Amsterdam, 3 March 2022
EMA/195107/2022
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: goserelin

Procedure no.: PSUSA/00001562/202105



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

authorisation country) | Authorisation member state product is authorised
number

Algonad 10,8 mg PT/H/1277/001 LT/1/15/3833/001 ZENTIVA, K.S. LT

implantas uzpildytame

Svirkste

Algonad 10,8 mg PT/H/1277/001 LT/1/15/3833/002 ZENTIVA, K.S. LT

implantas uzpildytame

Svirkste

Golexin 3,6 mg implante, | PT/H/1612/001 5688346 AMW GMBH PT

seringa pré-carregada

Golexin 3,6 mg implante, | PT/H/1612/001 5688353 AMW GMBH PT

seringa pré-carregada

Golexin 3.6 mg implant, PT/H/1612/001 MA1159/00201 AMW GMBH MT

in a pre-filled syringe

Golexin LA 10,8 mg PT/H/1611/001 5688379 AMW GMBH PT

implante, seringa pré-

carregada

Golexin LA 10,8 mg PT/H/1611/001 5688361 AMW GMBH PT

implante, seringa pré-

carregada

Golexin LA 10.8 mg PT/H/1611/001 MA115900101 AMW GMBH MT

implant, in a pre-filled
syringe
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implant w amputko-
strzykawce

EUROPE EOOD

Goserelin Boston not available MA1264/00302 BOSTON BIOPHARMA LTD. MT
Biopharma 10.8 mg

implant, in a pre-filled

syringe

Goserelin Boston not available MA1264/00301 BOSTON BIOPHARMA LTD. MT
Biopharma 3.6 mg

implant, in a pre-filled

syringe

Goserrelina Teva 3,6 mg | PT/H/1351/001 5668520 TEVA PHARMA - PRODUTOS | PT
implante, seringa pré- FARMACEUTICOS LDA

cheia

Goserrelina Teva 3,6 mg | PT/H/1351/001 5668538 TEVA PHARMA - PRODUTOS | PT
implante, seringa pré- FARMACEUTICOS LDA

cheia

Goserrelina Teva LA 10,8 | PT/H/1352/001 5668546 TEVA PHARMA - PRODUTOS | PT
mg implante, seringa FARMACEUTICOS LDA

pré-cheia

Goserrelina Teva LA 10,8 | PT/H/1352/001 5668553 TEVA PHARMA - PRODUTOS | PT
mg implante, seringa FARMACEUTICOS LDA

pré-cheia

Reseligo 10,8 mg PT/H/1277/001 44/0266/16-S ZENTIVA, K.S. SK
implantat naplneny v

injekénej striekacke

Reseligo 10,8 mg PT/H/1277/001 22926 ALVOGEN PHARMA TRADING | PL
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Reseligo 10,8 mg PT/H/1277/001 8396/2015/01 ALVOGEN IPCO S.AR.L RO
implant, in seringa

preumpluta

Reseligo 10,8 mg PT/H/1277/001 8396/2015/02 ALVOGEN IPCO S.AR.L RO
implant, in seringa

preumpluta

Reseligo 10,8 mg PT/H/1277/001 HR-H-863040656 ALVOGEN IPCO S.AR.L HR
implantat u napunjenoj

Strcaljki

Reseligo 10,8 mg PT/H/1277/001 H/16/02107/001 ALVOGEN PHARMA TRADING | SI
implantat v napolnjeni EUROPE EOOD

injekcijski brizgi

Reseligo 10,8 mg PT/H/1277/001 H/16/02107/002 ALVOGEN PHARMA TRADING | SI
implantat v napolnjeni EUROPE EOOD

injekcijski brizgi

Reseligo 10,8 mg PT/H/1277/001 56/108/16-C ALVOGEN IPCO S.AR.L cz
implantat v predplnéné

injekcni strikacce

Reseligo 10,8 mg PT/H/1277/001 OGYI-T-22933/03 ALVOGEN PHARMA TRADING | HU
implantatum el6retoltott EUROPE EOOD

fecskendében

Reseligo 10,8 mg PT/H/1277/001 OGYI-T-22933/04 ALVOGEN PHARMA TRADING | HU
implantatum elGretoltott EUROPE EOOD

fecskend6ben

Reseligo 10,8 mg PT/H/1277/001 15-0333 ALVOGEN PHARMA TRADING | LV

implants pilnslircé

EUROPE EOOD
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implantat v napolnjeni
injekcijski brizgi

EUROPE EOOD

RESELIGO 10,8 mg PT/H/1277/001 1S/1/15/120/02 ZENTIVA, K.S. IS
vefjalyf i afylltri sprautu

Reseligo 3,6 mg PT/H/1276/001 44/0258/16-S ZENTIVA, K.S. SK
implantat naplneny v

injek¢nej striekacke

Reseligo 3,6 mg implant, | PT/H/1276/001 8436/2015/01 ALVOGEN IPCO S.AR.L RO
in seringa preumpluta

Reseligo 3,6 mg implant, | PT/H/1276/001 8436/2015/02 ALVOGEN IPCO S.AR.L RO
in seringa preumpluta

Reseligo 3,6 mg PT/H/1276/001 LT/1/15/3840/001 ZENTIVA, K.S. LT
implantas uzpildytame

Svirkste

Reseligo 3,6 mg PT/H/1276/001 LT/1/15/3840/002 ZENTIVA, K.S. LT
implantas uzpildytame

Svirkste

Reseligo 3,6 mg PT/H/1276/001 HR-H-731754823 ALVOGEN IPCO S.AR.L HR
implantat u napunjenoj

Strcaljki

Reseligo 3,6 mg PT/H/1276/001 H/16/02106/001 ALVOGEN PHARMA TRADING | SI
implantat v napolnjeni EUROPE EOOD

injekcijski brizgi

Reseligo 3,6 mg PT/H/1276/001 H/16/02106/002 ALVOGEN PHARMA TRADING | SI
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Reseligo 3,6 mg PT/H/1276/001 56/107/16-C ALVOGEN IPCO S.AR.L cz
implantat v predplnéné

injekéni strikacce

Reseligo 3,6 mg PT/H/1276/001 OGYI-T-22933/01 ZENTIVA, K.S. HU
implantatum elGretoltott

fecskenddben

Reseligo 3,6 mg PT/H/1276/001 OGYI-T-22933/02 ZENTIVA, K.S. HU
implantatum elGretoltott

fecskenddben

Reseligo 3,6 mg implants | PT/H/1276/001 15-0332 ALVOGEN PHARMA TRADING | LV
pilnslirce EUROPE EOOD

Reseligo 3,6 mg inplant PT/H/1276/001 22925 ALVOGEN PHARMA TRADING | PL
w amputko-strzykawce EUROPE EOOD

Reseligo, 10,8 mg, PT/H/1277/001 898015 ZENTIVA, K.S. EE
implantaat, sustlis

Reseligo, 10.8 mg, PT/H/1277/001 PT/H/1277/01 ALVOGEN IPCO S.AR.L PT
Implante em seringa

pré-cheia

Reseligo, 3,6 mg PT/H/1276/001 898115 ALVOGEN PHARMA TRADING | EE
implantaat, sustlis EUROPE EOOD

Reseligo, 3.6 mg, PT/H/1276/001 PT/H/1276/01 ALVOGEN IPCO S.AR.L PT
Implante em seringa

pré-cheia

Xanderla 10,8 mg PT/H/1637/001 17-0163 TEVA B.V LV

implants pilnslircé
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implantaatti

Xanderla 3,6 mg PT/H/1634/001 17-0162 TEVA B.V LV
implants pilnslircé

Xanderla LA, 10,8 mg, PT/H/1637/001 24310 TEVA PHARMACEUTICALS PL
implant w amputko- POLSKA SP. Z 0.0.

strzykawce

Xanderla LA, 10,8 mg, PT/H/1637/001 NOT PROVIDED BY HA-10.8 MG TEVA PHARMA - PRODUTOS | PT
Implante em seringa PRE-FILLED SYRINGE PT FARMACEUTICOS LDA

pré-cheia

Xanderla, 3,6 mg, PT/H/1634/001 24306 TEVA PHARMACEUTICALS PL
implant w amputko- POLSKA SP. Z O.0.

strzykawce

Xanderla, 3,6 mg, PT/H/1634/001 NOT PROVIDED BY HA-3.6 MG TEVA PHARMA - PRODUTOS PT
Implante em seringa IMPLANTS FARMACEUTICOS LDA

pré-cheia

Zildalis 10,8 mg PT/H/1637/001 OGYI-T-23209/02 TEVA GYOGYSZERGYAR ZRT | HU
implantatum elGretdltott

fecskendében

Zildalis 3,6 mg PT/H/1634/001 OGYI-T-23209/01 TEVA GYOGYSZERGYAR ZRT | HU
implantatum elGretoltott

fecskendében

ZOLADEX 10,8 mg not available 26471021 ASTRAZENECA S.P.A. IT
impianto a rilascio

prolungato per uso

sottocutaneo

Zoladex 10,8 mg not available 11924 ASTRAZENECA OY FI
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Zoladex 10,8 mg not available H/94/01709/002 ASTRAZENECA AB SI
implantat v napolnjeni
injekcijski brizgi

Zoladex 10,8 mg not available 12377 ASTRAZENECA AB SE
implantat, forfylld spruta

Zoladex 10,8 mg not available 94-2930 ASTRAZENECA AS NO
implantat.

Zoladex 10,8 mg not available 940248 (1S) ASTRAZENECA AB IS
vefjalyf.

ZOLADEX 10,8 mg not available 39553 / 04-03-2010 ASTRAZENECA S.A GR

EVEODIYNO EJQUTEUNA

ZOLADEX 10,8 mg, not available NL 21001 ASTRAZENECA S.A.S. FR
implant en seringue
préremplie pour voie
sous-cutanée

ZOLADEX 3,6 mg not available 26471019 ASTRAZENECA S.P.A. IT
impianto a rilascio
prolungato per uso

sottocutaneo

Zoladex 3,6 mg implant not available 2214/2009/01 ASTRAZENECA AB RO
Zoladex 3,6 mg not available 9519 ASTRAZENECA OY FI

implantaatti

Zoladex 3,6 mg not available LT /1/94/0813/001 ASTRAZENECA AB LT
implantas
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Implantat

GMBH

ZOLADEX 3,6 mg not available HR-H-247320153 ASTRAZENECA D.O.O. HR

implantat

Zoladex 3,6 mg not available 7317 ASTRAZENECA AS NO

implantat

Zoladex 3,6 mg not available H/94/01709/001 ASTRAZENECA AB SI

implantat v napolnjeni

injekcijski brizgi

Zoladex 3,6 mg not available 10810 ASTRAZENECA AB SE

implantat, forfylld spruta

Zoladex 3,6 mg implante | not available 8679308 ASTRAZENECA PRODUTOS PT
FARMACEUTICOS LDA

Zoladex 3,6 mg implante | not available 58.603 ASTRAZENECA ES

en jeringa precargada FARMACEUTICA SPAIN, S.A.

Zoladex 3,6 mg vefjalyf. not available 870212 (IS) ASTRAZENECA AB IS

ZOLADEX 3,6 mg evéaigo | not available 39552 / 05-11-2009 ASTRAZENECA S.A GR

EPQUTEUNA

ZOLADEX 3,6 mg, not available NL 14490 ASTRAZENECA S.A.S. FR

implant en seringue

préremplie pour voie

sous cutanée

Zoladex 3.6 mg Implant not available PA 1019/027/001 ASTRAZENECA AB 1E

Zoladex 3.6 mg Implant not available MA046/02801 ASTRAZENECA AB MT

Zoladex Depot 10,8 mg - | not available 1-21236 ASTRAZENECA OSTERREICH | AT
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Zoladex depot 10,8 mg not available 56/681/96-C ASTRAZENECA AB Ccz
implantat v predplnéné

injekéni strikacce

Zoladex depot 10,8 mg not available OGYI-T-1976/02 ASTRAZENECA KFT. HU
implant@tum

eloret@lttt

fecskendoben

Zoladex depot 3,6 mg not available 44/0276/92-C/S ASTRAZENECA AB SK
Zoladex Depot 3,6 mg - not available 1-18860 ASTRAZENECA OSTERREICH | AT
Implantat GMBH

Zoladex depot 3,6 mg not available 56/276/92-C ASTRAZENECA AB Ccz
implantat v predplnéné

injek¢ni stiikacce

Zoladex depot 3,6 mg not available OGYI-T-1976/01 ASTRAZENECA KFT. HU
implant@tum

eloretltett

fecskendoben

Zoladex LA 10,8 mg not available 1018/2008/01 ASTRAZENECA AB RO
implant

Zoladex LA 10,8 mg not available LT/1/94/0813/002 ASTRAZENECA AB LT
implantas

ZOLADEX LA 10,8 mg not available HR-H-936480409 ASTRAZENECA D.O.O. HR
implantat

Zoladex LA 10,8 mg not available 2845881 ASTRAZENECA PRODUTOS PT

implante

FARMACEUTICOS LDA
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Zoladex LA 10.8 mg not available PA 1019/027/002 ASTRAZENECA AB IE
Implant

Zoladex LA 10.8 mg not available MA046/02802 ASTRAZENECA AB MT
Implant

Zoladex LA depot 10,8 not available 44/0033/13-S ASTRAZENECA AB SK
mg implant@t

ZOLADEX LA, 10,8 mg, not available 7832 ASTRAZENECA AB PL
implant podskorny.

ZOLADEX Long Acting, not available BE179277 ASTRAZENECA S.A. / N.V. BE
10,8 mg, implant

ZOLADEX Long Acting, not available BE179277 ASTRAZENECA S.A. / N.V. BE
10,8 mg, implantaat

Zoladex Trimestral 10,8 not available 61.367 ASTRAZENECA ES
mg implante en jeringa FARMACEUTICA SPAIN, S.A.
precargada

ZOLADEX, 3,6 mg not available 062494 ASTRAZENECA AB EE
implantaat

ZOLADEX, 3,6 mg, not available BE138731 ASTRAZENECA S.A. / N.V. BE
implant

ZOLADEX, 3,6 mg, not available BE138731 ASTRAZENECA S.A. / N.V. BE
implant

Zoladex, 3,6 mg, implant | not available R/0823 ASTRAZENECA AB PL
podskérny.

Zoladex, implantat not available 17092 ASTRAZENECA A/S DK
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Zoladex, implantat not available 12614 ASTRAZENECA A/S DK
Zoladex® 10,8 mg not available 34481.00.00 ASTRAZENECA GMBH DE
Implantat

Zoladex® 3,6 mg not available 19711.00.00 ASTRAZENECA GMBH DE
Implantat

Zoladex® eveaiyo not available 18333 ASTRAZENECA AB CY
€u@UTEUNA 10.8 mg

Zoladex® evéoipo not available 13581 ASTRAZENECA AB CY
eu@UTEUNA 3.6 Mg

Zoladex®-GYN 3,6 mg not available 39268.00.00 ASTRAZENECA GMBH DE
Implantat

Zoladex-10,8, not available RVG 18562 ASTRAZENECA BV NL
implantatiestaafje 10,8

mg

Zoladex-3,6, not available RVG 12277 ASTRAZENECA BV NL
implantatiestaafje 3,6

mg

3onagekc 3,6 mg not available 20020071 ASTRAZENECA AB BG
UMnaaHTaT

3onagekc LA 10,8 mg not available 9800307 ASTRAZENECA AB BG
nMnaaHTaT

Kcanpepna 3,6 mg PT/H/1634/001 20170250 TEVA B.V BG

MMMNNaHTaT B
npeasapuTesiHo
Hanb/IHEHA CNPUHLOBKaA
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Kcangepna LA 10,8 mg
uMnnaHTaT B
npeasBapuTenHo
Hamb/IHEHa CMpPUHLIOBKA

PT/H/1637/001

20170251

TEVA B.V

BG

PE3EJINIO 10,8 mg
UMNNAHTaT B
npeaBapuTesiHo
Hanb/IHEHA CMPUHLIOBKA

PT/H/1277/001

20150378

ALVOGEN PHARMA TRADING
EUROPE EOOD

BG

PE3ESINIO 3,6 mg
UMMNNAHTAT B
npeaBapuTenHo
Hanb/IHEHA CNPUHLIOBKaA

PT/H/1276/001

20150379

ALVOGEN PHARMA TRADING
EUROPE EOOD

BG
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