EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

13 February 2020
EMA/89998/2020
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: lidocaine hydrochloride / phenylephrine hydrochloride /
tropicamide

Procedure no.: PSUSA/00010390/201907

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, 2020. 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

Fydrane 0.2 mg/ml + 3.1
mg/ml + 10 mg/ml
solution for injection.

DK/H/2439/001

PA 1107/012/001

LABORATOIRES THEA

IE

FYDRANE, 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml,
solucién inyectable.

DK/H/2439/001

80177

LABORATOIRES THEA

ES

Mydane 0,2 mg/ml + 3,1
mg/ml + 10 mg/ml
injeksjonsvaeske,
opplgsning

DK/H/2439/001

14/10062

LABORATOIRES THEA

NO

Mydrane 0,2 mg/ml + 3,1
mg/ml + 10 mg/ml
injek¢ni roztok

DK/H/2439/001

64/399/15-C

LABORATOIRES THEA

cz

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml
injekény roztok

DK/H/2439/001

64/0323/15-S

LABORATOIRES THEA

SK

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml
injektioneste, liuos

DK/H/2439/001

32232

LABORATOIRES THEA

FI

Mydrane 0,2 mg/ml + 3,1
mg/ml + 10 mg/ml
Injektionslésung

DK/H/2439/001

136615

LABORATOIRES THEA

AT

Mydrane 0,2 mg/ml + 3,1
mg/ml + 10 mg/ml
injektionsvatska, 16sning

DK/H/2439/001

51088

LABORATOIRES THEA

SE

Mydrane 0,2 mg/ml + 3,1
mg/ml + 10 mg/ml
oplossing voor injectie

DK/H/2439/001

BE489680

LABORATOIRES THEA

BE
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MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml
oplossing voor injectie

DK/H/2439/001

RVG 115295

LABORATOIRES THEA

NL

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml
otopina za injekciju

DK/H/2439/001

HR-H-561244487

LABORATOIRES THEA

HR

Mydrane 0,2 mg/ml + 3,1
mg/ml + 10 mg/ml
raztopina za injiciranje

DK/H/2439/001

H/17/02267/001

LABORATOIRES THEA

SI

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml
solugdo injetavel

DK/H/2439/001

5659370

LABORATOIRES THEA

PT

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml
solucdo injetavel

DK/H/2439/001

5659404

LABORATOIRES THEA

PT

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml
solutie injectabila.

DK/H/2439/001

8107/2015/01-03

LABORATOIRES THEA

RO

Mydrane 0,2 mg/ml + 3,1
mg/ml + 10 mg/ml
solution injectable

DK/H/2439/001

BE489680

LABORATOIRES THEA

BE

Mydrane 0,2 mg/ml + 3,1
mg/ml + 10 mg/ml
solution injectable

DK/H/2439/001

2016110311

LABORATOIRES THEA

LU

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml
stungulyf, lausn.

DK/H/2439/001

IS/1/15/093/01

LABORATOIRES THEA

IS
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MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml
evéaiyo Ol1aAupa.

DK/H/2439/001

022523

LABORATOIRES THEA

Ccy

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml
gveoiPo diaAupa.

DK/H/2439/001

36484/27-4-2016

LABORATOIRES THEA

GR

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml,
solution injectable

DK/H/2439/001

34009 550 1538 3

LABORATOIRES THEA

FR

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml,
solution injectable

DK/H/2439/001

34009 550 15390

LABORATOIRES THEA

FR

MYDRANE 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml,
solution injectable

DK/H/2439/001

34009 550 1541 3

LABORATOIRES THEA

FR

Mydrane 0.2 mg/ml + 3.1
mg/ml + 10 mg/ml
solution for injection.

DK/H/2439/001

PL 20162/0022

LABORATOIRES THEA

UK

Mydrane, (0,2 mg + 3,1
mg + 10 mg)/ml, roztwor
do wstrzykiwan

DK/H/2439/001

22899

LABORATOIRES THEA

PL

MYDRANE, 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml,
soluzione iniettabile.

DK/H/2439/001

043455043

LABORATOIRES THEA

IT

MYDRANE, 0,2 mg/ml +
3,1 mg/ml + 10 mg/ml,
soluzione iniettabile.

DK/H/2439/001

043455056

LABORATOIRES THEA

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
MYDRANE, 0,2 mg/ml + DK/H/2439/001 043455068 LABORATOIRES THEA IT

3,1 mg/ml + 10 mg/ml,

soluzione iniettabile.

Mydrane, 0,2 mg/ml+ 3,1 | DK/H/2439/001 92056.00.00 LABORATOIRES THEA DE

mg/ml+ 10 mg/ml,

Injektionslosung

Mydrane, DK/H/2439/001 54107 LABORATOIRES THEA DK

injektionsveaeske,

oplgsning

MUAOPAH 0,2 mg/ml + 3,1 | DK/H/2439/001 20150368 LABORATOIRES THEA BG

mg/ml + 10 mg/ml
MHXEKLMOHEH pa3TBop.
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