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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

DISCOTRINE 5 mg/24
heures, dispositif
transdermique

not available

332 485.5

MEDA PHARMA SAS

FR

DISCOTRINE 5 mg/24
heures, dispositif
transdermique

not available

332 486.1

MEDA PHARMA SAS

FR

DISCOTRINE 10 mg/24
heures, dispositif
transdermique

not available

332 487.8

MEDA PHARMA SAS

FR

DISCOTRINE 10 mg/24
heures, dispositif
transdermique

not available

332 488.4

MEDA PHARMA SAS

FR

DISCOTRINE 15 mg/24
heures, dispositif
transdermique

not available

339 573.7

MEDA PHARMA SAS

FR

DISCOTRINE 15 mg/24
heures, dispositif
transdermique

not available

339 565.4

MEDA PHARMA SAS

FR

Nitrolingual, sublingual
spray

not available

6655

G. POHL-BOSKAMP GMBH CO.

KG

DK

Transiderm-Nitro 10
milligrams/24hours
Transdermal Patch

not available

PA0896/032/002

NOVARTIS IRELAND LIMITED

IE

Transiderm-Nitro 15
milligrams/24hours
Transdermal Patch

not available

PA0896/032/003

NOVARTIS IRELAND LIMITED

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

Transiderm-Nitro not available PA0896/032/001 NOVARTIS IRELAND LIMITED | IE
5milligrams/24hours

Transdermal Patch

Nitroderm TTS 10 mg/24 not available 1-18011 NOVARTIS PHARMA GMBH AT
h Depot-Pflaster

Nitroderm TTS 5 mg/24 h | not available 1-18010 NOVARTIS PHARMA GMBH AT
Depot-Pflaster

MINITRAN 5 mg/24 ore not available 027028048 MEDA PHARMA S.P.A. IT
cerotti transdermici

MINITRAN 5 mg/24 ore not available 027028012 MEDA PHARMA S.P.A. IT
cerotti transdermici

MINITRAN 10 mg/24 ore not available 027028024 MEDA PHARMA S.P.A. IT
cerotti transdermici

MINITRAN 10 mg/24 ore not available 027028051 MEDA PHARMA S.P.A. IT
cerotti transdermici

MINITRAN 15 mg/24 ore not available 027028036 MEDA PHARMA S.P.A. IT
cerotti transdermici

MINITRAN 15 mg/24 ore not available 027028063 MEDA PHARMA S.P.A. IT

cerotti transdermici
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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

deponit® NT 5 mg/24 h not available 2004118446 MERUS LABS LUXCO II S.A LU
transdermales Pflaster R.L.

Plastranit 10 mg/24 h not available 8595447 MERUS LABS LUXCO II S.A PT
sistema transdérmico R.L.

Perlinganit 1 mg/ml not available 10140 MACURE PHARMA APS FI
infuusioneste, liuos

Perlinganit 1 mg/ml not available 10140 MACURE PHARMA APS FI
infusionsvatska, l6sning

ADESITRIN 5 mg/24 h not available 026068015 MERUS LABS LUXCO II S.A IT
cerotti transdermici R.L.

Perlinganit; 1 mg/ml, not available R/2649 MERUS LABS LUXCO II S.A PL
roztwor do infuzji R.L.

LENITRAL INJECTABLE 3 not available 34009 55247715 LABORATOIRES BESINS FR
mg/2ml, solution INTERNATIONAL

injectable pour perfusion

I.V.

LENITRAL INJECTABLE 3 not available 34009 554 0439 2 LABORATOIRES BESINS FR

mg/2ml, solution
injectable pour perfusion
I.V.

INTERNATIONAL
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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

LENITRAL INJECTABLE 3
mg/2ml, solution
injectable pour perfusion
I.V.

not available

34009 55549215

LABORATOIRES BESINS
INTERNATIONAL

FR

LENITRAL INJECTABLE 15 | not available 34009 552 476 5 4 LABORATOIRES BESINS FR
mg/10ml, solution INTERNATIONAL

injectable

LENITRAL INJECTABLE 15 | not available 34009 554 0422 4 LABORATOIRES BESINS FR
mg/10ml, solution INTERNATIONAL

injectable

LENITRAL INJECTABLE 15 | not available 34009 55549154 LABORATOIRES BESINS FR
mg/10ml, solution INTERNATIONAL

injectable

SOLINITRINA 1 mg/ml not available 55.332 KERN PHARMA, S.L. ES
solucién inyectable

deponit® NT 5 mg/24 h not available 30524.00.00 MERUS LABS LUXCO II S.A DE
transdermales Pflaster R.L.

Trinipatch 5 mg/ 24 horas | not available 61.695 FERRER INTERNACIONAL, ES
parches transdérmicos S.A.

Trinipatch 10 mg/ 24 not available 61.696 FERRER INTERNACIONAL, ES
horas parches S.A.

transdérmicos

Trinipatch 15 mg/ 24 not available 61.697 FERRER INTERNACIONAL, ES

horas parches
transdérmicos

S.A.
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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

Transiderm-Nitro 10 not available 8967 NOVARTIS FINLAND OY FI
mg/24 t depotlaastari
Transiderm-Nitro 10 not available 8967 NOVARTIS FINLAND OY FI
mg/24 timmar
depotplaster
Transiderm-Nitro 5 mg/24 | not available 8894 NOVARTIS FINLAND OY FI
timmar depotpl3ster
Transiderm-Nitro 5 mg/24 | not available 8894 NOVARTIS FINLAND OY FI
t depotlaastari
Nitroglycerine-hameln 1 not available RVG 119982 HAMELN PHARMA GMBH NL
mg/ml, oplossing voor
infusie
Nitrangin Pumpspray not available 25827.00.00 PHARMAPOL DE
Glyceroltrinitrat ARZNEIMITTELVERTRIEB-

GMBH
Nitrangin Pumpspray not available 25827.00.00 PHARMAPOL DE
Glyceroltrinitrat ARZNEIMITTELVERTRIEB-

GMBH
NITROLINGUAL not available 0983/95/03/0143 TRAMEDICO N.V. LU
PUMPSPRAY 0,4 mg
Solution pour
pulvérisation sublinguale
ADESITRIN 15 mg/24 h not available 026068039 MERUS LABS LUXCO II S.A IT

cerotti transdermici

R.L.
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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

TRINIPATCH 10 mg/24
heures, dispositif
transdermique (44,8 mg /
14 cm?2)

not available

34009 345 21454

LABORATOIRES LAVIPHARM
S.AS.

FR

TRINIPATCH 15 mg/24 not available 34009 3476683 1 LABORATOIRES LAVIPHARM FR
heures, dispositif S.A.S.

transdermique (67,2 mg /

21 cm?2)

TRINIPATCH 5 mg/24 not available 34009 34521515 LABORATOIRES LAVIPHARM FR
heures, dispositif S.A.S.

transdermique (22,4 mg /

7 cm?2)

TRINIPATCH 10 mg/24 not available 34009 338 07306 LABORATOIRES LAVIPHARM FR
heures, dispositif S.A.S.

transdermique (44,8 mg /

14 cm?2)

TRINIPATCH 15 mg/24 not available 34009 3476708 1 LABORATOIRES LAVIPHARM FR
heures, dispositif S.A.S.

transdermique (67,2 mg /

21 cm2)

TRINIPATCH 5 mg/24 not available 34009 338 07245 LABORATOIRES LAVIPHARM FR
heures, dispositif S.A.S.

transdermique (22,4 mg /

7 cm2)

Nitrocine 1 mg/ml solution | not available PA2118/001/001 MERUS LABS LUXCO II S.A IE

for infusion, ampoule

R.L.
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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

NITRO POHL 1 mg/ml
infuzni roztok

not available

83/1071/94 - C

G. POHL-BOSKAMP GMBH CO.

KG

cz

Nitro "Pohl" Infus voor NL/H/0613/001 RVG 10393 G. POHL-BOSKAMP GMBH CO. | NL
perfusorpompsystemen 1 KG

mg/ml, oplossing voor

infusie

NITRONAL 1 mg/ml, NL/H/0613/001 567 148-9 G. POHL-BOSKAMP GMBH CO. | FR
solution pour perfusion KG

NITRONAL 1 mg/ml, NL/H/0613/001 567 149-5 G. POHL-BOSKAMP GMBH CO. | FR
solution pour perfusion KG

NITRONAL 1 mg/ml, NL/H/0613/001 567 150-3 G. POHL-BOSKAMP GMBH CO. | FR
solution pour perfusion KG

NITRONAL 1 mg/ml, NL/H/0613/001 567 152-6 G. POHL-BOSKAMP GMBH CO. | FR
solution pour perfusion KG

Nitro Pohl 1 mg/ml not available OGYI-T- 5333/01 G. POHL-BOSKAMP GMBH CO. | HU
oldatos infuzioé KG

Nitro Pohl 1 mg/ml not available OGYI-T- 5333/02 G. POHL-BOSKAMP GMBH CO. | HU
oldatos infuzio KG

Nitro Pohl 1 mg/ml not available OGYI-T- 5333/03 G. POHL-BOSKAMP GMBH CO. | HU

oldatos infuzid

KG
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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

NATISPRAY 0,30
mg/dose, solution pour
pulvérisation buccale

not available

343 070-6

TEOFARMA S.R.L.

FR

Nitrolingual not available 6877/2-2-2006 LAVIPHARM HELLAS AE GR
Nitrocine, 1 mg/ml not available 317400 MERUS LABS LUXCO II S.A EE
infusioonilahuse R.L.

kontsentraat

perlinganit® Lésung 1 not available 1296.00.00 MERUS LABS LUXCO II S.A DE
mg/ml Infusionslésung R.L.

GLYCEROLTRINITRAT

EPINITRIL 5 mg/24 h 1E/H/104/001 PA0868/003/001 ROTTAPHARM LIMITED IE
transdermal patch.

EPINITRIL® 10 mg/24 h IE/H/0104/002 PA 868/3/2 ROTTAPHARM LIMITED IE
transdermal patch

EPINITRIL® 15 mg/24 h 1IE/H/0104/003 PA 868/3/3 ROTTAPHARM LIMITED IE
transdermal patch

EPINITRIL® 5 mg/24 IE/H/104/001 58234/26-8-2011 ROTTAPHARM LIMITED GR
WPEC, O1adePUIKA

€unAaoTpa

EPINITRIL® 10 mg/24 IE/H/104/002 58233/26-8-2011 ROTTAPHARM LIMITED GR

WPEG, dIadepHIKa
€unAaoTpa
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
EPINITRIL 5 mg/24 ore, IE/H/0104/001 034860015 MEDA PHARMA S.P.A. IT

cerotto transdermico

EPINITRIL 10 mg/24 ore, 1E/H/0104/002 034860039 MEDA PHARMA S.P.A. IT

cerotto transdermico

EPINITRIL 15 mg/24 ore, 1E/H/0104/003 034860054 MEDA PHARMA S.P.A. IT

cerotto transdermico

EPINITRIL 5 mg/24 ore, 1IE/H/0104/001 034860041 MEDA PHARMA S.P.A. IT

cerotto transdermico

EPINITRIL 10 mg/24 ore, 1E/H/0104/002 034860027 MEDA PHARMA S.P.A. IT

cerotto transdermico

EPINITRIL 15 mg/24 ore, 1E/H/0104/003 034860066 MEDA PHARMA S.P.A. IT

cerotto transdermico

EPINITRIL 10 mg/24 h 1E/H/0104/002 63.677 MYLAN IRE HEALTHCARE ES

parche transdérmico LIMITED

EPINITRIL 15 mg/24 h 1E/H/0104/003 63.678 MYLAN IRE HEALTHCARE ES

parche transdérmico LIMITED

EPINITRIL 5 mg/24 h 1IE/H/0104/001 63.676 MYLAN IRE HEALTHCARE ES

parche transdermico

LIMITED
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
EPINITRIL 15 mg/24 h 1E/H/0104/003 3494382 BGP PRODUCTS UNIPESSOAL, | PT
sistema transdérmico LDA.

EPINITRIL 15 mg/24 h 1E/H/0104/003 3494481 BGP PRODUCTS UNIPESSOAL, | PT
sistema transdérmico LDA.

EPINITRIL 10 mg/24 h 1E/H/0104/002 3494184 BGP PRODUCTS UNIPESSOAL, | PT
sistema transdérmico LDA.

EPINITRIL 10 mg/24 h 1E/H/0104/002 3494283 BGP PRODUCTS UNIPESSOAL, | PT
sistema transdérmico LDA.

EPINITRIL 5 mg/24 h 1E/H/0104/001 3493988 BGP PRODUCTS UNIPESSOAL, | PT
sistema transdérmico LDA.

EPINITRIL 5 mg/24 h IE/H/0104/001 3494085 BGP PRODUCTS UNIPESSOAL, | PT
sistema transdérmico LDA.

EPINITRIL 10 mg/24 1E/H/0104/002 34009 358989 0 6 BOUCHARA RECORDATI FR
heures, dispositif

transdermique

EPINITRIL 10 mg/24 1E/H/0104/002 34009 35899095 BOUCHARA RECORDATI FR
heures, dispositif

transdermique

EPINITRIL 15 mg/24 1E/H/0104/003 34009 35899156 BOUCHARA RECORDATI FR

heures, dispositif
transdermique
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
EPINITRIL 15 mg/24 IE/H/0104/003 34009 358 99217 BOUCHARA RECORDATI FR
heures, dispositif

transdermique

EPINITRIL 5 mg/24 1IE/H/0104/001 34009 358987 8 4 BOUCHARA RECORDATI FR
heures, dispositif

transdermique

EPINITRIL 5 mg/24 1E/H/0104/001 34009 358 988 4 5 BOUCHARA RECORDATI FR
heures, dispositif

transdermique

MinitranS® 5; 5mg/24h, not available 27583.00.00 MEDA PHARMA GMBH & CO. DE
transdermales Pflaster KG

MinitranS® 10; not available 27583.01.00 MEDA PHARMA GMBH & CO. DE
10mg/24h, transdermales KG

Pflaster

Cordiplast 10 mg/24 h not available 60.314 MERUS LABS LUXCO II S.A ES
parches transdérmicos R.L.

Gtn 5 mg/ml concentrado | not available 2585081 LABORATORIOS PFIZER, LDA. | PT
para solucdo para

perfusao

Nitrolingual 0,4 mg - not available 14.908 G. POHL-BOSKAMP GMBH CO. | AT
Pumpspray KG

Nitronal® 0,8 mg, not available 6501392.00.00 PHARMAPOL DE
Weichkapseln zum ARZNEIMITTELVERTRIEB-
ZerbeiBen GMBH
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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

Nitrolingual not available 7089 G. POHL-BOSKAMP GMBH CO. | NO
KG

NepnuHraumnT 1 mg/ml not available 20000515 MERUS LABS LUXCO II S.A BG

MHQY3MOHEH pa3TBoOp R.L.

Deponit 5 mg/24 h cerotti | not available 026070019 MERUS LABS LUXCO II S.A IT

transdermici R.L.

NITRODERM® TTS 5 mg not available MA1249/02601 NOVARTIS IRELAND LIMITED | MT

Transdermal patch

NITRODERM® TTS 10 mg | not available MA1249/02602 NOVARTIS IRELAND LIMITED MT

Transdermal patch

NITROPLAST 10 mg not available 58.567 LACER S.A. ES

parches transdérmicos

NITROPLAST 5 mg not available 58.568 LACER S.A. ES

parches transdérmicos

NITROPLAST 15 mg not available 62.264 LACER S.A. ES

parches transdérmicos

Deponit 15 mg/24 h not available 026070033 MERUS LABS LUXCO II S.A IT

cerotti transdermici

R.L.
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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

Nitrolingual Spray 0,4
mg/SprihstoB, Spray zur
Anwendung in der
Mundhohle

not available

6095816.00.00

G. POHL-BOSKAMP GMBH CO.

KG

DE

Nitrolingual 0,4 mg/dozi not available HR-H-453122375 MEDIS ADRIA D.O.O. HR
sublingvalni sprej, otopina

Nitrolingual® infus. 1 not available 6008266.00.00 G. POHL-BOSKAMP GMBH CO. | DE
mg/ml, Infusionslésung KG

Nitro POHL- not available 1-21523 G. POHL-BOSKAMP GMBH CO. | AT
Stechampullen zur KG

Infusion

Nitro POHL- Ampullen zur | not available 1-21524 G. POHL-BOSKAMP GMBH CO. | AT
Infusion KG

perlinganit® Lésung 1 not available 2004058246 MERUS LABS LUXCO II S.A LU
mg/ml Infusionslésung R.L.

GLYCEROLTRINITRAT

TRANSIDERM-NITRO® 10 | not available 6987 NOVARTIS NORGE AS NO
mg/24 timer

depotplaster "Novartis”

TRANSIDERM-NITRO® 5 not available 6986 NOVARTIS NORGE AS NO
mg/24 timer

depotplaster “Novartis”

NITRODERM TTS 5. not available 18485 NOVARTIS IRELAND LIMITED 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

NITRIDERM TTS® 10
mg/24 h, dispositif
transdermique

not available

3400932783977

NOVARTIS PHARMA S.A.S.

FR

NITRIDERM TTS® 10
mg/24 h, dispositif
transdermique

not available

3400932830565

NOVARTIS PHARMA S.A.S.

FR

NITRIDERM TTS® 15
mg/24 h, dispositif
transdermique

not available

3400934075124

NOVARTIS PHARMA S.A.S.

FR

NITRIDERM TTS 5mg/24
h, dispositif
transdermique

not available

3400932682690

NOVARTIS PHARMA S.A.S.

FR

NITRIDERM TTS 5mg/24
h, dispositif
transdermique

not available

3400932830336

NOVARTIS PHARMA S.A.S.

FR

MINITRAN 10, pleister
met gereguleerde afgifte
10 mg/24 uur

not available

RVG 15865

MYLAN HEALTHCARE B.V.

NL

MINITRAN 5, pleister met
gereguleerde afgifte 5
mg/24 uur

not available

RVG 15864

MYLAN HEALTHCARE B.V.

NL

MINITRAN 15, pleister
met gereguleerde afgifte
15 mg/24 uur

not available

RVG 15866

MYLAN HEALTHCARE B.V.

NL

MINITRAN 10 mg -
Transdermales Pflaster

not available

BE 160562

MYLAN EPD BVBA/SPRL

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

MINITRAN 5 mg - not available BE 160571 MYLAN EPD BVBA/SPRL BE
Transdermales Pflaster

MINITRAN 15 mg - not available BE 160587 MYLAN EPD BVBA/SPRL BE
Transdermales Pflaster

MINITRAN 10 mg - not available 2010/020725 MYLAN EPD BVBA/SPRL LU
Transdermales Pflaster

MINITRAN 15 mg - not available 2010/020726 MYLAN EPD BVBA/SPRL LU
Transdermales Pflaster

MINITRAN 5 mg - not available 2010/020724 MYLAN EPD BVBA/SPRL LU
Transdermales Pflaster

MINITRAN 5 mg - Pleister | not available BE 160571 MYLAN EPD BVBA/SPRL BE
voor transdermaal gebruik

MINITRAN 5 mg - not available 2010/020724 MYLAN EPD BVBA/SPRL LU
dispositif transdermique

MINITRAN 10 mg - not available BE 160562 MYLAN EPD BVBA/SPRL BE
Pleister voor transdermaal

gebruik

MINITRAN 15 mg - not available BE 160587 MYLAN EPD BVBA/SPRL BE

Pleister voor transdermaal
gebruik
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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

MINITRAN 10 mg - not available 2010/020725 MYLAN EPD BVBA/SPRL LU
dispositif transdermique

MINITRAN 15 mg - not available 2010/020726 MYLAN EPD BVBA/SPRL LU
dispositif transdermique

MINITRAN 5 mg - not available BE 160571 MYLAN EPD BVBA/SPRL BE
dispositif transdermique

MINITRAN 10 mg - not available BE 160562 MYLAN EPD BVBA/SPRL BE
dispositif transdermique

MINITRAN 15 mg - not available BE 160587 MYLAN EPD BVBA/SPRL BE
dispositif transdermique

DISCOTRINE 5 mg/24 not available 332 485.5 MEDA PHARMA SAS FR
heures, dispositif

transdermique

DISCOTRINE 5 mg/24 not available 332 486.1 MEDA PHARMA SAS FR
heures, dispositif

transdermique

DISCOTRINE 10 mg/24 not available 332 487.8 MEDA PHARMA SAS FR
heures, dispositif

transdermique

DISCOTRINE 10 mg/24 not available 332 488.4 MEDA PHARMA SAS FR

heures, dispositif
transdermique
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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

DISCOTRINE 15 mg/24 not available 339 573.7 MEDA PHARMA SAS FR
heures, dispositif

transdermique

DISCOTRINE 15 mg/24 not available 339 565.4 MEDA PHARMA SAS FR
heures, dispositif

transdermique

Venitrin 10 mg/24 ore not available 018128049 MEDA PHARMA S.P.A. IT
cerotti transdermici

Venitrin 15 mg/24 ore not available 018128052 MEDA PHARMA S.P.A. IT
cerotti transdermici

Venitrin 10 mg/24 ore not available 018128088 MEDA PHARMA S.P.A. IT
cerotti transdermici

Venitrin 15 mg/24 ore not available 018128090 MEDA PHARMA S.P.A. IT
cerotti transdermici

Venitrin 5 mg/24 ore not available 018128037 MEDA PHARMA S.P.A. IT
cerotti transdermici

Venitrin 5 mg/24 ore not available 018128076 MEDA PHARMA S.P.A. IT
cerotti transdermici

Venitrin 5 mg/1,5 ml not available 018128025 MEDA PHARMA S.P.A. IT

concentrato per soluzione
per infusione”
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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

Nitroderm TTS 10 parches | not available 57.359 NOVARTIS FARMACEUTICA ES
transdérmicos S.A.

Nitroderm TTS 15 parches | not available 61.449 NOVARTIS FARMACEUTICA ES
transdérmicos S.A.

Nitroderm TTS 5 parches not available 57.358 NOVARTIS FARMACEUTICA ES
transdérmicos S.A.

Nitrolingual 0,4 mg/doézis not available OGYI-T-5683/01 G. POHL-BOSKAMP GMBH CO. | HU
nyelvalatti spray KG

Transiderm-Nitro 10 not available 09973 NOVARTIS SVERIGE AB SE
mg/24 timmar

depotplaster

Transiderm-Nitro 5 mg/24 | not available 09972 NOVARTIS SVERIGE AB SE
timmar depotpldster

Nitroglycerin BioPhausia, not available 10977 KARO PHARMA AB SE
5 mg/ml koncentrat till

infusionsvatska, 16sning

Nitro Pohl 1 mg/ml not available LT/1/97/2909/001 G. POHL-BOSKAMP GMBH CO. | LT
infuzinis tirpalas KG

Nitro Pohl 1 mg/ml not available LT/1/97/2909/002 G. POHL-BOSKAMP GMBH CO. | LT

infuzinis tirpalas

KG
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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

Nitro Pohl 1 mg/ml not available LT/1/97/2909/003 G. POHL-BOSKAMP GMBH CO. | LT

infuzinis tirpalas KG

Nitro Pohl 1 mg/ml not available LT/1/97/2909/004 G. POHL-BOSKAMP GMBH CO. | LT

infuzinis tirpalas KG

NATISPRAY 0,30 not available 343 070-6 TEOFARMA S.R.L. FR

mg/dose, solution pour

pulvérisation buccale

Nitrolingual Pumpspray not available PL 04719/0005 G. POHL-BOSKAMP GMBH CO. | UK
KG

nitrocine 1 mg/ml infuzinis | not available LT/1/97/2410/002 MERUS LABS LUXCO II S.A LT

tirpalas R.L.

nitrocine 1 mg/ml infuzinis | not available LT/1/97/2410/001 MERUS LABS LUXCO II S.A LT

tirpalas R.L.

Nitroderm TTS 10mg/24 not available BE127355 NOVARTIS PHARMA N.V. BE

Stunden, transdermales

Pflaster

Nitroderm TTS 15mg/24 not available BE165672 NOVARTIS PHARMA N.V. BE

Stunden, transdermales

Pflaster

Nitroderm TTS 5mg/24 not available BE127364 NOVARTIS PHARMA N.V. BE

Stunden, transdermales
Pflaster

List of nationally authorised medicinal products

EMA/158016/2021

Page 20/33




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

Nitroderm TTS 10mg/24h, | not available BE127355 NOVARTIS PHARMA N.V. BE
dispositifs transdermiques

Nitroderm TTS 10mg/24u, | not available BE127355 NOVARTIS PHARMA N.V. BE
pleisters voor

transdermaal gebruik

Nitroderm TTS 15mg/24h, | not available BE165672 NOVARTIS PHARMA N.V. BE
dispositifs transdermiques

Nitroderm TTS 15mg/24u, | not available BE165672 NOVARTIS PHARMA N.V. BE
pleisters voor

transdermaal gebruik

Nitroderm TTS 5mg/24h, not available BE127364 NOVARTIS PHARMA N.V. BE
dispositifs transdermiques

Nitroderm TTS 5mg/24u, not available BE127364 NOVARTIS PHARMA N.V. BE
pleisters voor

transdermaal gebruik

NITRODERM TTS 5mg/24 not available 11941/2019/01 NOVARTIS PHARMA GMBH RO
ore plasture transdermic

Deponit 10 mg/24 h not available 026070021 MERUS LABS LUXCO II S.A IT
cerotti transdermici R.L.

Transiderm-Nitro 10, not available RVG 09673 NOVARTIS PHARMA B.V. NL

pleister voor transdermaal
gebruik 10 mg/24 uur
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Member State where
product is authorised

Transiderm-Nitro 15, not available RVG 16495 NOVARTIS PHARMA B.V. NL
pleister voor transdermaal

gebruik 15 mg/24 uur

Transiderm-Nitro 5, not available RVG 09672 NOVARTIS PHARMA B.V. NL
pleister voor transdermaal

gebruik 5 mg/24 uur

Deponit 5 mg/24 h not available PL 20011/0044 NORGINE PHARMACEUTICALS | UK
transdermal patch LIMITED

NITRODERM® TTS 10 not available H/92/01116/001 NOVARTIS PHARMA GMBH SI
mg/24 ur transdermalni

obliz

Nitroderm TTS 10 mg/24 not available OGYI-T-1291/02 NOVARTIS HUNGARIA KFT. HU
ora transzdermalis tapasz PHARMA

Nitroderm TTS 15 mg/24 not available OGYI-T-1291/03 NOVARTIS HUNGARIA KFT. HU
ora transzdermalis tapasz PHARMA

Nitroderm TTS 5 mg/24 not available OGYI-T-1291/01 NOVARTIS HUNGARIA KFT. HU
ora transzdermalis tapasz PHARMA

NITROLINGUAL not available BE129254 TRAMEDICO N.V. BE
PUMPSPRAY 0,4 mg Spray

voor sublinguaal gebruik.

NITROLINGUAL not available BE129254 TRAMEDICO N.V. BE

PUMPSPRAY 0,4 mg
Solution pour
pulvérisation sublinguale
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Member State where
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NITROLINGUAL
PUMPSPRAY 0,4 mg
Sublingualspray
Nitroglycerin

not available

BE129254

TRAMEDICO N.V.

BE

DERMATRANS Y3 5 mg/24
h transdermal patch.

IE/H/0109/001

PA 868/6/1

ROTTAPHARM LIMITED

IE

DERMATRANS ¥3 10
mg/24 h transdermal
patch

IE/H/0109/002

PA 868/6/2

ROTTAPHARM LIMITED

IE

DERMATRANS ¥3 15
mg/24 h transdermal
patch

IE/H/0109/003

PA 868/6/3

ROTTAPHARM LIMITED

IE

DERMATRANS 10 mg/24
h, parche transdérmico

IE/H/0109/002

63.682

CASEN RECORDATI, S.L.

ES

DERMATRANS 15 mg/24
h, parche transdérmico

IE/H/0109/003

63.683

CASEN RECORDATI, S.L.

ES

DERMATRANS 5 mg/24 h,
parche transdérmico

IE/H/0109/001

63.681

CASEN RECORDATI, S.L.

ES

DERMATRANS 5 mg/24
ore, cerotto transdermico

IE/H/0109/001

034861017

MEDA PHARMA S.P.A.

IT

DERMATRANS 15 mg/24
ore, cerotto transdermico

IE/H/0109/003

034861056

MEDA PHARMA S.P.A.

IT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

DERMATRANS 10 mg/24 IE/H/0109/002 034861031 MEDA PHARMA S.P.A. IT
ore, cerotto transdermico

DERMATRANS 10 mg/24 1E/H/0109/002 034861043 MEDA PHARMA S.P.A. IT
ore, cerotto transdermico

DERMATRANS 15 mg/24 1E/H/0109/003 034861068 MEDA PHARMA S.P.A. IT
ore, cerotto transdermico

DERMATRANS 5 mg/24 1E/H/0109/001 034861029 MEDA PHARMA S.P.A. IT
ore, cerotto transdermico

DERMATRANS 5 mg/24 h, 1E/H/0109/001 3493384 BGP PRODUCTS UNIPESSOAL, | PT
sistema transd 79 rmico LDA.
DERMATRANS 5 mg/24 h, | IE/H/0109/001 3493483 BGP PRODUCTS UNIPESSOAL, | PT
sistema transd 7 rmico LDA.
DERMATRANS 10 mg/24 1E/H/0109/002 3493582 BGP PRODUCTS UNIPESSOAL, | PT
h, sistema transdérmico LDA.
DERMATRANS 10 mg/24 1E/H/0109/002 3493699 BGP PRODUCTS UNIPESSOAL, | PT
h, sistema transd 7% rmico LDA.
DERMATRANS 15 mg/24 1E/H/0109/003 3493780 BGP PRODUCTS UNIPESSOAL, | PT
h, sistema transd 79 rmico LDA.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
DERMATRANS 15 mg/24 IE/H/0109/003 3493889 BGP PRODUCTS UNIPESSOAL, | PT

h, sistema transd 79 rmico LDA.

Deponit 10 mg/24 h not available PL 20011/0045 NORGINE PHARMACEUTICALS | UK

transdermal patch LIMITED

Trinispray 0,4 mg / 0,05 not available 56.574 SANOFI-AVENTIS, S.A. ES

ml solucidén para

pulverizacién sublingual

NITRONG not available 40040/10 LAVIPHARM HELLAS AE GR

NITRONG not available 40033/10 LAVIPHARM HELLAS AE GR

NITRONG not available 40044/10 LAVIPHARM HELLAS AE GR

NITRONG not available 40047/10 LAVIPHARM HELLAS AE GR

NITRONG not available 40050/10 LAVIPHARM HELLAS AE GR

NITROSYLON not available 40051 LAVIPHARM S.A GR
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Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
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NITROSYLON

not available

40052

LAVIPHARM S.A

GR

Nitrolingual® Pumpspray not available 6008131.00.00 G. POHL-BOSKAMP GMBH CO. | DE
0,4 mg/SpruhstoB, Spray KG
zur Anwendung in der
Mundhdhle
Glyceroltrinitrat
Transiderm® Nitro 5 not available PL 00101/0464 NOVARTIS UK
PHARMACEUTICALS UK
LIMITED
Transiderm® Nitro 10 not available PL 00101/0465 NOVARTIS UK
PHARMACEUTICALS UK
LIMITED
Nitrolingual Pompspray, not available RVG 17730 G. POHL-BOSKAMP GMBH CO. | NL
spray voor oromucosaal KG
gebruik 0,4 mg/dosis
HUTPOHAN akBac 1mg/ml | not available 20010633 G. POHL-BOSKAMP GMBH CO. | BG
MHADY3MOHEH pa3TBOp KG
Nitrocine 1 mg/ml solution | not available PA2118/001/002 MERUS LABS LUXCO II S.A IE
for infusion, vial R.L.
Cordiplast 5 mg/24 h not available 60.313 MERUS LABS LUXCO II S.A ES

parches transdérmicos

R.L.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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Nitrolingual Pumpspray not available PA 2243/001/001 G. POHL-BOSKAMP GMBH CO. | IE
400 micrograms per KG

metered dose, sublingual

spray

Glyceryl Trinitrate Spray not available PL 16431/0018 AYRTON SAUNDERS LTD. UK
400 micrograms/metered

dose, sublingual spray.

deponit® NT 10 mg/24 h not available 30524.01.00 MERUS LABS LUXCO II S.A DE
transdermales Pflaster R.L.

Perlinganit roztok 1 mg/ml | not available 83/048/91-S/C MERUS LABS LUXCO II S.A Ccz
infuzni roztok R.L.

NITROLINGUAL® not available 47281/12/18-2-2013 LAVIPHARM HELLAS AE GR
Nitroglycerin BioPhausia not available 11330 KARO PHARMA AB SE
Nitroquick® 0,4 not available 7649.00.00 PHARMAPOL DE
mg/SprihstoB, Spray zur ARZNEIMITTELVERTRIEB-
Anwendung in der GMBH

Mundhohle

Glyceroltrinitrat

NITRODERM TTS 10 not available 025193020 NOVARTIS FARMA S.P.A. IT
mg/die cerotto

transdermico
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NITRODERM TTS 10 not available 025193057 NOVARTIS FARMA S.P.A. IT
mg/die cerotto

transdermico

NITRODERM TTS 15 not available 025193032 NOVARTIS FARMA S.P.A. IT
mg/die cerotto

transdermico

NITRODERM TTS 15 not available 025193069 NOVARTIS FARMA S.P.A. IT
mg/die cerotto

transdermico

NITRODERM TTS 5 mg/die | not available 025193018 NOVARTIS FARMA S.P.A. IT
cerotto transdermico

NITRODERM TTS 5 mg/die | not available 025193044 NOVARTIS FARMA S.P.A. IT
cerotto transdermico

Nitrocine 1mg/ml, solution | not available PL 44374/0019 MERUS LABS LUXCO II S.A UK
for infusion R.L.

ADESITRIN 10 mg/24 h not available 026068027 MERUS LABS LUXCO II S.A IT
cerotti transdermici R.L.

deponit® NT 10 mg/24 h not available 1999090048 MERUS LABS LUXCO II S.A LU
transdermales Pflaster R.L.

DEPONIT T 5, pleister not available RVG 17464 MERUS LABS LUXCO II S.A NL

voor transdermaal gebruik
5 mg/ 24 uur

R.L.
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Nitradisc 10, 10 mg/24 h not available 3073384 BGP PRODUCTS UNIPESSOAL, | PT
sistema transdérmico LDA.
Nitradisc 5, 5 mg/24 h not available 4531380 BGP PRODUCTS UNIPESSOAL, | PT
sistema transdérmico LDA.
Nitroderm TTS 10, 10 not available 8601930 NOVARTIS FARMA - PT
mg/24 h, sistema PRODUTOS FARMACEUTICOS
transdérmico S.A.
Nitroderm TTS 10, 10 not available 8601948 NOVARTIS FARMA - PT
mg/24 h, sistema PRODUTOS FARMACEUTICOS
transdérmico S.A.
Nitroderm TTS 10, 10 not available 8601955 NOVARTIS FARMA - PT
mg/24 h, sistema PRODUTOS FARMACEUTICOS
transdérmico S.A.
Nitroderm TTS 5, 5 mg/24 | not available 8601906 NOVARTIS FARMA - PT
h, sistema transdérmico PRODUTOS FARMACEUTICOS

S.A.
Nitroderm TTS 5, 5 mg/24 | not available 8601914 NOVARTIS FARMA - PT
h, sistema transdérmico PRODUTOS FARMACEUTICOS

S.A.
Nitroderm TTS 5, 5 mg/24 | not available 8601922 NOVARTIS FARMA - PT
h, sistema transdérmico PRODUTOS FARMACEUTICOS

S.A.
Nitrocine 1 mg/ ml not available 00-0226 MERUS LABS LUXCO II S.A LV

Skidums inflzijam

R.L.
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DEPONIT T 10, pleister not available RVG 17465 MERUS LABS LUXCO II S.A NL
voor transdermaal gebruik R.L.

10 mg/ 24 uur

Plastranit 5 mg/24 h not available 8595439 MERUS LABS LUXCO II S.A PT
sistema transdérmico R.L.

Plastranit 5 mg/24 h not available 4588885 MERUS LABS LUXCO II S.A PT
sistema transdérmico R.L.

Epinitril 5 mg/24 6ra not available OGYI-T-8926/01 ROTTAPHARM S.P.A. HU
transzdermalis tapasz

Epinitril 10 mg/24 éra not available OGYI-T-8927/01 ROTTAPHARM S.P.A. HU
transzdermalis tapasz

Epinitril 15 mg/24 6ra not available OGYI-T-8928/01 ROTTAPHARM S.P.A. HU
transzdermalis tapasz

Epinitril 5 mg/24 éra not available OGYI-T-8926/02 ROTTAPHARM S.P.A. HU
transzdermalis tapasz

Epinitril 10 mg/24 6ra not available OGYI-T-8927/02 ROTTAPHARM S.P.A. HU
transzdermalis tapasz

Epinitril 15 mg/24 6ra not available OGYI-T-8928/02 ROTTAPHARM S.P.A. HU

transzdermalis tapasz
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Nitrolingual akut Spray
0,4 mg/SprihstoB, Spray
zur Anwendung in der
Mundhohle

not available

6381284.00.00

G. POHL-BOSKAMP GMBH CO.
KG

DE

MINITRAN 5 MG/ 24 H, not available MA806/00201 MEDA PHARMACEUTICALS MT
TRANSDERMAL PATCH LIMITED

MINITRAN 10 MG/ 24 H, not available MA806/00202 MEDA PHARMACEUTICALS MT
TRANSDERMAL PATCH LIMITED

Solinitrina 0,8 mg not available 55.768 KERN PHARMA, S.L. ES
comprimidos recubiertos

sublinguales

SOLINITRINA FUERTE 5 not available 57.127 KERN PHARMA, S.L. ES
mg/ml solucién inyectable

MINITRAN 10 mg/24 h not available 59989 MEDA PHARMA S.L. ES
parches transdérmicos

MINITRAN 15 mg/24 h not available 59990 MEDA PHARMA S.L. ES
parches transdérmicos

MINITRAN 5 mg/24 h not available 59988 MEDA PHARMA S.L. ES
parches transdérmicos

TRINIPATCH 5, 5 mg/24h not available 2002056491 TEVA PHARMA BELGIUM LU

dispositif transdermique

N.V./S.A
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TRINIPATCH 15, 15 not available 2002056493 TEVA PHARMA BELGIUM LU
mg/24h dispositif N.V./S.A

transdermique

TRINIPATCH 10, 10 not available 2002056492 TEVA PHARMA BELGIUM LU
mg/24h dispositif N.V./S.A

transdermique

TRINIPATCH 10, not available BE171166 TEVA PHARMA BELGIUM BE
10mg/24h pleister voor N.V./S.A

transdermaal gebruik

TRINIPATCH 5, 5mg/24h not available BE171157 TEVA PHARMA BELGIUM BE
pleister voor transdermaal N.V./S.A

gebruik

TRINIPATCH 15, not available BE171175 TEVA PHARMA BELGIUM BE
15mg/24h pleister voor N.V./S.A

transdermaal gebruik

TRINITRINA 5 mg/1,5 ml not available 006035024 ACARPIA FARMACEUTICI IT
concentrato per soluzione S.R.L

per infusione

TRINITRINA 50 mg/50 mi not available 006035051 ACARPIA FARMACEUTICI IT
concentrato per soluzione S.R.L

per infusione

Trinitrina 0,3 mg not available 006035075 ACARPIA FARMACEUTICI IT
compresse rivestite S.R.L

Percutol Ointment not available PL 35533/0020 ASPIRE PHARMA LIMITED UK
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NITRONG not available 19496 LAVIPHARM LIMITED CcY

NITRONG not available 19497 LAVIPHARM LIMITED CY

NITROGLYCERINE not available RVG 24723 SANDOZ B.V. NL

SANDOZ SPRAY 0,4

mg/dosis, spray voor

sublinguaal gebruik 0,4

mg/dosis

Nitronal® not available PL 04719/0006 G. POHL-BOSKAMP GMBH CO. | UK
KG

Nitrolingual 0,4 mg/dos not available 11928 G. POHL-BOSKAMP GMBH CO. | SE

sublingualspray

KG
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