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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

per soluzione orale

number

BREXIDOL 14 mg cerotto | not available 038370019 PROMEDICA S.R.L. IT

medicato

BREXIDOL 14 mg cerotto | not available 038370021 PROMEDICA S.R.L. IT

medicato

Brexidol 20 mg tabletter | not available 8013 CHIESI FARMACEUTICI NO
S.P.A.

Brexidol 20 mg tabletter | not available 11844 CHIESI FARMACEUTICI SE
S.P.A.

BREXIN 20 mg not available 026446118 PROMEDICA S.R.L. IT

compresse

BREXIN 20 mg not available 026446120 PROMEDICA S.R.L. IT

compresse

BREXIN 20 mg not available 026446056 PROMEDICA S.R.L. IT

compresse

BREXIN 20 mg not available 026446070 PROMEDICA S.R.L. IT

compresse effervescenti

BREXIN 20 mg not available 026446082 PROMEDICA S.R.L. IT

compresse effervescenti

BREXIN 20 mg not available 026446094 PROMEDICA S.R.L. IT

compresse effervescenti

BREXIN 20 mg not available 026446106 PROMEDICA S.R.L. IT

compresse effervescenti

BREXIN 20 mg not available 4615795 CHIESI FARMACEUTICI PT

comprimidos S.P.A.

BREXIN 20 mg not available 4615894 CHIESI FARMACEUTICI PT

comprimidos S.P.A.

BREXIN 20 mg not available 4616199 CHIESI FARMACEUTICI PT

comprimidos S.P.A.

efervescentes

BREXIN 20 mg not available 4616298 CHIESI FARMACEUTICI PT

comprimidos S.P.A.

efervescentes

BREXIN 20 mg granulato | not available 026446031 PROMEDICA S.R.L. IT
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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

Brexin 20 mg milteliai not available LT/1/2000/1566/002 CHIESI PHARMACEUTICALS LT

geriamajam tirpalui GMBH

Brexin 20 mg not available OGYI-T-8393/10 CHIESI PHARMACEUTICALS HU

pezsgébtabletta GMBH

Brexin 20 mg not available OGYI-T-8393/11 CHIESI PHARMACEUTICALS HU

pezsgOtabletta GMBH

Brexin 20 mg not available OGYI-T-8393/12 CHIESI PHARMACEUTICALS HU

pezsgOtabletta GMBH

Brexin 20 mg not available OGYI-T-8393/13 CHIESI PHARMACEUTICALS HU

pezsgbtabletta GMBH

Brexin 20 mg por not available OGYI-T-8393/09 CHIESI PHARMACEUTICALS HU

bels6leges oldathoz GMBH

Brexin 20 mg pulveris not available 03-0567 CHIESI PHARMACEUTICALS LV

iekskigi lietojama GMBH

Skiduma pagatavosSanai

BREXIN 20 mg supposte | not available 026446043 PROMEDICA S.R.L. IT

Brexin 20 mg tabletes not available 03-0566 CHIESI PHARMACEUTICALS LV
GMBH

Brexin 20 mg tabletes not available LT/1/2000/1566/001 CHIESI PHARMACEUTICALS LT
GMBH

Brexin 20 mg tabletta not available OGYI-T-8393/02 CHIESI PHARMACEUTICALS HU
GMBH

Brexin 20 mg tabletta not available OGYI-T-8393/01 CHIESI PHARMACEUTICALS HU
GMBH

Brexin 20 mg tabletta not available OGYI-T-8393/04 CHIESI PHARMACEUTICALS HU
GMBH

Brexin 20 mg tabletta not available OGYI-T-8393/03 CHIESI PHARMACEUTICALS HU
GMBH

BREXIN 20 mg, not available 34009 348 7770 4 PIERRE FABRE MEDICAMENT | FR

comprimé effervescent

BREXIN 20 mg, not available 34009 348 778 7 2 PIERRE FABRE MEDICAMENT | FR

comprimé effervescent

BREXIN 20 mg, not available 34009 348 7793 3 PIERRE FABRE MEDICAMENT | FR

comprimé effervescent
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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 COMPRIMES

number
BREXIN 20 mg, not available 34009 348 7801 5 PIERRE FABRE MEDICAMENT | FR
comprimé effervescent
BREXIN 20 mg, not available 34009 33541125 PIERRE FABRE MEDICAMENT | FR
comprimé sécable
BREXIN 20 mg, not available 34009 33595982 PIERRE FABRE MEDICAMENT | FR
comprimé sécable
BREXIN, 20 mg not available 313900 CHIESI PHARMACEUTICALS EE
suukaudse lahuse pulber GMBH
BREXIN, 20 mg tabletid not available 313800 CHIESI PHARMACEUTICALS EE

GMBH

BREXIN® 20 mg tablets not available 14762 CHIESI HELLAS S.A. CY
BREXIN® 20 mg, diokia. | not available 2054202 CHIESI HELLAS S.A. GR
BREXIN® 20 mg, kokkia | not available 2054201 CHIESI HELLAS S.A. GR
diag d6ong yia nooiyo
UYpO OE (PAKEAIOKOUC.
BREXIN® Dref 20 mg, not available 2054203 CHIESI HELLAS S.A. GR
avaBpadlovra diokid.
BREXINE 20 mg not available BE157586 CHIESI SA/NV BE
TABLETTEN
BREXINE® 20 mg not available BE157586 CHIESI SA/NV BE
COMPRIMES
BREXINE® 20 mg not available 2010080830 0177662 CHIESI SA/NV LU
COMPRIMES
BREXINE® 20 mg not available 2010080830 0177676 CHIESI SA/NV LU
COMPRIMES
BREXINE® 20 mg not available 2010080830 0224651 CHIESI SA/NV LU
COMPRIMES
BREXINE® 20 mg not available BE157586 CHIESI SA/NV BE
TABLETTEN
BREXINE®-DRYFIZ® 20 not available BE161296 CHIESI SA/NV BE
mg COMPRIMES
EFFERVESCENTS
BREXINE®-DRYFIZ® 20 not available 2010080832 0267627 CHIESI SA/NV LU

List of nationally authorised medicinal products

EMA/44321/2021

Page 4/15




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

EFFERVESCENTS

BREXINE®-DRYFIZ® 20
mg COMPRIMES
EFFERVESCENTS

not available

2010080832 0267631

CHIESI SA/NV

LU

BREXINE®-DRYFIZ® 20
mg COMPRIMES
EFFERVESCENTS

not available

2010080832 0274876

CHIESI SA/NV

LU

BREXINE®-DRYFIZ® 20
mg COMPRIMES
EFFERVESCENTS

not available

2010080832 0279886

CHIESI SA/NV

LU

BREXINE®-DRYFIZ® 20
mg COMPRIMES
EFFERVESCENTS

not available

2010080832 0279905

CHIESI SA/NV

LU

BREXIVEL 20 mg/1 ml
Soluzione iniettabile per
uso intramuscolare

not available

027371071

PROMEDICA S.R.L.

IT

CICLADOL 20 mg
compresse

not available

026447110

MASTER PHARMA S.R.L.

IT

CICLADOL 20 mg
compresse

not available

026447122

MASTER PHARMA S.R.L.

IT

CICLADOL 20 mg
compresse

not available

026447058

MASTER PHARMA S.R.L.

IT

CICLADOL 20 mg
compresse effervescenti

not available

026447072

MASTER PHARMA S.R.L.

IT

CICLADOL 20 mg
compresse effervescenti

not available

026447084

MASTER PHARMA S.R.L.

IT

CICLADOL 20 mg
compresse effervescenti

not available

026447096

MASTER PHARMA S.R.L.

IT

CICLADOL 20 mg
compresse effervescenti

not available

026447108

MASTER PHARMA S.R.L.

IT

CICLADOL 20 mg
granulato per soluzione
orale

not available

026447033

MASTER PHARMA S.R.L.

IT

CICLADOL 20 mg

not available

026447045

MASTER PHARMA S.R.L.

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

Kapseln

AUSTRIA GESELLSCHAFT

number
supposte
CLEVIAN 1% GEL not available 027224031 AESCULAPIUS IT
FARMACEUTICI S.R.L.
CYCLADOL 20 mg, not available 3400934877353 CHIESI S.A.S. FR
comprimé effervescent
CYCLADOL 20 mg, not available 3400934877414 CHIESI S.A.S. FR
comprimé effervescent
CYCLADOL 20 mg, not available 3400934877582 CHIESI S.A.S. FR
comprimé effervescent
CYCLADOL 20 mg, not available 3400934877643 CHIESI S.A.S. FR
comprimé effervescent
CYCLADOL 20 mg, not available 34009 336 0957 3 CHIESI S.A.S. FR
comprimé sécable
CYCLADOL 20 mg, not available 34009 336 094 0 5 CHIESI S.A.S. FR
comprimé sécable
CYCLADOL 20 mg, not available 34009 336 093 4 4 CHIESI S.A.S. FR
comprimé sécable
CYCLADOL 20 mg, not available 34009 336 092 8 3 CHIESI S.A.S. FR
comprimé sécable
Feldegel 5 mg/g gel not available 57.797 PFIZER, S.L. ES
Felden 0,5 % geeli not available 10158 PFIZER OY FI
FELDEN 0,5% - Gel not available 1-18971 PFIZER CORPORATION AT
AUSTRIA GESELLSCHAFT
M.B.H.
Felden 0,5% hlaup not available 930143 PFIZER APS IS
Felden, gel not available 12337 PFIZER APS DK
FELDEN® 10 mg - not available 16.690 PFIZER CORPORATION AT
Kapseln AUSTRIA GESELLSCHAFT
M.B.H.
FELDEN® 20 mg - not available 1-18967 PFIZER CORPORATION AT
Ampullen AUSTRIA GESELLSCHAFT
M.B.H.
FELDEN® 20 mg - not available 17.048 PFIZER CORPORATION AT
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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
M.B.H.
FELDEN® 20 mg - not available 1-18280 PFIZER CORPORATION AT
I6sbare Tabletten AUSTRIA GESELLSCHAFT
M.B.H.
FELDEN® Quick-Solve not available 1-20748 PFIZER CORPORATION AT
20 mg - Lyotabletten AUSTRIA GESELLSCHAFT
M.B.H.
FELDENE 0,5 % gel not available 2005118296 PFIZER S.A. (BELGIUM) LU
FELDENE 0,5% (w/w) not available 41098/10/31-05-2011 PFIZER HELLAS, A.E. GR
YEAN
Feldene 0,5% Gel not available BE137864 PFIZER S.A. (BELGIUM) BE
Feldene 0.5% w/w Gel. not available PL 00057/0284 PFIZER LIMITED UK
FELDENE 10 mg capsulas | not available 55.382 PFIZER, S.L. ES
duras
Feldene 10 mg harde not available BE115735 PFIZER S.A. (BELGIUM) BE
capsules
Feldene 10 mg not available 2005078257 PFIZER S.A. (BELGIUM) LU
Hartkapseln
Feldene 10 mg not available 12075 PFIZER HELLAS, A.E. CY
dlaonelpopeva diokia
Feldene 10 mg not available 41095/10/31-05-2011 PFIZER HELLAS, A.E. GR
dlaonelpopeva diokia
FELDENE 10 mg, gélule not available 34009 32422128 PFIZER HOLDING FRANCE FR
FELDENE 10mg not available PL 00057/0145 PFIZER LIMITED UK
CAPSULES
Feldene 20 mg capsulas not available 8515619 LABORATORIOS PFIZER, PT
LDA.
Feldene 20 mg capsulas not available 8515635 LABORATORIOS PFIZER, PT
LDA.
FELDENE 20 mg capsulas | not available 55.806 PFIZER, S.L. ES
duras
FELDENE 20 mg capsule not available 024249029 PFIZER ITALIA S.R.L. IT
rigide
FELDENE 20 mg not available 024249056 PFIZER ITALIA S.R.L. IT
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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

compresse solubili

Feldene 20 mg not available 5201215 LABORATORIOS PFIZER, PT
comprimidos dispersiveis LDA.

Feldene 20 mg not available 5201231 LABORATORIOS PFIZER, PT
comprimidos dispersiveis LDA.

Feldene 20 mg not available 5201256 LABORATORIOS PFIZER, PT
comprimidos dispersiveis LDA.

Feldene 20 mg not available 5201249 LABORATORIOS PFIZER, PT
comprimidos dispersiveis LDA.

Feldene 20 mg not available 5201223 LABORATORIOS PFIZER, PT
comprimidos dispersiveis LDA.

Feldene 20 mg not available 5892286 LABORATORIOS PFIZER, PT
comprimidos dispersiveis LDA.

Feldene 20 mg not available 8665729 LABORATORIOS PFIZER, PT
comprimidos dispersiveis LDA.

Feldene 20 mg not available 5892385 LABORATORIOS PFIZER, PT
comprimidos dispersiveis LDA.

Feldene 20 mg not available 8665752 LABORATORIOS PFIZER, PT
comprimidos dispersiveis LDA.

Feldene 20 mg not available 4534681 LABORATORIOS PFIZER, PT
comprimidos dispersiveis LDA.

Feldene 20 mg gélules not available BE115726 PFIZER S.A. (BELGIUM) BE
Feldene 20 mg not available 2005078258 PFIZER S.A. (BELGIUM) LU
Hartkapseln

Feldene 20 mg not available 8563924 LABORATORIOS PFIZER, PT
supositorios LDA.

Feldene 20 mg not available BE127915 PFIZER S.A. (BELGIUM) BE
suppositoires

Feldene 20 mg not available 2005078261 PFIZER S.A. (BELGIUM) LU
suppositoires

FELDENE 20 mg not available 024249031 PFIZER ITALIA S.R.L. IT
supposte

Feldene 20 mg not available 12074 PFIZER HELLAS, A.E. CY

dlaonelpopeva diokia
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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

Feldene 20 mg not available 41097/10/31-05-2011 PFIZER HELLAS, A.E. GR

dlaoneipoueva diokia

FELDENE 20 mg, gélule not available 34009 326 369 7 6 PFIZER HOLDING FRANCE FR

FELDENE 20 mg, gélule not available 34009 326 6796 3 PFIZER HOLDING FRANCE FR

FELDENE 20 mg, not available 34009 326 6804 5 PFIZER HOLDING FRANCE FR

suppositoire

FELDENE 20 mg, not available 34009 326 382 39 PFIZER HOLDING FRANCE FR

suppositoire

Feldene 20 mg/1 ml not available 5378021 LABORATORIOS PFIZER, PT

solugdo injectavel LDA.

Feldene 20 mg/1 ml not available 8675405 LABORATORIOS PFIZER, PT

solucdo injectavel LDA.

FELDENE 20 mg/1 ml not available 024249068 PFIZER ITALIA S.R.L. IT

soluzione iniettabile per

uso intramuscolare

FELDENE 20 mg/1 ml, not available 34009 328 610 3 3 PFIZER HOLDING FRANCE FR

solution injectable en

ampoule (IM)

FELDENE 20 mg/1 ml, not available 34009 32860951 PFIZER HOLDING FRANCE FR

solution injectable en

ampoule (IM)

FELDENE 20 mg/ml not available 58.085 PFIZER, S.L. ES

solucién inyectable

FELDENE 20mg not available PL 00057/0146 PFIZER LIMITED UK

CAPSULES

Feldene 5 mg/g Gel not available PA 0822/194/003 PFIZER HEALTHCARE 1IE
IRELAND

Feldene 5 mg/g gel not available 8675512 LABORATORIOS PFIZER, PT
LDA.

FELDENE CREMADOL 1% | not available 035443011 PFIZER ITALIA S.R.L. IT

crema

Feldene Dispersal 20 mg | not available BE254161 PFIZER S.A. (BELGIUM) BE

dispergeerbare tabletten

Feldene Dispersal 20 mg | not available OGYI-T-1141/05 PFIZER KFT. 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

diszpergalodo tabletta

Feldene Dispersal 20 mg
diszpergalodo tabletta

not available

OGYI-T-1141/07

PFIZER KFT.

HU

Feldene Dispersal 20 mg
diszpergalddé tabletta

not available

OGYI-T-1141/06

PFIZER KFT.

HU

Feldene Dispersal 20 mg
diszpergalddé tabletta

not available

OGYI-T-1141/08

PFIZER KFT.

HU

Feldene Dispersal 20 mg

einer Suspension

Tabletten zur Herstellung

not available

2005078260

PFIZER S.A. (BELGIUM)

LU

FELDENE DISPERSIBLE
20 mg, comprimé
dispersible sécable

not available

34009 337 9386 7

PFIZER HOLDING FRANCE

FR

FELDENE DISPERSIBLE
20 mg, comprimé
dispersible sécable

not available

34009 331936 3 8

PFIZER HOLDING FRANCE

FR

FELDENE DISPERSIBLE
20 mg, comprimé
dispersible sécable

not available

34009 33193928

PFIZER HOLDING FRANCE

FR

FELDENE DISPERSIBLE
20 mg, comprimé
dispersible sécable

not available

34009 34224119

PFIZER HOLDING FRANCE

FR

FELDENE Fast 20 mg
compresse sublinguali

not available

028437034

PFIZER ITALIA S.R.L.

IT

FELDENE Fast 20 mg
compresse sublinguali

not available

028437022

PFIZER ITALIA S.R.L.

IT

FELDENE FLAS 20 mg
liofilizado oral

not available

60.070

PFIZER, S.L.

ES

Feldene IM 20 mg/ml
oplossing voor injectie

not available

BE137672

PFIZER S.A. (BELGIUM)

BE

Feldene IM 20 mg/ml
solution injectable

not available

2005078262

PFIZER S.A. (BELGIUM)

LU

Feldene Lyotabs 20 mg
comprimés

not available

BE248936

PFIZER S.A. (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

orodispersibles

Feldene Lyotabs 20 mg not available 2005078259 PFIZER S.A. (BELGIUM) LU

comprimés

orodispersibles

Feldene Melt 20mg. not available PL 00057/0352 PFIZER LIMITED UK

FELDENE, roztwér do not available R/2346 PFIZER EUROPE MA EEIG PL

wstrzykiwan, 20 mg/ml

FELDENE® not available 13022 PFIZER HELLAS, A.E. CY

FLAMEXIN 20 mg tablety | not available 29/116/96-C CHIESI FARMACEUTICI cz
S.P.A.

Flamexin 20 mg tablety not available 29/0114/99-S CHIESI FARMACEUTICI SK
S.P.A.

Flamexin, 20 mg, not available 7146/2006/01 CHIESI FARMACEUTICI RO

comprimate S.P.A.

Flamexin, 20 mg, not available 7146/2006/02 CHIESI FARMACEUTICI RO

comprimate S.P.A.

Flamexin, 20 mg, not available 7146/2006/03 CHIESI FARMACEUTICI RO

comprimate S.P.A.

Flamexin, 20 mg, not available 7597/2006/01 CHIESI FARMACEUTICI RO

pulbere pentru solutie S.P.A.

orald

Flamexin, 20 mg, not available 7597/2006/02 CHIESI FARMACEUTICI RO

pulbere pentru solutie S.P.A.

orald

Flamexin, 20 mg, not available 7597/2006/03 CHIESI FARMACEUTICI RO

pulbere pentru solutie S.P.A.

orald

Flamexin, 20 mg, not available 7597/2006/04 CHIESI FARMACEUTICI RO

pulbere pentru solutie S.P.A.

oralad

Flamexin, 20 mg, not available 7597/2006/05 CHIESI FARMACEUTICI RO

pulbere pentru solutie S.P.A.

oralad

Flamexin, 20 mg, not available 7597/2006/06 CHIESI FARMACEUTICI RO
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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

pulbere pentru solutie S.P.A.

orald

Flamexin, 20 mg, not available 9222 CHIESI FARMACEUTICI PL

tabletki S.P.A.

FLECTOR UNIDIE 14 mg not available 038354027 IBSA FARMACEUTICI ITALIA | IT

cerotto medicato

FLECTOR UNIDIE 14 mg not available 038354015 IBSA FARMACEUTICI ITALIA | IT

cerotto medicato

Flexar 20 mg capsulas not available 4679593 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 4614996 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 5878491 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 5878590 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 4679593 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 4614996 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 5878491 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 5878590 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 4679593 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 4614996 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 5878491 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg capsulas not available 5878590 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 20 mg not available 9702902 A. MENARINI PORTUGAL, PT

supositérios FARMACEUTICA, S.A.
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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

Flexar 20 mg not available 9702902 A. MENARINI PORTUGAL, PT

supositorios FARMACEUTICA, S.A.

Flexar 20 mg not available 9702902 A. MENARINI PORTUGAL, PT

supositorios FARMACEUTICA, S.A.

Flexar 20 mg/1 ml not available 2065894 A. MENARINI PORTUGAL, PT

solucdo injetével FARMACEUTICA, S.A.

Flexar 20 mg/1 ml not available 2065894 A. MENARINI PORTUGAL, PT

solucdo injetével FARMACEUTICA, S.A.

Flexar 20 mg/1 ml not available 2065894 A. MENARINI PORTUGAL, PT

solucdo injetavel FARMACEUTICA, S.A.

Flexar 5 mg/g gel not available 2583599 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 5 mg/g gel not available 2583599 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 5 mg/g gel not available 2583599 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

Flexar 5 mg/g gel not available 2583599 A. MENARINI PORTUGAL, PT
FARMACEUTICA, S.A.

GELDENE 0,5 POUR not available 34009 3316695 3 PFIZER HOLDING FRANCE FR

CENT, gel pour

application locale

GELDENE 0,5 POUR not available 34009 33167035 PFIZER HOLDING FRANCE FR

CENT, gel pour

application locale

IMPRONTAL 5 mg/g not available 58.198 MEDA PHARMA S.L. ES

Crema

LENOSPREAD CREMA not available 025496062 I.B.N. SAVIO S.R.L. IT

LENOTAC 14 mg cerotto not available 038356022 I.B.N. SAVIO S.R.L. IT

medicato

LENOTAC 14 mg cerotto not available 038356010 I.B.N. SAVIO S.R.L. IT

medicato

PIROFTAL not available 025986011 BRUSCHETTINI S.R.L IT

Piroxicam 0.5% Gel not available PL 20075/0704 ACCORD HEALTHCARE UK
LIMITED
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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

gélule

number

Piroxicam 0.5% w/w Gel | not available PL 36687/0344 TORRENT PHARMA (UK) UK
LTD.

Piroxicam Capsules not available PL 20416/0137 CRESCENT PHARMA LIMITED | UK
10mg
Piroxicam Capsules not available PL 20416/0138 CRESCENT PHARMA LIMITED | UK
20mg
Piroxicam EG 20 mg not available BE167054 EUROGENERICS N.V./S.A. BE
capsules
Piroxicam EG 20 mg not available BE167115 EUROGENERICS N.V./S.A. BE
comprimés dispersibles
Piroxicam EG 20 mg not available 2007060016 EUROGENERICS N.V./S.A. LU
comprimés dispersibles
Piroxicam EG 20 mg not available BE167115 EUROGENERICS N.V./S.A. BE
dispergeerbare tabletten
Piroxicam EG 20 mg not available BE167054 EUROGENERICS N.V./S.A. BE
gélules
Piroxicam EG 20 mg not available 2007060014 EUROGENERICS N.V./S.A. LU
gélules
Piroxicam EG 20 mg not available BE167054 EUROGENERICS N.V./S.A. BE
Kapseln
Piroxicam EG 20 mg not available BE167115 EUROGENERICS N.V./S.A. BE
Tabletten zur Herstellung
einer Suspension zum
Einnehmen
Piroxicam EG 20 mg/ml not available BE228076 EUROGENERICS N.V./S.A. BE
Injektionslésung
Piroxicam EG 20 mg/ml not available BE228076 EUROGENERICS N.V./S.A. BE
oplossing voor injectie
Piroxicam EG 20 mg/ml not available BE228076 EUROGENERICS N.V./S.A. BE
solution injectable
Piroxicam EG 20 mg/ml not available 2007060015 EUROGENERICS N.V./S.A. LU
solution injectable
Piroxicam Mylan 20 mg not available NL 21220 MYLAN S.A.S FR

List of nationally authorised medicinal products

EMA/44321/2021

Page 14/15




TabneTku

GMBH

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

PIROXICAM MYLAN 20 not available NL 23555 MYLAN S.A.S FR

mg, comprimé

dispersible sécable

Piroxicam-ratiopharm 20 | not available 6362849.00.00 RATIOPHARM GMBH DE

mg Injektionslésung

Salvacam 5 mg/g Gel not available 58.986 LABORATORIOS SALVAT, ES
S.A.

SASULEN 5 mg/g gel not available 58.708 LABORATORIOS VERIS, S.A. | ES

SINARTROL not available 042579019 SPA - SOCIETA PRODOTTI IT

INFIAMMAZIONE E ANTIBIOTICI S.P.A.

DOLORE 1,5% crema

SINARTROL 1,5% crema not available 026396059 SPA - SOCIETA PRODOTTI IT
ANTIBIOTICI S.P.A.

SINARTROL 30 mg not available 026396046 SPA - SOCIETA PRODOTTI IT

compresse ANTIBIOTICI S.P.A.

OJIAMEKCHH 20 mg not available 20000197 CHIESI PHARMACEUTICALS BG

npax 3a nepopaneH GMBH

pa3TBop

®JTAMEKCHKH 20 mg not available 20000196 CHIESI PHARMACEUTICALS BG
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