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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

Solution for Injection

PHARMACEUTICALS LTD.

number
APO-go PEN oplossing UK/H/0342/001 RVG 108873 BRITANNIA NL
voor injectie 10 mg/ml PHARMACEUTICALS LTD.
APO-GO-PEN 10 mg/ml UK/H/0342/001 BE430692 BRITANNIA BE
oplossing voor injectie PHARMACEUTICALS LTD.
Britaject PEN 10 mg/ml UK/H/0342/001 OGYI-T-22069/01 BRITANNIA HU
oldatos injekcio PHARMACEUTICALS LTD.
Britaject 10 mg/ml UK/H/0342/001 10-8044 BRITANNIA NO
injeksjonsveeske, PHARMACEUTICALS LTD.
opplgsning i ferdigfylt
penn.
APO-go PEN 10 mg/ml UK/H/0342/001 3579786 BRITANNIA PT
solugédo injetavel PHARMACEUTICALS LTD.
APO-go 10 mg/ml UK/H/0342/001 H/12/00205/001 BRITANNIA S
raztopina za injiciranje v PHARMACEUTICALS LTD.
peresniku
APO-go 10 mg/ml solutie | UK/H/0342/001 4185/2012/01 BRITANNIA RO
injectabila in pen PHARMACEUTICALS LTD.
multidoza
APO-GO-PEN 10 mg/ml UK/H/0342/001 BE430692 BRITANNIA BE
Solution injectable PHARMACEUTICALS LTD.
APO-go PEN 10 mg/ml UK/H/0342/001 PL 04483/0073 BRITANNIA UK
Solution for Injection PHARMACEUTICALS LTD.
APO-go PEN 10 mg/ml UK/H/0342/001 PA 356/10/1 BRITANNIA IE
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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

ouokeun 10 mg/ml
Eveoipo AldAupa

number

Britaject PEN 10mg/ml UK/H/0342/001 LT/1/12/2917/008 BRITANNIA LT
injekcinis tirpalas PHARMACEUTICALS LTD.

Britaject PEN 10mg/ml UK/H/0342/001 LT/1/12/2917/009 BRITANNIA LT
injekcinis tirpalas PHARMACEUTICALS LTD.

Britaject PEN 10mg/ml UK/H/0342/001 LT/1/12/2917/007 BRITANNIA LT
injekcinis tirpalas PHARMACEUTICALS LTD.
APO-GO-PEN 10 mg/ml UK/H/0342/001 BE430692 BRITANNIA BE
Injektionsldésung PHARMACEUTICALS LTD.

APO-go PEN 10 mg/ml UK/H/0342/001 3579588 BRITANNIA PT
solugédo injetavel PHARMACEUTICALS LTD.

APO-go PEN 10 mg/ml UK/H/0342/001 3579687 BRITANNIA PT
solugédo injetavel PHARMACEUTICALS LTD.

APO-go 10 mg/ml solutie | UK/H/0342/001 4185/2012/02 BRITANNIA RO
injectabila in pen PHARMACEUTICALS LTD.
multidoza

APO-go 10 mg/ml solutie | UK/H/0342/001 4185/2012/03 BRITANNIA RO
injectabila in pen PHARMACEUTICALS LTD.
multidoza

APO-go ZTUA£0(OPOC UK/H/0342/001 249930102 ITF HELLAS AE GR

List of nationally authorised medicinal products

EMA/442514/2017

Page 3/32




Product Name (in

authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/ml MHXeKLUMOHEH
pasTBoOp

PHARMACEUTICALS LTD.

number
APO-go ZTUA£0(OPOC UK/H/0342/001 249930101 ITF HELLAS AE GR
ouokeun 10 mg/ml
Evéaipo AlaAupa
APO-go ZTUA£0(POPOC UK/H/0342/001 249930101 ITF HELLAS AE GR
ouokeun 10 mg/ml
Evéaipo AlaAupa
APO-go ZTUAEOPOPOG UK/H/0342/001 21473 ITF HELLAS AE CcY
ouokeun 10 mg/ml
Eveaipo AldAupa
APO-go PEN 10 mg/ml UK/H/0342/001 MA957/00102 BRITANNIA MT
Solution for Injection PHARMACEUTICALS LTD.
Apogo PEN 10 mg/ml UK/H/0342/001 29340 BRITANNIA Fl
injektioneste, liuos PHARMACEUTICALS LTD.
APO-go, 10 mg/ml UK/H/0342/001 763011 BRITANNIA EE
sustelahus pen-sustlis PHARMACEUTICALS LTD.
APO-go Pen, UK/H/0342/001 31715 BRITANNIA DK
injektionsveeske, PHARMACEUTICALS LTD.
oplgsning
AMO-ro NMNCANKA 10 UK/H/0342/001 R-8828 BRITANNIA BG
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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

raztopina za injiciranje v
peresniku

PHARMACEUTICALS LTD.

number

APO-go 10 mg/ml UK/H/0342/001 27/0462/11-S BRITANNIA SK
injekény roztok naplneny PHARMACEUTICALS LTD.

Vv pere

APO-go PEN 10 mg/ml UK/H/0342/001 63.893 BRITANNIA ES
solucién inyectable PHARMACEUTICALS LTD.

APO-go PEN 10 mg/ml UK/H/0342/001 50275.00.00 BRITANNIA DE
Injektionsldsung PHARMACEUTICALS LTD.

APO-go PEN 10 mg/ml UK/H/0342/001 1S/1/11/072/01 BRITANNIA IS
stungulyf, lausn PHARMACEUTICALS LTD.

APO-go PEN 10 mg/ml UK/H/0342/001 12-0060 BRITANNIA LV
gkidums injekcijam PHARMACEUTICALS LTD.

Britaject PEN 10 mg/ml UK/H/0342/001 27/787/11-C BRITANNIA Ccz
injek¢ni roztok PHARMACEUTICALS LTD.
APO-go® PEN 10 mg/ml UK/H/0342/001 1-24115 BRITANNIA AT
Injektionslésung PHARMACEUTICALS LTD.

APO-go PEN 10 mg/ml UK/H/0342/001 2015120165 BRITANNIA LU
Solution for Injection PHARMACEUTICALS LTD.

APO-go 10 mg/ml UK/H/0342/001 H/12/00205/002 BRITANNIA Sl
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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

mg/ml infusjonsveeske,
opplgsning

DEVELOPMENT SWEDEN AB

number
APO-go 10 mg/ml UK/H/0342/001 H/12/00205/003 BRITANNIA S
raztopina za injiciranje v PHARMACEUTICALS LTD.
peresniku
APO-go PEN 10 mg/ml UK/H/0342/001 16547 BRITANNIA SE
injektionsvatska, 16sning PHARMACEUTICALS LTD.
APOKINON 30 mg/3 ml not available 338 708-6 LABORATOIRE AGUETTANT FR
(1 %), solution injectable
en stylo pré-rempli
APOKINON 30 mg/3 ml not available 338 705-7 LABORATOIRE AGUETTANT FR
(1 %), solution injectable
en stylo pré-rempli
APOKINON 30 mg/3 ml not available 338 706-3 LABORATOIRE AGUETTANT FR
(1 %), solution injectable
en stylo pré-rempli
Apomorfine SE/H/1272/001 RVG 112181 PHARMACEUTICALS SALES & | NL
hydrochloride DEVELOPMENT SWEDEN AB
PharmSwed 5 mg/ml,
oplossing voor infusie
Apomorfin PharmSwed 5 | SE/H/1272/001 12-9111 PHARMACEUTICALS SALES & | NO

List of nationally authorised medicinal products

EMA/442514/2017

Page 6/32




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

oplossing voor infusie

number
Apomorfin PharmSwed 5 | SE/H/1272/001 1S/1/12/122/01 PHARMACEUTICALS SALES & | IS
mg/ml innrennslislyf, DEVELOPMENT SWEDEN AB
lausn
Apomorfin "PharmSwed”, | SE/H/1272/001 50982 PHARMACEUTICALS SALES & | DK
infusionsveaeske, DEVELOPMENT SWEDEN AB
oplgsning
Apomorphine SE/H/1272/001 PA1807/001/001 PHARMACEUTICALS SALES & | IE
hydrochloride 5mg/mi DEVELOPMENT SWEDEN AB
solution for infusion
Apomorphine SE/H/1272/001 PL 41183/0001 PHARMACEUTICALS SALES & | UK
hydrochloride 5 mg/ml, DEVELOPMENT SWEDEN AB
solution for infusion
Apomorphinhydrochlorid SE/H/1272/001 88102.00.00 PHARMACEUTICALS SALES & | DE
PharmSwed 5 mg/ml DEVELOPMENT SWEDEN AB
Infusionslésung
Apomorfin PharmSwed 5 | SE/H/1272/001 42703 PHARMACEUTICALS SALES & | SE
mg/ml, infusionsvétska, DEVELOPMENT SWEDEN AB
I6sning
Dacepton 5 mg/ml AT/H/0364/002 135446 EVER NEURO PHARMA GMBH | AT
Infusionslésung
Dacepton® 5 mg /ml AT/H/0364/002 BE456702 EVER NEURO PHARMA GMBH | BE
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oldatos infuzié

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

Dacepton® 5 mg/ml AT/H/0364/002 BE456702 EVER NEURO PHARMA GMBH | BE

Solution pour perfusion

Dacepton 5 mg/ml AT/H/0364/002 27/130/14-C EVER NEURO PHARMA GMBH | CZ

infuzni roztok

Dacepton® 5 mg/ml AT/H/0364/002/DC 28148 EVER NEURO PHARMA GMBH | DK

infusionsveeske,

oplgsning

Dacepton 5 mg/ml AT/H/0364/002 839014 EVER NEURO PHARMA GMBH | EE

infusioonilahus

Dopaceptin® 5 mg/ml AT/H/0364/002 34009 2781869 1 EVER NEURO PHARMA GMBH | FR

Solution pour perfusion

Dopaceptin® 5 mg/ml AT/H/0364/002 34009 278 187 5 2 EVER NEURO PHARMA GMBH | FR

Solution pour perfusion

Dacepton 5 mg/ml AT/H/0364/002 OGYI-T-22316/04 EVER NEURO PHARMA GMBH | HU

oldatos infuzié

Dacepton 5 mg/ml AT/H/0364/002 OGYI-T-22316/05 EVER NEURO PHARMA GMBH | HU

oldatos infizié

Dacepton 5 mg/ml AT/H/0364/002 OGYI-T-22316/06 EVER NEURO PHARMA GMBH | HU

oldatos infizié

Dacepton 5 mg/ml AT/H/0364/002 OGYI-T-22316/07 EVER NEURO PHARMA GMBH | HU
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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

solution for infusion

number

Dacepton 5 mg/ml AT/H/0364/002 OGYI-T-22316/08 EVER NEURO PHARMA GMBH | HU
oldatos infazio

Dacepton 5 mg/ml AT/H/0364/002 88898.00.00 EVER NEURO PHARMA GMBH | DE
Infusionslésung

Dacepton 5 mg/ml AT/H/0364/002 27/0099/14-S EVER NEURO PHARMA GMBH | SK
infGzny roztok

Dacepton 5 mg/ml AT/H/0364/002 LT/1/11/2759/008 EVER NEURO PHARMA GMBH | LT
infuzinis tirpalas

Dacepton 5 mg/ml AT/H/0364/002 LT/1/11/2759/009 EVER NEURO PHARMA GMBH | LT
infuzinis tirpalas

Dacepton 5 mg/ml AT/H/0364/002 LT/1/11/2759/010 EVER NEURO PHARMA GMBH | LT
infuzinis tirpalas

Dacepton 5 mg/ml AT/H/0364/002 LT/1/11/2759/011 EVER NEURO PHARMA GMBH | LT
infuzinis tirpalas

Dacepton 5 mg/ml AT/H/0364/002 LT/1/11/2759/012 EVER NEURO PHARMA GMBH | LT
infuzinis tirpalas

Dacepton 5 mg/ml AT/H/0364/002 LT/1/11/2759/013 EVER NEURO PHARMA GMBH | LT
infuzinis tirpalas

Dacepton 5 mg/ml AT/H/0364/002 LT/1/11/2759/014 EVER NEURO PHARMA GMBH | LT
infuzinis tirpalas

Dacepton 5 mg/ml AT/H/0364/002 PA1774/001/002 EVER NEURO PHARMA GMBH | IE
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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

raztopina za infundiranje

number
Dacepton 5 mg/ml AT/H/0364/002 14-0066 EVER NEURO PHARMA GMBH | LV
Skidums inflzijam
Dacepton 5 mg/ml AT/H/0364/002 RVG 112999 EVER NEURO PHARMA GMBH | NL
oplossing voor infusie
Dacepton 5 mg/ml AT/H/0364/002 12-9355 EVER NEURO PHARMA GMBH | NO
infusjonsveeske,
opplgsning
Dacepton 5 mg/ml AT/H/0364/002 6316/2014/01-05 EVER NEURO PHARMA GMBH | RO
solutie perfuzabila
Dacepton 5 mg/ml AT/H/0364/002 48853 EVER NEURO PHARMA GMBH | SE
infusionsvatska, 16sning
Dacepton 5 mg/ml AT/H/0364/002 5363-1-1007/14 EVER NEURO PHARMA GMBH | SI
raztopina za infundiranje
Dacepton 5 mg/ml AT/H/0364/002 5363-1-1008/14 EVER NEURO PHARMA GMBH | SI
raztopina za infundiranje
Dacepton 5 mg/ml AT/H/0364/002 5363-1-1009/14 EVER NEURO PHARMA GMBH | SI
raztopina za infundiranje
Dacepton 5 mg/ml AT/H/0364/002 5363-1-1010/14 EVER NEURO PHARMA GMBH | SI
raztopina za infundiranje
Dacepton 5 mg/ml AT/H/0364/002 5363-1-1011/14 EVER NEURO PHARMA GMBH | SI
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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
Dacepton 5 mg/ml AT/H/0364/002 PL 40369/0003 EVER NEURO PHARMA GMBH | UK

solution for infusion

JOauentoH 5 mg/ml AT/H/0364/002/DC 20140074 EVER NEURO PHARMA GMBH | BG
WH(QY3MOHEH pa3TBOp

Dacepton 10 mg /ml AT/H/0364/001 30339 EVER NEURO PHARMA GMBH | FI
injektio-/infuusioneste,
liuos

Dacepton 10 mg/ml AT/H/0364/001 PA1774/001/001 EVER NEURO PHARMA GMBH | IE
Solution for injection or
infusion

Dacepton 10 mg/ml AT/H/0364/001/DC 80562.00.00 EVER NEURO PHARMA GMBH | DE
Injektions-
/Infusionslésung

Dacepton 10 mg/ml, AT/H/0364/001 789412 EVER NEURO PHARMA GMBH | EE
sliste- vdi infusioonilahus

Dacepton 10 mg/ml AT/H/0364/001 74058 EVER NEURO PHARMA GMBH | ES
solucién inyectable y
para perfusion EFG

Dacepton 10 mg /ml AT/H/0364/001 OGYI-T-22316/01-03 EVER NEURO PHARMA GMBH | HU
oldatos injekcié vagy
infazio
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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

Dacepton 10 mg /ml
oplossing voor injectie of
infusie

AT/H/0364/001

RVG 111059

EVER NEURO PHARMA GMBH

NL

Dacepton 10 mg/ml
injeksjons-
/infusjonsveeske,
opplgsning

AT/H/0364/001

11-8741

EVER NEURO PHARMA GMBH

NO

Dacepton 10 mg/ml
injektions-
/infusionsvatska, 16sning

AT/H/0364/001

47214

EVER NEURO PHARMA GMBH

SE

Dacepton 10 mg/ml
raztopina za
injiciranje/infundiranje

AT/H/0364/001

5363-1-1512/12

EVER NEURO PHARMA GMBH

Sl

Dacepton 10 mg/ml
Solution for injection or
infusion

AT/H/0364/001

PL 40369/0001

EVER NEURO PHARMA GMBH

UK

Dacepton 10 mg/ml
solution injectable/pour
perfusion

AT/H/0364/001

BE431505

EVER NEURO PHARMA GMBH

BE

Dacepton® 10 mg /mi
oplossing voor injectie /
infusie

AT/H/0364/001

BE431505

EVER NEURO PHARMA GMBH

BE
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oplossing voor injectie in
een patroon

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

Dacepton 10 mg/ml AT/H/0364/001/DC 30339 EVER NEURO PHARMA GMBH | FI

injektions-

/infusionsvatska, 16sning

Dacepton 5 mg/ml AT/H/0364/002 79174 EVER NEURO PHARMA GMBH | ES

solucién para perfusion

EFG

Dacepton® 5 mg /ml AT/H/0364/002 31216 EVER NEURO PHARMA GMBH | FI

infuusioneste, liuos

Dacepton, 5 mg/ml, AT/H/0364/002 22789 EVER NEURO PHARMA GMBH | PL

roztwor do infuzji

Dopaceptin 5 mg/ml AT/H/0364/002 49653/13.06.2014 EVER NEURO PHARMA GMBH | GR

AldAupa yia gyxuon

Dopaceptin 10 mg/ml AT/H/0364/001 31746/10.06.2014 EVER NEURO PHARMA GMBH | GR

AldAupa yia éveon n

€yxuon

Dacepton 5 mg/ml AT/H/0364/002 5672167 EVER NEURO PHARMA GMBH | PT

solucdo para perfusédo

Dacepton 5 mg/ml AT/H/0364/002 5672175 EVER NEURO PHARMA GMBH | PT

solucdo para perfusao

Dacepton 10 mg/ml AT/H/0524/001/DC RVG 116466 EVER NEURO PHARMA GMBH | NL
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injekcinis / infuzinis
tirpalas

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

Dacepton 10 mg/ml AT/H/0524/001/DC 32822 EVER NEURO PHARMA GMBH | FI

injektioneste, liuos,

sylinteriampulli

Dacepton 10 mg/ml AT/H/0524/001/DC 27/0320/16-S EVER NEURO PHARMA GMBH | FI

injekény roztok v

nahradnej naplni

Dacepton 10 mg/ml AT/H/0364/001/DC 1-30904 EVER NEURO PHARMA GMBH | AT

Injektions-

/Infusionslésung

Dacepton 10 mg/ml, AT/H/0364/001 27/353/11-C EVER NEURO PHARMA GMBH | CZ

injek&ni/infuzni roztok

Dacepton 10 mg/ml AT/H/0364/001 LT/1/11/2759/001 EVER NEURO PHARMA GMBH | LT

injekcinis / infuzinis

tirpalas

Dacepton 10 mg/ml AT/H/0364/001 LT/1/11/2759/002 EVER NEURO PHARMA GMBH | LT

injekcinis / infuzinis

tirpalas

Dacepton 10 mg/ml AT/H/0364/001 LT/1/11/2759/003 EVER NEURO PHARMA GMBH | LT

injekcinis / infuzinis

tirpalas

Dacepton 10 mg/ml AT/H/0364/001 LT/1/11/2759/004 EVER NEURO PHARMA GMBH | LT
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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

Dacepton 10 mg/ml AT/H/0364/001 LT/1/11/2759/005 EVER NEURO PHARMA GMBH | LT

injekcinis / infuzinis

tirpalas

Dacepton 10 mg/ml AT/H/0364/001 LT/1/11/2759/006 EVER NEURO PHARMA GMBH | LT

injekcinis / infuzinis

tirpalas

Dacepton 10 mg/ml AT/H/0364/001 LT/1/11/2759/007 EVER NEURO PHARMA GMBH | LT

injekcinis / infuzinis

tirpalas

Dacepton 10 mg/ml AT/H/0364/001 11-0308 EVER NEURO PHARMA GMBH | LV

Skidums injekcijam vai

infazijam

DACEPTON, 10 mg/ml, AT/H/0364/001 19889 EVER NEURO PHARMA GMBH | PL

roztwdr do wstrzykiwan /

do infuzji

Dacepton 10 mg/ml AT/H/0364/001 5403779 EVER NEURO PHARMA GMBH | PT

Solucéo injetavel ou para

perfusédo

Dacepton 10 mg/ml AT/H/0364/001 5403761 EVER NEURO PHARMA GMBH | PT

Solucgao injetavel ou para
perfusado
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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

Dacepton 10 mg/ml

perfusédo

Solucéo injetavel ou para

AT/H/0364/001

5403753

EVER NEURO PHARMA GMBH

PT

Dacepton 10 mg/ml
solutie
injectabila/perfuzabila

AT/H/0364/001

3841/2011/01

EVER NEURO PHARMA GMBH

RO

Dacepton 10 mg/ml

Injekény a inflzny roztok

AT/H/0364/001

27/0360/11-S

EVER NEURO PHARMA GMBH

SK

Dacepton 10 mg/ml
solutie
injectabild/perfuzabila

AT/H/0364/001

3841/2011/02

EVER NEURO PHARMA GMBH

RO

Dacepton 10 mg/ml
solutie
injectabila/perfuzabila

AT/H/0364/001

3841/2011/03

EVER NEURO PHARMA GMBH

RO

Dacepton 10 mg/ml
solutie
injectabila/perfuzabila

AT/H/0364/001

3841/2011/04

EVER NEURO PHARMA GMBH

RO

Dacepton 10 mg/ml
solutie
injectabila/perfuzabila

AT/H/0364/001

3841/2011/05

EVER NEURO PHARMA GMBH

RO

Dacepton 10 mg/ml
solutie
injectabila/perfuzabila

AT/H/0364/001

3841/2011/06

EVER NEURO PHARMA GMBH

RO
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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

(1 %), solution injectable
en stylo pré-rempli

number
Dacepton 10 mg/ml AT/H/0364/001 3841/2011/07 EVER NEURO PHARMA GMBH | RO
solutie
injectabila/perfuzabila
OauentoH 10 mg/ml AT/H/0364/001 20110560 EVER NEURO PHARMA GMBH | BG
NHXxeKunoHeH/nHdYy3MoH
€H pa3TBop
Dacepton, injektions- og | AT/H/0364/001 49907 EVER NEURO PHARMA GMBH | DK
infusionsvaeske,
oplgsning
APOKINON 5 mg/ml, not available 497 406.4 LABORATOIRE AGUETTANT FR
solution injectable
APOKINON 5 mg/ml, not available 497 407.0 LABORATOIRE AGUETTANT FR
solution injectable
APOKINON 5 mg/ml, not available 497 408.7 LABORATOIRE AGUETTANT FR
solution injectable
APOKINON 30 mg/3 ml not available 338 708-6 LABORATOIRE AGUETTANT FR
(1 %), solution injectable
en stylo pré-rempli
APOKINON 30 mg/3 ml not available 338 705-7 LABORATOIRE AGUETTANT FR
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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

infusjonsveeske,
opplgsning i ferdigfylt
sproyte

PHARMACEUTICALS LTD.

number
APOKINON 30 mg/3 ml not available 338 706-3 LABORATOIRE AGUETTANT FR
(1 %), solution injectable
en stylo pré-rempli
APOKINON 5 mg/ml, not available 497 406.4 LABORATOIRE AGUETTANT FR
solution injectable
APOKINON 5 mg/ml, not available 497 407.0 LABORATOIRE AGUETTANT FR
solution injectable
APOKINON 5 mg/ml, not available 497 408.7 LABORATOIRE AGUETTANT FR
solution injectable
APO-go Pumpfill 5 mg/ml | UK/H/0342/003 25942 BRITANNIA SE
infusionsvéatska, 16sning i PHARMACEUTICALS LTD.
forfylld spruta
APO-go PFS 5 mg/ml UK/H/0342/003 249930201 ITF HELLAS AE GR
Britaject 5 mg/ml oldatos | UK/H/0342/003 OGYI-T-22069/04 BRITANNIA HU
infzid elGretoltott PHARMACEUTICALS LTD.
fecskenddben
APO-go 5mg/ml solutie UK/H/0342/003 4187/2012/01 BRITANNIA RO
perfuzabild in seringa PHARMACEUTICALS LTD.
preumpluta unidoza
Britaject 5 mg/ml UK/H/0342/003 10-8045 BRITANNIA NO
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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

number
Apo-go 5mg/ml Solucdo | UK/H/0342/003 5411616 BRITANNIA PT
para perfusdo em PHARMACEUTICALS LTD.
seringa pré-cheia
APO-go 5 mg/ml UK/H/0342/003 H/12/00205/016 BRITANNIA S
raztopina za infundiranje PHARMACEUTICALS LTD.
v napolnjeni injekcijski
brizgi
APO-go PFS 5mg/ml UK/H/0342/003 PL 04483/0074 BRITANNIA UK
Solution for Infusion in PHARMACEUTICALS LTD.
Pre-filled Syringe
APO-go PFS 5mg/ml UK/H/0342/003 PA 356/10/3 BRITANNIA IE
Solution for Infusion in PHARMACEUTICALS LTD.
Pre-filled Syringe
APO-go 5mg/ml solutie UK/H/0342/003 4187/2012/02 BRITANNIA RO
perfuzabild in seringa PHARMACEUTICALS LTD.
preumpluta unidoza
APO-go 5mg/ml solutie UK/H/0342/003 4187/2012/03 BRITANNIA RO
perfuzabild in seringa PHARMACEUTICALS LTD.
preumpluta unidoza
APO-go PFS 5 mg/ml UK/H/0342/003 21474 ITF HELLAS AE CY

AlaAupa yia '‘Eyxuon os
Mpoyepiouevn Zuplyya
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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

raztopina za infundiranje
Vv napolnjeni injekcijski
brizgi

PHARMACEUTICALS LTD.

number
APO-go Pumpfill 5mg/ml | UK/H/0342/003 1S/1/11/073/01 BRITANNIA IS
innrennslislyf, lausn i PHARMACEUTICALS LTD.
afylltri sprautu
AMO-ro MHC 5 mg/mil UK/H/0342/003 20110740 BRITANNIA BG
MHDY3MOHEH pa3TBOp B PHARMACEUTICALS LTD.
npeaBapuTenHo
HambJ/IHEHa CMPUHLOBKA
APO-go PFS 5mg/ml UK/H/0342/003 MA957/00101 BRITANNIA MT
Solution for Infusion in PHARMACEUTICALS LTD.
Pre-filled Syringe
APO-go PFS 5 mg/ml UK/H/0342/003 74.401 BRITANNIA ES
Solucién para Perfusion PHARMACEUTICALS LTD.
en Jeringa Precargada
APO-go 5 mg/ml infazny | UK/H/0342/003 27/0463/11-S BRITANNIA SK
roztok naplneny v PHARMACEUTICALS LTD.
injek¢nej striekacke
Apo-go PFS 5mg/ml UK/H/0342/003 2015120167 BRITANNIA LU
solution pour perfusion PHARMACEUTICALS LTD.
en seringue preremplie
APO-go 5 mg/ml UK/H/0342/003 H/12/00205/018 BRITANNIA S
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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

soluzione iniettabile per
infusione sottocutanea

S.P.A.

number
APO-go 5 mg/ml UK/H/0342/003 H/12/00205/017 BRITANNIA S
raztopina za infundiranje PHARMACEUTICALS LTD.
v napolnjeni injekcijski
brizgi
APO-go Pumpfill, UK/H/0342/003 41287 BRITANNIA DK
infusionsveeske, PHARMACEUTICALS LTD.
oplgsning i fyldt
injektionssprgjte
APO-go 5 mg/ml UK/H/0342/003 1-27540 BRITANNIA AT
Infusionslésung in einer PHARMACEUTICALS LTD.
Fertigspritze
APO-go 5 mg/ml UK/H/0342/003 69752.00.00 BRITANNIA DE
Infusionslésung in einer PHARMACEUTICALS LTD.
Fertigspritze
APO-go 5 mg/ml UK/H/0342/003 RVG 35295 BRITANNIA NL
oplossing voor infusie in PHARMACEUTICALS LTD.
een voorgevulde spuit
Apomorphin EVER AT/H/0624/001 137101 EVER NEURO PHARMA GMBH | AT
Pharma 5 mg/ml
Infusionslésung
APOFIN 50 mg/5 ml not available 033403015 CHIESI FARMACEUTICI IT
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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

number
APOFIN 30 mg/3 ml not available 033403041 CHIESI FARMACEUTICI IT
soluzione iniettabile per S.P.A.
uso sottocutaneo
APOFIN 30 mg/3 ml not available 033403039 CHIESI FARMACEUTICI IT
soluzione iniettabile per S.P.A.
uso sottocutaneo
Apomorphin Archimedes UK/H/3238/01 1-29250 ARCHIMEDES PHARMA UK AT
10mg/ml LIMITED
Injektionsloesung/Infusio
nsloesung
Apomorphin Archimedes UK/H/3238/01 79663.00.00 ARCHIMEDES PHARMA UK DE
10mg/ml LIMITED
Injektionsloesung/Infusio
nsloesung
Apomorfina Archimedes UK/H/3238/01 72074 ARCHIMEDES PHARMA UK ES
10mg/ml solucion LIMITED
inyectable/para perfusion
Apomorphine UK/H/3238/01 PL12406/0024 ARCHIMEDES PHARMA UK UK
hydrochloride 10mg/ ml LIMITED
solution for
injection/infusion
APO-go Ampullen 10 UK/H/0342/002 1-24700 BRITANNIA AT

mg/ml Injektions-
/Infusionslésung

PHARMACEUTICALS LTD.
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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

number

APO-go 10 mg/ml UK/H/0342/002 18333 BRITANNIA SE

injektions- PHARMACEUTICALS LTD.

/infusionsvatska, 16sning

APO-go Ampul UK/H/0342/002 33494 BRITANNIA DK
PHARMACEUTICALS LTD.

APO-go Ampullen 10 UK/H/0342/002 54504.00.00 BRITANNIA DE

mg/ml Injektions- PHARMACEUTICALS LTD.

/Infusionslésung

APO-go 10 mg/ml UK/H/0342/002 27/0461/11-S BRITANNIA SK

injek¢ny alebo infuzny PHARMACEUTICALS LTD.

roztok

APO-GO-AMP 10 mg/ml UK/H/0342/002 BE430717 BRITANNIA BE

oplossing voor injectie of PHARMACEUTICALS LTD.

infusie

BRITAJECT 10 mg/ml UK/H/0342/002 OGYI-T-22069/03 BRITANNIA HU

oldatos injekci6 vagy PHARMACEUTICALS LTD.

infazié

APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/01 BRITANNIA RO

injectabila/perfuzabila PHARMACEUTICALS LTD.

Britaject 10mg/ml UK/H/0342/002 LT/1/12/2917/006 BRITANNIA LT

injekcinis/infuzinis
tirpalas

PHARMACEUTICALS LTD.

List of nationally authorised medicinal products

EMA/442514/2017

Page 23/32




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Apo-go 10mg/ml Solugéo | UK/H/0342/002 5411624 BRITANNIA PT
injetavel ou para PHARMACEUTICALS LTD.
perfusédo
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/005 BRITANNIA S
raztopina za injiciranje PHARMACEUTICALS LTD.
ali infundiranje v ampuli
APO-GO-AMP 10 mg/ml UK/H/0342/002 BE430717 BRITANNIA BE
solution injectable/pour PHARMACEUTICALS LTD.
perfusion
APO-go AMPOULES 10 UK/H/0342/002 PA 356/10/2 BRITANNIA IE
mg/ml Solution for PHARMACEUTICALS LTD.
Injection or Infusion
Britaject 10mg/ml UK/H/0342/002 LT/1/12/2917/005 BRITANNIA LT
injekcinis/infuzinis PHARMACEUTICALS LTD.
tirpalas
Britaject 10mg/ml UK/H/0342/002 LT/1/12/2917/004 BRITANNIA LT
injekcinis/infuzinis PHARMACEUTICALS LTD.
tirpalas
APO-GO-AMP 10mg/ml UK/H/0342/002 BE430717 BRITANNIA BE

Ldsung zur Injektion
oder Infusion

PHARMACEUTICALS LTD.
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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

number
APO-GO-AMP 10 mg/ml UK/H/0342/002 BE430701 BRITANNIA BE
oplossing voor injectie of PHARMACEUTICALS LTD.
infusie
APO-GO-AMP 10 mg/ml UK/H/0342/002 BE430701 BRITANNIA BE
solution injectable/pour PHARMACEUTICALS LTD.
perfusion
APO-GO-AMP 10mg/ml UK/H/0342/002 BE430701 BRITANNIA BE
Lésung zur Injektion PHARMACEUTICALS LTD.
oder Infusion
Apo-go 10mg/ml Solugéo | UK/H/0342/002 5411640 BRITANNIA PT
injetavel ou para PHARMACEUTICALS LTD.
perfusado
Apo-go 10mg/ml Solugéo | UK/H/0342/002 5411665 BRITANNIA PT
injetavel ou para PHARMACEUTICALS LTD.
perfusédo
Apo-go 10mg/ml Solucdo | UK/H/0342/002 5411632 BRITANNIA PT
injetavel ou para PHARMACEUTICALS LTD.
perfusédo
Apo-go 10mg/ml Solucdo | UK/H/0342/002 5411657 BRITANNIA PT

injetavel ou para
perfusado

PHARMACEUTICALS LTD.
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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

injectabila/perfuzabila

PHARMACEUTICALS LTD.

number
Apo-go 10mg/ml Solucdo | UK/H/0342/002 5411673 BRITANNIA PT
injetavel ou para PHARMACEUTICALS LTD.
perfusédo
BRITAJECT 10 mg/ml UK/H/0342/002 OGYI-T-22069/02 BRITANNIA HU
oldatos injekcié vagy PHARMACEUTICALS LTD.
infazié
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/03 BRITANNIA RO
injectabila/perfuzabila PHARMACEUTICALS LTD.
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/02 BRITANNIA RO
injectabila/perfuzabila PHARMACEUTICALS LTD.
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/09 BRITANNIA RO
injectabila/perfuzabila PHARMACEUTICALS LTD.
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/07 BRITANNIA RO
injectabila/perfuzabila PHARMACEUTICALS LTD.
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/08 BRITANNIA RO
injectabila/perfuzabila PHARMACEUTICALS LTD.
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/05 BRITANNIA RO
injectabila/perfuzabila PHARMACEUTICALS LTD.
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/12 BRITANNIA RO
injectabila/perfuzabila PHARMACEUTICALS LTD.
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/11 BRITANNIA RO
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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

raztopina za injiciranje
ali infundiranje v ampuli

PHARMACEUTICALS LTD.

number
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/06 BRITANNIA RO
injectabila/perfuzabila PHARMACEUTICALS LTD.
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/04 BRITANNIA RO
injectabild/perfuzabila PHARMACEUTICALS LTD.
APO-go 10 mg/ml solutie | UK/H/0342/002 4186/2012/10 BRITANNIA RO
injectabila/perfuzabila PHARMACEUTICALS LTD.
APO-go Ampullen 10 UK/H/0342/002 RVG 109039 BRITANNIA NL
mg/ml oplossing voor PHARMACEUTICALS LTD.
injectie of infusie
AlMO-ro AMINYNN 10 UK/H/0342/002 20110741 BRITANNIA BG
mg/ml nHXeKunoHeH PHARMACEUTICALS LTD.
WAN UHQY3MOHEH
pa3Tsop
APO-go, 10mg/ml suste- | UK/H/0342/002 763111 BRITANNIA EE
voi infusioonilahus PHARMACEUTICALS LTD.
APO-go 10 mg/ml UK/H/0342/002 74.400 BRITANNIA ES
Solucion Inyectable o PHARMACEUTICALS LTD.
para Perfusiéon en
Ampollas
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/004 BRITANNIA Sl

List of nationally authorised medicinal products

EMA/442514/2017

Page 27/32




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
APO-go AMPOULES 10 UK/H/0342/002 2015120166 BRITANNIA LU
mg/ml Solution for PHARMACEUTICALS LTD.
Injection or Infusion
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/012 BRITANNIA S
raztopina za injiciranje PHARMACEUTICALS LTD.
ali infundiranje v ampuli
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/013 BRITANNIA S
raztopina za injiciranje PHARMACEUTICALS LTD.
ali infundiranje v ampuli
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/008 BRITANNIA S
raztopina za injiciranje PHARMACEUTICALS LTD.
ali infundiranje v ampuli
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/007 BRITANNIA S
raztopina za injiciranje PHARMACEUTICALS LTD.
ali infundiranje v ampuli
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/006 BRITANNIA S
raztopina za injiciranje PHARMACEUTICALS LTD.
ali infundiranje v ampuli
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/009 BRITANNIA S

raztopina za injiciranje
ali infundiranje v ampuli

PHARMACEUTICALS LTD.

List of nationally authorised medicinal products

EMA/442514/2017

Page 28/32




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

(1 %), solution injectable
en stylo pré-rempli

number
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/015 BRITANNIA S
raztopina za injiciranje PHARMACEUTICALS LTD.
ali infundiranje v ampuli
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/014 BRITANNIA S
raztopina za injiciranje PHARMACEUTICALS LTD.
ali infundiranje v ampuli
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/011 BRITANNIA S
raztopina za injiciranje PHARMACEUTICALS LTD.
ali infundiranje v ampuli
APO-go 10 mg/ml UK/H/0342/002 H/12/00205/010 BRITANNIA S
raztopina za injiciranje PHARMACEUTICALS LTD.
ali infundiranje v ampuli
APO-go AMPOULES 10 UK/H/0342/002 PL 04483/0072 BRITANNIA UK
mg/ml Solution for PHARMACEUTICALS LTD.
Injection or Infusion
APOKINON 30 mg/3 ml not available 338 708-6 LABORATOIRE AGUETTANT FR
(1 %), solution injectable
en stylo pré-rempli
APOKINON 30 mg/3 ml not available 338 705-7 LABORATOIRE AGUETTANT 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

APOKINON 30 mg/3 ml
(1 %), solution injectable
en stylo pré-rempli

not available

338 706-3

LABORATOIRE AGUETTANT

FR

Dacepton 10 mg/ml
solution for injection in
cartridge

AT/H/0524/001

PL 40369/0007

EVER NEURO PHARMA GMBH

UK

Dacepton 10 mg/ml
Injektionsldsung in einer
Patrone

AT/H/0524/001

94086.00.00

EVER NEURO PHARMA GMBH

DE

Dacepton 10 mg/ml
Injektionsldsung in einer
Patrone

AT/H/0524/001

136927

EVER NEURO PHARMA GMBH

AT

Dacepton 10 mg/ml
oplossing voor injectie in
een patroon

AT/H/0524/001

BE498417

EVER NEURO PHARMA GMBH

BE

Dacepton,
injektionsveeske,
oplgsning i cylinderampul

AT/H/0524/001

55009

EVER NEURO PHARMA GMBH

DK

Dacepton 10 mg/ml
injektionsvatska, 16sning
i cylinderampull

AT/H/0524/001

52041

EVER NEURO PHARMA GMBH

SE
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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

(1 %), solution injectable
en stylo pré-rempli

number
Dacepton 10 mg/ml AT/H/0524/001/DC RVG 116466 EVER NEURO PHARMA GMBH | NL
oplossing voor injectie in
een patroon
Dacepton 10 mg/ml AT/H/0524/001/DC 32822 EVER NEURO PHARMA GMBH | FI
injektioneste, liuos,
sylinteriampulli
APOKINON 5 mg/ml, not available 497 406.4 LABORATOIRE AGUETTANT FR
solution injectable
APOKINON 5 mg/ml, not available 497 407.0 LABORATOIRE AGUETTANT FR
solution injectable
APOKINON 5 mg/ml, not available 497 408.7 LABORATOIRE AGUETTANT FR
solution injectable
APOKINON 30 mg/3 ml not available 338 708-6 LABORATOIRE AGUETTANT FR
(1 %), solution injectable
en stylo pré-rempli
APOKINON 30 mg/3 ml not available 338 705-7 LABORATOIRE AGUETTANT FR
(1 %), solution injectable
en stylo pré-rempli
APOKINON 30 mg/3 ml not available 338 706-3 LABORATOIRE AGUETTANT 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

Apomorphin hameln rds
10 mg/ml Injektions-
/Infusionslésung

AT/H/0365/001/DC

1-30408

HAMELN RDS GMBH

AT
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