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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

injekcny roztok

number
Arvekap 0,1 mg not available 17054 IPSEN M.E.P.E. CY
Arvekap 0,1 mg not available 62348/10-31/07/2017 IPSEN M.E.P.E. GR
Arvekap 11,25 mg not available 19629 IPSEN M.E.P.E. CY
Arvekap 11,25 mg kovIg not available 63652 - 28/07/2017 IPSEN M.E.P.E. GR
kal d1IaAUTNG YIa eVECINO
Evaiwpnua
Arvekap 22,5 mg koviIg DE/H/0492/002 78923/31-10-2016 IPSEN M.E.P.E. GR
Kal d1aAuTNG yIa EVECINO
EValWPNUA NapaTeTapévng
anod£0UeEUONG.
Arvekap 3,75 mg not available 17055 IPSEN M.E.P.E. CY
Arvekap 3,75 mg, KOVIG not available 63652 - 28/07/2017 IPSEN M.E.P.E. GR
kal d1IaAUTNG yia eVECINO
Evaiwpnua
DECAPEPTYL 0,1 mg not available 56/162/88 - A/C FERRING PHARMACEUTICALS | CZ
injek¢ni roztok CZ S.R.O.
DECAPEPTYL 0,1 mg not available 56/162/88 - A/C FERRING PHARMACEUTICALS | CZ
injek¢ni roztok CZ S.R.O.
DECAPEPTYL Depot 3,75| not available 56/162/88-C/C FERRING PHARMACEUTICALS | CZ
mg/ml prasek a CZ S.R.O.
rozpoustedlo pro injekeni
suspenzi s prodlouzenym
uvolnovanim
DECAPEPTYL Depot 3,75| not available 56/162/88-C/C FERRING PHARMACEUTICALS | CZ
mg/ml prasek a CZ S.R.O.
rozpoustedlo pro injekeni
suspenzi s prodlouzenym
uvolnovanim
Decapeptyl 0,1 mg - not available 1-22758 FERRING ARZNEIMITTEL AT
Fertigspritzen GES.M.B.H.
Decapeptyl 0,1 mg / ml not available 026999045 IPSEN S.P.A. 1T
Polvere e solvente per
soluzione iniettabile
DECAPEPTYL 0,1 mg not available 44/0162/88-CS FERRING GMBH SK
injekcny roztok
DECAPEPTYL 0,1 mg not available 44/0162/88-CS FERRING GMBH SK
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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

DECAPEPTYL 0,1 mg
injekcny roztok

not available

44/0162/88-CS

FERRING GMBH

SK

Decapeptyl 0,1 mg
poeder en oplosmiddel
voor oplossing voor
injectie

not available

BE 182454

IPSEN N.V.

BE

Decapeptyl 0,1 mg
poudre et solvant pour
solution injectable

not available

BE 182454

IPSEN N.V.

BE

Decapeptyl 0,1 mg
poudre et solvant pour
solution injectable

not available

2000090052

IPSEN N.V.

LU

Decapeptyl 0,1 mg
poudre et solvant pour
solution injectable

not available

2000090052

IPSEN N.V.

LU

Decapeptyl 0,1 mg
poudre et solvant pour
solution injectable

not available

2000090052

IPSEN N.V.

LU

Decapeptyl 0,1 mg Pulver
und Lésungsmittel zur
Herstellung einer
Injektionslésung

not available

BE 182454

IPSEN N.V.

BE

DECAPEPTYL 0,1 mg, 0,1
mg/ml, roztwér do
wstrzykiwan

not available

9459

FERRING GMBH

PL

Decapeptyl 0,1 mg, p6 e
solvente para solugdo
injetavel.

not available

3283587

IPSEN PORTUGAL PRODUTOS
FARMACEUTICOS, S.A.

PT

Decapeptyl 0,1 mg, pé e
solvente para solucao
injetavel.

not available

3283587

IPSEN PORTUGAL PRODUTOS
FARMACEUTICOS, S.A.

PT

DECAPEPTYL 0,1 mg,
poudre et solvant pour
solution injectable (S.C.)

not available

34009 328 503 2 7

IPSEN PHARMA

FR

DECAPEPTYL 0,1 mg,
poudre et solvant pour
solution injectable (S.C.)

not available

34009 328 502 6 6

IPSEN PHARMA

FR

Decapeptyl 0,1 mg/1 ml

not available

HR-H-441368305

FERRING GMBH

HR
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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

otopina za injekciju u
napunjenoj strcaljki

Decapeptyl 0,1 mg/1 ml,
oplossing voor injectie

NL/H/1427/001

RVG 33462

FERRING B.V.

NL

DECAPEPTYL 11.25 mg /
2ml - Polvere e solvente
per sospensione
iniettabile a rilascio
prolungato

not available

026999058

IPSEN S.P.A.

IT

DECAPEPTYL 22,5 mg /
2ml - Polvere e solvente
per sospensione
iniettabile a rilascio
prolungato

not available

026999060

IPSEN S.P.A.

IT

DECAPEPTYL 3,75 mg /
2ml Polvere e solvente
per sospensione
iniettabile a rilascio
prolungato

not available

026999021

IPSEN S.P.A.

IT

Decapeptyl 3,75 mg/2 ml
pé e veiculo para
suspensdo injetavel

not available

2047280

IPSEN PORTUGAL PRODUTOS

FARMACEUTICOS, S.A.

PT

Decapeptyl 3-month,
11.25 mg powder and
solvent for suspension for
injection

not available

PA 869/003/002

IPSEN PHARMACEUTICALS
LTD.

IE

Decapeptyl 6-month 22.5
mg

Powder and solvent for
prolonged-release
suspension for injection.

not available

PA 869/3/3

IPSEN PHARMACEUTICALS
LTD.

IE

Decapeptyl CR 3,75 mg
Prasak i otapalo za
suspenziju za injekciju

not available

HR-H-750053749

FERRING GMBH

HR

Decapeptyl Depot -
Retardmikrokapseln und
Suspensionsmittel in
Einmalspritzen

not available

1-18914

FERRING ARZNEIMITTEL
GES.M.B.H.

AT
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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
Decapeptyl Depot 3,75 not available LT/1/97/0244/001 FERRING GMBH LT

mg milteliai ir tirpiklis
injekcinei suspensijai

Decapeptyl Depot 3,75 not available 920160 FERRING LAEGEMIDLER A/S IS
mg stungulyfsstofn og

leysir, dreifa.

Decapeptyl Depot por és | not available OGYI-T-5310/01 FERRING MAGYARORSZAG HU
olddszer szuszpenzids GYOGYSZERKERESKEDELMI
injekciéhoz KFT.

DECAPEPTYL DEPOT, 3,75| not available R/3661 FERRING GMBH PL

mg, proszek i
rozpuszczalnik do
sporzadzania zawiesiny
do wstrzykiwan

Decapeptyl Depot, pulver | not available 13788 FERRING LAGEMIDLER A/S DK
og solvens til

injektionsvaeske,

suspension

Decapeptyl diario 0,1 mg | not available 62.431 IPSEN PHARMA SA ES

polvo y disolvente para
solucion inyectable

DECAPEPTYL Gyn 3,75 not available 28679.00.00 FERRING GMBH DE
mg Pulver und
Lésungsmittel zur
Herstellung einer
Injektionssuspension

DECAPEPTYL L.P. 11,25 not available 34009 341 256 52 IPSEN PHARMA FR
mg, poudre et solvant
pour suspension
injectable (IM ou SC)
forme a libération
prolongée sur 3 mois.

DECAPEPTYL L.P. 3 mg not available 34009 33943769 IPSEN PHARMA FR
poudre et solvant pour
suspension injectable
(I.M.) forme a libération
prolongée sur 28 jours

DECAPEPTYL L.P. 3,75 not available 34009 328 500 3 7 IPSEN PHARMA 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

mg, poudre et solvant
pour suspension
injectable (IM) forme a
libération prolongée sur
28 jours

Decapeptyl LP 11,25
mg/2 ml pd e veiculo para
suspensdo injetavel

not available

2891588

IPSEN PORTUGAL PRODUTOS
FARMACEUTICOS, S.A.

PT

DECAPEPTYL LP 22,5 mg
poudre et solvant pour
suspension injectable a
libération prolongée

DE/H/0492/002

34009 398 901 7 3

IPSEN PHARMA

FR

Decapeptyl LP 22,5 mg/2
ml pé e veiculo para
suspensdo injetavel

not available

5252770

IPSEN PORTUGAL PRODUTOS
FARMACEUTICOS, S.A.

PT

Decapeptyl mensual 3,75
mg polvo y disolvente
para suspension de
liberacion prolongada
inyectable

not available

58.404

IPSEN PHARMA SA

ES

Decapeptyl semestral
22,5 mg polvo y
disolvente para
suspension de liberacién
prolongada inyectable.

DE/H/0492/002

72077

IPSEN PHARMA SA

ES

Decapeptyl SR, 3 mg
powder and solvent for
suspension for injection

not available

PA 869/003/001

IPSEN PHARMACEUTICALS
LTD.

IE

Decapeptyl Sustained
Release 11,25 mg poeder
en oplosmiddel voor
suspensie voor injectie.

not available

BE 192516

IPSEN N.V.

BE

Decapeptyl Sustained
Release 11,25 mg poudre
et solvant pour
suspension injectable

not available

BE 192516

IPSEN N.V.

BE

Decapeptyl Sustained
Release 11,25 mg poudre

not available

2000060006

IPSEN N.V.

LU
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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

et solvant pour
suspension injectable

Decapeptyl Sustained
Release 11,25 mg Pulver
und Lésungsmittel zur
Herstellung einer
Injektionssuspension

not available

BE 192516

IPSEN N.V.

BE

Decapeptyl Sustained
Release 22,5 mg, poeder
en oplosmiddel voor
suspensie voor injectie
met verlengde afgifte

DE/H/0492/002

BE362284

IPSEN N.V.

BE

Decapeptyl Sustained
Release 22,5 mg, poudre
et solvant pour
suspension injectable a
libération prolongée

DE/H/0492/002

BE 362284

IPSEN N.V.

BE

Decapeptyl Sustained
Release 22,5 mg, poudre
et solvant pour
suspension injectable a
libération prolongée

DE/H/0492/002

0142/11010123

IPSEN N.V.

LU

Decapeptyl Sustained
Release 22,5 mg, Pulver
und Lésungsmittel zur
Herstellung einer Depot-
Injektionssuspension

DE/H/0492/002

BE 362284

IPSEN N.V.

BE

Decapeptyl Sustained
Release 3,75 mg poeder
en oplosmiddel voor
suspensie voor injectie.

not available

BE 145826

IPSEN N.V.

BE

Decapeptyl Sustained
Release 3,75 mg poudre
et solvant pour
suspension injectable.

not available

BE145826

IPSEN N.V.

BE

Decapeptyl Sustained
Release 3,75 mg poudre
et solvant pour
suspension injectable.

not available

1996035542

IPSEN N.V.

LU
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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

Decapeptyl Sustained
Release 3,75 mg Pulver
und Lésungsmittel zur
Herstellung einer
Injektionssuspension

not available

BE 145826

IPSEN N.V.

BE

Decapeptyl trimestral
11,25 mg polvo y
disolvente para
suspension de liberacion
prolongada inyectable

not available

61.665

IPSEN PHARMA SA

ES

DECAPEPTYL® IVF 0,1
mg/1 ml Injektionslésung

NL/H/1427/001

80353.00.00

FERRING ARZNEIMITTEL
GMBH

DE

DECAPEPTYL® N 3,75 mg
Pulver und Lésungsmittel
zur Herstellung einer
Injektionssuspension

NL/H/0263/001

51973.00.00

FERRING GMBH

DE

Decapeptyl-CR 3,75 mg,
poeder en oplosmiddel
VOOr suspensie voor
injectie

not available

RVG 12450

FERRING B.V.

NL

Diphereline 0,1 mg 0,1
mg proszek i
rozpuszczalnik do
sporzadzania roztworu do
wstrzykiwan

not available

8869

IPSEN PHARMA

PL

Diphereline 0,1 mg
milteliai ir tirpiklis
injekciniam tirpalui

not available

LT/1/94/0517/003

IPSEN PHARMA

LT

Diphereline 0,1 mg por és
olddszer oldatos
injekcidhoz

not available

OGYI-T-8168/01

IPSEN PHARMA

HU

DIPHERELINE 0,1 mg
prasek a rozpoustédlo pro
injekéni roztok

not available

56/182/01-C

IPSEN PHARMA

Ccz

DIPHERELINE 0,1 mg
prasek in vehikel za
raztopino za injiciranje

not available

H/02/00478/001

IPSEN PHARMA

SI

Diphereline 0,1 mg

not available

56/0193/00-S

IPSEN PHARMA

SK
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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

Prasok a rozpustadlo na
injekény roztok

Diphereline 0,1 mg not available 6776/2014/01 IPSEN PHARMA RO
pulbere si solvent pentru
solutie injectabila.

Diphereline 0,1 mg, not available 384602 IPSEN PHARMA EE
siistelahuse pulber ja

lahusti

Diphereline 11,25 mg not available LT/1/94/0517/002 IPSEN PHARMA LT

milteliai ir tirpiklis
pailginto atpalaidavimo
injekcinei suspensijai

DIPHERELINE 11,25 mg not available H/02/00478/003 IPSEN PHARMA SI
prasek in vehikel za
suspenzijo za injiciranje

Diphereline 11,25 mg not available 03-0240 IPSEN PHARMA LV

______

ilgstosas darbibas
injekciju suspensijas

pagatavosanai

Diphereline 11,25 mg, not available 698410 IPSEN PHARMA EE
toimeainet prolongeeritult

vabastava

slistesuspensiooni pulber

ja lahusti.

Diphereline 22,5 mg not available LT/1/94/0517/004 IPSEN PHARMA LT

milteliai ir tirpiklis
pailginto atpalaidavimo
injekcinei suspensijai

Diphereline 22,5 mg not available 8689/2016/01 IPSEN PHARMA RO
pulbere si solvent pentru
suspensie injectabila cu
eliberare prelungita

Diphereline 22,5 mg DE/H/0492/002 11-0003 IPSEN PHARMA LV
pulveris un skidinatajs
ilgstosas darbibas
injekciju suspensijas
pagatavosanai
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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

Diphereline 22,5 mg, not available 1033421 IPSEN PHARMA EE

toimeainet prolongeeritult

vabastava

siistesuspensiooni pulber

ja lahusti

Diphereline 3,75 mg not available LT/1/94/0517/001 IPSEN PHARMA LT

milteliai ir tirpiklis
pailginto atpalaidavimo
injekcinei suspensijai

DIPHERELINE 3,75 mg not available H/02/00478/002 IPSEN PHARMA SI
prasek in vehikel za
suspenzijo za injiciranje

Diphereline 3,75 mg not available 98-0005 IPSEN PHARMA LV
ilgstosas darbibas
injekciju suspensijas
pagatavosanai

Diphereline 3,75 mg, not available 2080/2009/01 IPSEN PHARMA RO
pulbere si solvent pentru
suspensie injectabila cu
eliberare prelungita.

Diphereline 3,75 mg, not available 279299 IPSEN PHARMA EE
toimeainet prolongeeritult
vabastava
siistesuspensiooni pulber
ja lahusti.

Diphereline PR 11,25 mg | not available 2081/2009/01 IPSEN PHARMA RO
pulbere si solvent pentru
suspensie injectabila cu
eliberare prelungita

DIPHERELINE S.R. 11,25 | not available 56/009/03-C IPSEN PHARMA Ccz
mg prasek a rozpoustédlo
pro injekéni suspenzi s
prodlouzenym
uvolfiovanim

Diphereline S.R. 11,25 not available 56/0069/01-S IPSEN PHARMA SK
mg

prasok a disperzné
prostredie na injek¢énu
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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

suspenziu s predlzenym
uvolfiovanim

DIPHERELINE S.R. 22,5
mg prasek a rozpoustédlo
pro injek¢ni suspenzi s
prodlouzenym
uvolfiovanim

DE/H/0492/002

56/134/11-C

IPSEN PHARMA

cz

Diphereline S.R. 22,5 mg
prasok a disperzné
prostredie na injek<nd
suspenziu s predlzenym
uvolfiovanim

DE/H/0492/002

56/0933/10-S

IPSEN PHARMA

SK

DIPHERELINE S.R. 3 mg
prasek a rozpoustédlo pro
injek¢ni suspenzi s
prodlouzenym
uvolfiovanim

not available

56/214/01-C

IPSEN PHARMA

cz

Diphereline S.R. 3,75 mg
prasok a disperzné
prostredie na injekcnd
suspenziu s predlzenym
uvolfiovanim

not available

56/0194/00-S

IPSEN PHARMA

SK

Diphereline SR 11,25 mg
por és olddszer retard
szuszpenzids injekcidhoz

not available

OGYI-T-9082/01

IPSEN PHARMA

HU

Diphereline SR 11,25 mg;
11,25 mg; proszek i
rozpuszczalnik do
sporzadzania zawiesiny o
przedtuzonym uwalnianiu
do wstrzykiwan

not available

8944

IPSEN PHARMA

PL

Diphereline SR 22,5 mg,
22,5 mg, proszek i
rozpuszczalnik do
sporzadzenia zawiesiny
do wstrzykiwan, o
przedtuzonym uwalnianiu

DE/H/0492/002

17882

IPSEN PHARMA

PL

Diphereline SR 22,5 mg
por és olddszer retard

DE/H/0492/002

OGYI-T-21912/01

IPSEN PHARMA

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

szuszpenzids injekciéhoz

Diphereline SR 3,75 mg
por és olddszer retard
szuszpenzids injekcidhoz

not available

OGYI-T-8169/01

IPSEN PHARMA

HU

Diphereline SR 3,75; 3,75
mg; proszek i
rozpuszczalnik do
sporzadzania zawiesiny o
przedtuzonym uwalnianiu
do wstrzykiwan

not available

4869

IPSEN PHARMA

PL

Fertipeptil 0,1 mg/1 ml
soluzione iniettabile

NL/H/1427/001

039404013

FERRING S.P.A.

IT

Gonapeptyl 0,1 mg/1 ml
raztopina za injiciranje

NL/H/1427/001

5363-1-1515/13

FERRING GMBH

SI

Gonapeptyl 0,1 mg/ml
injeksjonsvaeske,
opplgsning

NL/H/1427/001

09-7253

FERRING LEGEMIDLER AS

NO

Gonapeptyl 0,1 mg/ml
injektioneste, liuos

NL/H/1427/001

28222

FERRING LAAKKEET OY

FI

Gonapeptyl 0,1 mg/ml
injektionsvatska, 16sning

NL/H/1427/001

28222

FERRING LAAKKEET OY

FI

Gonapeptyl 0,1 mg/ml
injektionsvatska, I16sning

NL/H/1427/001

43503

FERRING LAKEMEDEL AB

SE

Gonapeptyl 0,1 mg/ml
oldatos injekcio

NL/H/1427/001

OGYI-T-21047/01

FERRING MAGYARORSZAG

GYOGYSZERKERESKEDELMI

KFT.

HU

GONAPEPTYL 3,75 mg,
poudre et solvant pour
suspension injectable a
libération prolongée en
seringues pré-remplies.

NL/H/0263/001

3584467

FERRING S.A.S.

FR

GONAPEPTYL 3,75 mg,
poudre et solvant pour
suspension injectable a
libération prolongée en
seringues pré-remplies.

NL/H/0263/001

3584473

FERRING S.A.S.

FR

Gonapeptyl Daily 0,1
mg/1 ml, oplossing voor

NL/H/1427/001

BE 339902

FERRING 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

injectie

Gonapeptyl Daily 0,1
mg/1 ml, solution
injectable

NL/H/1427/001

BE 339902

FERRING N.V.

BE

Gonapeptyl Daily 0,1
mg/1 ml, solution
injectable

NL/H/1427/001

2009080048

FERRING N.V.

LU

Gonapeptyl Daily 0,1
mg/ml, Injektionslésung

NL/H/1427/001

BE 339902

FERRING N.V.

BE

Gonapeptyl Daily 0,1
mg/ml, Injektionslésung

NL/H/1427/001

2009080048

FERRING N.V.

LU

Gonapeptyl Daily, 0,1
mg/1 ml, roztwér do
wstrzykiwan

NL/H/1427/001

15578

FERRING GMBH

PL

Gonapeptyl Depot 3,75
mg poeder en
oplosmiddel voor
suspensie voor injectie

NL/H/0263/001

BE230027

FERRING N.V.

BE

GONAPEPTYL Depot 3,75
mg Polvere e solvente per
sospensione iniettabile

NL/H/0263/001

035562014

FERRING S.P.A.

IT

GONAPEPTYL Depot 3,75
mg Polvere e solvente per
sospensione iniettabile

NL/H/0263/001

035562026

FERRING S.P.A.

IT

GONAPEPTYL DEPOT 3,75
mg Polvo y disolvente
para suspension
inyectable

NL/H/0263/001

64.530

FERRING S.A.U.

ES

Gonapeptyl Depot 3,75
mg poudre et solvant
pour suspension
injectable

NL/H/0263/001

BE230027

FERRING N.V.

BE

Gonapeptyl Depot 3,75
mg poudre et solvant
pour suspension
injectable

NL/H/0263/001

2002020033

FERRING N.V.

LU

Gonapeptyl Depot 3,75
mg Pulver und

NL/H/0263/001

BE230027

FERRING 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

Lésungsmittel zur
Herstellung einer
Injektionssuspension

Gonapeptyl Depot 3,75
mg Pulver und
Lésungsmittel zur
Herstellung einer
Injektionssuspension

NL/H/0263/001

2002020033

FERRING N.V.

LU

GONAPEPTYL DEPOT 3.75
mg Powder and solvent
for suspension for
injection

NL/H/0263/001

PL 03194/0085

FERRING PHARMACEUTICALS

LTD.

XI

Gonapeptyl Depot, 3,75
mg, pulver och vatska till
injektionsvatska,
suspension

NL/H/0263/001

17299

FERRING LAKEMEDEL AB

SE

Gonapeptyl Depot, poeder
en oplosmiddel voor
suspensie voor injectie
3,75 mg

NL/H/0263/001

RVG 25383

FERRING B.V.

NL

Gonapeptyl Zilnic 0,1
mg/1 ml solutie
injectabila

NL/H/1427/001

6319/2014/02

FERRING GMBH

RO

Gonapeptyl Zilnic 0,1
mg/1 ml solutie
injectabila

NL/H/1427/001

6319/2014/01

FERRING GMBH

RO

Gonapeptyl,
injektionsvaeske,
oplgsning

NL/H/1427/001

46157

FERRING LAGEMIDLER A/S

DK

Moapar 11,25 mg pulver
och vatska till
injektionsvatska,
depotsuspension

SE/H/0663/001

21964

MEDIPHA SANTE

SE

Pamorelin 11,25 mg
injektiokuiva-aine ja
liuotin, depotsuspensiota
varten

DE/H/0492/001

19626

INSTITUT PRODUITS
SYNTHESE (IPSEN) AB

FI

Pamorelin 11,25 mg

DE/H/0492/001

19626

INSTITUT PRODUITS

FI
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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

pulver och vétska till SYNTHESE (IPSEN) AB

injektionsvatska,

depotsuspension.

Pamorelin 11,25 mg DE/H/0492/001 21201 INSTITUT PRODUITS SE

pulver och vatska till SYNTHESE (IPSEN) AB

injektionsvatska,

depotsuspension.

Pamorelin 11,25 mg DE/H/0492/001 04-2772 INSTITUT PRODUITS NO

pulver og vaeske til SYNTHESE (IPSEN) AB

depotinjeksjonsvaeske,

suspensjon

Pamorelin 11,25 mg, DE/H/0492/001 RVG 31138 IPSEN FARMACEUTICA B.V. NL

poeder en oplosmiddel

VOOr suspensie voor

injectie, met verlengde

afgifte.

Pamorelin 22,5 mg DE/H/0492/002 25532 INSTITUT PRODUITS FI

injektiokuiva-aine ja SYNTHESE (IPSEN) AB

liuotin, depotsuspensiota

varten

Pamorelin 22,5 mg prasek| DE/H/0492/002 H/11/01213/001 IPSEN PHARMA SI

in vehikel za suspenzijo s

podaljSanim spros¢anjem

za injiciranje

Pamorelin 22,5 mg pulver| DE/H/0492/002 25532 INSTITUT PRODUITS FI

och vatska till SYNTHESE (IPSEN) AB

injektionsvatska,

depotsuspension

Pamorelin 22,5 mg pulver| DE/H/0492/002 44590 INSTIT‘UT PRODUITS SE

och vatska till SYNTHESE (IPSEN) AB

injektionsvatska,

depotsuspension

Pamorelin 22,5 mg pulver| DE/H/0492/002 08-6248 INSTITUT PRODUITS NO

og veeske til SYNTHESE (IPSEN) AB

depotinjeksjonsvaeske,

suspensjon

Pamorelin 22,5 mg, DE/H/0492/002 RVG 103585 IPSEN FARMACEUTICA B.V. NL

poeder en oplosmiddel
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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

VOOr suspensie voor

injectie, met verlengde

afgifte.

Pamorelin 3,75 mg DE/H/0566/001 22062 INSTITUT PRODUITS FI

injektiokuiva-aine ja SYNTHESE (IPSEN) AB

liuotin, depotsuspensiota

varten

Pamorelin 3,75 mg pulver| DE/H/0566/001 22062 INSTITUT PRODUITS FI

och vatska till SYNTHESE (IPSEN) AB

injektionsvatska,

depotsuspension

Pamorelin 3,75 mg pulver| not available 12602 INSTITUT PRODUITS SE

och vatska till SYNTHESE (IPSEN) AB

injektionsvatska,

depotsuspension

Pamorelin 3,75 mg pulver| DE/H/0566/001 06-4035 INSTITUT PRODUITS NO

og vaeske til SYNTHESE (IPSEN) AB

depotinjeksjonsvaeske,

suspensjon

Pamorelin 3,75 mg, DE/H/0566/001 RVG 33849 IPSEN FARMACEUTICA B.V. NL

poeder en oplosmiddel

VOOr suspensie voor

injectie, met verlengde

afgifte.

Pamorelin, DE/H/0492/001 36798 INSTITUT PRODUITS DK

depotinjektionsveeske, SYNTHESE (IPSEN) AB

pulver og solvens til

suspension, 11,25 mg

Pamorelin, DE/H/0492/002 44037 INSTITUT PRODUITS DK

depotinjektionsvaeske, SYNTHESE (IPSEN) AB

pulver og solvens til

suspension, 22,5 mg

Pamorelin, DE/H/0566/001 39195 INSTITUT PRODUITS DK

depotinjektionsveeske, SYNTHESE (IPSEN) AB

pulver og solvens til

suspension, 3,75 mg

Pamorelin® LA 11,25 mg | DE/H/0492/001 1-25892 IPSEN PHARMA GMBH AT

Pulver und Lésungsmittel
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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

zur Herstellung einer
Depot-
Injektionssuspension

Pamorelin® LA 11,25 mg
Pulver und Lésungsmittel
zur Herstellung einer
Depot-
Injektionssuspension

DE/H/0492/001

55394.00.00

MEDIPHA SANTE

DE

Pamorelin® LA 22,5 mg
Pulver und Lésungsmittel
zur Herstellung einer
Depot-
Injektionssuspension

DE/H/0492/002

1-29049

IPSEN PHARMA GMBH

AT

Pamorelin® LA 22,5 mg
Pulver und Lésungsmittel
zur Herstellung einer
Depot-
Injektionssuspension

DE/H/0492/002

73771.00.00

MEDIPHA SANTE

DE

Pamorelin® LA 3,75 mg
Pulver und Lésungsmittel
zur Herstellung einer
Depot-
Injektionssuspension

DE/H/0566/001

1-26714

IPSEN PHARMA GMBH

AT

Pamorelin® LA 3,75 mg
Pulver und Lésungsmittel
zur Herstellung einer
Depot-
Injektionssuspension

DE/H/0566/001

59220.00.00

IPSEN PHARMA GMBH

DE

Salvacyl 11,25 mg poeder
en oplosmiddel voor
suspensie voor injectie
met verlengde afgifte

SE/H/0663/001

BE310484

IPSEN N.V.

BE

Salvacyl 11,25 mg poeder
en oplosmiddel voor
suspensie voor injectie
met verlengde afgifte.

DE/H/0492/001

RVG 34737

IPSEN FARMACEUTICA B.V.

NL

Salvacyl 11,25 mg poudre
et solvant pour
suspension injectable a

SE/H/0663/001

BE310484

IPSEN 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

libération prolongée

Salvacyl 11,25 mg Pulver
und Lésungsmittel zur
Herstellung einer Depot-
Injektionssuspension

SE/H/0663/001

BE 310484

IPSEN N.V.

BE

SALVACYL L.P. 11,25 mg,
poudre et solvant pour
suspension injectable a
libération prolongée

SE/H/0663/001

34009 380 814 59

IPSEN PHARMA

FR

Salvacyl, 11,25 mg,
proszek i rozpuszczalnik
do sporzadzania
zawiesiny do wstrzykiwan
o przedtuzonym
uwalnianiu

SE/H/0663/001

24722

IPSEN PHARMA

PL

Salvacyl, 11.25 mg
powder and solvent for
prolonged-release
suspension for injection

SE/H/0663/001

PA 0869/008/001

IPSEN PHARMACEUTICALS
LTD.

IE

Salvacyl® 11,25 mg
Pulver und Lésungsmittel
zur Herstellung einer
Depot-
Injektionssuspension

SE/H/0663/001

136649

IPSEN PHARMA GMBH

AT

Salvacyl® 11,25 mg
Pulver und Lésungsmittel
zur Herstellung einer
Depot-
Injektionssuspension

SE/H/0663/001

67875.00.00

IPSEN PHARMA GMBH

DE

Salvapar 11,25 mg Kovig
kal d1aAuTng yia
Napaockeur| eveaiyou
EVAIWPNMATOG
NAapaTeETAPEVNG
anod£0UeUonG.

SE/H/0663/001

61932 - 10/07/2017

IPSEN M.E.P.E.

GR

OEKANENTWN 0,1 mg/ml
MHXXEKLIMOHEH pa3TBop

not available

20000284

FERRING GMBH

BG

AOEKAMNENTWA AENO 3,75

not available

20000712

FERRING GMBH

BG
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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

mg npax v pasTeBopuTen
3a CycrneH3us 3a
NHXEeKLUNS

ONOEPEJIMH 0,1 mg npax
W pasTBopuTen 3a
MHXXEKLWOHEH pas3TBop

not available

20011172

IPSEN PHARMA

BG

OWNOEPES/IMH S.R. 11,25
mg npax n pasTBopuTen
3a UHXeKLUMOHHa
CYCMEH3USA C YAbIXKEHO
ocBoboXxaaBaHe

not available

20040234

IPSEN PHARMA

BG

OWNOEPES/IMH S.R. 3,75
mg npax u pasTBopuTen
3a UHXeKLUMOHHa
CYCMEH3USA C YAbIXKEHO
ocBoboXxaaBaHe

not available

20011173

IPSEN PHARMA

BG
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