EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

11 March 2021
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: dimetindene / phenylephrine

Procedure no.: PSUSA/00001102/202007

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, 2021. Reproduction is authorised provided the source is acknowledged.



Procedure

Product full name
(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation number
(if not available then
insert not available)

National
Authorisation
Number of product in
the member state

MAH of product in the
member state

Member State where
product is authorised

GSK-GEBRO
CONSUMER
PSUSA/00001102/202007 Vibrocil Nasenspray not available 1-19041 HEALTHCARE GMBH AT
GSK-GEBRO
CONSUMER
PSUSA/00001102/202007 Vibrocil Nasentropfen not available 1-18035 HEALTHCARE GMBH AT
BUBEPOLUNN
0,25%/0,025% l'en 3a GLAXOSMITHKLINE
PSUSA/00001102/202007 HOC not available 20010848 DUNGARVAN LIMITED BG
BUBEPOLUWN
0,25%/0,025% Kanku GLAXOSMITHKLINE
PSUSA/00001102/202007 3a HOC, pa3TBop not available 20010847 DUNGARVAN LIMITED BG
BUBEPOLUMN
0,25%/0,025% Cnpeit GLAXOSMITHKLINE
PSUSA/00001102/202007 3a HOC, pa3TBop not available 20010849 DUNGARVAN LIMITED BG
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PSUSA/00001102/202007

VIBROCIL-S

not available

12889

GLAXOSMITHKLINE
CONSUMER
HEALTHCARE HELLAS
SA

CYy

PSUSA/00001102/202007

VIBROCIL, Nosni kapky,
roztok

not available

69/301/92-C

GLAXOSMITHKLINE
CONSUMER
HEALTHCARE CZECH
REPUBLIC S.R.O.

Cz

PSUSA/00001102/202007

VIBROCIL, nosni sprej,
roztok

not available

69/300/92-C

GLAXOSMITHKLINE
CONSUMER
HEALTHCARE CZECH
REPUBLIC S.R.O.

(o4

PSUSA/00001102/202007

VIBROCIL, nosni gel

not available

69/299/92-C

GLAXOSMITHKLINE
CONSUMER
HEALTHCARE CZECH
REPUBLIC S.R.O.

74

PSUSA/00001102/202007

VIBROCIL-S

not available

205050401

GLAXOSMITHKLINE
CONSUMER
HEALTHCARE HELLAS
SA

GR
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Otrivin Allergia
adagold oldatos

GLAXOSMITHKLINE-

PSUSA/00001102/202007 orrspray not available OGYI-T-6245/01 CONSUMER KFT. HU
Vibrocil oldatos GLAXOSMITHKLINE-
PSUSA/00001102/202007 orrspray not available OGYI-T-2040/02 CONSUMER KFT. HU
Vibrocil oldatos GLAXOSMITHKLINE-
PSUSA/00001102/202007 orrcsepp not available OGYI-T-2040/01 CONSUMER KFT. HU
Vibrocil 2,5 mg/0,25
mg/ml deguna pilieni, GLAXOSMITHKLINE
PSUSA/00001102/202007 sSkidums not available 98-0762 DUNGARVAN LIMITED LV
Vibrocil 2,5 mg/0,25
mg/ml deguna GLAXOSMITHKLINE
PSUSA/00001102/202007 aerosols, Skidums not available 98-0760 DUNGARVAN LIMITED LV
GLAXOSMITHKLINE
CONSUMER
HEALTHCARE HELLAS
PSUSA/00001102/202007 Vibrocil not available MA1177/01201 SA MT
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Vibrocil 0,25 mg/ml +
2,5 mg/ml Solucdo
para inalagao por

GLAXOSMITHKLINE
CONSUMER
HEALTHCARE,
PRODUTOS PARA A

PSUSA/00001102/202007 nebulizacdo not available 8144923 SAUDE E HIGIENE, LDA | PT
GLAXOSMITHKLINE
CONSUMER
Vibrocil 0,25 mg/ml + HEALTHCARE,
2,5 mg/ml, Gotas PRODUTOS PARA A
PSUSA/00001102/202007 nasais, solucdo not available 8144816 SAUDE E HIGIENE, LDA | PT
GLAXOSMITHKLINE
CONSUMER
HEALTHCARE,
Vibrocil 0,25 mg/g + PRODUTOS PARA A
PSUSA/00001102/202007 2,5 mg/g Gel nasal not available 8237818 SAUDE E HIGIENE, LDA | PT
GLAXOSMITHKLINE
Vibrocil nosova CONSUMER
roztokova HEALTHCARE CZECH
PSUSA/00001102/202007 aerodisperzia not available 69/0300/92-C/S REPUBLIC S.R.O. SK
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PSUSA/00001102/202007

Vibrocil nosovy gél

not available

69/0299/92-C/S

GLAXOSMITHKLINE
CONSUMER
HEALTHCARE CZECH
REPUBLIC S.R.O.

SK

PSUSA/00001102/202007

Vibrocil nosova
roztokova instilacia

not available

69/0301/92-C/S

GLAXOSMITHKLINE
CONSUMER
HEALTHCARE CZECH
REPUBLIC S.R.O.

SK
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