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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estrofem 1 mg filmom 
obložene tablete 

DK/H/0117/001 UP/I-530-09/14-01/21 NOVO NORDISK A/S HR 

Estrofem 2 mg filmom 
obložene tablete 

DK/H/0117/002 UP/I-530-09/14-01/22 NOVO NORDISK A/S HR 

Estrofem 1 mg 
Filmtabletten 

DK/H/0117/001 BE187171 NOVO NORDISK PHARMA SA BE 

Estrofem 1 mg 
Filmtabletten 

DK/H/0117-001 0642/09020176 NOVO NORDISK PHARMA SA LU 

Estrofem 1 mg 
filmdragerade tabletter 

DK/H/0117/001 12623 NOVO NORDISK A/S FI 

Estrofem 1 mg - 
Filmtabletten 

DK/H/0117/001 1-22071 NOVO NORDISK PHARMA 
GMBH 

AT 

Estrofem 1 mg, 
filmomhulde tabletten 

DK/H/0117/001 BE187171 NOVO NORDISK PHARMA SA BE 

Estrofem 1 mg, 
comprimés pelliculés 

DK/H/0117/001 BE187171 NOVO NORDISK PHARMA SA BE 

Estrifam 2 mg 
Filmtabletten 

DK/H/0117/002 40226.01.00 NOVO NORDISK PHARMA 
GMBH 

DE 

Estrifam 1 mg 
Filmtabletten 

DK/H/0117/001 40226.00.00 NOVO NORDISK PHARMA 
GMBH 

DE 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estrofem 1 mg 
kalvopäällysteiset tabletit 

DK/H/0117/001 12623 NOVO NORDISK A/S FI 

Estrofem, filmovertrukne 
tabletter 

DK/H/0117/001 17461 NOVO NORDISK A/S DK 

Estrofem, filmovertrukne 
tabletter 

DK/H/0117/002 06697 NOVO NORDISK A/S DK 

Estrofem 1 mg, 
comprimés pelliculés 

DK/H/0117/001 0642/09020176 NOVO NORDISK PHARMA SA LU 

Estrofem 1 mg 
filmuhúðaðar töflur 

DK/H/0117/001 IS/1/03/031/01 NOVO NORDISK A/S IS 

Estrofem 2 mg 
filmuhúðaðar töflur 

DK/H/0117/002 IS/1/03/031/02 NOVO NORDISK A/S IS 

Estrofem 1 mg, 
comprimidos revestidos 
por película 

DK/H/0117/001 2717486 ISDIN LDA PT 

Estrofem 1 mg, 
comprimidos revestidos 
por película 

DK/H/0117/001 4315388 ISDIN LDA PT 

Estrofem 2 mg, 
comprimidos revestidos 
por película 

DK/H/0117/002 5122486 ISDIN LDA PT 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estrofem 2 mg, 
comprimidos revestidos 
por película 

DK/H/0117/002 5122585 ISDIN LDA PT 

Gynokadin® Dosiergel not available 52958.00.00 DR. KADE / BESINS PHARMA 
GMBH 

DE 

Vagifem 25 μg κολπικά 
δισκία επικαλυμμένα με 
υμένιο 

not available 2440/19-01-2015 NOVO NORDISK HELLAS 
LTD. 

GR 

Vagifem 25 Mikrogramm 
Vaginaltabletten 

not available 17354.00.00 NOVO NORDISK PHARMA 
GMBH 

DE 

Vagifem, 25 
mikrogrammi 
vaginaaltabletid 

not available 247199 NOVO NORDISK A/S EE 

Vagifem 25 mikrogramm 
hüvelytabletta 

not available OGYI-T-4465/01 NOVO NORDISK A/S HU 

Vagifem 25 microgrammi 
compresse vaginali film-
rivestite 

not available 028894018 NOVO NORDISK A/S IT 

Vagifem not available 13048 NOVO NORDISK A/S DK 

Vagifem, κολπικά δισκία 
επικαλυμμένα με υμένιο 

not available 16409 NOVO NORDISK HELLAS 
LTD. 

CY 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Vagifem 25 míkrógrömm 
skeiðartöflur 

not available 920192 NOVO NORDISK A/S IS 

Vagifem 0,025 mg 
comprimidos vaginais 

not available 2243285 ISDIN LDA PT 

DERMESTRIL-Septem 25 
Mikrogramm/24 Stunden, 
transdermales Pflaster 

UK/H/302/001 46060.00.00 MEDA PHARMA GMBH & CO. 
KG 

DE 

DERMESTRIL-Septem 50 
Mikrogramm/24 Stunden, 
transdermales Pflaster 

UK/H/0302/002 46060.01.00 MEDA PHARMA GMBH & CO. 
KG 

DE 

DERMESTRIL-Septem 75 
Mikrogramm/24 Stunden, 
transdermales Pflaster 

UK/H/0302/003 46060.02.00 MEDA PHARMA GMBH & CO. 
KG 

DE 

Sisare gel Mono 0,5 mg not available 39909.00.00 ORION CORPORATION DE 

Sisare gel Mono 1 mg not available 39909.01.00 ORION CORPORATION DE 

Divigel 0,1 % gel not available 11445 ORION OYJ FI 

Divigel 0,1 % geeli not available 11445 ORION OYJ FI 



 
 
List of nationally authorised medicinal products   
EMA/269084/2017 Page 6/88 
 
 

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 

Oestrogel 0,06% gel not available BE111544 BESINS HEALTHCARE 
BENELUX 

BE 

Oestrogel 0,06% gel not available BE154831 BESINS HEALTHCARE 
BENELUX 

BE 

Естрогел 0,06 % гел not available 20020604 LABORATOIRES BESINS 
INTERNATIONAL 

BG 

OESTROGEL not available 56/058/97-C LABORATOIRES BESINS 
INTERNATIONAL 

CZ 

OESTROGEL 0,06 POUR 
CENT, gel pour 
application cutanée en 
tube 

not available 316 892-9 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

ESTRODOSE 0,75 mg gel not available 029542026 LABORATOIRES BESINS 
INTERNATIONAL 

IT 

Oestrogel 0,6 mg/g gel not available 2465/2010/01 LABORATOIRES BESINS 
INTERNATIONAL 

RO 

Oestrogel 0,06% gel not available BE154831 BESINS HEALTHCARE 
BENELUX 

BE 

Oestrogel 0,06% gel not available BE111544 BESINS HEALTHCARE 
BENELUX 

BE 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

OESTRODOSE 0,06 POUR 
CENT, gel pour 
application cutanée en 
flacon avec pompe 
doseuse 

not available 338 292-4 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

OESTRODOSE 0,06 POUR 
CENT, gel pour 
application cutanée en 
flacon avec pompe 
doseuse 

not available 364 346-0 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

Oestrogel 750 
micrograms Gel Pump-
Pack 

not available PA 1341/2/1 BESINS HEALTHCARE IE 

Oestrogel Pump-Pack not available PL 28397/0002 BESINS HEALTHCARE UK 

Estrofem 2 mg, 
Filmtabletten 

not available BE156545 NOVO NORDISK PHARMA SA BE 

Estrofem 2 mg, 
Filmtabletten 

not available 0642/03/12/7920 NOVO NORDISK PHARMA SA LU 

Estrofem 2 mg 
filmdragerade tabletter 

not available 11466 NOVO NORDISK A/S FI 

Estrofem 2 mg film-
coated tablets 

not available PA 218/50/1 NOVO NORDISK A/S IE 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estrofem 2 mg 
Filmtabletten 

not available 16 889 NOVO NORDISK PHARMA 
GMBH 

AT 

Estrofem 2 mg, 
filmomhulde tabletten 

not available BE156545 NOVO NORDISK PHARMA SA BE 

Estrofem 2 mg, 
comprimés pelliculés 

not available BE156545 NOVO NORDISK PHARMA SA BE 

Естрофем® 2 mg 
филмирани таблетки 

not available 9900365 NOVO NORDISK A/S BG 

Estrofem 2 mg 
potahované tablety 

not available 56/303/91-C NOVO NORDISK A/S CZ 

Estrofem 1 mg 
potahované tablety 

not available 56/499/99-C NOVO NORDISK A/S CZ 

Estrofem, 1 mg õhukese 
polümeerikattega tabletid 

not available 204898 NOVO NORDISK A/S EE 

Estrofem 1 mg plėvele 
dengtos tabletės 

not available LT/1/94/0156/001 NOVO NORDISK A/S LT 

Estrofem 1 mg 
apvalkotās tabletes 

not available 00-0579 NOVO NORDISK A/S LV 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estrofem, 2 mg õhukese 
polümeerikattega tabletid 

not available 204798 NOVO NORDISK A/S EE 

Estrofem 2 mg 
kalvopäällysteiset tabletit 

not available 11466 NOVO NORDISK A/S FI 

ESTROFEM 2 mg, 
comprimé pelliculé 

not available NL 12376 NOVO NORDISK FR 

ESTROFEM 1 mg, 
comprimé pelliculé 

not available NL 20525 NOVO NORDISK FR 

Estrofem 2 mg 
filmtabletta 

not available OGYI-T-5849/01 NOVO NORDISK A/S HU 

Estrofem 2 mg plėvele 
dengtos tabletės 

not available LT/1/94/0156/002 NOVO NORDISK A/S LT 

Estrofem 2 mg 
apvalkotās tabletes 

not available 00-0580 NOVO NORDISK A/S LV 

Estrofem 2 mg 
filmomhulde tabletten 

not available RVG 09810 NOVO NORDISK B.V. NL 

Estrofem mite, 1 mg, 
tabletki powlekane 

not available 8232 NOVO NORDISK A/S PL 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estrofem, 2 mg, tabletki 
powlekane 

not available R/3307 NOVO NORDISK A/S PL 

Estrofem 1mg filmom 
obalené tablety 

not available 56/0303/91-C/S NOVO NORDISK A/S SK 

Estrofem 2 mg, 
comprimés pelliculés 

not available 0642/03/12/7920 NOVO NORDISK PHARMA SA LU 

Estrofem 2 mg filmsko 
obložene tablete 

not available H/97/00590/001 NOVO NORDISK A/S SI 

Gynokadin® Gel not available 25825.00.00 DR. KADE / BESINS PHARMA 
GMBH 

DE 

ESTRAMON Gel 1,0 mg not available 39910.01.00 HEXAL  AG DE 

ESTRAMON Gel 0,5 mg not available 39910.00.00 HEXAL  AG DE 

OESTROGEL not available 30723 / 03-05-2012 ANGELINI PHARMA HELLAS 
S.A. 

GR 

Estraderm MX 25 25 
microgramas/24 h 
Adesivo transdérmico 

not available 8708164 MERUS LABS LUXCO S.À R.L PT 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estraderm MX 25 25 
microgramas/24 h 
Adesivo transdérmico 

not available 8708107 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 25 25 
microgramas/24 h 
Adesivo transdérmico 

not available 3273786 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 25 25 
microgramas/24 h 
Adesivo transdérmico 

not available 3071289 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 50 50 
microgramas/24 h 
Adesivo transdérmico 

not available 8708172 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 50 50 
microgramas/24 h 
Adesivo transdérmico 

not available 8708123 MERUS LABS LUXCO S.À R.L PT 

ESTRADERM MX 25; 0,75 
mg; 25 μg/24 h; system 
transdermalny 

not available 7028 MERUS LABS LUXCO S.À R.L PL 

ESTRADERM MX 50; 1,5 
mg; 50 µg/24 h; system 
transdermalny 

not available 7029 MERUS LABS LUXCO S.À R.L PL 

ESTRADERM MX 100; 3 
mg; 100 µg/24 h; system 
transdermalny 

not available 7030 MERUS LABS LUXCO S.À R.L PL 

Estraderm MX 50 50 
microgramas/24 h 
Adesivo transdérmico 

not available 3273885 MERUS LABS LUXCO S.À R.L PT 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

ESTRADERM MX 25 
mcg/die cerotto 
transdermico 

not available 031773017 MERUS LABS LUXCO S.À R.L IT 

Estraderm MX 50 50 
microgramas/24 h 
Adesivo transdérmico 

not available 3152683 MERUS LABS LUXCO S.À R.L PT 

ESTRADERM MX 50 
mcg/die cerotto 
transdermico 

not available 031773029 MERUS LABS LUXCO S.À R.L IT 

Estraderm MX 100 100 
microgramas/24 h 
Adesivo transdérmico 

not available 8708180 MERUS LABS LUXCO S.À R.L PT 

ESTRADERM MX 100 
mcg/die cerotto 
transdermico 

not available 031773031 MERUS LABS LUXCO S.À R.L IT 

Estraderm MX 100 100 
microgramas/24 h 
Adesivo transdérmico 

not available 8708149 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 100 100 
microgramas/24 h 
Adesivo transdérmico 

not available 3273984 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 100 100 
microgramas/24 h 
Adesivo transdérmico 

not available 3152782 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX® 25 not available PL 44374/0003 MERUS LABS LUXCO S.À R.L UK 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estraderm MX® 50 not available PL 44374/0004 MERUS LABS LUXCO S.À R.L UK 

Estraderm MX ®75 not available PL 44374/0005 MERUS LABS LUXCO S.À R.L UK 

Estraderm MX ®100 not available PL 44374/0006 MERUS LABS LUXCO S.À R.L UK 

ESTRADERM® MATRIX 
25 microgramos/24 horas 
parches transdérmicos 

not available 59.153 MERUS LABS LUXCO S.À R.L ES 

ESTRADERM® MATRIX 
50 microgramos/24 horas 
parches transdérmicos 

not available 59.154 MERUS LABS LUXCO S.À R.L ES 

ESTRADERM® MATRIX 
100 microgramos/24 
horas parches 
transdérmicos 

not available 59.155 MERUS LABS LUXCO S.À R.L ES 

PROVAMES 1 mg, 
comprimé pelliculé 

not available 34009 346 665 0 6 MERUS LABS LUXCO S.À R.L FR 

PROVAMES 1 mg, 
comprimé pelliculé 

not available 34009 346 664 4 5 MERUS LABS LUXCO S.À R.L FR 

PROVAMES 1 mg, 
comprimé pelliculé 

not available 34009 346 666 7 4 MERUS LABS LUXCO S.À R.L FR 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Progynova® 2 mg 
dragerade tabletter 

not available 4881 BAYER OY FI 

Progynova® 1 mg 
dragerade tabletter 

not available 5836 BAYER OY FI 

Progynova® 2 mg 
dragerade tabletter 

not available 4881 BAYER OY FI 

Progynova®1 mg 
dragerade tabletter 

not available 5836 BAYER OY FI 

Progynova 2 mg 
tabletter, drasjerte 

not available 5183 BAYER PHARMA AG NO 

Progynova 1 mg 
tabletter, drasjerte 

not available 5474 BAYER PHARMA AG NO 

PROGYNOVA 1 mg, 
comprimé enrobé 

not available 351 653-7 BAYER HEALTHCARE FR 

PROGYNOVA 2 mg, 
comprimé enrobé 

not available 318 922-2 BAYER HEALTHCARE FR 

PROGYNOVA 2 mg, 
comprimé enrobé 

not available 318 923-9 BAYER HEALTHCARE FR 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

PROGYNOVA 1 mg, 
comprimé enrobé 

not available 318 916-2 BAYER HEALTHCARE FR 

PROGYNOVA 2 mg, 
comprimé enrobé 

not available 351 652-0 BAYER HEALTHCARE FR 

PROGYNOVA 1 mg, 
comprimé enrobé 

not available 351 743-6 BAYER HEALTHCARE FR 

PROGYNOVA 1 mg, 
comprimé enrobé 

not available 318 915-6 BAYER HEALTHCARE FR 

PROGYNOVA 2 mg, 
comprimé enrobé 

not available 351 651-4 BAYER HEALTHCARE FR 

Progynova 2 mg 
compresse rivestite 

not available 021226016 BAYER SPA IT 

Progynon 2 mg dragerade 
tabletter 

not available 8424 BAYER PHARMA AG SE 

Progynon 2 mg dragerade 
tabletter 

not available 8424 BAYER PHARMA AG SE 

Progynon 1 mg dragerade 
tabletter 

not available 8423 BAYER PHARMA AG SE 



 
 
List of nationally authorised medicinal products   
EMA/269084/2017 Page 16/88 
 
 

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 

Progynova 2 mg, 
omhulde tabletten 

not available RVG 05311 BAYER BV NL 

Progynova 1 mg, 
omhulde tabletten 

not available RVG 05861 BAYER BV NL 

Progynova 1 mg 
comprimidos recubiertos 

not available 47.814 BAYER HISPANIA SL ES 

Estradiol fem 
JENAPHARM® 1,53 mg 
Tabletten 

not available 41162.00.00 JENAPHARM GMBH & CO KG DE 

Progynova-21, 2 mg, 
tabletki powlekane 

not available R/3041 BAYER PHARMA AG PL 

Estradiol fem 
JENAPHARM® 1,53 mg 
Tabletten 

not available 3000328.00.00 JENAPHARM GMBH & CO KG DE 

Progynova®21 mite 1 
mg, überzogene Tablette 

not available 6930615.00.00 JENAPHARM GMBH & CO KG DE 

Progynon 1 mg dragerade 
tabletter 

not available 8423 BAYER PHARMA AG SE 

Progynova®21 2 mg, 
überzogene Tablette 

not available 6930615.01.00 JENAPHARM GMBH & CO KG DE 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Progynova® 2mg not available PL 00010/0557 BAYER PLC UK 

Progynova® 1mg not available PL 00010/0556 BAYER PLC UK 

Progynova® 2mg not available MA513/03302 BAYER PLC MT 

Progynova mite-Dragees not available 14.422 BAYER AUSTRIA GMBH AT 

Progynova®2 mg 
päällystetyt tabletit 

not available 4881 BAYER OY FI 

Progynova ®1 mg 
päällystetyt tabletit 

not available 5836 BAYER OY FI 

Progynova® 2 mg 
päällystetyt tabletit 

not available 4881 BAYER OY FI 

Divigel 0,5 mg gelis not available LT/1/98/0238/001 ORION CORPORATION LT 

Divigel 1 mg gelis not available LT/1/98/0238/002 ORION CORPORATION LT 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Lenzetto 1,53 mg/spray, 
transdermal spray, 
solution 

HU/H/0361/001 PL 04854/0130 GEDEON RICHTER PLC. UK 

Lenzetto 1.53 mg/spray, 
transdermal spray, 
solution 

HU/H/0361/001 PA1330/017/001 GEDEON RICHTER PLC. IE 

Lenzetto 1,53 mg/ spray, 
transdermal spray, 
solution 

HU/H/0361/001 MA1031/00101 GEDEON RICHTER PLC. MT 

Lenzetto 1,53 
mg/úðaskammt, úði til 
notkunar um húð 

HU/H/0361/001 IS/1/15/098/01 GEDEON RICHTER PLC. IS 

Lenzetto, 1,53 
mg/dawkę, aerozol 
przezskórny, roztwór 

HU/H/0361/001 22626 GEDEON RICHTER POLSKA 
SP. Z. O.O. 

PL 

Lenzetto, kutanspray, 
opløsning 

HU/H/0361/001 53385 GEDEON RICHTER PLC. DK 

Lenzetto 1,53 mg/dávka 
transdermální sprej, 
roztok 

HU/H/0361/001 56/381/15-C GEDEON RICHTER PLC. CZ 

Lenzetto 1,53 mg/spray 
transdermal spray, 
oppløsning 

HU/H/0361/001 13-9878 GEDEON RICHTER PLC. NO 

Lenzetto 1,53 mg/adag 
transzdermális oldatos 
spray 

HU/H/0361/001 OGYI-T-22890/01 GEDEON RICHTER PLC. HU 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Lenzetto 1,53 mg/doză 
spray transdermic, soluţie 

HU/H/0361/001 8083/2015/01 GEDEON RICHTER ROMÂNIA 
S.A. 

RO 

Lenzetto 1,53 
mg/annuses, 
transdermaalne sprei, 
lahus 

HU/H/0361/001 881715 GEDEON RICHTER PLC. EE 

Lenzetto 1,53 mg po 
potisku, transdermalni 
sprej, otopina 

HU/H/0361/001 HR-H-173338597 GEDEON RICHTER PLC. HR 

Lenzetto 1,53 mg/dávka 
transdermálna roztoková 
aerodisperzia 

HU/H/0361/001 56/0382/15-S GEDEON RICHTER PLC. SK 

Lenzetto 1,53 mg/dose, 
Solution pour 
pulvérisation 
transdermique 

HU/H/0361/001 BE478426 GEDEON RICHTER PLC. BE 

Lenzetto 1,53 mg/dosis, 
transdermale spray, 
oplossing 

HU/H/0361/001 BE478426 GEDEON RICHTER PLC. BE 

Lenzetto 1,53 mg/dosis, 
transdermales Spray, 
Lösung 

HU/H/0361/001 BE478426 GEDEON RICHTER PLC. BE 

Lenzetto 1,53 
mg/išpurškime 
transderminis purškalas 
(tirpalas) 

HU/H/0361/001 LT/1/15/3791/001 GEDEON RICHTER PLC. LT 
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Lenzetto 1,53 mg/suihke 
transdermaalisumute, 
liuos 

HU/H/0361/001 31925 GEDEON RICHTER PLC. FI 

Lenzetto 1,53 
mg/sprayning, 
transdermal spray, 
lösning 

HU/H/0361/001 31925 GEDEON RICHTER PLC. FI 

Lenzetto 1,53 
mg/izsmidzinājumā 
transdermāls aerosols 

HU/H/0361/001 15-0279 GEDEON RICHTER PLC. LV 

Лензето 1,53 
mg/впръскване, 
трансдермален спрей, 
разтвор 

HU/H/0361/001 20150382 GEDEON RICHTER PLC. BG 

Lenzetto 1,53 
mg/Sprühstoß 
transdermales Spray, 
Lösung 

HU/H/0361/001 91153.00.00 GEDEON RICHTER PLC. DE 

Lenzetto 1,53 mg/dosis, 
spray voor transdermaal 
gebruik, oplossing 

HU/H/0361/001 RVG 114597 GEDEON RICHTER PLC. NL 

Lenzetto 1,53 
mg/nebulizzazione, spray 
transdermico, soluzione 

HU/H/0361/001 043205018 GEDEON RICHTER PLC. IT 

Lenzetto 1,53 
mg/sprayning, 
transdermal spray, 
lösning 

HU/H/0361/001 50431 GEDEON RICHTER PLC. SE 
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Lenzetto 1,53 mg/adag 
transzdermális oldatos 
spray 

HU/H/0361/001 OGYI-T-22890/02 GEDEON RICHTER PLC. HU 

Lenzetto 1,53 
mg/išpurškime 
transderminis purškalas 
(tirpalas) 

HU/H/0361/001 LT/1/15/3791/002 GEDEON RICHTER PLC. LT 

Lenzetto 1,53 mg/doză 
spray transdermic, soluţie 

HU/H/0361/001 8083/2015/02 GEDEON RICHTER ROMÂNIA 
S.A. 

RO 

Lenzetto 1,53 mg/dose, 
Solution pour 
pulvérisation 
transdermique 

HU/H/0361/001 2016040053 GEDEON RICHTER PLC. LU 

Lenzetto 1,53 mg/dosis, 
solución para 
pulverización 
transdérmica 

HU/H/0361/001 711046-0 GEDEON RICHTER PLC. ES 

Lenzetto 1,53 
mg/razpršek, 
transdermalno pršilo, 
raztopina 

HU/H/0361/001 H/16/02233/001 GEDEON RICHTER PLC. SI 

oestraclin 0,6 mg/g gel not available 59.577 SEID, S.A. ES 

ESTRAPATCH 40 
microgrammes/ 24 
heures, dispositif 
transdermique 

not available 34009 356 651 2 6 PIERRE FABRE MEDICAMENT FR 
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ESTRADIOL PIERRE 
FABRE SANTE 40 
microgrammes/ 24 
heures, dispositif 
transdermique 

FR/H/237/01 356 649-8 PIERRE FABRE MEDICAMENT FR 

ESTRAPATCH 60 
microgrammes/ 24 
heures, dispositif 
transdermique 

not available 34009 356 650 6 5 PIERRE FABRE MEDICAMENT FR 

ESTRADIOL PIERRE 
FABRE SANTE 80 
microgrammes/ 24 
heures, dispositif 
transdermique 

FR/H/237/03 359.545.9 PIERRE FABRE MEDICAMENT FR 

ESTRADIOL PIERRE 
FABRE SANTE 60 
microgrammes/ 24 
heures, dispositif 
transdermique 

FR/H/237/02 356 648-1 PIERRE FABRE MEDICAMENT FR 

ESTRAPATCH 80 
microgrammes/ 24 
heures, dispositif 
transdermique 

not available 34009 359 546 5 7 PIERRE FABRE MEDICAMENT FR 

FEMSEVEN 75 75 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/145/002 029966049 RATIOPHARM ITALIA S.R.L. IT 

FEMSEVEN 75 75 
microgrammi/24 ore, 

UK/H/145/002 029966037 RATIOPHARM ITALIA S.R.L. IT 
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cerotto transdermico 

ESTREVA® gel 0,1% not available 5148/2005/01 LABORATOIRE THERAMEX 
S.A.M. 

RO 

FemSeven 100, 100 
microgram/24 hours, 
transdermal patch 

UK/H/0145/003 PL 00289/1801 TEVA UK LIMITED UK 

FemSeven 75, 75 
microgram/24 hours, 
transdermal patch 

UK/H/0145/002 PL 00289/1800 TEVA UK LIMITED UK 

FemSete 75,75 
microgramas / 24 horas, 
Sistema transdérmico 

UK/H/0145/002 2818888 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

ESTREVA® 0.1% gel not available MA 017/00101 LABORATOIRE THERAMEX 
S.A.M. 

MT 

FemSete 75, 75 
microgramas / 24 horas, 
Sistema transdérmico 

UK/H/0145/002 2818987 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

FEMINOVA 75, 75 
microgrammes par 24 
heures, dispositifs 
transdermiques 

UK/H/0145/002 BE 203332 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

FEMINOVA 75, 75 
microgram per 24 uur, 
pleisters voor 
transdermaal gebruik 

UK/H/0145/002 BE 203332 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 
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Feminova® 75, 75 
Mikrogramm/24 Stunden, 
transdermales Pflaster 
Estradiol 

UK/H/0145/002 BE 203332 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Estreva; 0,1%, żel not available 9606 TEVA PHARMACEUTICALS 
POLSKA SP. Z O.O. 

PL 

Sandrena 0.5 mg gel DK/H/0105/001 PL 27925/0015 ORION CORPORATION UK 

Sandrena 1 mg gel DK/H/0105/002 PL 27925/0016 ORION CORPORATION UK 

Sandrena 0,5 mg gel DK/H/0105/001 032991010/M ORION CORPORATION IT 

Sandrena 0,5 mg gel DK/H/0105/001 032991022/M ORION CORPORATION IT 

SANDRENA® 1 MG GEL DK/H/0105/002 032991034/M ORION CORPORATION IT 

SANDRENA® 1 MG GEL DK/H/0105/002 032991046/M ORION CORPORATION IT 

Ercostrol, gel, 
enkeltdosisbeholder 

DK/H/0105/001 15734 ORION CORPORATION DK 
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Ercostrol, gel, 
enkeltdosisbeholder 

DK/H/0105/002 15735 ORION CORPORATION DK 

Divigel 0,5 mg gel DK/H/0105/001 13136 ORION CORPORATION SE 

Divigel 1 mg gel DK/H/0105/002 13296 ORION CORPORATION SE 

Delidose 0,5 mg, gel en 
sachet-dose 

DK/H/0105/001 342 401-9 ORION CORPORATION FR 

Delidose 0,5 mg, gel en 
sachet-dose 

DK/H/0105/001 342 402-5 ORION CORPORATION FR 

Delidose 1 mg, gel en 
sachet-dose 

DK/H/0105/002 342 399-4 ORION CORPORATION FR 

Delidose 1 mg, gel en 
sachet-dose 

DK/H/0105/002 342 400-2 ORION CORPORATION FR 

DERMESTRIL®-Septem 
25 microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0302/001 BE207751 BESINS HEALTHCARE 
BENELUX 

BE 

DERMESTRIL® 25 – 
0,025 mg / 24uur, 
transdermale pleister 

not available BE171114 BESINS HEALTHCARE 
BENELUX 

BE 
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DERMESTRIL® 50 – 
0,050 mg / 24uur, 
transdermale pleister 

not available BE171123 BESINS HEALTHCARE 
BENELUX 

BE 

DERMESTRIL® 100 – 
0,100 mg / 24uur, 
transdermale pleister 

not available BE171132 BESINS HEALTHCARE 
BENELUX 

BE 

DERMESTRIL®-Septem 
25 microgram/24uur 
Transdermale Pleister 

UK/H/0302/001 BE207751 BESINS HEALTHCARE 
BENELUX 

BE 

DERMESTRIL®-Septem 
50 microgrammes/24 
heures Dispositif 
transdermique 

UK/H/0302/002 BE207767 BESINS HEALTHCARE 
BENELUX 

BE 

DERMESTRIL®-Septem 
75 microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0302/003 BE207776 BESINS HEALTHCARE 
BENELUX 

BE 

DERMESTRIL®-Septem 
50 microgram/24uur 
Transdermale Pleister 

UK/H/0302/002 BE207767 BESINS HEALTHCARE 
BENELUX 

BE 

DERMESTRIL®-Septem 
75 microgram/24uur 
Transdermale Pleister 

UK/H/0302/003 BE207776 BESINS HEALTHCARE 
BENELUX 

BE 

DERMESTRIL® 25 – 
0,025 mg / 24h, 
dispositifs 
transdermiques 

not available BE171114 BESINS HEALTHCARE 
BENELUX 

BE 
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DERMESTRIL® 50 – 
0,050 mg / 24h, 
dispositifs 
transdermiques 

not available BE171123 BESINS HEALTHCARE 
BENELUX 

BE 

DERMESTRIL® 100 – 
0,100 mg / 24h, 
dispositifs 
transdermiques 

not available BE171132 BESINS HEALTHCARE 
BENELUX 

BE 

THAISSEPT 25 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0303/001 352 397-4 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

THAIS SEPT 25 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0303/001 352 398-0 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

THAISSEPT 50 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0303/002 352 399-7 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

THAISSEPT 50 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0303/002 352 400-5 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

THAISSEPT 75 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0303/003 352 401-1 LABORATOIRES BESINS 
INTERNATIONAL 

FR 
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THAISSEPT 75 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0303/003 352 402-8 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

THAIS 25 
microgrammes/24 
heures, dispositif 
transdermique 

not available 340 909-5 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

THAIS 50 
microgrammes/24 
heures, dispositif 
transdermique 

not available 340 908-9 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

THAIS 100 
microgrammes/24 
heures, dispositif 
transdermique 

not available 340 907-2 LABORATOIRES BESINS 
INTERNATIONAL 

FR 

Divigel 0.1% w/w Gel, 1 
mg/dose 

not available PA 1327/2/1 ORION CORPORATION IE 

Divigel not available 18714 ORION CORPORATION DK 

Divigel not available 18715 ORION CORPORATION DK 

Vagifem 10 Mikrogramm 
Vaginaltabletten 

UK/H/2176/001 BE369031 NOVO NORDISK PHARMA SA BE 
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Vagifem 10 Mikrogramm 
Vaginaltabletten 

UK/H/2176/001 0642/10120049 NOVO NORDISK PHARMA SA LU 

Vagifem 10 mikrograma 
tablete za rodnicu 

UK/H/2176/001 HR-H-793020012 NOVO NORDISK A/S HR 

Vagifem 10 mikrogramov 
vaginalne tablete 

UK/H/2176/001 H/10/01589/001 NOVO NORDISK A/S SI 

Vagifem 10 mikrogram 
vaginaltabletter 

UK/H/2176/001 26990 NOVO NORDISK A/S FI 

Vagifem 10 micrograms 
vaginal tablets 

UK/H/2176/001 PL 04668/0237 NOVO NORDISK A/S UK 

Vagifem 10 micrograms 
vaginal tablets 

UK/H/2176/001 PA 218/30/2 NOVO NORDISK A/S IE 

Vagifem 10 microgramos 
comprimidos vaginales 
recubiertos 

UK/H/2176/001 72171 ISDIN, S.A. ES 

Vagifem 10 microgram, 
tabletten voor vaginaal 
gebruik 

UK/H/2176/001 BE369031 NOVO NORDISK PHARMA SA BE 

Vagifem 10 
microgrammes, 
comprimés vaginaux 

UK/H/2176/001 BE369031 NOVO NORDISK PHARMA SA BE 
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Vagifem 10 μg κολπικά 
δισκία 

UK/H/2176/001 20906 NOVO NORDISK A/S CY 

Vagifem 10 mikrogramů 
vaginální tablety 

UK/H/2176/001 54/233/10-C NOVO NORDISK A/S CZ 

Vagifem 10 mikrogramu 
makšties tabletes 

UK/H/2176/001 LT/1/94/0157/002 NOVO NORDISK A/S LT 

Vagifem, 10 
mikrogrammi 
vaginaaltabletid 

UK/H/2176/001 676710 NOVO NORDISK A/S EE 

Vagifem 10 mikrog 
emätinpuikko, tabletti 

UK/H/2176/001 26990 NOVO NORDISK A/S FI 

Vagifem 10 mikrogramu 
makšties tabletes 

UK/H/2176/001 LT/1/94/0157/003 NOVO NORDISK A/S LT 

Vagifem 10 mikrogramov 
vaginalne tablete 

UK/H/2176/001 H/10/01589/002 NOVO NORDISK A/S SI 

Vagifem 10 mikrogrami 
vaginalas tabletes 

UK/H/2176/001 10-0093 NOVO NORDISK A/S LV 

Vagifem 10 microgram, 
filmomhulde tabletten 
voor vaginaal gebruik 

UK/H/2176/001 RVG 103834 NOVO NORDISK A/S NL 
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Vagifem, 10 
mikrogramów, tabletki 
dopochwowe 

UK/H/2176/001 17259 NOVO NORDISK A/S PL 

Vagifem UK/H/2176/001 44279 NOVO NORDISK A/S DK 

Vagifem 10 mikrogram 
vaginaltabletter 

UK/H/2176/001 41707 NOVO NORDISK A/S SE 

Vagifem 10 micrograms 
vaginal tablets 

UK/H/2176/001 MA 104/00302 NOVO NORDISK A/S MT 

Vagifem 10 
microgrammes, 
comprimés vaginaux 

UK/H/2176/001 0642/10120049 NOVO NORDISK PHARMA SA LU 

Vagifem 10 mikrogram 
vaginaltabletter 

UK/H/2176/001 08-6376 NOVO NORDISK A/S NO 

Vagifem10 
μικρογραμμάρια κολπικά 
δισκία 

UK/H/2176/001 54165/6-7-2016 NOVO NORDISK HELLAS 
LTD. 

GR 

Vagifem 10 míkrógrömm 
skeiðartafla 

UK/H/2176/001 IS/1/09/059/01 NOVO NORDISK A/S IS 

Vagifem 0,010 mg 
comprimido vaginal 

UK/H/2176/01/DC 5270319 ISDIN LDA PT 
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Vagifem 0,010 mg 
comprimido vaginal 

UK/H/2176/01/DC 5270327 ISDIN LDA PT 

Vagifem 10 mikrogramm 
hüvelytabletta 

UK/H/2176/001 OGYI-T-4465/02 NOVO NORDISK A/S HU 

Vagifem 10 mikrogramm 
hüvelytabletta 

UK/H/2176/001 OGYI-T-4465/03 NOVO NORDISK A/S HU 

Vagifem 10 microgrammi 
compresse vaginali. 

UK/H/2176/001 028894020 NOVO NORDISK A/S IT 

Vagifem 10 microgrammi 
compresse vaginali. 

UK/H/2176/001 028894032 NOVO NORDISK A/S IT 

Gynokadin® Gel not available 52949.00.00 DR. KADE / BESINS PHARMA 
GMBH 

DE 

Divigel 0,5 mg/dózis gél not available OGYI-T-6229/02 ORION CORPORATION HU 

Divigel 1 mg/dózis gél not available OGYI-T-6230/02 ORION CORPORATION HU 

Divigel 0,5 mg/dózis gél not available OGYI-T-6229/01 ORION CORPORATION HU 
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Divigel 1 mg/dózis gél not available OGYI-T-6230/01 ORION CORPORATION HU 

Systen 50 
Mikrogramm/24 h 
transdermales Pflaster 

not available BE 156204 JANSSEN-CILAG NV BE 

Evorel 25 mikrog/24 
tuntia depotplåster 

not available 11554 JANSSEN-CILAG OY FI 

Systen 50 microgrammes 
/ 24h, dispositifs 
transdermiques 

not available BE 156204 JANSSEN-CILAG NV BE 

Systen 50 
microgram/24h, pleisters 
voor transdermaal 
gebruik 

not available BE 156204 JANSSEN-CILAG NV BE 

Evorel 50 Patch not available 18171 JANSSEN-CILAG 
INTERNATIONAL NV 

CY 

Evorel not available 14769 JANSSEN-CILAG A/S DK 

Evorel not available 17507 JANSSEN-CILAG A/S DK 

Evorel not available 15858 JANSSEN-CILAG A/S DK 
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Evorel not available 15857 JANSSEN-CILAG A/S DK 

Fematab 2 mg Film-
coated tablet 

not available PA 2007/7/2 BGP PRODUCTS LTD. IE 

Fematab 1 mg Film-
coated tablet 

not available PA 2007/7/1 BGP PRODUCTS LTD. IE 

ZUMENON 2 mg 
comprimés pelliculés 

not available 2009070399 MYLAN EPD SPRL LU 

ZUMENON, 2 mg 
filmomhulde tabletten 

not available BE198721 MYLAN EPD SPRL BE 

ZUMENON, 1 mg 
filmomhulde tabletten 

not available BE233317 MYLAN EPD SPRL BE 

ZUMENON 1 mg 
Filmtabletten 

not available BE233317 MYLAN EPD SPRL BE 

ZUMENON 2 mg 
Filmtabletten 

not available BE198721 MYLAN EPD SPRL BE 

Zumenon® 1mg Film-
coated Tablets 

not available PL 46302/0052 MYLAN PRODUCTS LIMITED UK 
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Zumenon® 2mg Film-
coated Tablets 

not available PL 46302/0053 MYLAN PRODUCTS LIMITED UK 

OESCLIM 25 
microgrammes/24 heures 
(5 mg/11 cm2), dispositif 
transdermique 

FR/H/0109/001 338 108-9 MYLAN MEDICAL SAS FR 

Oesclim 25, 5 mg, 25 
mikrogramów/24 
godziny, system 
transdermalny 

not available 7615 BGP PRODUCTS POLAND SP. 
Z.O.O. 

PL 

OESCLIM 37,5 
microgrammes/24 heures 
(7,5 mg/16,5 cm2), 
dispositif transdermique 

FR/H/0109/002 344 664-7 MYLAN MEDICAL SAS FR 

OESCLIM 50 
microgrammes/24 heures 
(10 mg/22 cm2), 
dispositif transdermique 

FR/H/0109/003 338 115-5 MYLAN MEDICAL SAS FR 

Oesclim 50, 10 mg, 50 
mikrogramów/24 
godziny, system 
transdermalny 

not available 7616 BGP PRODUCTS POLAND SP. 
Z.O.O. 

PL 

Zumenon, omhulde 
tabletten 2 mg 

not available RVG 15462 BGP PRODUCTS B.V. NL 

ZUMENON 1 mg 
comprimés pelliculés 

not available BE233317 MYLAN EPD SPRL BE 
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Zumenon 2 mg 
comprimidos revestidos 
por película 

not available 2420289 BGP PRODUCTS 
UNIPESSOAL, LDA. 

PT 

OROMONE 1 mg, 
comprimé pelliculé 

not available 351 167-5 MYLAN MEDICAL SAS FR 

Femoston® mono 2 mg 
Filmtabletten 

not available 26518.00.00 MYLAN HEALTHCARE GMBH DE 

OROMONE 2 mg, 
comprimé pelliculé 

not available 342 436-7 MYLAN MEDICAL SAS FR 

ZUMENON 2 mg 
comprimés pelliculés 

not available BE198721 MYLAN EPD SPRL BE 

Zumenon 2 mg tabletti, 
päällystetty 

not available 13398 BGP PRODUCTS B.V. FI 

Meriestra 2 mg 
comprimidos recubiertos 

not available 60.207 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Vivelle dot 100 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/005 BE232881 NOVARTIS PHARMA N.V. BE 

Vivelle dot 25 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/001 BE265106 NOVARTIS PHARMA N.V. BE 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Vivelle dot 37,5 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/002 BE232854 NOVARTIS PHARMA N.V. BE 

Vivelle dot 50 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/003 BE232863 NOVARTIS PHARMA N.V. BE 

Vivelle dot 75 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/004 BE232872 NOVARTIS PHARMA N.V. BE 

Estradot 100 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/005 HR-H-660461417-02 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 100 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/005 HR-H-660461417-03 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 100 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/005 HR-H-660461417-04 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 25 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/001 HR-H-259673389-02 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 25 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/001 HR-H-259673389-03 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 25 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/001 HR-H-259673389-04 NOVARTIS HRVATSKA D.O.O. HR 
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Authorisation 
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National Authorisation Number MAH of product in the 
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Member State where 
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Estradot 50 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/003 HR-H-207838847-02 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 50 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/003 HR-H-207838847-03 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 50 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/003 HR-H-207838847-04 NOVARTIS HRVATSKA D.O.O. HR 

Sequidot transdermalni 
flaster 

SE/H/0149/002 HR-H-674150675-01 NOVARTIS HRVATSKA D.O.O. HR 

Sequidot transdermalni 
flaster 

SE/H/0149/002 HR-H-674150675-02 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 100 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/005 RVG 24640 NOVARTIS PHARMA B.V. NL 

Estradot 25 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/001 RVG 27888 NOVARTIS PHARMA B.V. NL 

Estradot 37,5 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/002 RVG 24637 NOVARTIS PHARMA B.V. NL 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estradot 50 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/003 RVG 24638 NOVARTIS PHARMA B.V. NL 

Estradot 75 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/004 RVG 24639 NOVARTIS PHARMA B.V. NL 

Estradot 100  
mikrogram/24 timmar, 
depotplåster 

SE/H/1421/005 17559 NOVARTIS SVERIGE AB SE 

Estradot 25 
mikrogram/24 timmar, 
depotplåster 

SE/H/1421/001 20333 NOVARTIS SVERIGE AB SE 

Estradot 37,5 
mikrogram/24 timmar, 
depotplåster 

SE/H/1421/002 17556 NOVARTIS SVERIGE AB SE 

Estradot 50 
mikrogram/24 timmar, 
depotplåster 

SE/H/1421/003 17557 NOVARTIS SVERIGE AB SE 

Estradot 75 
mikrogram/24 timmar, 
depotplåster 

SE/H/1421/004 17558 NOVARTIS SVERIGE AB SE 

Meriestra 1 mg 
comprimidos recubiertos 

not available 60.206 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

ESTALIS SEQUI cerotti 
transdermici 

SE/H/0149/002 034209039 NOVARTIS FARMA S.P.A. IT 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

ESTALIS SEQUI cerotti 
transdermici 

SE/H/0149/002 034209041 NOVARTIS FARMA S.P.A. IT 

ESTALIS SEQUI, adesivo 
transdérmico 

SE/H/0149/002 5019526 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

ESTALIS SEQUI, adesivo 
transdérmico 

SE/H/0149/002 5019534 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 100 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/005 3818986 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 100 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/005 3819083 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 100 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/005 3819182 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 25 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/001 5068986 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 25 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/001 5069083 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 25 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/001 5069182 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estradot 37,5 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/002 3818085 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 37,5 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/002 3818184 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 37,5 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/002 3818283 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 50 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/003 3818382 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 50 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/003 3818481 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 50 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/003 3818580 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 75 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/004 3818689 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 75 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/004 3818788 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 75 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/004 3818887 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estradot 25 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/001 253510501 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 25 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/001 253510502 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 25 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/001 253510503 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 25 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/001 253510504 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 100 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/005 253510401 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 100 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/005 253510402 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 100 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/005 253510403 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 100 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/005 253510404 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 37,5 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/002 253510101 NOVARTIS (HELLAS) S.A.C.I. GR 



 
 
List of nationally authorised medicinal products   
EMA/269084/2017 Page 43/88 
 
 

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 

Estradot 37,5 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/002 253510102 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 37,5 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/002 253510103 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 37,5 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/002 253510104 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 50 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/003 253510201 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 50 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/003 253510202 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 50 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/003 253510203 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 50 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/003 253510204 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 75 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/004 253510301 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 75 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/004 253510302 NOVARTIS (HELLAS) S.A.C.I. GR 
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authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estradot 75 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/004 253510303 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 75 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/004 253510304 NOVARTIS (HELLAS) S.A.C.I. GR 

ESTALIS SEQUIDOT 
parche transdérmico 

SE/H/0149/002 69.746 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Estardot 37,5 mikrog/24 
tuntia depotlaastari 

SE/H/1421/002 16729 NOVARTIS FINLAND OY FI 

Estradot 100  mikrog/24 
timmar depotplåster 

SE/H/1421/005 16732 NOVARTIS FINLAND OY FI 

Estradot 100 mikrog/24 
tuntia depotlaastari 

SE/H/1421/005 16732 NOVARTIS FINLAND OY FI 

Estradot 25 
microgramos/24 horas 
parches transdérmicos 

SE/H/1421/001 66.103 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Estradot 25 mikrog/24 
tuntia depotlaastari 

SE/H/1421/001 19049 NOVARTIS FINLAND OY FI 

Estradot 25 mikrog/24 
timmar depotplåster 

SE/H/1421/001 19049 NOVARTIS FINLAND OY FI 
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authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estradot 37,5 mikrog/24 
timmar depotplåster 

SE/H/1421/002 16729 NOVARTIS FINLAND OY FI 

Estradot 37.5 
microgramos/24 horas 
parches transdérmicos 

SE/H/1421/002 64.707 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Estradot 50 
microgramos/24 horas 
parches transdérmicos 

SE/H/1421/003 64.704 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Estradot 50 mikrog/24 
tuntia depotlaastari 

SE/H/1421/003 16730 NOVARTIS FINLAND OY FI 

Estradot 50 mikrog/24 
timmar depotplåster 

SE/H/1421/003 16730 NOVARTIS FINLAND OY FI 

Estradot 75 mikrog/24 
tuntia depotlaastari 

SE/H/1421/004 16731 NOVARTIS FINLAND OY FI 

Estradot 75 mikrog/24 
timmar depotplåster 

SE/H/1421/004 16731 NOVARTIS FINLAND OY FI 

EstradotT 75 
microgramos/24 horas 
parches transdérmicos 

SE/H/1421/004 64.705 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Sequidot depotlaastari SE/H/0149/002 22301 NOVARTIS FINLAND OY FI 
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authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
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Member State where 
product is authorised 

Sequidot transdermal 
patches 

SE/H/0149/002 22301 NOVARTIS FINLAND OY FI 

Vivelle Dot 37,5 
mikrogram/24 timer, 
depotplaster 

SE/H/1421/002 32852 NOVARTIS HEALTHCARE A/S DK 

Vivelle Dot 50 
mikrogram/24 timer, 
depotplaster 

SE/H/1421/003 32853 NOVARTIS HEALTHCARE A/S DK 

Vivelle Dot 75 
mikrogram/24 timer, 
depotplaster 

SE/H/1421/004 32854 NOVARTIS HEALTHCARE A/S DK 

Vivelle Dot 100 
mikrogram/24 timer, 
depotplaster 

SE/H/1421/005 32855 NOVARTIS HEALTHCARE A/S DK 

Vivelle Dot 25 
mikrogram/24 timer, 
depotplaster 

SE/H/1421/001 36054 NOVARTIS HEALTHCARE A/S DK 

MERIMONO® 1 MG 
FILMTABLETTEN 

UK/H/0122/001 37986.00.00 NOVARTIS PHARMA GMBH DE 

Sequidot® 50/250 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/0149/002 66641.00.00 NOVARTIS PHARMA GMBH DE 

Estradot® 100 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/005 PL 00101/0645 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 
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authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Estradot 100 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/005 PA 13/110/4 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

IE 

ESTRADOT® 100 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/005 51816.03.00 NOVARTIS PHARMA GMBH DE 

ESTRADOT® 100 
MIKROGRAMM/24 
STUNDEN 
TRANSDERMALES 
PFLASTER 

SE/H/1421/005 0135/11041060 NOVARTIS PHARMA GMBH LU 

ESTRADOT 100 
MIKROGRAMM /24 
STUNDEN  - 
TRANSDERMALE 
PFLASTER 

SE/H/1421/005 1-24343 NOVARTIS PHARMA GMBH AT 

ESTRADOT 100; 1,56 
mg; 100 µg/24 h; system 
transdermalny 

not available 9395 NOVARTIS POLAND SP. Z O. 
O. 

PL 

Estradot® 25 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/001 PL 00101/0703 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Estradot 25 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/001 PA 13/110/5 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

IE 

ESTRADOT 25 
MIKROGRAMM/24 
STUNDEN  - 

SE/H/1421/001 1-27019 NOVARTIS PHARMA GMBH AT 
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National Authorisation Number MAH of product in the 
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Member State where 
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TRANSDERMALE 
PFLASTER 

ESTRADOT® 25 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/001 51816.04.00 NOVARTIS PHARMA GMBH DE 

ESTRADOT® 25 
MIKROGRAMM/24 
STUNDEN 
TRANSDERMALES 
PFLASTER 

SE/H/1421/001 0135/11041056 NOVARTIS PHARMA GMBH LU 

ESTRADOT® 37,5 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/002 51816.00.00 NOVARTIS PHARMA GMBH DE 

ESTRADOT® 37,5 
MIKROGRAMM/24 
STUNDEN 
TRANSDERMALES 
PFLASTER 

SE/H/1421/002 0135/11041057 NOVARTIS PHARMA GMBH LU 

ESTRADOT 37,5 
MIKROGRAMM/24 
STUNDEN  - 
TRANSDERMALE 
PFLASTER 

SE/H/1421/002 1-24340 NOVARTIS PHARMA GMBH AT 

Estradot 37,5; 0,585 mg; 
37,5 µg/24 h; system 
transdermalny 

not available 9392 NOVARTIS POLAND SP. Z O. 
O. 

PL 
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National Authorisation Number MAH of product in the 
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Member State where 
product is authorised 

Estradot® 37.5 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/002 PL 00101/0642 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Estradot 37.5 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/002 PA 13/110/1 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

IE 

Estradot® 50 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/003 PL 00101/0643 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Estradot 50 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/003 PA 13/110/2 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

IE 

ESTRADOT® 50 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/003 51816.01.00 NOVARTIS PHARMA GMBH DE 

ESTRADOT® 50 
MIKROGRAMM/24 
STUNDEN 
TRANSDERMALES 
PFLASTER 

SE/H/1421/003 0135/11041058 NOVARTIS PHARMA GMBH LU 

ESTRADOT 50 
MIKROGRAMM/24 
STUNDEN  - 
TRANSDERMALE 
PFLASTER 

SE/H/1421/003 1-24341 NOVARTIS PHARMA GMBH AT 

Estradot 50; 0,78 mg; 50 
µg/24 h; system 
transdermalny 

not available 9393 NOVARTIS POLAND SP. Z O. 
O. 

PL 
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Estradot® 75 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/004 PL 00101/0644 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Estradot 75 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/004 PA 13/110/3 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

IE 

ESTRADOT® 75 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/004 51816.02.00 NOVARTIS PHARMA GMBH DE 

ESTRADOT® 75 
MIKROGRAMM/24 
STUNDEN 
TRANSDERMALES 
PFLASTER 

SE/H/1421/004 0135/11041059 NOVARTIS PHARMA GMBH LU 

ESTRADOT 75 
MIKROGRAMM /24 
STUNDEN  -  
TRANSDERMALE 
PFLASTER 

SE/H/1421/004 1-24342 NOVARTIS PHARMA GMBH AT 

Estradot 75; 1,17 mg; 75 
µg/24 h; system 
transdermalny 

not available 9394 NOVARTIS POLAND SP. Z O. 
O. 

PL 

VIVELLEDOT 100 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/005 3400935858924 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 100 
microgrammes/24 

SE/H/1421/005 3400935859006 NOVARTIS PHARMA S.A.S. FR 
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heures, dispositif 
transdermique 

VIVELLEDOT 100 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/005 3400935859174 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 25 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/001 3400936557307 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 25 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/001 3400936557475 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 25 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/001 3400936557536 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 37,5 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/002 3400935857972 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 37,5 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/002 3400935858054 NOVARTIS PHARMA S.A.S. FR 
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VIVELLEDOT 37,5 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/002 3400935858115 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 50 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/003 3400935858283 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 50 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/003 3400935858344 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 50 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/003 3400935858405 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 75 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/004 3400935858573 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 75 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/004 3400935858634 NOVARTIS PHARMA S.A.S. FR 

VIVELLEDOT 75 
microgrammes/24 
heures, dispositif 
transdermique 

SE/H/1421/004 3400935858863 NOVARTIS PHARMA S.A.S. FR 
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CLIMAGEST 2mg film-
coated tablet 

UK/H/0127/001 PL 00101/0366 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Climaval® 1 mg film-
coated tablet 

UK/H/0122/001 PL 00101/0307 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Climaval® 2 mg film-
coated tablet 

UK/H/0122/002 PL 00101/0308 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Sequidot 2-Phasen 
transdermale 
Matrixpflaster 

SE/H/0149/002 1-26854 NOVARTIS PHARMA GMBH AT 

Sequidot transdermal 
patches 

SE/H/0149/002 21846 NOVARTIS SVERIGE AB SE 

Vivelle dot 100 
míkrógrömm/24 klst., 
forðaplástur 

SE/H/1421/005 IS/1/01/043/04 NOVARTIS HEALTHCARE A/S IS 

Vivelle dot 25 
míkrógrömm/24 klst., 
forðaplástur 

SE/H/1421/001 IS/1/04/005/01 NOVARTIS HEALTHCARE A/S IS 

Vivelle dot 37,5 
míkrógrömm/24 klst., 
forðaplástur 

SE/H/1421/002 IS/1/01/043/01 NOVARTIS HEALTHCARE A/S IS 

Vivelle dot 50 
míkrógrömm/24 klst., 
forðaplástur 

SE/H/1421/003 IS/1/01/043/02 NOVARTIS HEALTHCARE A/S IS 
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Vivelle dot 75 
míkrógrömm/24 klst., 
forðaplástur 

SE/H/1421/004 IS/1/01/043/03 NOVARTIS HEALTHCARE A/S IS 

Estradot 100 mikrog/24 
timer depotplaster 

SE/H/1421/005 01-7396 NOVARTIS NORGE AS NO 

Estradot 25 mikrog/24 
timer depotplaster 

SE/H/1421/001 03-2344 NOVARTIS NORGE AS NO 

Estradot 37,5 mikrog/24 
timer depotplaster 

SE/H/1421/002 01-7393 NOVARTIS NORGE AS NO 

Estradot 50 mikrog/24 
timer depotplaster 

SE/H/1421/003 01-7394 NOVARTIS NORGE AS NO 

Estradot 75 mikrog/24 
timer depotplaster 

SE/H/1421/004 01-7395 NOVARTIS NORGE AS NO 

Sequidot depotplaster not available 04-3137 NOVARTIS NORGE AS NO 

MERIMONO® 2 MG 
FILMTABLETTEN 

UK/H/0122/002 37986.01.00 NOVARTIS PHARMA GMBH DE 

VIVELLE DOT 100 
MICROGRAMMES/24 
HEURES, DISPOSITIF 
TRANSDERMIQUE 

SE/H/1421/005 BE232881 NOVARTIS PHARMA N.V. BE 
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Vivelle dot 100 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/005 BE232881 NOVARTIS PHARMA N.V. BE 

VIVELLE DOT 25 
MICROGRAMMES/24 
HEURES, DISPOSITIF 
TRANSDERMIQUE 

SE/H/1421/001 BE265106 NOVARTIS PHARMA N.V. BE 

Vivelle dot 25 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/001 BE265106 NOVARTIS PHARMA N.V. BE 

VIVELLE DOT 37,5 
MICROGRAMMES/24 
HEURES, DISPOSITIF 
TRANSDERMIQUE 

SE/H/1421/002 BE232854 NOVARTIS PHARMA N.V. BE 

Vivelle dot 37,5 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/002 BE232854 NOVARTIS PHARMA N.V. BE 

VIVELLE DOT 50 
MICROGRAMMES/24 
HEURES, DISPOSITIF 
TRANSDERMIQUE 

SE/H/1421/003 BE232863 NOVARTIS PHARMA N.V. BE 

Vivelle dot 50 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/003 BE232863 NOVARTIS PHARMA N.V. BE 
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VIVELLE DOT 75 
MICROGRAMMES/24 
HEURES, DISPOSITIF 
TRANSDERMIQUE 

SE/H/1421/004 BE232872 NOVARTIS PHARMA N.V. BE 

Vivelle dot 75 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/004 BE232872 NOVARTIS PHARMA N.V. BE 

ESTALIS SEQUIDOT, 
διαδερμικό έμπλαστρο 

SE/H/0149/002 273100101 NOVARTIS (HELLAS) S.A.C.I. GR 

ESTALIS SEQUIDOT, 
διαδερμικό έμπλαστρο 

SE/H/0149/002 273100102 NOVARTIS (HELLAS) S.A.C.I. GR 

Mericomb 1 mg 
Filmtabletten 

UK/H/0127/002 39490.00.00 NOVARTIS PHARMA GMBH DE 

Mericomb 2 mg 
Filmtabletten 

UK/H/0127/001 37970.00.00 NOVARTIS PHARMA GMBH DE 

Climagest 1mg film-
coated tablet 

UK/H/0127/002 PL 00101/0328 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Estradot 100 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/005 HR-H-660461417-01 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 25 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/001 HR-H-259673389-01 NOVARTIS HRVATSKA D.O.O. HR 
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Estradot 50 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/003 HR-H-207838847-01 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 100 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/005 HR-H-660461417-02 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 100 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/005 HR-H-660461417-03 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 100 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/005 HR-H-660461417-04 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 25 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/001 HR-H-259673389-02 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 25 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/001 HR-H-259673389-03 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 25 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/001 HR-H-259673389-04 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 50 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/003 HR-H-207838847-02 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 50 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/003 HR-H-207838847-03 NOVARTIS HRVATSKA D.O.O. HR 
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Estradot 50 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/003 HR-H-207838847-04 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 100 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/005 RVG 24640 NOVARTIS PHARMA B.V. NL 

Estradot 25 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/001 RVG 27888 NOVARTIS PHARMA B.V. NL 

Estradot 37,5 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/002 RVG 24637 NOVARTIS PHARMA B.V. NL 

Estradot 50 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/003 RVG 24638 NOVARTIS PHARMA B.V. NL 

Estradot 75 
microgram/24 uur, 
pleister voor 
transdermaal gebruik 

SE/H/1421/004 RVG 24639 NOVARTIS PHARMA B.V. NL 

Estradot 100  
mikrogram/24 timmar, 
depotplåster 

SE/H/1421/005 17559 NOVARTIS SVERIGE AB SE 

Estradot 25 
mikrogram/24 timmar, 

SE/H/1421/001 20333 NOVARTIS SVERIGE AB SE 
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depotplåster 

Estradot 37,5 
mikrogram/24 timmar, 
depotplåster 

SE/H/1421/002 17556 NOVARTIS SVERIGE AB SE 

Estradot 50 
mikrogram/24 timmar, 
depotplåster 

SE/H/1421/003 17557 NOVARTIS SVERIGE AB SE 

Estradot 75 
mikrogram/24 timmar, 
depotplåster 

SE/H/1421/004 17558 NOVARTIS SVERIGE AB SE 

Estradot 100 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/005 3818986 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 100 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/005 3819083 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 100 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/005 3819182 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 25 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/001 5068986 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 25 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/001 5069083 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 
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Estradot 25 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/001 5069182 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 37,5 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/002 3818085 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 37,5 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/002 3818184 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 37,5 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/002 3818283 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 50 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/003 3818382 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 50 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/003 3818481 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 50 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/003 3818580 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 75 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/004 3818689 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 75 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/004 3818788 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 
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Estradot 75 
microgramas/24 horas, 
adesivo transdérmico 

SE/H/1421/004 3818887 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Estradot 25 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/001 253510501 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 25 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/001 253510502 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 25 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/001 253510503 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 25 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/001 253510504 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 100 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/005 253510401 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 100 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/005 253510402 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 100 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/005 253510403 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 100 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/005 253510404 NOVARTIS (HELLAS) S.A.C.I. GR 



 
 
List of nationally authorised medicinal products   
EMA/269084/2017 Page 62/88 
 
 

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 

Estradot 37,5 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/002 253510101 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 37,5 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/002 253510102 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 37,5 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/002 253510103 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 37,5 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/002 253510104 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 50 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/003 253510201 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 50 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/003 253510202 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 50 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/003 253510203 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 50 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/003 253510204 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 75 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/004 253510301 NOVARTIS (HELLAS) S.A.C.I. GR 
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Estradot 75 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/004 253510302 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 75 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/004 253510303 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 75 
micrograms/24 hrs, 
διαδερμικό έμπλαστρο 

SE/H/1421/004 253510304 NOVARTIS (HELLAS) S.A.C.I. GR 

Estradot 100  mikrog/24 
timmar depotplåster 

SE/H/1421/005 16732 NOVARTIS FINLAND OY FI 

Estradot 100 mikrog/24 
tuntia depotlaastari 

SE/H/1421/005 16732 NOVARTIS FINLAND OY FI 

Estradot 25 
microgramos/24 horas 
parches transdérmicos 

SE/H/1421/001 66.103 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Estradot 25 mikrog/24 
tuntia depotlaastari 

SE/H/1421/001 19049 NOVARTIS FINLAND OY FI 

Estradot 25 mikrog/24 
timmar depotplåster 

SE/H/1421/001 19049 NOVARTIS FINLAND OY FI 

Estradot 37,5 mikrog/24 
timmar depotplåster 

SE/H/1421/002 16729 NOVARTIS FINLAND OY FI 
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Estradot 37.5 
microgramos/24 horas 
parches transdérmicos 

SE/H/1421/002 64.707 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Estradot 50 
microgramos/24 horas 
parches transdérmicos 

SE/H/1421/003 64.704 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Estradot 50 mikrog/24 
tuntia depotlaastari 

SE/H/1421/003 16730 NOVARTIS FINLAND OY FI 

Estradot 50 mikrog/24 
timmar depotplåster 

SE/H/1421/003 16730 NOVARTIS FINLAND OY FI 

Estradot 75 mikrog/24 
tuntia depotlaastari 

SE/H/1421/004 16731 NOVARTIS FINLAND OY FI 

Estradot 75 mikrog/24 
timmar depotplåster 

SE/H/1421/004 16731 NOVARTIS FINLAND OY FI 

EstradotT 75 
microgramos/24 horas 
parches transdérmicos 

SE/H/1421/004 64.705 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Estradot® 100 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/005 PL 00101/0645 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Estradot 100 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/005 PA 13/110/4 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

IE 
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ESTRADOT® 100 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/005 51816.03.00 NOVARTIS PHARMA GMBH DE 

ESTRADOT® 100 
MIKROGRAMM/24 
STUNDEN 
TRANSDERMALES 
PFLASTER 

SE/H/1421/005 0135/11041060 NOVARTIS PHARMA GMBH LU 

ESTRADOT 100 
MIKROGRAMM /24 
STUNDEN  - 
TRANSDERMALE 
PFLASTER 

SE/H/1421/005 1-24343 NOVARTIS PHARMA GMBH AT 

ESTRADOT 100; 1,56 
mg; 100 µg/24 h; system 
transdermalny 

not available 9395 NOVARTIS POLAND SP. Z O. 
O. 

PL 

Estradot® 25 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/001 PL 00101/0703 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Estradot 25 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/001 PA 13/110/5 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

IE 

ESTRADOT 25 
MIKROGRAMM/24 
STUNDEN  - 
TRANSDERMALE 
PFLASTER 

SE/H/1421/001 1-27019 NOVARTIS PHARMA GMBH AT 
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ESTRADOT® 25 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/001 51816.04.00 NOVARTIS PHARMA GMBH DE 

ESTRADOT® 25 
MIKROGRAMM/24 
STUNDEN 
TRANSDERMALES 
PFLASTER 

SE/H/1421/001 0135/11041056 NOVARTIS PHARMA GMBH LU 

ESTRADOT® 37,5 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/002 51816.00.00 NOVARTIS PHARMA GMBH DE 

ESTRADOT® 37,5 
MIKROGRAMM/24 
STUNDEN 
TRANSDERMALES 
PFLASTER 

SE/H/1421/002 0135/11041057 NOVARTIS PHARMA GMBH LU 

ESTRADOT 37,5 
MIKROGRAMM/24 
STUNDEN  - 
TRANSDERMALE 
PFLASTER 

SE/H/1421/002 1-24340 NOVARTIS PHARMA GMBH AT 

Estradot 37,5; 0,585 mg; 
37,5 µg/24 h; system 
transdermalny 

not available 9392 NOVARTIS POLAND SP. Z O. 
O. 

PL 

Estradot® 37.5 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/002 PL 00101/0642 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 
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Estradot 37.5 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/002 PA 13/110/1 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

IE 

Estradot® 50 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/003 PL 00101/0643 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Estradot 50 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/003 PA 13/110/2 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

IE 

ESTRADOT® 50 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/003 51816.01.00 NOVARTIS PHARMA GMBH DE 

ESTRADOT® 50 
MIKROGRAMM/24 
STUNDEN 
TRANSDERMALES 
PFLASTER 

SE/H/1421/003 0135/11041058 NOVARTIS PHARMA GMBH LU 

ESTRADOT 50 
MIKROGRAMM/24 
STUNDEN  - 
TRANSDERMALE 
PFLASTER 

SE/H/1421/003 1-24341 NOVARTIS PHARMA GMBH AT 

Estradot 50; 0,78 mg; 50 
µg/24 h; system 
transdermalny 

not available 9393 NOVARTIS POLAND SP. Z O. 
O. 

PL 

Estradot® 75 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/004 PL 00101/0644 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 
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Estradot 75 
micrograms/24 hours, 
transdermal patch 

SE/H/1421/004 PA 13/110/3 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

IE 

ESTRADOT® 75 
Mikrogramm/24 Stunden 
transdermales Pflaster 

SE/H/1421/004 51816.02.00 NOVARTIS PHARMA GMBH DE 

ESTRADOT® 75 
MIKROGRAMM/24 
STUNDEN 
TRANSDERMALES 
PFLASTER 

SE/H/1421/004 0135/11041059 NOVARTIS PHARMA GMBH LU 

ESTRADOT 75 
MIKROGRAMM /24 
STUNDEN  -  
TRANSDERMALE 
PFLASTER 

SE/H/1421/004 1-24342 NOVARTIS PHARMA GMBH AT 

Estradot 75; 1,17 mg; 75 
µg/24 h; system 
transdermalny 

not available 9394 NOVARTIS POLAND SP. Z O. 
O. 

PL 

Estradot 100 mikrog/24 
timer depotplaster 

SE/H/1421/005 01-7396 NOVARTIS NORGE AS NO 

Estradot 25 mikrog/24 
timer depotplaster 

SE/H/1421/001 03-2344 NOVARTIS NORGE AS NO 

Estradot 37,5 mikrog/24 
timer depotplaster 

SE/H/1421/002 01-7393 NOVARTIS NORGE AS NO 
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Estradot 50 mikrog/24 
timer depotplaster 

SE/H/1421/003 01-7394 NOVARTIS NORGE AS NO 

Estradot 75 mikrog/24 
timer depotplaster 

SE/H/1421/004 01-7395 NOVARTIS NORGE AS NO 

Estradot 100 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/005 HR-H-660461417-01 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 25 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/001 HR-H-259673389-01 NOVARTIS HRVATSKA D.O.O. HR 

Estradot 50 
mikrograma/24 sata, 
transdermalni flaster 

SE/H/1421/003 HR-H-207838847-01 NOVARTIS HRVATSKA D.O.O. HR 

EPIESTROL 25 
microgrammi/24 ore 
cerotti transdermici 

not available 029000015 ROTTAPHARM S.P.A. IT 

EPIESTROL 50 
microgrammi/24 ore 
cerotti transdermici 

not available 029000027 ROTTAPHARM S.P.A. IT 

EPIESTROL 100 
microgrammi/24 ore 
cerotti transdermici 

not available 029000039 ROTTAPHARM S.P.A. IT 

Elleste Solo MX 40 
micrograms Transdermal 
Patch 

not available PL 15142/0060 MEDA PHARMACEUTICALS 
LTD 

UK 
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Elleste Solo MX 80 
micrograms Transdermal 
Patch 

not available PL 15142/0059 MEDA PHARMACEUTICALS 
LTD 

UK 

EPIESTROL –Septem 25 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0303/001 029000041 ROTTAPHARM S.P.A. IT 

EPIESTROL –Septem 50 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0303/002 029000066 ROTTAPHARM S.P.A. IT 

EPIESTROL –Septem 75 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0303/003 029000080 ROTTAPHARM S.P.A. IT 

DERMESTRIL25 µg/24 
Stunden, transdermales 
Pflaster 

not available 30327.00.00 MEDA PHARMA GMBH & CO. 
KG 

DE 

DERMESTRIL 50 μg/24 
Stunden, transdermales 
Pflaster 

not available 30327.01.00 MEDA PHARMA GMBH & CO. 
KG 

DE 

DERMESTRIL®-Septem 
25 micrograms/24hours 
Transdermal Patch 

UK/H/0302/001 PL 18219/0001 ROTTAPHARM LIMITED UK 

DERMESTRIL®-Septem 
75 micrograms/24hours 
Transdermal Patch 

UK/H/0302/003 PL 18219/0003 ROTTAPHARM LIMITED UK 

DERMESTRIL®-Septem 
50 micrograms/24hours 
Transdermal Patch 

UK/H/0302/002 PL 18219/0002 ROTTAPHARM LIMITED UK 
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Member State where 
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EPIESTROL®-Septem 25 
micrograms/24hours 
Transdermal Patch 

UK/H/0303/001 PL 18219/0007 ROTTAPHARM LIMITED UK 

EPIESTROL®-Septem 50 
micrograms/24hours 
Transdermal Patch 

UK/H/0303/002 PL 18219/0008 ROTTAPHARM LIMITED UK 

EPIESTROL®-Septem 75 
micrograms/24hours 
Transdermal Patch 

UK/H/0303/003 PL 18219/0009 ROTTAPHARM LIMITED UK 

Dermestril 50 
mikrogramm/24 óra 
transzdermális tapasz 

not available OGYI-T-5116/02 ROTTAPHARM S.P.A. HU 

Dermestril 25 
mikrogramm/24 óra 
transzdermális tapasz 

not available OGYI-T-5116/01 ROTTAPHARM S.P.A. HU 

Dermestril 100 
mikrogramm/24 óra 
transzdermális tapasz 

not available OGYI-T-5116/03 ROTTAPHARM S.P.A. HU 

DERMESTRIL 25 
microgrammi/24 ore 
cerotti transdermici 

not available 029001017 ROTTAPHARM S.P.A. IT 

DERMESTRIL 50 
microgrammi/24 ore 
cerotti transdermici 

not available 029001029 ROTTAPHARM S.P.A. IT 

DERMESTRIL 100 
microgrammi/24 ore 
cerotti transdermici 

not available 029001031 ROTTAPHARM S.P.A. IT 
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DERMESTRIL –Septem 50 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/002 029001068 ROTTAPHARM S.P.A. IT 

DERMESTRIL –Septem 25 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/001 029001043 ROTTAPHARM S.P.A. IT 

DERMESTRIL –Septem 75 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/003 029001082 ROTTAPHARM S.P.A. IT 

DERMESTRIL®-Septem 
25 micrograms/24hours 
Transdermal Patch 

UK/H/0302/001 PA 868/2/4 ROTTAPHARM LIMITED IE 

DERMESTRIL®-Septem 
50 micrograms/24hours 
Transdermal Patch 

UK/H/0302/002 PA 868/2/5 ROTTAPHARM LIMITED IE 

DERMESTRIL®-Septem 
75 micrograms/24hours 
Transdermal Patch 

UK/H/0302/003 PA 868/2/6 ROTTAPHARM LIMITED IE 

Dermestril 25 
25microgramas/24h 
Sistema transdérmico 

not available 2455681 LABORATÓRIOS DELTA, S.A. PT 

Dermestril 25 
25microgramas/24h 
Sistema transdérmico 

not available 2455582 LABORATÓRIOS DELTA, S.A. PT 

Dermestril 25 
25microgramas/24h 
Sistema transdérmico 

not available 2455483 LABORATÓRIOS DELTA, S.A. PT 
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Dermestril 25 
25microgramas/24h 
Sistema transdérmico 

not available 2455384 LABORATÓRIOS DELTA, S.A. PT 

Dermestril 50 
50microgramas/24h 
Sistema transdérmico 

not available 2456085 LABORATÓRIOS DELTA, S.A. PT 

Dermestril 50 
50microgramas/24h 
Sistema transdérmico 

not available 2455988 LABORATÓRIOS DELTA, S.A. PT 

Dermestril 50 
50microgramas/24h 
Sistema transdérmico 

not available 2455889 LABORATÓRIOS DELTA, S.A. PT 

Dermestril 50 
50microgramas/24h 
Sistema transdérmico 

not available 2455780 LABORATÓRIOS DELTA, S.A. PT 

DERMESTRIL-Septem 50 
microgramas/24 horas 
sistema transdérmico 

UK/H/0302/002 2970580 LABORATÓRIOS DELTA, S.A. PT 

Dermestril 100 100 
microgramas/24h 
Sistema transdérmico 

not available 2456481 LABORATÓRIOS DELTA, S.A. PT 

Dermestril 100 100 
microgramas/24h 
Sistema transdérmico 

not available 2456382 LABORATÓRIOS DELTA, S.A. PT 

Dermestril 100 100 
microgramas/24h 
Sistema transdérmico 

not available 2456383 LABORATÓRIOS DELTA, S.A. PT 
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Dermestril 100 100 
microgramas/24h 
Sistema transdérmico 

not available 2456184 LABORATÓRIOS DELTA, S.A. PT 

DERMESTRIL –Septem 25 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/001 029001056 ROTTAPHARM S.P.A. IT 

DERMESTRIL –Septem 50 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/002 029001070 ROTTAPHARM S.P.A. IT 

DERMESTRIL –Septem 75 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/003 029001094 ROTTAPHARM S.P.A. IT 

DERMESTRIL-Septem 25 
microgramas/24 horas 
sistema transdérmico 

UK/H/0302/001 2970481 LABORATÓRIOS DELTA, S.A. PT 

DERMESTRIL-Septem 25 
microgramas/24 horas 
sistema transdérmico 

UK/H/0302/001 2970382 LABORATÓRIOS DELTA, S.A. PT 

DERMESTRIL-Septem 50 
microgramas/24 horas 
sistema transdérmico 

UK/H/0302/002 2970689 LABORATÓRIOS DELTA, S.A. PT 

DERMESTRIL-Septem 75 
microgramas/24 horas 
sistema transdérmico 

UK/H/0302/003 2970887 LABORATÓRIOS DELTA, S.A. PT 

DERMESTRIL-Septem 75 
microgramas/24 horas 
sistema transdérmico 

UK/H/0302/003 2970788 LABORATÓRIOS DELTA, S.A. PT 
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DERMESTRIL 50 not available 56/505/95-B/C MEDA PHARMA S.R.O. CZ 

DERMESTRIL 25 not available 56/505/95-A/C MEDA PHARMA S.R.O. CZ 

DERMESTRIL-Septem 50 not available 56/836/99-C MEDA PHARMA S.R.O. CZ 

DERMESTRIL-Septem 25 not available 56/835/99-C MEDA PHARMA S.R.O. CZ 

EPIESTROL –Septem 25 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0303/001 029000054 ROTTAPHARM S.P.A. IT 

EPIESTROL –Septem 50 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0303/002 029000078 ROTTAPHARM S.P.A. IT 

EPIESTROL –Septem 75 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0303/003 029000092 ROTTAPHARM S.P.A. IT 

DERMESTRIL 25 
microgrammes/24 
heures, dispositif 
transdermique 

not available 34009 340 906 6 0 ROTTAPHARM SAS FR 

DERMESTRIL 50 
microgrammes/24 
heures, dispositif 
transdermique 

not available 34009 340 904 3 1 ROTTAPHARM SAS FR 
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DERMESTRIL 100 
microgrammes/24 
heures, dispositif 
transdermique 

not available 34009 340 903 7 0 ROTTAPHARM SAS FR 

DERMESTRIL SEPTEM 25 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0302/001 34009 352 393 9 6 ROTTAPHARM SAS FR 

DERMESTRIL SEPTEM 25 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0302/001 34009 352 394 5 7 ROTTAPHARM SAS FR 

DERMESTRIL SEPTEM 50 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0302/002 34009 352 391 6 7 ROTTAPHARM SAS FR 

DERMESTRIL SEPTEM 50 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0302/002 34009 352 392 2 8 ROTTAPHARM SAS FR 

DERMESTRIL SEPTEM 75 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0302/003 34009 352 395 1 8 ROTTAPHARM SAS FR 

DERMESTRIL SEPTEM 75 
microgrammes/24 
heures, dispositif 
transdermique 

UK/H/0302/003 34009 352 396 8 6 ROTTAPHARM SAS FR 
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EPIESTROL-Septem 75, 
75 microgramas/24 horas 
sistema transdérmico 

UK/H/0303/003 2971380 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

EPIESTROL-Septem 75, 
75 microgramas/24 horas 
sistema transdérmico 

UK/H/0303/003 2971489 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

EPIESTROL-Septem 50, 
50 microgramas/24 horas 
sistema transdérmico 

UK/H/0303/002 2971182 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

EPIESTROL-Septem 50, 
50 microgramas/24 horas 
sistema transdérmico 

UK/H/0303/002 2971281 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

EPIESTROL-Septem 25, 
25 microgramas/24 horas 
sistema transdérmico 

UK/H/0303/001 2970986 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

EPIESTROL-Septem 25, 
25 microgramas/24 horas 
sistema transdérmico 

UK/H/0303/001 2971083 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 25 25 
microgramas/24h 
Sistema transdérmico 

not available 2458180 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 25 25 
microgramas/24h 
Sistema transdérmico 

not available 2458289 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 25 25 
microgramas/24h 
Sistema transdérmico 

not available 2458388 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 
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Epiestrol 25 25 
microgramas/24h 
Sistema transdérmico 

not available 2458487 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 50 50 
microgramas/24h 
Sistema transdérmico 

not available 2458586 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 50 50 
microgramas/24h 
Sistema transdérmico 

not available 2458685 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 50 50 
microgramas/24h 
Sistema transdérmico 

not available 2458883 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 50 50 
microgramas/24h 
Sistema transdérmico 

not available 2458784 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 100 100 
microgramas/24h 
Sistema transdérmico 

not available 2458982 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 100 100 
microgramas/24h 
Sistema transdérmico 

not available 2459089 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 100 100 
microgramas/24h 
Sistema transdérmico 

not available 2459188 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Epiestrol 100 100 
microgramas/24h 
Sistema transdérmico 

not available 2459287 MEDA PHARMA – PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 
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ARMONIL 100 
microgrammi/24 ore 
cerotti transdermici 

not available 032926038 MEDA PHARMA S.P.A. IT 

ARMONIL 25 
microgrammi/24 ore 
cerotti transdermici 

not available 032926014 MEDA PHARMA S.P.A. IT 

ARMONIL 50 
microgrammi/24 ore 
cerotti transdermici 

not available 032926026 MEDA PHARMA S.P.A. IT 

ARMONIL–Septem 25 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/001 032926040 MEDA PHARMA S.P.A. IT 

ARMONIL–Septem 25 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/001 032926053 MEDA PHARMA S.P.A. IT 

ARMONIL–Septem 50 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/002 032926077 MEDA PHARMA S.P.A. IT 

ARMONIL–Septem 50 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/002 032926065 MEDA PHARMA S.P.A. IT 

ARMONIL–Septem 75 
microgrammi/24 ore, 
cerotto transdermico 

UK/H/0302/003 032926089 MEDA PHARMA S.P.A. IT 

DIVIGEL, 0,1% geel not available 195998 ORION CORPORATION EE 
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member state 
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Climara 50 
microgrammes/24 heures 
dispositif transdermique 

UK/H/0114/001 BE177091 BAYER SA NV BE 

Climara 50 
Mikrogramm/24 Stunden 
transdermales Pflaster 

UK/H/0114/001 BE177091 BAYER SA NV BE 

Climara 50 
Mikrogramm/24 Stunden 
transdermales Pflaster 

UK/H/0114/001 1996060370 BAYER SA NV LU 

Climara 50 
mikrogramov/24 ur 
transdermalni obliž 

not available H/01/00400/001 BAYER PHARMA AG SI 

Climara 50 
micrograme/24 ore 
plasture transdennic 

not available 7541/2015/01-02 BAYER PHARMA AG RO 

Климара 50 
микрограма/24 часа 
трансдермален пластир 

not available 9900139 BAYER PHARMA AG BG 

Climara 50 
mikrogrammi/24 tunnis 
transdermaalne plaaster 

not available 160197 BAYER PHARMA AG EE 

Climara-50; 50 µg/dobę 
(3,8 mg), system 
transdermalny 

not available 4583 BAYER PHARMA AG PL 

Progynova® TS 50 
micrograms/24 hours 
Transdermal Patch 

not available MA513/03301 BAYER PLC MT 
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Climara 50 
microgrammes/24 heures 
dispositif transdermique 

UK/H/0114/001 1996060370 BAYER SA NV LU 

Progynova® TS 100 
micrograms/24 hours 
Transdermal Patch 

UK/H/0114/002 PL 00010/0561 BAYER PLC UK 

Climara Forte 100 
micrograms/24 hours 
Transdermal Patch 

UK/H/0114/002 PA 1410/15/2 BAYER LTD IE 

Climara 100 
microgrammi/24 h cerotti 
transdermici 

UK/H/0114/002 030183040 BAYER SPA IT 

Climara 100 
microgrammi/24 h cerotti 
transdermici 

UK/H/0114/002 030183038 BAYER SPA IT 

Climara 50 
Mikrogramm/24 h 
transdermales Pflaster 

UK/H/0114/001 1-21511 BAYER AUSTRIA GMBH AT 

Progynova® TS 50 
micrograms/24 hours 
Transdermal Patch 

UK/H/0114/001 PL 00010/0560 BAYER PLC UK 

Climara 50 microgramas/ 
24 horas sistemas 
transdérmicos 

UK/H/0114/001 2671485 BAYER PORTUGAL LDA PT 

Climara 50 microgram/24 
uur pleister voor 
transdermaal gebruik 

UK/H/0114/001 BE177091 BAYER SA NV BE 
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Climara 50 
micrograms/24 hours 
Transdermal Patch 

UK/H/0114/001 PA 1410/15/1 BAYER LTD IE 

Climara 50 microgramas/ 
24 horas sistemas 
transdérmicos 

UK/H/0114/001 2671386 BAYER PORTUGAL LDA PT 

Climara 50 
50 μg/24 hodin 

not available 56/683/96-C BAYER PHARMA AG CZ 

Climara 50 
mikrogramu/24 stundās 
transdermāls plāksteris 

not available 99-0016 BAYER PHARMA AG LV 

Climara 50 
microgrammi/24 h cerotti 
transdermici 

UK/H/0114/001 030183014 BAYER SPA IT 

Climara 50 
microgrammi/24 h cerotti 
transdermici 

UK/H/0114/001 030183026 BAYER SPA IT 

Gynokadin® Dosiergel not available 31673.00.00 DR. KADE / BESINS PHARMA 
GMBH 

DE 

GINAIKOS 1,5 mg gel not available 034727014 ABIOGEN PHARMA S.P.A. IT 

Estring 7,5 mikrograma 
na 24 ur vaginalni 
dostavni sistem 

UK/H/5157/001 H/13/00589/001 PFIZER LUXEMBOURG SARL SI 
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ESTRING 2 mg, système 
de diffusion vaginal 

UK/H/5157/001 34009 275 661 8 9 PFIZER HOLDING FRANCE 
(S.C.A.) 

FR 

Estring 7,5 mikrog/24 
timmar vaginalinlägg 

not available 11352 PFIZER OY FI 

Estring 7,5 microgramos 
cada 24 horas sistema de 
liberación vaginal 

UK/H/5157/001 77867 PFIZER, S.L. ES 

Estring 7,5 
microgrammi/24 ore, 
dispositivo vaginale 

UK/H/5157/001 042840013 PFIZER ITALIA S.R.L. IT 

ESTRING® 2 mg 
Vaginalinsert Estradiol 

not available 29279.00.00 PFIZER PHARMA PFE GMBH DE 

Oestring 7,5 
mikrogram/24 timmar 
vaginalinlägg 

not available 11783 PFIZER AB SE 

Estring 7,5 míkróg/24 
klst.skeiðarinnlegg 

not available 920143 PFIZER APS IS 

Estring, vaginalindlæg not available 15084 PFIZER APS DK 

Estring 7,5 mikrogram/ 
24 timer vaginalinnlegg 

not available 94-2203 PFIZER AS NO 
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Estring 7,5 mikrog / 24 
tuntia 
depotlääkevalmiste, 
emättimeen 

not available 11352 PFIZER OY FI 

Estring 7.5 microgram/24 
hours, vaginal delivery 
system 

UK/H/5157/001 PL 00057/1424 PFIZER LIMITED UK 

DERMESTRIL ® - Septem 
25 micrograms / 24 hrs 
Διαδερμικό έμπλαστρο 

UK/H/0303/001 57757/18-9-2013 PROTON PHARMA S.A. GR 

DERMESTRIL ® - Septem 
50 micrograms / 24 hrs 
Διαδερμικό έμπλαστρο 

UK/H/0303/002 68915/18-9-2013 PROTON PHARMA S.A. GR 

DERMESTRIL ® - Septem 
75 micrograms / 24 hrs 
Διαδερμικό έμπλαστρο 

UK/H/0303/003 68916/18-9-2013 PROTON PHARMA S.A. GR 

DERMESTRIL not available 57765/18-9-2013 PROTON PHARMA S.A. GR 

DERMESTRIL not available 68913/18/9/2013 PROTON PHARMA S.A. GR 

DERMESTRIL not available 68914/18/9/2013 PROTON PHARMA S.A. GR 

Estraderm MX 25 25 
microgramas/24 h 
Adesivo transdérmico 

not available 8708164 MERUS LABS LUXCO S.À R.L PT 
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Estraderm MX 25 25 
microgramas/24 h 
Adesivo transdérmico 

not available 8708107 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 25 25 
microgramas/24 h 
Adesivo transdérmico 

not available 3273786 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 25 25 
microgramas/24 h 
Adesivo transdérmico 

not available 3071289 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 50 50 
microgramas/24 h 
Adesivo transdérmico 

not available 8708172 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 50 50 
microgramas/24 h 
Adesivo transdérmico 

not available 8708123 MERUS LABS LUXCO S.À R.L PT 

ESTRADERM MX 25; 0,75 
mg; 25 μg/24 h; system 
transdermalny 

not available 7028 MERUS LABS LUXCO S.À R.L PL 

ESTRADERM MX 50; 1,5 
mg; 50 µg/24 h; system 
transdermalny 

not available 7029 MERUS LABS LUXCO S.À R.L PL 

ESTRADERM MX 100; 3 
mg; 100 µg/24 h; system 
transdermalny 

not available 7030 MERUS LABS LUXCO S.À R.L PL 

Estraderm MX 50 50 
microgramas/24 h 
Adesivo transdérmico 

not available 3273885 MERUS LABS LUXCO S.À R.L PT 
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ESTRADERM MX 25 
mcg/die cerotto 
transdermico 

not available 031773017 MERUS LABS LUXCO S.À R.L IT 

Estraderm MX 50 50 
microgramas/24 h 
Adesivo transdérmico 

not available 3152683 MERUS LABS LUXCO S.À R.L PT 

ESTRADERM MX 50 
mcg/die cerotto 
transdermico 

not available 031773029 MERUS LABS LUXCO S.À R.L IT 

Estraderm MX 100 100 
microgramas/24 h 
Adesivo transdérmico 

not available 8708180 MERUS LABS LUXCO S.À R.L PT 

ESTRADERM MX 100 
mcg/die cerotto 
transdermico 

not available 031773031 MERUS LABS LUXCO S.À R.L IT 

Estraderm MX 100 100 
microgramas/24 h 
Adesivo transdérmico 

not available 8708149 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 100 100 
microgramas/24 h 
Adesivo transdérmico 

not available 3273984 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX 100 100 
microgramas/24 h 
Adesivo transdérmico 

not available 3152782 MERUS LABS LUXCO S.À R.L PT 

Estraderm MX® 25 not available PL 44374/0003 MERUS LABS LUXCO S.À R.L UK 
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Estraderm MX® 50 not available PL 44374/0004 MERUS LABS LUXCO S.À R.L UK 

Estraderm MX ®75 not available PL 44374/0005 MERUS LABS LUXCO S.À R.L UK 

Estraderm MX ®100 not available PL 44374/0006 MERUS LABS LUXCO S.À R.L UK 

ESTRADERM® MATRIX 
25 microgramos/24 horas 
parches transdérmicos 

not available 59.153 MERUS LABS LUXCO S.À R.L ES 

ESTRADERM® MATRIX 
50 microgramos/24 horas 
parches transdérmicos 

not available 59.154 MERUS LABS LUXCO S.À R.L ES 

ESTRADERM® MATRIX 
100 microgramos/24 
horas parches 
transdérmicos 

not available 59.155 MERUS LABS LUXCO S.À R.L ES 

PROVAMES 1 mg, 
comprimé pelliculé 

not available 34009 346 665 0 6 MERUS LABS LUXCO S.À R.L FR 

PROVAMES 1 mg, 
comprimé pelliculé 

not available 34009 346 664 4 5 MERUS LABS LUXCO S.À R.L FR 

PROVAMES 1 mg, 
comprimé pelliculé 

not available 34009 346 666 7 4 MERUS LABS LUXCO S.À R.L FR 
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PROVAMES 2 mg, 
comprimé pelliculé 

not available 34009 354 794 0 2 MERUS LABS LUXCO S.À R.L FR 

PROVAMES 2 mg, 
comprimé pelliculé 

not available 34009 354 793 4 1 MERUS LABS LUXCO S.À R.L FR 

PROVAMES 2 mg, 
comprimé pelliculé 

not available 34009 337 341 1 4 MERUS LABS LUXCO S.À R.L FR 

 


