EUROPEAN MEDICINES AGENCY

ENCE MEDICINES HEALTH

14 June 2019
EMA/342627/2019
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: benzydamine

Procedure no.: PSUSA/00000375/201810

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us -
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2019. Reproduction is authorised provided the source is acknowledged.



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

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

TANTUM VERDE 5 mg/g not available LT/1/01/0257/007 ANGELINI PHARMA LT

vaistiné danty pasta OSTERREICH GMBH

TANTUM VERDE 5 mg/g not available LT/1/01/0257/008 ANGELINI PHARMA LT

vaistiné danty pasta OSTERREICH GMBH

Tantum Verde 3 mg — not available 1-24820 ANGELINI PHARMA AT

Pastillen mit OSTERREICH GMBH

Zitronengeschmack

TANTUM VERDE SPRAY, not available 69/293/02-C ANGELINI PHARMA CESKA cZz

1,5 mg/ml, ordlni sprej REPUBLIKA S.R.O.

TANTUM VERDE forte 3 not available LT/1/01/0257/006 ANGELINI PHARMA LT

mg/ml burnos gleivinés OSTERREICH GMBH

purSkalas (tirpalas)

Tantum 3% pomada not available 46221 ANGELINI FARMACEUTICA, ES
S.A.

TAHTYM BEPAE c BkyC Ha not available 20110377 ANGELINI PHARMA BULGARIA | BG

noptokan n meg 3 mg EOOD

TabneTkun 3a cMy4yeHe

TAHTYM BEPZE c BkycC Ha not available 20110371 ANGELINI PHARMA BULGARIA | BG

eBkanmnT 3 mg TabneTtku EOOD

3a CMy4eHe

TaHTyM Bepae c BKycC Ha not available 20030745 ANGELINI PHARMA BULGARIA | BG

nMMoH 3 mg TabneTtku 3a EOOD

CMy4yeHe

TaHTyM Bepae c BKycC Ha not available 9800129 ANGELINI PHARMA BULGARIA | BG

MeHTa 3 mg TabneTku 3a EOOD

CMy4yeHe

TAHTYM BEPAE ®OPTE not available 20060833 ANGELINI PHARMA BULGARIA | BG

0,30% cnpei 3a ycTHa EOOD

nurasvua, pasTeop

PozanruH N3m 0,1g/100 not available 9700591 ANGELINI PHARMA BULGARIA | BG

ml BarnHaneH pasTeop EOOD

TaHTyMm Bepae 0.15 % not available 9700587 ANGELINI PHARMA BULGARIA | BG

cnpei 3a ycTHa nvraeumua,
pasTBop

EOOD
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TAHTYM BEPZE 0,15 % not available 9700592 ANGELINI PHARMA BULGARIA | BG
NpOMMBKA 3a YCTa EOOD
TaHTyM 5 % Kkpem not available 9700589 ANGELINI PHARMA BULGARIA | BG
EOOD
TaHTym 5 % ren not available 9700588 ANGELINI PHARMA BULGARIA | BG
EOOD
PozanrnH 500 mg rpaHynu | not available 9700590 ANGELINI PHARMA BULGARIA | BG
3a BarnHasaeH pas3Tsop EOOD
Tantum Verde® 1,5 not available 852.00.00 AZIENDE CHIMICHE RIUNITE DE
mg/ml Spray zur ANGELINI FRANCESCO -
Anwendung in der A.C.R.A.F. S.P.A.
Mundhdhle, Lésung
BENZIDAMINA ANGELINI not available 038984011 AZIENDE CHIMICHE RIUNITE IT
0,5% crema vaginale. ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.
TANTUM ROSA 1 mg/ml, not available 22943 AZIENDE CHIMICHE RIUNITE PL
roztwor dopochwowy ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.
ROSALGIN 500 mg, not available 54/0060/93-S ANGELINI PHARMA SK
granulat na vaginalny OSTERREICH GMBH
roztok
BENZIDAMINA ACRAF 3 not available 023008081 AZIENDE CHIMICHE RIUNITE IT
mg pastiglie ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.
BENZIDAMINA ACRAF 3 not available 023008093 AZIENDE CHIMICHE RIUNITE IT
mg pastiglie ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.
BENZIDAMINA ACRAF 1,5 | not available 023008016 AZIENDE CHIMICHE RIUNITE IT
mg/ml collutorio ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.
BENZIDAMINA ACRAF 1,5 | not available 023008055 AZIENDE CHIMICHE RIUNITE IT
mg/ml collutorio ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.
BENZIDAMINA ACRAF 1,5 | not available 023008105 AZIENDE CHIMICHE RIUNITE IT

mg/ml collutorio

ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.
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BENZIDAMINA ACRAF 1,5 | not available 023008067 AZIENDE CHIMICHE RIUNITE IT

mg/ml soluzione per ANGELINI FRANCESCO -

mucosa orale A.C.R.A.F. S.P.A.

BENZIDAMINA ACRAF 3 not available 023008117 AZIENDE CHIMICHE RIUNITE IT

mg/ml spray per mucosa ANGELINI FRANCESCO -

orale A.C.R.A.F. S.P.A.

BENZIDAMINA ACRAF 5 not available 023008042 AZIENDE CHIMICHE RIUNITE IT

mg/g gel per mucosa ANGELINI FRANCESCO -

orale A.C.R.A.F. S.P.A.

BENZIDAMINA ACRAF 5 not available 023008079 AZIENDE CHIMICHE RIUNITE IT

mg/g pasta dentifricia ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.

BENZIDAMINA ACRAF 30 not available 023008028 AZIENDE CHIMICHE RIUNITE IT

mg/g crema ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.

BENZIDAMINA ACRAF 30 not available 023008030 AZIENDE CHIMICHE RIUNITE IT

mg/g crema ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.

Tantum Verde smak not available 14487 AZIENDE CHIMICHE RIUNITE PL

cytrynowy, 3 mg, pastylki ANGELINI FRANCESCO -

twarde A.C.R.A.F. S.P.A.

Tantum® Rosa - Lésung not available 15104.00.00 AZIENDE CHIMICHE RIUNITE DE

zur Vaginalspilung 140 ANGELINI FRANCESCO -

mg/140 ml Vaginallésung A.C.R.A.F. S.P.A.

TANTUM ROSA, 53,2 mg/ not available R/0278 AZIENDE CHIMICHE RIUNITE PL

g, proszek do ANGELINI FRANCESCO -

sporzadzania roztworu A.C.R.A.F. S.P.A.

dopochwowego

Tantum Verde Forte, 3 not available 12434 AZIENDE CHIMICHE RIUNITE PL

mg/ml, aerozol do ANGELINI FRANCESCO -

stosowania w jamie ustnej A.C.R.A.F. S.P.A.

i gardle

Tantum Verde, 1,5 not available R/0184 AZIENDE CHIMICHE RIUNITE PL

mg/ml, roztwér do
ptukania jamy ustnej i
gardia

ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.
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Tantum Verde, 1,5 not available R/0181 AZIENDE CHIMICHE RIUNITE PL

mg/ml, aerozol do ANGELINI FRANCESCO -

stosowania w jamie ustnej A.C.R.A.F. S.P.A.

i gardle

GINETANTUM 0,1% not available 023399037 AZIENDE CHIMICHE RIUNITE IT

soluzione vaginale. ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.

GINETANTUM 0,1% not available 023399049 AZIENDE CHIMICHE RIUNITE IT

soluzione vaginale. ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.

GINETANTUM 500 mg not available 023399013 AZIENDE CHIMICHE RIUNITE IT

granulato per soluzione ANGELINI FRANCESCO -

cutanea per genitali A.C.R.A.F. S.P.A.

esterni.

GINETANTUM 500 mg/10 not available 023399025 AZIENDE CHIMICHE RIUNITE IT

ml concentrato per ANGELINI FRANCESCO -

soluzione cutanea per A.C.R.A.F. S.P.A.

genitali esterni.

Tantum Verde Dental not available 028821027 AZIENDE CHIMICHE RIUNITE IT

0,5% pasta dentifricia ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.

Tantum Verde 0,15% not available 022088076 AZIENDE CHIMICHE RIUNITE IT

collutorio ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.

Tantum Verde 0,15% not available 022088052 AZIENDE CHIMICHE RIUNITE IT

collutorio ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.

Tantum Verde 0,15% not available 022088064 AZIENDE CHIMICHE RIUNITE IT

spray per mucosa orale, ANGELINI FRANCESCO -

soluzione A.C.R.A.F. S.P.A.

Tantum Verde 0,30% not available 022088088 AZIENDE CHIMICHE RIUNITE IT

spray per mucosa orale, ANGELINI FRANCESCO -

soluzione A.C.R.A.F. S.P.A.

Focusven 5% crema not available 020378105 AZIENDE CHIMICHE RIUNITE IT
ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.
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Focusven 5% gel not available 020378131 AZIENDE CHIMICHE RIUNITE IT
ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.

TANTUM, 50 mg/g, zel not available R/0182 AZIENDE CHIMICHE RIUNITE PL
ANGELINI FRANCESCO -
A.C.R.A.F. S.P.A.

Tantum Verde smak not available 4264 AZIENDE CHIMICHE RIUNITE PL

mietowy, 3 mg, pastylki ANGELINI FRANCESCO -

twarde A.C.R.A.F. S.P.A.

Tantum Verde smak not available 19588 AZIENDE CHIMICHE RIUNITE PL

miodowo-pomaranczowy, ANGELINI FRANCESCO -

3 mg, pastylki twarde A.C.R.A.F. S.P.A.

Tantum Verde smak not available 19589 AZIENDE CHIMICHE RIUNITE PL

eukaliptusowy, 3 mg, ANGELINI FRANCESCO -

pastylki twarde A.C.R.A.F. S.P.A.

Tantum® Rosa - Lésung not available 15104.00.00 AZIENDE CHIMICHE RIUNITE DE

zur Vaginalspilung 140 ANGELINI FRANCESCO -

mg/140 ml Vaginallésung A.C.R.A.F. S.P.A.

Tantum® Rosa - Lésung not available 15104.00.00 AZIENDE CHIMICHE RIUNITE DE

zur Vaginalspilung 140 ANGELINI FRANCESCO -

mg/140 ml Vaginallésung A.C.R.A.F. S.P.A.

Tantum® Rosa - not available 1-18486 ANGELINI PHARMA AT

Vaginallésung OSTERREICH GMBH

Tantum® Rosa - not available 1-18486 ANGELINI PHARMA AT

Vaginallésung OSTERREICH GMBH

TANTUM VERDE not available 30723/03-05-2012 ANGELINI PHARMA HELLAS GR
S.A.

TANTUM VERDE not available 30723/03-05-2012 ANGELINI PHARMA HELLAS GR
S.A.

ROSALGIN EASY 140 mg not available 54/0059/93-S ANGELINI PHARMA SK

vaginalny roztok OSTERREICH GMBH

Tantum® Rosa - Granulat | not available 1-23893 ANGELINI PHARMA AT

zur Herstellung einer OSTERREICH GMBH

Vaginallésung

Tantum Verde® — L6sung | not available 14505 ANGELINI PHARMA AT

zum Gurgeln

OSTERREICH GMBH
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Tantum Verde® - not available 1-20985 ANGELINI PHARMA AT
Mundspray OSTERREICH GMBH

Tantum Verde® forte - not available 1-25420 ANGELINI PHARMA AT
Mundspray OSTERREICH GMBH

TANTUM VERDE 0,15 % not available 69/0701/94-S ANGELINI PHARMA SK
1,5 mg/ml oralny roztok OSTERREICH GMBH

Tantum Verde® 3 mg — not available 1-23219 ANGELINI PHARMA AT
Pastillen mit Honig- und OSTERREICH GMBH
Orangengeschmack

Tantum Verde spray 1,5 not available 7014/2006/01 ANGELINI PHARMA RO
mg/ml, spray OSTERREICH GMBH

bucofaringian

Tantum Verde cu gust de not available 6497/2014/01 ANGELINI PHARMA RO
eucalipt 3 mg pastile OSTERREICH GMBH

Tantum verde 1,5 mg/ml not available 58.900 ANGELINI FARMACEUTICA, ES
solucién para gargarismos S.A.

y enjuague bucal

TANTUM VERDE not available 69/430/13-C ANGELINI PHARMA CESKA Ccz
EUCALYPTUS, 3mg REPUBLIKA S.R.O.

pastilky

TANTUM LEMON 3 mg not available LT/1/01/0257/001 ANGELINI PHARMA LT
kietosios pastilés OSTERREICH GMBH

TANTUM VERDE eukalipty | not available LT/1/01/0257/014 ANGELINI PHARMA LT
skonio 3 mg kietosios OSTERREICH GMBH

pastilés

TANTUM VERDE eukalipty | not available LT/1/01/0257/015 ANGELINI PHARMA LT
skonio 3 mg kietosios OSTERREICH GMBH

pastilés

TANTUM VERDE eukalipty | not available LT/1/01/0257/016 ANGELINI PHARMA LT
skonio 3 mg kietosios OSTERREICH GMBH

pastilés

TANTUM VERDE eukalipty | not available LT/1/01/0257/017 ANGELINI PHARMA LT
skonio 3 mg kietosios OSTERREICH GMBH

pastiles

Benzydamine DE/H/5722/001 PL 04569/1649 GENERICS [UK] LIMITED UK

hydrochloride 0.15% w/v

List of nationally authorised medicinal products

EMA/342627/2019

Page 7/16




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

Oromucosal Spray

Difflam 1,5 mg/ml Spray DE/H/5722/001 97114.00.00 MYLAN DURA GMBH DE
zur Anwendung in der

Mundhéhle

Benzydamin Mylan 1,5 DE/H/5722/001 69/830/16-C GENERICS [UK] LIMITED Ccz
mg/ml oralni sprej, roztok

Benzidamina Mylan DE/H/5722/001 045138017 MYLAN S.P.A. IT
Pharma 0,15% p/v Spray

per mucosa orale,

soluzione

Tantum Verde cu aroma not available 9814/2017/01 ANGELINI PHARMA RO
de 1dmaie 3 mg pastile OSTERREICH GMBH

Tantum Verde cu aroma not available 9814/2017/02 ANGELINI PHARMA RO
de laméie 3 mg pastile OSTERREICH GMBH

Garganta 3 mg lisované PL/H/0212/001 69/0105/15-S PHARMASWISS CESKA SK
pastilky REPUBLIKA S.R.O.

FaringoStop 3 mg PL/H/0212/001 OGYI-T-22815/02 PHARMASWISS CESKA HU
szopogato tabletta REPUBLIKA S.R.O.

FaringoStop 3 mg PL/H/0212/001 OGYI-T-22815/03 PHARMASWISS CESKA HU
szopogato tabletta REPUBLIKA S.R.O.

Garganta 3 mg lisované PL/H/0212/001 69/200/15-C PHARMASWISS CESKA cz
pastilky REPUBLIKA S.R.O.

FapraHTa 3 mg TabneTku | PL/H/0212/001 20150122 PHARMASWISS CESKA BG
3a CMy4YeHe, NpecoBaHu REPUBLIKA S.R.O.

Garganta 3 mg PL/H/0212/001 7531/2015/02 PHARMASWISS CESKA RO
comprimate de supt REPUBLIKA S.R.O.

Septolux, 3 mg, tabletki PL/H/0212/001 22623 PHARMASWISS CESKA PL
do ssania REPUBLIKA S.R.O.

Garganta 3 mg stisnjene | PL/H/0211/001 H/15/02050/001 PHARMASWISS CESKA Sl
pastile REPUBLIKA S.R.O.

Garganta 3 mg stisnjene PL/H/0211/001 H/15/02050/002 PHARMASWISS CESKA S
pastile REPUBLIKA S.R.O.

Physiopaine 3 mg/LOZ, PL/H/0212/001 4124/21.01.2016 PHARMASWISS CESKA GR
OUMNIECUEVO! TPOXIOKOI REPUBLIKA S.R.O.

TANTUM VERDE 3 mg not available LT/1/01/0257/002 ANGELINI PHARMA LT

kietosios pastilés

OSTERREICH GMBH
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TANTUM VERDE 3 mg not available LT/1/01/0257/003 ANGELINI PHARMA LT

kietosios pastilés OSTERREICH GMBH

Tantum® Rosa - not available 1-18486 ANGELINI PHARMA AT

Vaginallésung OSTERREICH GMBH

Tantum Verde® 3 mg — not available 1-18192 ANGELINI PHARMA AT

Pastillen mit OSTERREICH GMBH

Minzgeschmack

Tantum Gel 50 mg/g gel not available 6874/2013/01 ANGELINI PHARMA RO
OSTERREICH GMBH

Rosalgin Easy 140 mg not available 54/038/14-C ANGELINI PHARMA CESKA cz

vaginalni roztok 0,10 REPUBLIKA S.R.O.

g/100 ml, vaginalni roztok

Bertolix, mundhulespray, | PL/H/0407/001 56318 PHARMASWISS CESKA DK

oplgsning REPUBLIKA S.R.O.

FaringoStop 3 mg/ml PL/H/0407/001 OGYI-T-22815/04 PHARMASWISS CESKA HU

szajnyalkahartyan REPUBLIKA S.R.O.

alkalmazott oldatos spray

FaringoStop 3 mg/ml PL/H/0407/001 OGYI-T-22815/05 PHARMASWISS CESKA HU

szajnyalkahartyan REPUBLIKA S.R.O.

alkalmazott oldatos spray

MapraHta ®opte 3 mg/ml PL/H/0407/001 20160360 PHARMASWISS CESKA BG

cnpen 3a ycTHa nvrasumua, REPUBLIKA S.R.O.

pa3TBop

Septolux Max, 3 mg/ml, PL/H/0407/001 23583 PHARMASWISS CESKA PL

aerozol do stosowania w REPUBLIKA S.R.O.

jamie ustnej, roztwor

Physiopaine Forte 3 PL/H/0407/001 13609/21.02.2017 PHARMASWISS CESKA GR

mg/ml, oTouaTikd/ REPUBLIKA S.R.O.

Aapuyyopapuyyiko

ekVEQWUA, didAupa

Bertolix 3 mg/ml, sumute | PL/H/0407/001 33557 PHARMASWISS CESKA FI

suuonteloon, liuos REPUBLIKA S.R.O.

Bertolix 3 mg/ml PL/H/0407/001 53191 PHARMASWISS CESKA SE

munhalespray, l6sning REPUBLIKA S.R.O.

Bertolix 3 mg/ml PL/H/0407/001 15-10776 PHARMASWISS CESKA NO

munnspray, opplgsning

REPUBLIKA S.R.O.
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Garganta Forte 3 mg/ml PL/H/0407/001 69/0396/16-S PHARMASWISS CESKA SK

oralna roztokova
aerodisperzia

REPUBLIKA S.R.O.

Tantum Verde 3 mg/mi not available H/01/01490/002 ANGELINI PHARMA Sl

oralno prSilo, raztopina OSTERREICH GMBH

Tantum Verde 1,5 mg/ml not available H/01/01490/004 ANGELINI PHARMA Sl

raztopina za grgranje in OSTERREICH GMBH

izpiranje ust

Tantum Verde 1,5 mg/ml not available H/01/01490/001 ANGELINI PHARMA Sl

oralno prsilo, raztopina OSTERREICH GMBH

Tantum Verde 1,5 mg/ml not available H/01/01490/003 ANGELINI PHARMA Sl

raztopina za grgranje in OSTERREICH GMBH

izpiranje ust

Tantum Verde Lemon 3 not available 69/0136/04 — S ANGELINI PHARMA SK

mg tvrdé pastilky OSTERREICH GMBH

Benzydamine UK/H/6557/001 PL 39360/0012 ABDI FARMA, UNIPESSOAL UK

Hydrochloride 0.15 % w/v LDA

Oromucosal Spray

Benzydamine UK/H/6557/001 PA2158/001/001 ABDI FARMA, UNIPESSOAL IE

Hydrochloride 0.15% w/v LDA

Oromucosal Spray

Tantum Verde cu gust de not available 6498/2014/01 ANGELINI PHARMA RO

portocald si miere 3 mg OSTERREICH GMBH

pastile

Tantum 5% fuerte not available 50643 ANGELINI FARMACEUTICA, ES
S.A.

Larymed 1,5 mg/ml orélni | CZ/H/0668/001 69/845/15-C DR. MAX PHARMA S.R.O. cz

sprej, roztok

Larynox 1,5 mg/ml oralna | CZ/H/0668/001 69/0129/17-S DR. MAX PHARMA S.R.O. SK

roztokova aerodisperzia

Actusept, 1,5 mg/ml, CZ/H/0668/001 24047 DR. MAX PHARMA S.R.O. PL

aerozol do stosowania w

jamie ustnej, roztwor

AFLOBEN 0,14 g/140 ml not available 021251044 UNION HEALTH S.R.L IT

soluzione vaginale

Coldamin, DK/H/2485/001 55389 ORIFARM GENERICS A/S DK
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mundhulespray, oplgsning

Coldamin 1,5 mg/ml DK/H/2485/001 52455 ORIFARM GENERICS A/S SE

munhalespray, 16sning

Benzydamin Orifarm 1,5 DK/H/2485/001 15-10539 ORIFARM GENERICS A/S NO

mg/ml munnspray,

opplgsning

Coldamin, DK/H/2485/002 60288 ORIFARM GENERICS A/S DK

mundhulespray, oplgsning

3 mg/ml

Coldamin 3 mg/mi DK/H/2485/002 57136 ORIFARM GENERICS A/S SE

munhalespray, 16sning.

Benzydamin Orifarm 3 DK/H/2485/002 17-11962 ORIFARM GENERICS A/S NO

mg/ml munnspray,

opplgsning

Tantum, créeme 30 mg/g not available RVG 06636 OMEGA PHARMA NEDERLAND | NL
B.V.

TANTUM VERDE 1,5 not available 69/358/98-C ANGELINI PHARMA CESKA cz

mg/ml kloktadlo REPUBLIKA S.R.O.

Tantum Verde z okusom not available H/13/01921/001 ANGELINI PHARMA Si

mentola 3 mg pastile OSTERREICH GMBH

Tantum Verde z okusom not available H/13/01922/002 ANGELINI PHARMA S

pomarance in medu 3 mg OSTERREICH GMBH

pastile

Tantum Verde z okusom not available H/08/01920/001 ANGELINI PHARMA Si

limone 3 mg pastile OSTERREICH GMBH

Tantum Verde z okusom not available H/13/01919/001 ANGELINI PHARMA S

evkalipta 3 mg pastile OSTERREICH GMBH

Tantum Verde z okusom not available H/13/01922/003 ANGELINI PHARMA Si

pomarance in medu 3 mg OSTERREICH GMBH

pastile

Tantum Verde z okusom not available H/13/01922/001 ANGELINI PHARMA S

pomarance in medu 3 mg OSTERREICH GMBH

pastile

Tantum Verde z okusom not available H/13/01919/003 ANGELINI PHARMA S

evkalipta 3 mg pastile OSTERREICH GMBH

Tantum Verde z okusom not available H/13/01919/002 ANGELINI PHARMA Sl
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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

evkalipta 3 mg pastile

OSTERREICH GMBH

Tantum verde 1,5 mg/ml not available 9734/2017/02 ANGELINI PHARMA RO

solutie pentru gargarisme OSTERREICH GMBH

Tantum verde 1,5 mg/ml not available 9734/2017/01 ANGELINI PHARMA RO

solutie pentru gargarisme OSTERREICH GMBH

TANTUM VERDE LEMON not available 69/084/04-C ANGELINI PHARMA CESKA cZz
REPUBLIKA S.R.O.

Rosalgin 500 mg not available 56.573 ANGELINI FARMACEUTICA, ES

granulado para solucion S.A.

vaginal

ZYNOL 3 mg/ml sprej za HR/H/0118/001 HR-H-333342911 BELUPO D.D. HR

usnu sluznicu, otopina

Belozyme 3 mg/ml oralni HR/H/0118/001 69/1035/16-C BELUPO D.D. cz

sprej, roztok

TANTUM VERDE 1,5 not available LT/1/01/0257/005 ANGELINI PHARMA LT

mg/ml burnos gleivinés OSTERREICH GMBH

purSkalas (tirpalas)

ZYNOL 1,5 mg/ml otopina | HR/H/0117/002 HR-H-086273572 BELUPO D.D. HR

za grgljanje/ispiranje usta

Belozyme 1,5 mg/ml HR/H/0117/002 69/1037/16-C BELUPO D.D. cZz

kloktadlo/ustni vyplach

TANTUM VERDE 3 mg not available 70650/12/01-04-2013 ANGELINI PHARMA HELLAS GR

Tpoxiokol S.A.

TANTUM VERDE not available 18172/05-06-2013 ANGELINI PHARMA HELLAS GR
S.A.

TANTUM VERDE not available 13976/12/03-04-2014 ANGELINI PHARMA HELLAS GR
S.A.

Tantum Verde® 1,5 not available 87023.00.00 AZIENDE CHIMICHE RIUNITE DE

mg/ml Lésung zur ANGELINI FRANCESCO -

Anwendung in der A.C.R.A.F. S.P.A.

Mundhéhle

TANTUM VERDE ORANGE | not available 69/431/13-C ANGELINI PHARMA CESKA cz

AND HONEY 3mg pastilky REPUBLIKA S.R.O.

Andolex 1,5 mg/mi not available 12679 MEDA AB SE

munskdljvatska

Difflam 3 % w/w Cream not available PA2010/030/001 MYLAN IRE HEALTHCARE IE
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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

LIMITED

Difflam Oral Rinse 0.15% not available PA2010/030/002 MYLAN IRE HEALTHCARE IE

w/v, gargle LIMITED

Difflam 0.15%w/v Oral not available MA 806/00101 MEDA PHARMACEUTICALS MT

Rinse LIMITED

Difflam 0.15% w/v Spray not available MA80600102 MEDA PHARMACEUTICALS MT
LIMITED

Andolex 1,5 mg/mi not available 930182 MEDA AB IS

munnskol

Andolex not available 12532 MEDA AS DK

Tantum Verde cu aroma not available 7149/2014/01 ANGELINI PHARMA RO

de menta 3 mg pastile OSTERREICH GMBH

Tantum Verde cu aroma not available 7149/2014/02 ANGELINI PHARMA RO

de menta 3 mg pastile OSTERREICH GMBH

Tantum Verde Mint 3 mg not available 69/0702/94 — S ANGELINI PHARMA SK

tvrdé pastilky OSTERREICH GMBH

TANTUM ROSA 500 mg not available LT/1/01/0257/009 ANGELINI PHARMA LT

granulés maksties tirpalui OSTERREICH GMBH

TANTUM ROSA 500 mg not available LT/1/01/0257/010 ANGELINI PHARMA LT

granulés maksties tirpalui OSTERREICH GMBH

TANTUM ROSA 500 mg not available LT/1/01/0257/011 ANGELINI PHARMA LT

granulés maksties tirpalui OSTERREICH GMBH

Difflam Spray, 0.15% not available PA2010/030/003 MYLAN IRE HEALTHCARE IE

w/v, Oromucosal Spray LIMITED

ROSALGIN 500 mg, not available 54/343/99-C ANGELINI PHARMA CESKA cz

granule pro vaginalni REPUBLIKA S.R.O.

roztok

OPALGYNE 0,1%, solution | not available 328 465-3 LABORATOIRE INNOTECH FR

vaginale en récipient INTERNATIONAL

unidose

OPALGYNE 0,1%, solution | not available 329 662-7 LABORATOIRE INNOTECH FR

vaginale en récipient INTERNATIONAL

unidose

Tantum Verde 3 mg - not available 135120 ANGELINI PHARMA AT

Pastillen mit
Eukalyptusgeschmack

OSTERREICH 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

Tantum Verde Forte 3
mg/ml spray
bucofaringian

not available

7616/2015/01

ANGELINI PHARMA
OSTERREICH GMBH

RO

Garganta 1,5 mg/ml PL/H/0211/001 69/0071/15-S PHARMASWISS CESKA SK
REPUBLIKA S.R.O.

Garganta 1,5 mg/ml oralni | PL/H/0211/001 69/164/15-C PHARMASWISS CESKA cz

sprej, roztok REPUBLIKA S.R.O.

FaringoStop 1,5 mg/ml PL/H/0211/001 OGYI-T-22815/01 PHARMASWISS CESKA HU

szajnyalkahartyan REPUBLIKA S.R.O.

alkalmazott oldat/spray

Garganta 1,5 mg/ml spray | PL/H/0211/001 7530/2015/01 PHARMASWISS CESKA RO

bucofaringian, solutie REPUBLIKA S.R.O.

FapraHTa 1,5 mg/ml PL/H/0211/001 20150131 PHARMASWISS CESKA BG

crnpewn 3a yCTHa nurasmua, REPUBLIKA S.R.O.

pa3TBop

Septolux, 1,5 mg/ml, PL/H/0211/001 22624 PHARMASWISS CESKA PL

aerozol do stosowania w REPUBLIKA S.R.O.

jamie ustnej, roztwor

Garganta 1,5 mg/ml PL/H/0211/001 H/15/02049/001 PHARMASWISS CESKA Sl

oralno prsilo, raztopina REPUBLIKA S.R.O.

TANTUM VERDE 1,5 not available LT/1/01/0257/004 ANGELINI PHARMA LT

mg/ml burnos gleivinés OSTERREICH GMBH

tirpalas

TANTUM VERDE 1,5 not available LT/1/01/0257/012 ANGELINI PHARMA LT

mg/ml burnos gleivinés OSTERREICH GMBH

tirpalas

TANTUM VERDE 1,5 not available LT/1/01/0257/013 ANGELINI PHARMA LT

mg/ml burnos gleivinés OSTERREICH GMBH

tirpalas

TANTUM VERDE MINT not available 69/147/99-C ANGELINI PHARMA CESKA cZz
REPUBLIKA S.R.O.

neo-angin Benzydamin not available 2200184.00.00 CASSELLA-MED GMBH & CO. DE

gegen akute
Halsschmerzen
Zitronengeschmack 3 mg
Lutschtabletten

KG
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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
Orocalm 1,5 mg/ml spray | AT/H/0681/001/DC BE531831 CASSELLA-MED GMBH & CO. BE
voor oromucosaal gebruik, KG

oplossing

Benzydaminehydrochlorid

e

Orocalm Forte 3 mg/ml AT/H/0681/002/DC BE531840 CASSELLA-MED GMBH & CO. BE
spray voor oromucosaal KG

gebruik, oplossing

Benzydaminehydrochlorid

e

Orocalm Forte 3 mg/ml AT/H/0681/002/DC 69/0233/18-S CASSELLA-MED GMBH & CO. SK
oralna roztokova KG

aerodisperzia

Orocalm 1,5 mg/ml oralna | AT/H/0681/001/DC 69/0232/18-S CASSELLA-MED GMBH & CO. SK
roztokova aerodisperzia KG

Orocalm 1,5 mg/ml oralni | AT/H/0681/001 69/547/16-C CASSELLA-MED GMBH & CO. cz
sprej, roztok KG

Orocalm Forte 3 mg/ml AT/H/0681/002 69/548/16-C CASSELLA-MED GMBH & CO. cz
oralni sprej, roztok KG

neo-angin Benzydamin AT/H/0681/001 97243.00.00 CASSELLA-MED GMBH & CO. DE
gegen akute KG

Halsschmerzen

1,5 mg/ml Spray zur

Anwendung in der

Mundhdhle, Lésung

neo-angin Benzydamin AT/H/0681/002 97244.00.00 CASSELLA-MED GMBH & CO. DE
gegen akute KG

Halsschmerzen forte

3 mg/ml Spray zur

Anwendung in der

Mundhdhle, Lésung

Med-angin 1,5 mg/ml AT/H/0681/001 138498 CASSELLA-MED GMBH & CO. AT
Spray zur Anwendung in KG

der Mundhéhle, Lésung

Med-angin 3 mg/ml Spray | AT/H/0681/002 138499 CASSELLA-MED GMBH & CO. AT

zur Anwendung in der
Mundhdhle, Lésung

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

TANTUM VERDE SPRAY
FORTE, 3 mg/ml, oralni
sprej

not available

69/294/02-C

ANGELINI PHARMA CESKA
REPUBLIKA S.R.O.

cz

TANTUM ROSA 500 mg not available 9982/2017/01 ANGELINI PHARMA RO

granule pentru solutie OSTERREICH GMBH

vaginala

TANTUM ROSA 500 mg not available 9982/2017/02 ANGELINI PHARMA RO

granule pentru solutie OSTERREICH GMBH

vaginala

Rosalgin pronto 140 mg not available 59.541 ANGELINI FARMACEUTICA, ES

solucién vaginal S.A.

SANIFLOR not available 027705058 UNION HEALTH S.R.L IT

neo-angin Benzydamin not available 2200183.00.00 CASSELLA-MED GMBH & CO. DE

gegen akute KG

Halsschmerzen Honig-

Orangengeschmack 3 mg

Lutschtabletten

TANTUM 5% GEL not available 64.504 ANGELINI FARMACEUTICA, ES
S.A.

ZYNOL 1,5 mg/ml sprej za | HR/H/0118/001 HR-H-487590140 BELUPO D.D. HR

usnu sluznicu, otopina

Belozyme 1,5 mg/ml HR/H/0117/001 69/1036/16-C BELUPO D.D. cZz

oralni sprej, roztok

TANTUM VERDE medaus- not available LT/1/01/0257/018 ANGELINI PHARMA LT

apelsiny skonio 3 mg OSTERREICH GMBH

kietosios pastilés

TANTUM VERDE medaus- not available LT/1/01/0257/019 ANGELINI PHARMA LT

apelsiny skonio 3 mg OSTERREICH GMBH

kietosios pastilés

TANTUM VERDE medaus- not available LT/1/01/0257/020 ANGELINI PHARMA LT

apelsiny skonio 3 mg OSTERREICH GMBH

kietosios pastilés

TANTUM VERDE medaus- not available LT/1/01/0257/021 ANGELINI PHARMA LT

apelsiny skonio 3 mg
kietosios pastilés

OSTERREICH GMBH
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