB 04425/0896-
0006 

27/06/2023 VARIATION TYPE II 

PLGB 04425/0896 ZENON 20MG/10MG FILM - COATED TABLETS AVENTIS PHARMA LIMITED 
PLGB 04425/0896-
0006 

27/06/2023 VARIATION TYPE II 

PLGB 04425/0897 ZENON 40MG/10MG FILM - COATED TABLETS AVENTIS PHARMA LIMITED 
PLGB 04425/0897-
0006 

27/06/2023 VARIATION TYPE II 

PLGB 04425/0897 ZENON 40MG/10MG FILM - COATED TABLETS AVENTIS PHARMA LIMITED 
PLGB 04425/0897-
0006 

27/06/2023 VARIATION TYPE II 



PLGB 00039/0804 FINTEPLA 2.2 MG/ML ORAL SOLUTION UCB PHARMA LIMITED 
PLGB 00039/0804-
0010 

05/07/2023 VARIATION TYPE II 

PLGB 14598/0216 OFEV 150 MG SOFT CAPSULES 
BOEHRINGER INGELHEIM 
INTERNATIONAL GMBH 

PLGB 14598/0216-
0012 

07/08/2023 VARIATION TYPE II 

PLGB 00039/0802 
BIMZELX 160 MG SOLUTION FOR INJECTION IN PRE-FILLED 
SYRINGE 

UCB PHARMA LIMITED 
PLGB 00039/0802-
0022 

22/08/2023 VARIATION TYPE II 

PLGB 00039/0803 
BIMZELX 160 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

UCB PHARMA LIMITED 
PLGB 00039/0803-
0021 

22/08/2023 VARIATION TYPE II 

PL 04416/1490 RIVAROXABAN SANDOZ 10 MG FILM-COATED TABLETS SANDOZ LIMITED PL 04416/1490-0004 18/09/2023 VARIATION TYPE II 

PL 10673/0028 OCTAGAM 10% SOLUTION FOR INFUSION OCTAPHARMA LIMITED PL 10673/0028-0084 18/09/2023 VARIATION TYPE II 

PLGB 04668/0434 
SOGROYA 10 MG/1.5 ML SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

NOVO NORDISK AS 
PLGB 04668/0434-
0006 

26/09/2023 VARIATION TYPE II 

PLGB 04668/0441 
SOGROYA 5MG/1.5ML SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

NOVO NORDISK AS 
PLGB 04668/0441-
0005 

26/09/2023 VARIATION TYPE II 

PLGB 47991/0003 
FLUCELVAX TETRA 15UG/0.5ML DOSE SUSPENSION FOR 
INJECTION 

SEQIRUS UK LIMITED 
PLGB 47991/0003-
0024 

10/10/2023 VARIATION TYPE II 

PLGB 47991/0006 
CELL-BASED QUADRIVALENT INFLUENZA VACCINE 
(SURFACE ANTIGEN, INACTIVATED) SEQIRUS FOR INJECTION 

SEQIRUS UK LIMITED 
PLGB 47991/0006-
0019 

10/10/2023 VARIATION TYPE II 

PLGB 11972/0024 VEMLIDY 25MG FILM-COATED TABLET GILEAD SCIENCES LTD 
PLGB 11972/0024-
0017 

03/11/2023 VARIATION TYPE II 

PL 20075/0075 ANASTROZOLE 1MG FILM-COATED TABLETS ACCORD HEALTHCARE LIMITED PL 20075/0075-0057 06/11/2023 VARIATION TYPE II 

PLGB 04425/0771 
DUPIXENT 300MG SOLUTION FOR INJECTION IN A PRE-
FILLED PEN 

AVENTIS PHARMA LIMITED 
PLGB 04425/0771-
0032 

08/11/2023 VARIATION TYPE II 

PLGB 04425/0820 
DUPIXENT 300MG SOLUTION FOR INJECTION IN A PRE-
FILLED SYRINGE 

AVENTIS PHARMA LIMITED 
PLGB 04425/0820-
0031 

08/11/2023 VARIATION TYPE II 

PLGB 04425/0874 
DUPIXENT 200MG SOLUTION FOR INJECTION IN A PRE-
FILLED SYRINGE 

AVENTIS PHARMA LIMITED 
PLGB 04425/0874-
0028 

08/11/2023 VARIATION TYPE II 

PLGB 04425/0875 
DUPIXENT 200MG SOLUTION FOR INJECTION IN A PRE-
FILLED PEN 

AVENTIS PHARMA LIMITED 
PLGB 04425/0875-
0031 

08/11/2023 VARIATION TYPE II 

PLGB 04425/0900 
DUPIXENT 100 MG SOLUTION FOR INJECTION IN A PRE-
FILLED SYRINGE 

AVENTIS PHARMA LIMITED 
PLGB 04425/0900-
0012 

08/11/2023 VARIATION TYPE II 

PLGB 14895/0317 
MOUNJARO 2.5 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

ELI LILLY NEDERLAND B.V. 
PLGB 14895/0317-
0007 

08/11/2023 VARIATION TYPE II 

PLGB 14895/0318 
MOUNJARO 5 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

ELI LILLY NEDERLAND B.V. 
PLGB 14895/0318-
0007 

08/11/2023 VARIATION TYPE II 

PLGB 14895/0320 
MOUNJARO 7.5 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

ELI LILLY NEDERLAND B.V. 
PLGB 14895/0320-
0007 

08/11/2023 VARIATION TYPE II 



PLGB 14895/0321 
MOUNJARO 10 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

ELI LILLY NEDERLAND B.V. 
PLGB 14895/0321-
0007 

08/11/2023 VARIATION TYPE II 

PLGB 14895/0322 
MOUNJARO 12.5 MG SOLUTION FOR INJECTION IN PRE-
FILLED PEN 

ELI LILLY NEDERLAND B.V. 
PLGB 14895/0322-
0007 

08/11/2023 VARIATION TYPE II 

PLGB 14895/0323 
MOUNJARO 15 MG SOLUTION FOR INJECTION IN PRE-FILLED 
PEN 

ELI LILLY NEDERLAND B.V. 
PLGB 14895/0323-
0007 

08/11/2023 VARIATION TYPE II 

PLGB 22352/0008 KALYDECO 150 MG FILM COATED TABLETS 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0008-
0027 

15/11/2023 VARIATION TYPE II 

PLGB 22352/0008 KALYDECO 150 MG FILM COATED TABLETS 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0008-
0028 

15/11/2023 VARIATION TYPE II 

PLGB 22352/0009 KALYDECO 25MG GRANULES IN SACHET 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0009-
0021 

15/11/2023 VARIATION TYPE II 

PLGB 22352/0009 KALYDECO 25MG GRANULES IN SACHET 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0009-
0022 

15/11/2023 VARIATION TYPE II 

PLGB 22352/0010 KALYDECO 50MG GRANULES IN SACHET 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0010-
0021 

15/11/2023 VARIATION TYPE II 

PLGB 22352/0010 KALYDECO 50MG GRANULES IN SACHET 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0010-
0022 

15/11/2023 VARIATION TYPE II 

PLGB 22352/0011 KALYDECO 75MG GRANULES IN SACHET 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0011-
0021 

15/11/2023 VARIATION TYPE II 

PLGB 22352/0011 KALYDECO 75MG GRANULES IN SACHET 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0011-
0022 

15/11/2023 VARIATION TYPE II 

PLGB 22352/0013 KALYDECO 75 MG FILM-COATED TABLETS 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0013-
0021 

15/11/2023 VARIATION TYPE II 

PLGB 22352/0013 KALYDECO 75 MG FILM-COATED TABLETS 
VERTEX PHARMACEUTICALS 
(EUROPE) LIMITED 

PLGB 22352/0013-
0022 

15/11/2023 VARIATION TYPE II 

PLGB 17901/0327 
IMFINZI 50 MG/ML CONCENTRATE FOR SOLUTION FOR 
INFUSION. 

ASTRAZENECA UK LIMITED 
PLGB 17901/0327-
0040 

17/11/2023 VARIATION TYPE II 

 


