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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® Protect
1,5 mg/ml + 5 mg/ml
Spray zur Anwendung in
der Mundhdhle, Lésung

CZ/H/1226/001

142206

ANGELINI PHARMA
OESTERREICH GMBH

AT

CenToneTte TOoTan IMMOH
M UBAT oT 6b3 3 mg/1
mg TabsieTku 3a CMy4yeHe

CZ/H/0507/003

20170331

KRKA, D.D., NOVO MESTO

BG

CenToneTte ToTan IMMOH
n mea 3 mg/1 mg
TabneTkn 3a CMy4YyeHe

CZ/H/0507/002

20170332

KRKA, D.D., NOVO MESTO

BG

CenToneTte ToTan C 54po
oT mxnHaxkmndmnn 3 mg/1
mg TabneTkn 3a cMyyeHe

CZ/H/0507/005

20250246

KRKA, D.D., NOVO MESTO

BG

CenToneTte ToTan kona 3
mg/1 mg TabneTku 3a
CMy4eHe

CZ/H/0507/004

20250196

KRKA, D.D., NOVO MESTO

BG

CenTtoneTte ToTan
eskanunT 3 mg/1 mg
TabneTkn 3a cCMy4yeHe

CzZ/H/0507/001

20150283

KRKA, D.D., NOVO MESTO

BG

CenTtonete ToTan 1,5
mg/ml + 5,0 mg/ml
Cnpen 3a yCTHa
nvrasuvua, pasTeop

CZ/H/0508/001

20150303

KRKA, D.D., NOVO MESTO

BG

Neoseptolete combi
citron a zazvor 3 mg/1
mg pastilky

CZ/H/0667/005

69/319/24-C

KRKA, D.D., NOVO MESTO

Ccz

Septabene citron a med
3 mg/1 mg pastilky

CZ/H/0507/002

69/756/16-C

KRKA, D.D., NOVO MESTO

Ccz

Septabene citron a
bezovy kvét 3 mg/1 mg
pastilky

CZ/H/0507/003

69/757/16-C

KRKA, D.D., NOVO MESTO

Ccz

Benzydamin/cetylpyridini
um chlorid KRKA d.d.,
Novo mesto, Slovenia 3

CZ/H/0981/005

69/321/24-C

KRKA, D.D., NOVO MESTO

Ccz
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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

mg/1 mg pastilky

Septabene citron a
zazvor 3 mg/1 mg
pastilky

CZ/H/0507/005

69/320/24-C

KRKA, D.D., NOVO MESTO

Cz

Septabene cola 3 mg/1
mg pastilky

CZ/H/0507/004

69/094/24-C

KRKA, D.D., NOVO MESTO

Ccz

Neoseptolete combi
eukalyptus 3 mg/1 mg
pastilky

CZ/H/0667/001

69/780/15-C

KRKA, D.D., NOVO MESTO

Ccz

Neoseptolete combi cola
3 mg/1 mg pastilky

CZ/H/0667/004

69/096/24-C

KRKA, D.D., NOVO MESTO

Ccz

Septabene eukalyptus 3
mg/1 mg pastilky

CZ/H/0507/001

69/388/15-C

KRKA, D.D., NOVO MESTO

(0V4

Neoseptolete combi
citron a med 3 mg/1 mg
pastilky

CZ/H/0667/002

69/584/17-C

KRKA, D.D., NOVO MESTO

Ccz

Neoseptolete combi
citron a bezovy kvét 3
mg/1 mg pastilky

CZ/H/0667/003

69/585/17-C

KRKA, D.D., NOVO MESTO

(0V4

Benzydamin/cetylpyridini
um chlorid KRKA 3 mg/1
mg pastilky

CZ/H/0981/002

69/118/23-C

KRKA, D.D., NOVO MESTO

(0V4

Benzydamin/cetylpyridini
um chlorid KRKA d.d.
Novo Mesto 3 mg/1 mg
pastilky

CZ/H/0981/003

69/119/23-C

KRKA, D.D., NOVO MESTO

Ccz

Benzydamin/cetylpyridini
um chlorid KRKA d.d. 3
mg/1 mg pastilky

CZ/H/0981/001

69/440/19-C

KRKA, D.D., NOVO MESTO

Ccz

Benzydamin/cetylpyridini
um chlorid KRKA d.d. 1,5
mg/ml + 5 mg/ml oraini
sprej, roztok

CZ/H/0979/001

69/437/19-C

KRKA, D.D., NOVO MESTO

(0V4

Benzydamin/cetylpyridini

CZ/H/0981/004

69/097/24-C

KRKA, D.D., NOVO MESTO

CZ
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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

um chlorid KRKA, Novo
mesto 3 mg/1 mg
pastilky

Septabene 1,5 mg/ml +
5,0 mg/ml oralni sprej,
roztok

CZ/H/0508/001

69/349/15-C

KRKA, D.D., NOVO MESTO

Ccz

TANTUM VERDE DUO 1,5
mg/ml + 5 mg/ml oraini
sprej, roztok

CZ/H/1226/001

69/365/22-C

ANGELINI PHARMA CESKA
REPUBLIKA S.R.O.

Ccz

Septolete® mit
Eukalyptus-Geschmack 3
mg/1 mg Lutschtabletten

CZ/H/0667/001

96231.00.00

TAD PHARMA GMBH

DE

Septolete mit Zitronen-
Holunder-Geschmack 3
mg/1 mg Lutschtabletten

CZ/H/0667/003

2201621.00.00

TAD PHARMA GMBH

DE

Septolete® mit
Zitronen-Honig-
Geschmack 3 mg/1 mg
Lutschtabletten

CZ/H/0667/002

2201620.00.00

TAD PHARMA GMBH

DE

Septolete 1,5 mg/ml + 5
mg/ml Spray zur
Anwendung in der
Mundhéhle, Lésung

CZ/H/0979/001

2205325.00.00

TAD PHARMA GMBH

DE

Tantum verde duo 1,5
mg/ml + 5 mg/ml Spray
zur Anwendung in der
Mundhéhle, Lésung

CZ/H/1226/001

7011154.00.00

ANGELINI PHARMA S.P.A.

DE

Septabene citron og
honning, sugetabletter

CZ/H/0981/001

63692

KRKA, D.D., NOVO MESTO

DK

Septabene,
mundhulespray,
oplgsning

CZ/H/0979/001

63701

KRKA, D.D., NOVO MESTO

DK

Septolete omni lemon &
elderflower 3 mg/1 mg
losengid

CZ/H/0507/003

952817

KRKA, D.D., NOVO MESTO

EE
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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

Septolete omni lemon &
honey 3 mg/1 mg
losengid

CZ/H/0507/002

952917

KRKA, D.D., NOVO MESTO

EE

Septolete omni sidrun ja
ingver 3 mg/1 mg
losengid

CZ/H/0507/005

1213925

KRKA, D.D., NOVO MESTO

EE

Septolete omni koola 3
mg/1 mg losengid

CZ/H/0507/004

1207425

KRKA, D.D., NOVO MESTO

EE

Septolete omni
eucalyptus 3 mg/1 mg
losengid

CZ/H/0507/001

884715

KRKA, D.D., NOVO MESTO

EE

Septolete omni, 1,5
mg/5 mg/ml
suuddnesprei, lahus

CZ/H/0508/001

884615

KRKA, D.D., NOVO MESTO

EE

Septolete 3 mg/1 mg
pastillas para chupar
sabor limédn y jengibre

CZ/H/0981/005

90660

KRKA, D.D., NOVO MESTO

ES

Septolete 3 mg/1 mg
pastillas para chupar
sabor miel y limén

CZ/H/0981/001

86116

KRKA, D.D., NOVO MESTO

ES

Septolete 3 mg/1 mg
pastillas para chupar
sabor cola

CZ/H/0981/004

90499

KRKA, D.D., NOVO MESTO

ES

Septabene sitruuna &
hunaja 3 mg/1 mg
imeskelytabletit

CZ/H/0507/002

34369

KRKA, D.D., NOVO MESTO

FI

Septabene sitruuna &
seljankukka 3 mg/1 mg
imeskelytabletit

CZ/H/0507/003

34370

KRKA, D.D., NOVO MESTO

FI

Septabene sitruuna,
hunaja, inkivaari 3 mg/1
mg imeskelytabletit

CZ/H/0507/005

43946

KRKA, D.D., NOVO MESTO

FI

Septabene cola 3 mg/1
mg imeskelytabletit

CZ/H/0507/004

43535

KRKA, D.D., NOVO MESTO

FI

Error! Unknown document property name.

List of nationally authorised medicinal products

Page 5/21




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

Septabene eukalyptus 3 CZ/H/0507/001 32304 KRKA, D.D., NOVO MESTO FI

mg/1 mg

imeskelytabletit

Septabene 1,5 mg/ml + not available 36107 KRKA, D.D., NOVO MESTO FI

5,0 mg/ml sumute

suuonteloon, liuos

BENCET MOUTH SPRAY, not available 6164/21-01-2019 NASSINGTON LTD GR

(0.154+0.5)% w/v

OTOMATIKO EKVEQWHA,

diaAupa

Septolete duo limun i CZ/H/0507/003 HR-H-111953709 KRKA-FARMA D.O.O. HR

bazga 3 mg/1 mg pastile

Septolete duo limun i CZ/H/0507/002 HR-H-736729677 KRKA-FARMA D.O.O. HR

med 3 mg/1 mg pastile

Septolete duo s okusom CZ/H/0507/005 HR-H-661731000 KRKA-FARMA D.O.O. HR

limuna i dumbira 3 mg/1

mg pastile

Septolete duo s okusom CZ/H/0507/004 HR-H-846631841 KRKA-FARMA D.O.O. HR

cole 3 mg/1 mg pastile

Septolete duo eukaliptus | CZ/H/0507/001 HR-H-327402766 KRKA-FARMA D.O.O. HR

3 mg/1 mg pastile

Septolete duo 1,5 mg/5 CZ/H/0508/001 HR-H-280375292 KRKA-FARMA D.O.O. HR

mg u 1 ml sprej za usnu

sluznicu, otopina

Septolete extra citrom- CZ/H/0507/002 OGYI-T-22871/07 KRKA, D.D., NOVO MESTO HU

méz 3 mg/1 mg

szopogato tabletta

Septolete extra citrom- CZ/H/0507/002 OGYI-T-22871/08 KRKA, D.D., NOVO MESTO HU

méz 3 mg/1 mg

szopogato tabletta

Septolete extra citrom- CZ/H/0507/002 OGYI-T-22871/09 KRKA, D.D., NOVO MESTO HU

méz 3 mg/1 mg

szopogato tabletta

Septolete extra citrom- CZ/H/0507/002 OGYI-T-22871/10 KRKA, D.D., NOVO MESTO 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

méz 3 mg/1 mg
szopogato tabletta

Septolete extra citrom-
méz 3 mg/1 mg
szopogato tabletta

CZ/H/0507/002

OGYI-T-22871/11

KRKA, D.D., NOVO MESTO

HU

Septolete extra citrom-
bodza 3 mg/1 mg
szopogato tabletta

CZ/H/0507/003

OGYI-T-22871/12

KRKA, D.D., NOVO MESTO

HU

Septolete extra citrom-
bodza 3 mg/1 mg
szopogato tabletta

CZ/H/0507/003

OGYI-T-22871/13

KRKA, D.D., NOVO MESTO

HU

Septolete extra citrom-
bodza 3 mg/1 mg
szopogato tabletta

CZ/H/0507/003

OGYI-T-22871/14

KRKA, D.D., NOVO MESTO

HU

Septolete extra citrom-
bodza 3 mg/1 mg
szopogato tabletta

CZ/H/0507/003

OGYI-T-22871/15

KRKA, D.D., NOVO MESTO

HU

Septolete extra citrom-
bodza 3 mg/1 mg
szopogato tabletta

CZ/H/0507/003

OGYI-T-22871/16

KRKA, D.D., NOVO MESTO

HU

Septolete extra citrom-
gyombér iz 3 mg/1 mg
szopogato tabletta

CZ/H/0507/005

OGYI-T-22871/22

KRKA, D.D., NOVO MESTO

HU

Septolete extra citrom-
gyombér iz 3 mg/1 mg
szopogato tabletta

CZ/H/0507/005

OGYI-T-22871/23

KRKA, D.D., NOVO MESTO

HU

Septolete extra citrom-
gyombeér iz 3 mg/1 mg
szopogato tabletta

CZ/H/0507/005

OGYI-T-22871/24

KRKA, D.D., NOVO MESTO

HU

Septolete extra citrom-
gyombeér iz 3 mg/1 mg
szopogato tabletta

CZ/H/0507/005

OGYI-T-22871/25

KRKA, D.D., NOVO MESTO

HU

Septolete extra citrom-
gyombér iz 3 mg/1 mg
szopogato tabletta

CZ/H/0507/005

OGYI-T-22871/26

KRKA, D.D., NOVO MESTO

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

Septolete extra koéla izl
3 mg/1 mg szopogato
tabletta

CZ/H/0507/004

OGYI-T-22871/17

KRKA, D.D., NOVO MESTO

HU

Septolete extra kola izl
3 mg/1 mg szopogato
tabletta

CZ/H/0507/004

OGYI-T-22871/18

KRKA, D.D., NOVO MESTO

HU

Septolete extra kola izl
3 mg/1 mg szopogatd
tabletta

CZ/H/0507/004

OGYI-T-22871/19

KRKA, D.D., NOVO MESTO

HU

Septolete extra kola izl
3 mg/1 mg szopogatd
tabletta

CZ/H/0507/004

OGYI-T-22871/20

KRKA, D.D., NOVO MESTO

HU

Septolete extra koéla izl
3 mg/1 mg szopogatd
tabletta

CZ/H/0507/004

OGYI-T-22871/21

KRKA, D.D., NOVO MESTO

HU

Septolete extra
eukaliptusz izl 3 mg/1
mg szopogatd tabletta

CzZ/H/0507/001

OGYI-T-22871/01

KRKA, D.D., NOVO MESTO

HU

Septolete extra
eukaliptusz izl 3 mg/1
mg szopogato tabletta

CZ/H/0507/001

OGYI-T-22871/02

KRKA, D.D., NOVO MESTO

HU

Septolete extra
eukaliptusz izl 3 mg/1
mg szopogato tabletta

CZ/H/0507/001

OGYI-T-22871/03

KRKA, D.D., NOVO MESTO

HU

Septolete extra
eukaliptusz izl 3 mg/1
mg szopogato tabletta

CZ/H/0507/001

OGYI-T-22871/04

KRKA, D.D., NOVO MESTO

HU

Septolete extra
eukaliptusz iz 3 mg/1
mg szopogatd tabletta

CZ/H/0507/001

OGYI-T-22871/05

KRKA, D.D., NOVO MESTO

HU

Septolete extra 1,5
mg/ml + 5 mg/ml
szajnyalkahartyan
alkalmazott oldatos
spray

CZ/H/0508/001

OGYI-T-22871/06

KRKA, D.D., NOVO MESTO

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

Tantum Verde Duo 1,5
mg/ml + 5 mg/ml
szajnyalkahartyan
alkalmazott oldatos
spray

CZ/H/1226/001

OGYI-T-7594/23

ANGELINI PHARMA
OESTERREICH GMBH

HU

Septabene eucalyptus 3
mg/1 mg lozenges

CZ/H/0667/001

PA1347/063/001

KRKA, D.D., NOVO MESTO

IE

Septabene lemon and
honey 3 mg/1 mg
lozenges

CZ/H/0667/002

PA1347/063/002

KRKA, D.D., NOVO MESTO

IE

Septabene lemon and
elderflower 3 mg/1 mg
lozenges

CZ/H/0667/003

PA1347/063/003

KRKA, D.D., NOVO MESTO

IE

Septabene 1.5 mg/ml +
5.0 mg/ml oromucosal
spray, solution

CZ/H/0508/001

PA1347/049/001

KRKA, D.D., NOVO MESTO

IE

Septabene eucalyptus 3
mg/1 mg
munnsogstoflur

CZ/H/0981/002

1S/1/24/059/01

KRKA, D.D., NOVO MESTO

IS

Septabene
lemon/elderflower 3
mg/1 mg
munnsogstoflur

CZ/H/0981/003

1S/1/24/059/02

KRKA, D.D., NOVO MESTO

IS

Septabene citron og
honning 3 mg/1 mg
munnsogstoflur

CZ/H/0981/001

1S/1/21/064/01

KRKA, D.D., NOVO MESTO

IS

Septabene 1,5 mg/ml +
5 mg/ml munnholsudi,
lausn

CZ/H/0979/001

1S/1/21/063/01

KRKA, D.D., NOVO MESTO

IS

Septabene cola 3 mg/1
mg munnsogstoflur

CZ/H/0981/004

1S/1/25/087/01

KRKA, D.D., NOVO MESTO

IS

Septolete aroma limone
e miele 3 mg/1 mg
pastiglie

CZ/H/0507/002

043735063

KRKA, D.D., NOVO MESTO

IT

Septolete aroma limone

CZ/H/0507/002

043735075

KRKA, D.D., NOVO MESTO

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

e miele 3 mg/1 mg
pastiglie

Septolete aroma limone
e miele 3 mg/1 mg
pastiglie

CZ/H/0507/002

043735087

KRKA, D.D., NOVO MESTO

IT

Septolete aroma limone
e miele 3 mg/1 mg
pastiglie

CZ/H/0507/002

AIC N. 043735099

KRKA, D.D., NOVO MESTO

IT

Septolete aroma limone
e miele 3 mg/1 mg
pastiglie

CZ/H/0507/002

AIC N. 043735101

KRKA, D.D., NOVO MESTO

IT

Septolete aroma limone
e fiori di sambuco 3
mg/1 mg pastiglie

CZ/H/0507/003

AIC N. 043735113

KRKA, D.D., NOVO MESTO

IT

Septolete aroma limone
e fiori di sambuco 3
mg/1 mg pastiglie

CZ/H/0507/003

AIC N. 043735125

KRKA, D.D., NOVO MESTO

IT

Septolete aroma limone
e fiori di sambuco 3
mg/1 mg pastiglie

CZ/H/0507/003

AIC N. 043735137

KRKA, D.D., NOVO MESTO

IT

Septolete aroma limone
e fiori di sambuco 3
mg/1 mg pastiglie

CZ/H/0507/003

043735149

KRKA, D.D., NOVO MESTO

IT

Septolete aroma limone
e fiori di sambuco 3
mg/1 mg pastiglie

CZ/H/0507/003

043735152

KRKA, D.D., NOVO MESTO

IT

Septolete soft core
aroma zenzero 3 mg/1
mg pastiglie

CZ/H/0507/005

043735214

KRKA, D.D., NOVO MESTO

IT

Septolete soft core
aroma zenzero 3 mg/1
mg pastiglie

CZ/H/0507/005

043735226

KRKA, D.D., NOVO MESTO

IT

Septolete soft core
aroma zenzero 3 mg/1
mg pastiglie

CZ/H/0507/005

043735238

KRKA, D.D., NOVO MESTO

IT
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mg compresse
orosolubili senza

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

Septolete soft core CZ/H/0507/005 043735240 KRKA, D.D., NOVO MESTO IT

aroma zenzero 3 mg/1

mg pastiglie

Septolete soft core CZ/H/0507/005 043735253 KRKA, D.D., NOVO MESTO IT

aroma zenzero 3 mg/1

mg pastiglie

Septolete aroma cola 3 CZ/H/0507/004 043735164 KRKA, D.D., NOVO MESTO IT

mg/1 mg pastiglie

Septolete aroma cola 3 CZ/H/0507/004 043735176 KRKA, D.D., NOVO MESTO IT

mg/1 mg pastiglie

Septolete aroma cola 3 CZ/H/0507/004 043735188 KRKA, D.D., NOVO MESTO IT

mg/1 mg pastiglie

Septolete aroma cola 3 CZ/H/0507/004 043735190 KRKA, D.D., NOVO MESTO IT

mg/1 mg pastiglie

Septolete aroma cola 3 CZ/H/0507/004 043735202 KRKA, D.D., NOVO MESTO IT

mg/1 mg pastiglie

Septolete aroma CZ/H/0507/001 AIC N. 043735012 KRKA, D.D., NOVO MESTO IT

eucalipto 3 mg/1mg

pastiglie

Septolete aroma CZ/H/0507/001 043735024 KRKA, D.D., NOVO MESTO IT

eucalipto 3 mg/1 mg

pastiglie

Septolete aroma CZ/H/0507/001 043735036 KRKA, D.D., NOVO MESTO IT

eucalipto 3 mg/1 mg

pastiglie

Septolete aroma CZ/H/0507/001 AIC N. 043735048 KRKA, D.D., NOVO MESTO IT

eucalipto 3 mg/1mg

pastiglie

Septolete aroma CZ/H/0507/001 043735051 KRKA, D.D., NOVO MESTO IT

eucalipto 3 mg/1 mg

pastiglie

GOLA ACTION 3 mg + 1 not available 033501014 IODOSAN S.P.A. IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

zucchero

033501026 IODOSAN S.P.A. IT

GOLA ACTION 1,5 mg/ml | not available
+ 5 mg/ml spray per

mucosa orale, soluzione

033501038

GOLA ACTION 1,5 mg/ml | not available IODOSAN S.P.A. IT

+ 0,5 mg/ml collutorio

Septafar 1,5 mg/ml +
5,0 mg/ml spray per
mucosa orale, soluzione

CZ/H/0508/001 AIC N. 043452010 KRKA, D.D., NOVO MESTO IT

TANTUM VERDE
ANTISETTICO E
ANTINFIAMMATORIO 1,5
mg/mL + 5 mg/mL
spray per mucosa orale,
soluzione

CZ/H/1226/001 051222014 ANGELINI PHARMA S.P.A. IT

Septabene citriny ir
medaus skonio 3 mg/1
mg kietosios pastilés

CZ/H/0507/002 LT/1/17/4140/001 KRKA, D.D., NOVO MESTO LT

Septabene citriny ir
medaus skonio 3 mg/1
mg kietosios pastilés

CZ/H/0507/002 LT/1/17/4140/002 KRKA, D.D., NOVO MESTO LT

Septabene citriny ir
medaus skonio 3 mg/1
mg kietosios pastilés

CZ/H/0507/002 LT/1/17/4140/003 KRKA, D.D., NOVO MESTO LT

Septabene citriny, ir
medaus skonio 3 mg/1
mg kietosios pastilés

CZ/H/0507/002 LT/1/17/4140/004 KRKA, D.D., NOVO MESTO LT

Septabene citriny, ir
medaus skonio 3 mg/1
mg kietosios pastilés

CZ/H/0507/002 LT/1/17/4140/005 KRKA, D.D., NOVO MESTO LT

Septabene citriny, ir
Seivamedzio skonio 3
mg/1 mg kietosios
pastilés

CZ/H/0507/003 LT/1/17/4141/001 KRKA, D.D., NOVO MESTO LT

Septabene citriny ir CZ/H/0507/003 LT/1/17/4141/002 KRKA, D.D., NOVO MESTO LT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

Seivamedzio skonio 3
mg/1 mg kietosios
pastilés

Septabene citriny ir CZ/H/0507/003 LT/1/17/4141/003 KRKA, D.D., NOVO MESTO LT
Seivamedzio skonio 3
mg/1 mg kietosios
pastilés

Septabene citriny ir CZ/H/0507/003 LT/1/17/4141/004 KRKA, D.D., NOVO MESTO LT
Seivamedzio skonio 3
mg/1 mg kietosios
pastilés

Septabene citriny ir CZ/H/0507/003 LT/1/17/4141/005 KRKA, D.D., NOVO MESTO LT
Seivamedzio skonio 3
mg/1 mg kietosios
pastilés

Septabene citriny ir CZ/H/0507/005 LT/1/25/5856/001 KRKA, D.D., NOVO MESTO LT
imbiero skonio 3 mg/1
mg kietosios pastilés

Septabene citriny, ir CZ/H/0507/005 LT/1/25/5856/002 KRKA, D.D., NOVO MESTO LT
imbiero skonio 3 mg/1
mg kietosios pastilés

Septabene citriny, ir CZ/H/0507/005 LT/1/25/5856/003 KRKA, D.D., NOVO MESTO LT
imbiero skonio 3 mg/1
mg kietosios pastilés

Septabene citriny, ir CZ/H/0507/005 LT/1/25/5856/004 KRKA, D.D., NOVO MESTO LT
imbiero skonio 3 mg/1
mg kietosios pastilés

Septabene citriny ir CZ/H/0507/005 LT/1/25/5856/005 KRKA, D.D., NOVO MESTO LT
imbiero skonio 3 mg/1
mg kietosios pastilés

Septabene kolos skonio CZ/H/0507/004 LT/1/25/5796/001 KRKA, D.D., NOVO MESTO LT
3 mg/1 mg kietosios

pastilés

Septabene kolos skonio CZ/H/0507/004 LT/1/25/5796/002 KRKA, D.D., NOVO MESTO LT

3 mg/1 mg kietosios
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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

pastilés

Septabene kolos skonio CZ/H/0507/004 LT/1/25/5796/003 KRKA, D.D., NOVO MESTO LT

3 mg/1 mg kietosios

pastilés

Septabene kolos skonio CZ/H/0507/004 LT/1/25/5796/004 KRKA, D.D., NOVO MESTO LT

3 mg/1 mg kietosios

pastilés

Septabene kolos skonio CZ/H/0507/004 LT/1/25/5796/005 KRKA, D.D., NOVO MESTO LT

3 mg/1 mg kietosios

pastilés

Benzydamine LT/H/0168/001 LT/1/23/5232/001 FARMAK INTERNATIONAL LT

hydrochloride/Cetylpyridi SP. Z 0.0.

nium chloride Farmak
1,5 mg/5 mg/ml burnos
gleivinés purskalas
(tirpalas)

Septabene eukalipty CZ/H/0507/001 LT/1/15/3784/002 KRKA, D.D., NOVO MESTO LT
skonio 3 mg/1 mg
kietosios pastilés

Septabene eukalipty CZ/H/0507/001 LT/1/15/3784/003 KRKA, D.D., NOVO MESTO LT
skonio 3 mg/1 mg
kietosios pastilés

Septabene eukalipty, CzZ/H/0507/001 LT/1/15/3784/004 KRKA, D.D., NOVO MESTO LT
skonio 3 mg/1 mg
kietosios pastilés

Septabene eukalipty CZ/H/0507/001 LT/1/15/3784/005 KRKA, D.D., NOVO MESTO LT
skonio 3 mg/1 mg
kietosios pastiles

Septabene eukalipty CZ/H/0507/001 LT/1/15/3784/006 KRKA, D.D., NOVO MESTO LT
skonio 3 mg/1 mg
kietosios pastilés

Septabene 1,5 mg/5 CZ/H/0508/001 LT/1/15/3784/001 KRKA, D.D., NOVO MESTO LT
mg/1 ml burnos
gleivinés purskalas
(tirpalas)
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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

Septabene ar citronu un
medu 3 mg/1 mg
sukajamas tabletes

CZ/H/0507/002

17-0203

KRKA, D.D., NOVO MESTO

LV

Septabene ar citronu un
pliskoku 3 mg/1 mg
sikajamas tabletes

CZ/H/0507/003

17-0204

KRKA, D.D., NOVO MESTO

LV

Septabene ar citrona un
ingvera garsu 3 mg/1
mg stkajamas tabletes

CZ/H/0507/005

25-0191

KRKA, D.D., NOVO MESTO

LV

Septabene ar kolas
garsu 3 mg/1 mg
sukajamas tabletes

CZ/H/0507/004

25-0135

KRKA, D.D., NOVO MESTO

LV

Septabene ar eikaliptu 3
mg/1 mg stt+kl) am} (
tabletes

CzZ/H/0507/001

15-0172

KRKA, D.D., NOVO MESTO

Lv

Septabene 1,5 mg/5,0
mg/ ml aerosols
izsmidzinasanai mutes
dobuma, skidums

CZ/H/0508/001

15-0183

KRKA, D.D., NOVO MESTO

Lv

Septolete total
Lemon/Honey 3 mg/1
mg lozenges

CZ/H/0507/002

MA604/02202

KRKA, D.D., NOVO MESTO

MT

Septolete total Ginger
core 3 mg/1 mg
lozenges

CZ/H/0507/005

MA604/02204

KRKA, D.D., NOVO MESTO

MT

Septolete total Cola 3
mg/1 mg lozenges

CZ/H/0507/004

MA604/02203

KRKA, D.D., NOVO MESTO

MT

Septolete total
Eucalyptus 3 mg/1 mg
lozenges

CZ/H/0507/001

MA604/02201

KRKA, D.D., NOVO MESTO

MT

Septolete ultra o smaku
cytryny i miodu, 3 mg +
1 mg, pastylki twarde

CZ/H/0507/002

24561

KRKA, D.D., NOVO MESTO

PL

Septolete ultra o smaku

CZ/H/0507/003

24562

KRKA, D.D., NOVO MESTO

PL

Error! Unknown document property name.

List of nationally authorised medicinal products

Page 15/21




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

cytryny i czarnego bzu, 3
mg + 1 mg, pastylki
twarde

Septolete ultra o smaku
coli, 3 mg + 1 mg,
pastylki twarde

CZ/H/0507/004

29218

KRKA, D.D., NOVO MESTO

PL

Septolete ultra o smaku
eukaliptusowym, 3 mg +
1 mg, pastylki twarde

CZ/H/0507/001

22606

KRKA, D.D., NOVO MESTO

PL

Septolete ultra, (1,5 mg
+ 5 mg)/ml, aerozol do
stosowania w jamie
ustnej, roztwor

CZ/H/0508/001

22609

KRKA, D.D., NOVO MESTO

PL

Tantum Verde Duo, 1,5
mg/ml + 5 mg/ml,
aerozol do stosowania w
jamie ustnej, roztwor

CZ/H/1226/001

28623

ANGELINI PHARMA POLSKA
SP. Z 0.0.

PL

Septolete Duo limao e
mel 3mg + 1 mg
pastilhas

CZ/H/0507/002

5734777

KRKA, D.D., NOVO MESTO

PT

Septolete Duo limao e
flor de sabugueiro 3 mg
+ 1 mg pastilhas

CZ/H/0507/003

5734801

KRKA, D.D., NOVO MESTO

PT

Septolete Duo gengibre,
limdoemel3mg + 1
mg pastilhas

CZ/H/0507/005

5912803

KRKA, D.D., NOVO MESTO

PT

Septolete Duo cola 3 mg
+ 1 mg pastilhas

CZ/H/0507/004

5907738

KRKA, D.D., NOVO MESTO

PT

Septolete Duo eucalipto
3 mg + 1 mg pastilhas

CzZ/H/0507/001

5658216

KRKA, D.D., NOVO MESTO

PT

Septolete Duo Spray 1,5
mg/ml + 5 mg/ml
solugdo para
pulverizacao bucal

CZ/H/0508/001

5656145

KRKA, D.D., NOVO MESTO

PT

Tantum Verde Duo 1,5

CZ/H/1226/001

5885116

ANGELINI PHARMA

PT
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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

mg/ml + 5 mg/ml PORTUGAL UNIPESSOAL

solugdo para LDA.

pulverizacao bucal

Septolete omni Iamaie si | CZ/H/0507/002 15124/2023/01 KRKA, D.D., NOVO MESTO RO

miere 3 mg/1 mg pastile

Septolete omni lamaie si | CZ/H/0507/002 15124/2023/02 KRKA, D.D., NOVO MESTO RO

miere 3 mg/1 mg pastile

Septolete omni lamaie si | CZ/H/0507/002 15124/2023/03 KRKA, D.D., NOVO MESTO RO

miere 3 mg/1 mg pastile

Septolete omni Iamaie si | CZ/H/0507/002 15124/2023/04 KRKA, D.D., NOVO MESTO RO

miere 3 mg/1 mg pastile

Septolete omni lamaie si | CZ/H/0507/002 15124/2023/05 KRKA, D.D., NOVO MESTO RO

miere 3 mg/1 mg pastile

Septolete omni lamaie si | CZ/H/0507/003 15125/2023/01 KRKA, D.D., NOVO MESTO RO

soc 3 mg/1 mg pastile

Septolete omni lamaie si | CZ/H/0507/003 15125/2023/02 KRKA, D.D., NOVO MESTO RO

soc 3 mg/1 mg pastile

Septolete omni Iamaie si | CZ/H/0507/003 15125/2023/03 KRKA, D.D., NOVO MESTO RO

soc 3 mg/1 mg pastile

Septolete omni lamaie si | CZ/H/0507/003 15125/2023/04 KRKA, D.D., NOVO MESTO RO

soc 3 mg/1 mg pastile

Septolete omni lamaie si | CZ/H/0507/003 15125/2023/05 KRKA, D.D., NOVO MESTO RO

soc 3 mg/1 mg pastile

Septolete omni cola 3 CZ/H/0507/004 16186/2025/01 KRKA, D.D., NOVO MESTO RO

mg/1 mg pastile

Septolete omni cola 3 CZ/H/0507/004 16186/2025/02 KRKA, D.D., NOVO MESTO RO

mg/1 mg pastile

Septolete omni cola 3 CZ/H/0507/004 16186/2025/03 KRKA, D.D., NOVO MESTO RO

mg/1 mg pastile

Septolete omni cola 3 CZ/H/0507/004 16186/2025/04 KRKA, D.D., NOVO MESTO RO

mg/1 mg pastile

Septolete omni cola 3 CZ/H/0507/004 16186/2025/05 KRKA, D.D., NOVO MESTO RO

mg/1 mg pastile

Septolete omni eucalipt CZ/H/0507/001 13718/2021/01 KRKA, D.D., NOVO MESTO RO
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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

3 mg/1 mg pastile

Septolete omni eucalipt
3 mg/1 mg pastile

CZ/H/0507/001

13718/2021/02

KRKA, D.D., NOVO MESTO

RO

Septolete omni eucalipt
3 mg/1 mg pastile

CZ/H/0507/001

13718/2021/03

KRKA, D.D., NOVO MESTO

RO

Septolete omni eucalipt
3 mg/1 mg pastile

CZ/H/0507/001

13718/2021/04

KRKA, D.D., NOVO MESTO

RO

Septolete omni eucalipt
3 mg/1 mg pastile

CZ/H/0507/001

13718/2021/05

KRKA, D.D., NOVO MESTO

RO

Septolete omni Lamaie si
Ghimbir 3 mg/1 mg
pastile

CZ/H/0507/005

16312/2025/01

KRKA, D.D., NOVO MESTO

RO

Septolete omni Lamaie si
Ghimbir 3 mg/1 mg
pastile

CZ/H/0507/005

16312/2025/02

KRKA, D.D., NOVO MESTO

RO

Septolete omni Lamaie si
Ghimbir 3 mg/1 mg
pastile

CZ/H/0507/005

16312/2025/03

KRKA, D.D., NOVO MESTO

RO

Septolete omni Lamaie si
Ghimbir 3 mg/1 mg
pastile

CZ/H/0507/005

16312/2025/04

KRKA, D.D., NOVO MESTO

RO

Septolete omni Lamaie si
Ghimbir 3 mg/1 mg
pastile

CZ/H/0507/005

16312/2025/05

KRKA, D.D., NOVO MESTO

RO

Septolete omni 1,5
mg/ml + 5,0 mg/ml
spray bucofaringian
solutie

CZ/H/0508/001

13684/2021/01

KRKA, D.D., NOVO MESTO

RO

TANTUM VERDE DUO 1,5
mg/ml + 5 mg/ml spray
bucofaringian, solutie

CZ/H/1226/001

15591/2024/01

ANGELINI PHARMA S.P.A.

RO

Septabene z okusom
limone in medu 3 mg/1
mg pastile

CZ/H/0507/002

HN/17/01832/001

KRKA, D.D., NOVO MESTO

SI
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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

Septabene z okusom
limone in medu 3 mg/1
mg pastile

CZ/H/0507/002

HN/17/01832/002

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in medu 3 mg/1
mg pastile

CZ/H/0507/002

HN/17/01832/003

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in medu 3 mg/1
mg pastile

CZ/H/0507/002

HN/17/01832/004

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in medu 3 mg/1
mg pastile

CZ/H/0507/002

HN/17/01832/005

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in bezga 3 mg/1
mg pastile

CZ/H/0507/003

HN/17/01833/001

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in bezga 3 mg/1
mg pastile

CZ/H/0507/003

HN/17/01833/002

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in bezga 3 mg/1
mg pastile

CZ/H/0507/003

HN/17/01833/003

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in bezga 3 mg/1
mg pastile

CZ/H/0507/003

HN/17/01833/004

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in bezga 3 mg/1
mg pastile

CZ/H/0507/003

HN/17/01833/005

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in ingverja 3
mg/1 mg pastile

CZ/H/0507/005

HN/25/01872/001

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in ingverja 3
mg/1 mg pastile

CZ/H/0507/005

HN/25/01872/002

KRKA, D.D., NOVO MESTO

SI

Septabene z okusom
limone in ingverja 3

CZ/H/0507/005

HN/25/01872/003

KRKA, D.D., NOVO MESTO

SI
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v 1 ml oralno prsilo,

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

mg/1 mg pastile

Septabene z okusom CZ/H/0507/005 HN/25/01872/004 KRKA, D.D., NOVO MESTO SI

limone in ingverja 3

mg/1 mg pastile

Septabene z okusom CZ/H/0507/005 HN/25/01872/005 KRKA, D.D., NOVO MESTO SI

limone in ingverja 3

mg/1 mg pastile

Septabene z okusom CZ/H/0507/004 HN/25/01869/001 KRKA, D.D., NOVO MESTO SI

kole 3 mg/1 mg pastile

Septabene z okusom CZ/H/0507/004 HN/25/01869/002 KRKA, D.D., NOVO MESTO SI

kole 3 mg/1 mg pastile

Septabene z okusom CZ/H/0507/004 HN/25/01869/003 KRKA, D.D., NOVO MESTO SI

kole 3 mg/1 mg pastile

Septabene z okusom CZ/H/0507/004 HN/25/01869/004 KRKA, D.D., NOVO MESTO SI

kole 3 mg/1 mg pastile

Septabene z okusom CZ/H/0507/004 HN/25/01869/005 KRKA, D.D., NOVO MESTO SI

kole 3 mg/1 mg pastile

Septabene z okusom CZ/H/0507/001 HN/15/01823/001 KRKA, D.D., NOVO MESTO SI

evkalipta 3 mg/1 mg

pastile

Septabene z okusom CZ/H/0507/001 HN/15/01823/002 KRKA, D.D., NOVO MESTO SI

evkalipta 3 mg/1 mg

pastile

Septabene z okusom CZ/H/0507/001 HN/15/01823/003 KRKA, D.D., NOVO MESTO SI

evkalipta 3 mg/1 mg

pastile

Septabene z okusom CZ/H/0507/001 HN/15/01823/004 KRKA, D.D., NOVO MESTO SI

evkalipta 3 mg/1 mg

pastile

Septabene z okusom CZ/H/0507/001 HN/15/01823/005 KRKA, D.D., NOVO MESTO SI

evkalipta 3 mg/1 mg

pastile

Septabene 1,5 mg/5 mg CZ/H/0508/001 HN/15/01822/001 KRKA, D.D., NOVO MESTO SI
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

raztopina

Septolete extra s CZ/H/0507/002 69/0251/17-S KRKA, D.D., NOVO MESTO SK

prichutou citrénu a medu
3 mg/1 mg tvrdé
pastilky

Septolete extra s CZ/H/0507/003 69/0252/17-S KRKA, D.D., NOVO MESTO SK
prichutou citrénu a
bazového kvetu 3 mg/1
mg tvrdé pastilky

Septolete extra s CZ/H/0507/004 69/0221/25-S KRKA, D.D., NOVO MESTO SK
prichutou koly 3 mg/1
mg tvrdé pastilky

Septolete extra CZ/H/0507/001 69/0311/15-S KRKA, D.D., NOVO MESTO SK
eukalyptus 3 mg/1 mg
tvrdé pastilky

Septolete extra 1,5 CZ/H/0508/001 69/0294/15-S KRKA, D.D., NOVO MESTO SK
mg/ml + 5 mg/ml ordlna
roztokova aerodisperzia

TANTUM VERDE DUO 1,5 | CZ/H/1226/001 69/0270/24-S ANGELINI PHARMA CESKA SK

mg/ml + 5 mg/ml orainy REPUBLIKA S.R.O.
roztokovy sprej
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