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Product Name MRP/DCP Authorisation National Authorisation MAH of product in the Member State
(in authorisation country) number Number member state where product is
authorised
Ceolat 1 mg/ml-Lésung zum not available 135599 G.L. PHARMA GMBH AT
Einnehmen
Ceolat 1 mg/ml-Lésung zum not available 135599 G.L. PHARMA GMBH AT
Einnehmen
Ceolat 1 mg/ml-Lésung zum not available 135599 G.L. PHARMA GMBH AT
Einnehmen
Ceolat 1 mg/ml-Lésung zum not available 135599 G.L. PHARMA GMBH AT
Einnehmen
Ceolat 1 mg/ml-Lésung zum not available 135599 G.L. PHARMA GMBH AT
Einnehmen
PASPERTIN - Filmtabletten not available 13764 VIATRIS AUSTRIA GMBH AT
PASPERTIN - Filmtabletten not available 13764 VIATRIS AUSTRIA GMBH AT
PASPERTIN 10 mg - Ampullen not available 13762 VIATRIS AUSTRIA GMBH AT
Primperan 10 mg comprimés not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg comprimés not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg comprimés not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg comprimés not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg tabletten not available BE036845 SANOFI BELGIUM 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
Primperan 10 mg tabletten not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg tabletten not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg Tabletten not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg Tabletten not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg Tabletten not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg Tabletten not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg tabletten not available BE036845 SANOFI BELGIUM BE
Primperan 10 mg/2 ml not available BE036906 SANOFI BELGIUM BE
Injektionslésung
Primperan 10 mg/2 ml oplossing | not available BE036906 SANOFI BELGIUM BE
voor injectie
Primperan 10 mg/2 ml solution not available BE036906 SANOFI BELGIUM BE
injectable
Primperan 5 mg/5 ml drank not available BE036872 SANOFI BELGIUM BE
Primperan 5 mg/5 ml drank not available BE036872 SANOFI BELGIUM BE
Primperan 5 mg/5 ml Lésung not available BE036872 SANOFI BELGIUM BE

zum Einnehmen
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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
Primperan 5 mg/5 ml Lésung not available BE036872 SANOFI BELGIUM BE
zum Einnehmen
Primperan 5 mg/5 ml solution not available BE036872 SANOFI BELGIUM BE
buvable
Primperan 5 mg/5 ml solution not available BE036872 SANOFI BELGIUM BE
buvable
PEIMTAH 10 mg Tabnetku not available 20050444 ALKALOID LTD BG
Primperan not available 16090 SANOFI WINTHROP CcY
INDUSTRIE
Primperan not available 16090 SANOFI WINTHROP Cy
INDUSTRIE
Ceolat 1 mg/ml Lésung zum DE/H/4249/001 93545.00.00 G.L. PHARMA GMBH DE
Einnehmen
Ceolat 1 mg/ml Lésung zum DE/H/4249/001 93545.00.00 G.L. PHARMA GMBH DE
Einnehmen
Ceolat 1 mg/ml Lésung zum DE/H/4249/001 93545.00.00 G.L. PHARMA GMBH DE
Einnehmen
MCP AbZ 1 mg/ml L6sung zum DE/H/4152/001 92720.00.00 ABZ-PHARMA GMBH DE
Einnehmen
MCP AbZ 1 mg/ml Losung zum DE/H/4152/001 92720.00.00 ABZ-PHARMA GMBH DE
Einnehmen
MCP AbZ 1 mg/ml Lésung zum DE/H/4152/001 92720.00.00 ABZ-PHARMA GMBH DE
Einnehmen
MCP AbZ 1 mg/ml Lésung zum DE/H/4152/001 92720.00.00 ABZ-PHARMA GMBH DE

Einnehmen
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MCP AbZ 1 mg/ml Lésung zum DE/H/4152/001 92720.00.00 ABZ-PHARMA GMBH DE
Einnehmen
MCP AbZ 1 mg/ml L6sung zum DE/H/4152/001 92720.00.00 ABZ-PHARMA GMBH DE
Einnehmen
MCP-ratiopharm® 1 mg/ml DE/H/4151/001 92719.00.00 RATIOPHARM GMBH DE
Lésung zum Einnehmen
MCP-ratiopharm® 1 mg/ml DE/H/4151/001 92719.00.00 RATIOPHARM GMBH DE
Lésung zum Einnehmen
MCP-ratiopharm® 1 mg/ml DE/H/4151/001 92719.00.00 RATIOPHARM GMBH DE
Lésung zum Einnehmen
MCP-ratiopharm® 1 mg/ml DE/H/4151/001 92719.00.00 RATIOPHARM GMBH DE
Lésung zum Einnehmen
MCP-ratiopharm® 1 mg/ml DE/H/4151/001 92719.00.00 RATIOPHARM GMBH DE
L6ésung zum Einnehmen
MCP-ratiopharm® 1 mg/ml DE/H/4151/001 92719.00.00 RATIOPHARM GMBH DE
Lésung zum Einnehmen
Paspertin® 10 mg/2 ml not available 6168.00.00 VIATRIS HEALTHCARE DE
Ampullen GMBH
Paspertin® 10 mg/2 ml not available 6168.00.00 VIATRIS HEALTHCARE DE
Ampullen GMBH
Paspertin® 10 mg/2 ml not available 6168.00.00 VIATRIS HEALTHCARE DE
Ampullen GMBH
Paspertin® Filmtabletten not available 6168.00.01 VIATRIS HEALTHCARE DE

GMBH
Paspertin® Filmtabletten not available 6168.00.01 VIATRIS HEALTHCARE DE

GMBH
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(in authorisation country)

MRP/DCP Authorisation
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National Authorisation
Number

MAH of product in the
member state

Member State
where product is

authorised

Paspertin® Filmtabletten not available 6168.00.01 VIATRIS HEALTHCARE DE

GMBH
Primperan, injektionsvaeske, not available 05429 SANOFI A/S DK
oplgsning
Primperan 1 mg/ml solucién oral | not available 40257 SANOFI-AVENTIS, S.A. ES
Primperan 10 mg comprimidos not available 41446 SANOFI-AVENTIS, S.A. ES
Primperan 10 mg comprimidos not available 41446 SANOFI-AVENTIS, S.A. ES
Primperan 10 mg/2 ml solucién not available 40256 SANOFI-AVENTIS, S.A. ES
inyectable
Primperan 5 mg/ml not available 5815 SANOFI OY FI
injektioneste, liuos
Primperan 5 mg/ml not available 5815 SANOFI QY FI
injektionsvatska, [6sning
PRIMPERAN 0,1 %, solution not available 34009 308 614 3 1 SANOFI WINTHROP FR
buvable édulcorée au cyclamate INDUSTRIE
de sodium et a la saccharine
sodique
PRIMPERAN 0,1 %, solution not available 34009 322 0297 3 SANOFI WINTHROP FR
buvable édulcorée au cyclamate INDUSTRIE
de sodium et a la saccharine
sodique
PRIMPERAN 10 mg, comprimé not available 34009 556 657-4 8 SANOFI WINTHROP FR

sécable

INDUSTRIE

List of nationally authorised medicinal products

EMADOC-1700519818-2285119

Page 6/13



Product Name
(in authorisation country)
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MAH of product in the
member state

Member State
where product is

authorised
PRIMPERAN 10 mg, comprimé not available 34009 322 025-1 5 SANOFI WINTHROP FR
sécable INDUSTRIE
PRIMPERAN 10 mg, comprimé not available 34009 308 612-0 2 SANOFI WINTHROP FR
sécable INDUSTRIE
PRIMPERAN 10 mg/2 ml, solution | not available 34009 322 026 8 3 SANOFI WINTHROP FR
injectable en ampoule INDUSTRIE
PRIMPERAN 10 mg/2 ml, solution | not available 34009 551 75353 SANOFI WINTHROP FR
injectable en ampoule INDUSTRIE
PRIMPERAN 10 mg/2 ml, solution | not available 34009 318 2579 1 SANOFI WINTHROP FR
injectable en ampoule INDUSTRIE
PRIMPERAN 10 mg/2 ml, solution | not available 34009 308 616 6 0 SANOFI WINTHROP FR
injectable en ampoule INDUSTRIE
PROKINYL L.P. 15 mg, gélule a not available 3400932975846 TECHNI-PHARMA FR
libération prolongée
PRIMPERAN not available 32938/29-11-91 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E
PRIMPERAN not available 32941/29-11-91 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E
PRIMPERAN not available 32941/29-11-91 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E
PRIMPERAN not available 32939/29-11-91 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E
PRIMPERAN not available 32939/29-11-91 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E
PRIMPERAN not available 32939/29-11-91 SANOFI-AVENTIS GR

MONOPROSOPI A.E.B.E
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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
PRIMPERAN not available 32939/29-11-91 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E
PRIMPERAN not available 32939/29-11-91 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E
PRIMPERAN not available 32938/29-11-91 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E
Maxolon 10 mg Tablets not available PA 1142/011/003 AMDIPHARM LIMITED IE
Maxolon 10 mg Tablets not available PA 1142/011/003 AMDIPHARM LIMITED IE
Maxolon 10 mg Tablets not available PA 1142/011/003 AMDIPHARM LIMITED IE
Maxolon 5 mg/ml Solution for not available PA1142/011/001 AMDIPHARM LIMITED IE
Injection
Metoclopramide 5mg/ml Solution | not available PA 0073/084/001. MERCURY IE
for Injection PHARMACEUTICALS
(IRELAND) LTD.
MAALOX NAUSEA Adulti 5 mg not available 033013018 OPELLA HEALTHCARE ITALY | IT
compresse effervescenti S.R.L.
MAALOX NAUSEA Adulti 5 mg not available 033013020 OPELLA HEALTHCARE ITALY IT
granulato effervescente S.R.L.
PLASIL 10 mg compresse not available 020766046 SANOFI S.R.L. IT
PLASIL 10 mg/10 ml sciroppo not available 020766022 SANOFI S.R.L. IT
PLASIL 10 mg/2 ml soluzione not available 020766010 SANOFI S.R.L. IT

iniettabile
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Product Name
(in authorisation country)

MRP/DCP Authorisation
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National Authorisation
Number

MAH of product in the
member state

Member State
where product is

authorised
Ceolat 1 mg/ml Lésung zum DE/H/4249/001 2016110289 LANNACHER HEILMITTEL LU
Einnehmen GES.M.B.H.,
Ceolat 1 mg/ml Lésung zum DE/H/4249/001 2016110289 LANNACHER HEILMITTEL LU
Einnehmen GES.M.B.H.,
Ceolat 1 mg/ml Lésung zum DE/H/4249/001 2016110289 LANNACHER HEILMITTEL LU
Einnehmen GES.M.B.H.,
Primperan 10 mg comprimés not available 0490187 SANOFI BELGIUM LU
Primperan 10 mg comprimés not available 0152131 SANOFI BELGIUM LU
Primperan 10 mg comprimés not available 0918715 SANOFI BELGIUM LU
Primperan 10 mg/2 ml solution not available 0093724 SANOFI BELGIUM LU
injectable
Primperan 5 mg/5 ml solution not available 0152145 SANOFI BELGIUM LU
buvable
PROKINYL L.P. 15 mg, gélule a not available 2008099954 TECHNI-PHARMA LU
libération prolongée
Primperan drank, drank 5 mg/5 not available RVG 05252 SANOFI B.V. NL
ml
Primperan drank, drank 5 mg/5 not available RVG 05252 SANOFI B.V. NL
ml
Primperan injectie 10/2 ml, not available RVG 05251 SANOFI B.V. NL
oplossing voor injectie 10 mg/2
ml
Primperan 10 mg comprimidos not available 9138222 SANOFI - PRODUTOS PT

FARMACEUTICOS LDA
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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
Primperan 10 mg comprimidos not available 9138230 SANOFI - PRODUTOS PT
FARMACEUTICOS LDA
Primperan 10 mg/2 ml solugdo not available 9138305 SANOFI - PRODUTOS PT
injetavel FARMACEUTICOS LDA
Primperan 1mg/ml solugdo oral not available 9138404 SANOFI - PRODUTOS PT
FARMACEUTICOS LDA
Primperan 5 mg/ml not available 8653 SANOFI AB SE
injektionsvatska, [6sning
Maxolon ® SR not available PL 20072/0047 AMDIPHARM UK LIMITED XI
Maxolon ® SR not available PL 20072/0047 AMDIPHARM UK LIMITED XI
Maxolon ® SR not available PL 20072/0047 AMDIPHARM UK LIMITED XI
Maxolon ® SR not available PL 20072/0047 AMDIPHARM UK LIMITED XI
Maxolon ® SR not available PL 20072/0047 AMDIPHARM UK LIMITED XI
Maxolon ® SR not available PL 20072/0047 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
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(in authorisation country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State

where product is
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Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
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(in authorisation country)
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National Authorisation
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MAH of product in the
member state

Member State

where product is

authorised

Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon 10mg Tablets not available PL 20072/0048 AMDIPHARM UK LIMITED XI
Maxolon High Dose not available PL 20072/0052 AMDIPHARM UK LIMITED XI
Metoclopramide 10mg Tablets not available PL 20395/0131 RELON CHEM LIMITED XI
Metoclopramide 5 mg/5 ml Oral DE/H/4249/001 PL 21597/0066 G.L. PHARMA GMBH XI
Solution Sugar-Free

Metoclopramide 5 mg/5 ml Oral DE/H/4249/001 PL 21597/0066 G.L. PHARMA GMBH XI
Solution Sugar-Free

Metoclopramide 5 mg/5 ml Oral DE/H/4249/001 PL 21597/0066 G.L. PHARMA GMBH XI
Solution Sugar-Free

Metoclopramide 5 mg/5 ml Oral DE/H/4249/001 PL 21597/0066 G.L. PHARMA GMBH XI
Solution Sugar-Free

Metoclopramide 5 mg/5 ml Oral DE/H/4249/001 PL 21597/0066 G.L. PHARMA GMBH XI
Solution Sugar-Free

Metoclopramide 5mg/ml Solution | not available PL 20072/0052 AMDIPHARM UK LIMITED XI

for Infusion
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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
METOCLOPRAMIDE 5mg/ml not available PL 12762/0654 MERCURY XI
Solution for Injection PHARMACEUTICALS LTD.
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