EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

13 October 2022
EMA/CMDh/889761/2022
Human Medicines Division

List of nationally authorised medicinal products

Active substance(s): dorzolamide

Procedure No. PSUSA/00003168/202202

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, 2022. Reproduction is authorised provided the source is acknowledged.


http://www.ema.europa.eu/how-to-find-us
http://www.ema.europa.eu/contact

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

Aikum 20 mg/ml FI/H/0982/001 27733 UAB SANOSWISS FI
silmatipat, liuos
Arzolan 20 mg/ml colirio | not available 77776 TIEDRA FARMACEUTICA SL ES
en solucién
Delazo 20 mg/ml DK/H/2604/001 96483.00.00 PHARMA STULLN GMBH DE
Augentropfen, Lésung
Delazo 20 mg/ml collirio, | DK/H/2604/001 044619017 PHARMATHEN S.A. IT
soluzione
Delazo 20 mg/ml collirio, | DK/H/2604/001 044619029 PHARMATHEN S.A. IT
soluzione
DELAZO 20 mg/ml DK/H/2604/001 023180 PHARMATHEN S.A. CcY
OPBAAYIKEC OTAYOVEG
diahupa
DELAZO 20 mg/ml DK/H/2604/001 50897/09-06-2017 PHARMATHEN S.A. GR
O(POAAUIKEG OTAYOVEG
diahupa
Delazo, gjendraber, DK/H/2604/001 56875 PHARMATHEN S.A. DK
oplgsning
Dimaz, 20 mg/ml, eye not available PL 29556/0003 ZAKLADY XI
drops, solution FARMACEUTYCZNE

"POLPHARMA" SPOLKA

AKCYJNA
Dorcil 20 mg/ml Colirio, not available 5739057 LABORATORIO EDOL - PT
solugcao PRODUTOS

FARMACEUTICOS, S.A.
Dorcil 20 mg/ml Colirio, not available 5739065 LABORATORIO EDOL - PT
solugcao PRODUTOS

FARMACEUTICOS, S.A.
Dorcil 20 mg/ml Colirio, not available 17/H/0034/001 LABORATORIO EDOL - PT
solugao PRODUTOS

FARMACEUTICOS, S.A.
Dorcilfree 20 mg/ml not available 5782065 LABORATORIO EDOL - PT
Colirio, solucao PRODUTOS

FARMACEUTICOS, S.A.
Dorcilfree 20 mg/ml not available 5782073 LABORATORIO EDOL - 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
Colirio, solucao PRODUTOS

FARMACEUTICOS, S.A.

Dorlazept® 20 mg/ml AT/H/0546/001 1-30561 DERMAPHARM GMBH AT
Augentropfen, Lésung
Dorlazept® 20 mg/ml AT/H/0546/001 83372.00.00 MIBE GMBH ARZNEIMITTEL DE
Augentropfen, Lésung
Dorvis 20 mg/ml kapi za | not available HR-H-948759733 ZENTIVA, K.S. HR
oko, otopina
Dorzoclar 20 mg/ml IT/H/0252/001 039967017 OMNIVISION ITALIA S.R.L. IT
collirio, soluzione
Dorzoclar 20 mg/ml IT/H/0252/001 039967029 OMNIVISION ITALIA S.R.L. IT
collirio, soluzione
Dorzoclar 20 mg/ml IT/H/0252/001 039967031 OMNIVISION ITALIA S.R.L. IT
collirio, soluzione
Dorzolamid - 1 A Pharma | DE/H/5864/001 2202750.00.00 1 A PHARMA GMBH DE
20 mg/ml Augentropfen,
Lésung
Dorzolamid "STADA”, DE/H/5445/001 45318 STADA ARZNEIMITTEL AG DK
gjendraber, oplgsning
Dorzolamid AL 20 mg/ml | DE/H/5445/001 79119.00.00 ALIUD PHARMA GMBH DE
Augentropfen
Dorzolamid CZ/H/0972/001 2205242.00.00 TRB CHEMEDICA AG DE
Farmaprojects 20 mg/ml
Augentropfen, Lésung
Dorzolamid CZ/H/0972/001 2205242.00.00 TRB CHEMEDICA AG DE
Farmaprojects 20 mg/ml
Augentropfen, Lésung
Dorzolamid CZ/H/0972/001 2205242.00.00 TRB CHEMEDICA AG DE
Farmaprojects 20 mg/ml
Augentropfen, Lésung
Dorzolamid CZ/H/0972/001 2205242.00.00 TRB CHEMEDICA AG DE
Farmaprojects 20 mg/ml
Augentropfen, Losung
Dorzolamid FDC Pharma | DE/H/6358/001 80900.00.00 ASCEND GMBH DE
20 mg/ml Augentropfen
Dorzolamid Heumann 20 | DE/H/1547/001 72412.00.00 HEUMANN PHARMA GMBH & | DE
mg/ml| Augentropfen CO. GENERICA KG
Dorzolamid Indoco NL/H/3236/001 92816.00.00 INDOCO REMEDIES CZECH DE
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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

20 mg/ml Augentropfen,
Lésung

S.R.O.

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Losung

DE/H/5135/001

139308

MICRO LABS GMBH

AT

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Losung

DE/H/5135/001

139308

MICRO LABS GMBH

AT

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Losung

DE/H/5135/001

139308

MICRO LABS GMBH

AT

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Losung

DE/H/5135/001

139308

MICRO LABS GMBH

AT

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Losung

DE/H/5135/001

139308

MICRO LABS GMBH

AT

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Losung

DE/H/5135/001

99200.00.00

MICRO LABS GMBH

DE

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Losung

DE/H/5135/001

99200.00.00

MICRO LABS GMBH

DE

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Losung

DE/H/5135/001

99200.00.00

MICRO LABS GMBH

DE

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Losung

DE/H/5135/001

99200.00.00

MICRO LABS GMBH

DE

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Losung

DE/H/5135/001

99200.00.00

MICRO LABS GMBH

DE

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Lésung im
Einzeldosisbehdltnis

DE/H/6618/001

2205614.00.00

MICRO LABS GMBH

DE

Dorzolamid Micro Labs
20 mg/ml Augentropfen,

DE/H/6618/001

2205614.00.00

MICRO LABS GMBH

DE
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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

Lésung im
Einzeldosisbehiltnis

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Lésung im
Einzeldosisbehaltnis

DE/H/6618/001

2205614.00.00

MICRO LABS GMBH

DE

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Lésung im
Einzeldosisbehaltnis

DE/H/6618/001

2205614.00.00

MICRO LABS GMBH

DE

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
L6ésung im
Einzeldosisbehaltnis

DE/H/6618/001

2205614.00.00

MICRO LABS GMBH

DE

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
Lésung im
Einzeldosisbehdltnis

DE/H/6618/001

2205614.00.00

MICRO LABS GMBH

DE

Dorzolamid Micro Labs
20 mg/ml Augentropfen,
L6ésung im
Einzeldosisbehiltnis

DE/H/6618/001

2205614.00.00

MICRO LABS GMBH

DE

Dorzolamid Olikla 20
mg/ml o¢na roztokova
instilacia

CZ/H/0761/001

64/0354/18-S

CZ PHARMA S.R.O.

SK

Dorzolamid Olikla 20
mg/ml o¢na roztokova
instilacia

CZ/H/0761/001

64/0354/18-S

CZ PHARMA S.R.O.

SK

Dorzolamid Olikla 20
mg/ml o¢ni kapky,
roztok

CZ/H/0761/001

64/217/17-C

CZ PHARMA S.R.O.

Ccz

Dorzolamid Olikla 20
mg/ml ocni kapky,
roztok

CZ/H/0761/001

64/217/17-C

CZ PHARMA S.R.O.

Ccz

Dorzolamid STADA® 20
mg/ml Augentropfen

DE/H/5446/001

80856.00.00

STADAPHARM GMBH

DE

Dorzolamida Arena 20
mg/ml picaturi oftalmice

not available

12262/2019/01

ARENA GROUP S.A

RO

List of nationally authorised medicinal products

EMA/CMDh/889761/2022

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

solutie

Dorzolamida Arena 20 not available 12262/2019/01 ARENA GROUP S.A RO

mg/ml picaturi oftalmice

solutie

Dorzolamida Arena 20 not available 12262/2019/01 ARENA GROUP S.A RO

mg/ml picaturi oftalmice

solutie

Dorzolamida Aristo 20 PT/H/2352/001 72752 ARISTO PHARMA IBERIA, ES

mg/ml colirio en solucién S.L.

Dorzolamida Aurovitas PT/H/2105/001 5348842 GENERIS FARMACEUTICA, PT

20 mg/ml colirio, solucdo S.A.

Dorzolamida Farmalider DE/H/6358/001 75.621 FARMALIDER, S.A. ES

20 mg/ml colirio en

solucién

Dorzolamida Mylan 20 NL/H/4581/001 5323928 MYLAN, LDA PT

mg/ ml Colirio, Solucdo

Dorzolamida Mylan 20 NL/H/4581/001 5323944 MYLAN, LDA PT

mg/ ml Colirio, Solucdo

Dorzolamida Mylan 20 NL/H/4581/001 5323936 MYLAN, LDA PT

mg/ ml Colirio, Solucdo

Dorzolamida Pharmathen | PT/H/2352/001 5324124 PHARMATHEN PT

20 mg/mL colirio, INTERNATIONAL S.A.

solucdo

Dorzolamida Pharmathen | PT/H/2352/001 5324116 PHARMATHEN PT

20 mg/mL colirio, INTERNATIONAL S.A.

solucdo

Dorzolamida Pharmathen | PT/H/2352/001 5324132 PHARMATHEN PT

20 mg/mL colirio, INTERNATIONAL S.A.

solucdo

Dorzolamide 20 mg/mil NL/H/3236/001 PL 20416/0559 CRESCENT PHARMA XI

eye drops, solution LIMITED

Dorzolamide 20 mg/ml not available PL 25258/0107 GLENMARK XI

eye drops, solution PHARMACEUTICALS EUROPE

LIMITED

Dorzolamide 20 mg/ml PT/H/2352/001 PL 31225/0005 PHARMATHEN XI

eye drops, solution INTERNATIONAL S.A.

Dorzolamide 20 mg/ml IT/H/0658/001 PL 31103/0019 BLUMONT PHARMA LTD XI

eye drops, solution
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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

Dorzolamide 20 mg/ml NL/H/4581/001 PL 04569/0911 GENERICS [UK] LIMITED XI

eye drops, solution

Dorzolamide 20 mg/ml not available PL 25258/0107 GLENMARK XI

eye drops, solution PHARMACEUTICALS EUROPE

LIMITED

Dorzolamide 20 mg/mil DE/H/6358/001 PL 35638 /0006 FDC PHARMA XI

Eye Drops, Solution.

Dorzolamide 20mg/ml IE/H/0880/001 PL 0142/0986 ACCORD-UK LIMITED XI

Eye Drops Solution

Dorzolamide 20mg/ml not available PL35533/0146 ASPIRE PHARMA LIMITED XI

Eye drops, solution

DORZOLAMIDE ACTAVIS | LT/H/0139/001 11-0010 ACTAVIS GROUP PTC EHF. LV

20 mg/ml acu pilieni,

Skidums

Dorzolamide Actavis 20 LT/H/0139/001 LT/1/10/2335/001 ACTAVIS GROUP PTC EHF. LT

mg/ml akiu lasai,

tirpalas

Dorzolamide Actavis 20 LT/H/0139/001 LT/1/10/2335/002 ACTAVIS GROUP PTC EHF. LT

mg/ml akiy, lasai,

tirpalas

Dorzolamide Actavis 20 LT/H/0139/001 LT/1/10/2335/003 ACTAVIS GROUP PTC EHF. LT

mg/ml akiy lasai,

tirpalas

Dorzolamide Alvogen 20 | IS/H/0375/001 1S/1/10/016/01 ALVOGEN EHF IS

mg/ml augndropar,

lausn

Dorzolamide Aurobindo PT/H/2105/001/DC 040609012 AUROBINDO PHARMA IT

20 mg/ml collirio, (ITALIA) S.R.L.

soluzione

Dorzolamide Aurobindo PT/H/2105/001/DC 040609024 AUROBINDO PHARMA IT

20 mg/ml collirio, (ITALIA) S.R.L.

soluzione

Dorzolamide Aurobindo PT/H/2105/001 040609036 AUROBINDO PHARMA IT

20 mg/ml collirio, (ITALIA) S.R.L.

soluzione

Dorzolamide Aurobindo PT/H/2105/001 RVG 105562 AUROBINDO PHARMA B.V. NL

20 mg/ml oogdruppels,
oplossing
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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

DORZOLAMIDE BGR 20
mg/ml, collyre en
solution

not available

3400930119013

BIOGARAN

FR

DORZOLAMIDE BGR 20
mg/ml, collyre en
solution

not available

3400955043966

BIOGARAN

FR

DORZOLAMIDE BGR 20
mg/ml, collyre en
solution

not available

3400930119020

BIOGARAN

FR

Dorzolamide Brown &
Burk 20 mg/ml
6gondroppar, l6sning,
endosbehdllare

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE

Dorzolamide Brown &
Burk 20 mg/ml
6gondroppar, 16sning,
endosbehallare

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE

Dorzolamide Brown &
Burk 20 mg/ml
6gondroppar, 16sning,
endosbehdllare

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE

Dorzolamide Brown &
Burk 20 mg/ml
o6gondroppar, l6sning,
endosbehallare

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE

Dorzolamide Brown &
Burk 20 mg/ml
6gondroppar, 16sning,
endosbehdllare

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE

Dorzolamide Brown &
Burk 20 mg/ml
6gondroppar, l6sning,
endosbehdllare

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE

Dorzolamide Brown &
Burk 20 mg/ml
6gondroppar, 16sning,
endosbehallare

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE

Dorzolamide Brown &

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE
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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

Burk 20 mg/ml
6gondroppar, 16sning,
endosbehdllare

Dorzolamide Brown &
Burk 20 mg/ml
o6gondroppar, l6sning,
endosbehallare

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE

Dorzolamide Brown &
Burk 20 mg/ml
6gondroppar, 16sning,
endosbehdllare

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE

Dorzolamide Brown &
Burk 20 mg/ml
6gondroppar, 16sning,
endosbehdllare

NL/H/5104/001

60358

BROWN & BURK IR LIMITED

SE

Dorzolamide Brown &
Burk zonder
conserveermiddel 20
mg/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL

Dorzolamide Brown &
Burk zonder
conserveermiddel 20
mg/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL

Dorzolamide Brown &
Burk zonder
conserveermiddel 20
mg/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL

Dorzolamide Brown &
Burk zonder
conserveermiddel 20
mg/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL
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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

Dorzolamide Brown &
Burk zonder
conserveermiddel 20
mg/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL

Dorzolamide Brown &
Burk zonder
conserveermiddel 20
mg/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL

Dorzolamide Brown &
Burk zonder
conserveermiddel 20
mg/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL

Dorzolamide Brown &
Burk zonder
conserveermiddel 20
mg/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL

Dorzolamide Brown &
Burk zonder
conserveermiddel 20
mg/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL

Dorzolamide Brown &
Burk zonder
conserveermiddel 20
mg/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL

Dorzolamide Brown &
Burk zonder
conserveermiddel 20

NL/H/5104/001

RVG 126313

BROWN & BURK IR LIMITED

NL
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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/ml oogdruppels,
oplossing in verpakking
voor eenmalig gebruik

Dorzolamide CF 20
mg/ml, oogdruppels,
oplossing

DE/H/5445/001

RVG 105443

CENTRAFARM B.V.

NL

DORZOLAMIDE
CRISTERS 20 mg/ml,
collyre en solution

not available

34009 301 6779 3

CRISTERS

FR

DORZOLAMIDE
CRISTERS 20 mg/ml,
collyre en solution

not available

34009 301 6930 8

CRISTERS

FR

DORZOLAMIDE
CRISTERS 20 mg/ml,
collyre en solution

not available

34009 550 6139 7

CRISTERS

FR

DORZOLAMIDE EG 20
mg/ml, collyre en
solution

DE/H/5445/001

NL38146

EG LABO LABORATOIRES
EUROGENERICS

FR

Dorzolamide ELVIM 20
mg/ml acu pilieni,
skidums

LV/H/0192/001

11-0011

SIA ELVIM

Lv

Dorzolamide ELVIM 20
mg/ml akiy lasai
(tirpalas)

LV/H/0192/001

LT/1/10/2336/002

SIA ELVIM

LT

Dorzolamide ELVIM 20
mg/ml akiy lasai
(tirpalas)

LV/H/0192/001

LT/1/10/2336/003

SIA ELVIM

LT

Dorzolamide ELVIM
20mg/ml akiy lasai
(tirpalas)

LV/H/0192/001/DC

LT/1/10/2336/001

SIA ELVIM

LT

Dorzolamide ELVIM, 20
mg/ml silmatilgad, lahus

LV/H/0192/001

724810

SIA ELVIM

EE

Dorzolamide
Farmaprojects 20 mg/ml
ocni kapky, roztok

CzZ/H/0972/01/DC

64/438/19-C

FARMAPROJECTS S.A.U.

Ccz

Dorzolamide Indoco 20
mg/ml oogdruppels,
oplossing

NL/H/3236/001

RVG 115550

INDOCO REMEDIES CZECH
S.R.O.

NL
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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

Dorzolamide Indoco
20 mg/ml oldatos
szemcsepp

NL/H/3236/001

OGYI-T-23040/01

INDOCO REMEDIES CZECH
S.R.O.

HU

Dorzolamide Indoco
20 mg/ml oldatos
szemcsepp

NL/H/3236/001

OGYI-T-23040/02

INDOCO REMEDIES CZECH
S.R.O.

HU

Dorzolamide Indoco
20 mg/ml oldatos
szemcsepp

NL/H/3236/001

OGYI-T-23040/03

INDOCO REMEDIES CZECH
S.R.O.

HU

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution

DE/H/5135/001

34009 301 5101 3

MICRO LABS GMBH

FR

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution

DE/H/5135/001

34009 30189221

MICRO LABS GMBH

FR

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution

DE/H/5135/001

34009 301 892 3 8

MICRO LABS GMBH

FR

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution

DE/H/5135/001

34009 301 89245

MICRO LABS GMBH

FR

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution

DE/H/5135/001

34009 301 8925 2

MICRO LABS GMBH

FR

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution en
récipient unidose

DE/H/6618/001

DE/H/6618/001

MICRO LABS GMBH

FR

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution en
récipient unidose

DE/H/6618/001

DE/H/6618/001

MICRO LABS GMBH

FR

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution en
récipient unidose

DE/H/6618/001

34009 302 208 8 7

MICRO LABS GMBH

FR

DORZOLAMIDE
MICROLABS 20 mg/mL,

DE/H/6618/001

DE/H/6618/001

MICRO LABS GMBH

FR
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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

collyre en solution en
récipient unidose

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution en
récipient unidose

DE/H/6618/001

DE/H/6618/001

MICRO LABS GMBH

FR

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution en
récipient unidose

DE/H/6618/001

DE/H/6618/001

MICRO LABS GMBH

FR

DORZOLAMIDE
MICROLABS 20 mg/mL,
collyre en solution en
récipient unidose

DE/H/6618/001

34009 302 208 9 4

MICRO LABS GMBH

FR

DORZOLAMIDE MYLAN 2
%, collyre en solution

NL/H/4581/001

NL 35468

MYLAN S.A.S

FR

Dorzolamide Mylan 20
mg/ml, oogdruppels,
oplossing

NL/H/4581/001

RVG 101854

MYLAN B.V.

NL

Dorzolamide Mylan
Generics 20 mg/ml
collirio, soluzione

NL/H/4581/001

040083014

MYLAN S.P.A.

IT

Dorzolamide Mylan
Generics 20 mg/ml
collirio, soluzione

NL/H/4581/001

040083038

MYLAN S.P.A.

IT

Dorzolamide Mylan
Generics 20 mg/ml
collirio, soluzione.

NL/H/4581/001

040083026

MYLAN S.P.A.

IT

Dorzolamide
Preservative-Free
20mg/ml eye drops,
solution in single-dose
container

NL/H/5104/001

PLNI 54675/0046

BROWN & BURK IR LIMITED

XI

Dorzolamide
Preservative-Free
20mg/ml eye drops,
solution in single-dose
container

NL/H/5104/001

PLNI 54675/0046

BROWN & BURK IR LIMITED

XI
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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

Dorzolamide
Preservative-Free
20mg/ml eye drops,
solution in single-dose
container

NL/H/5104/001

PLNI 54675/0046

BROWN & BURK IR LIMITED

XI

Dorzolamide
Preservative-Free
20mg/ml eye drops,
solution in single-dose
container

NL/H/5104/001

PLNI 54675/0046

BROWN & BURK IR LIMITED

XI

Dorzolamide
Preservative-Free
20mg/ml eye drops,
solution in single-dose
container

NL/H/5104/001

PLNI 54675/0046

BROWN & BURK IR LIMITED

XI

Dorzolamide
Preservative-Free
20mg/ml eye drops,
solution in single-dose
container

NL/H/5104/001

PLNI 54675/0046

BROWN & BURK IR LIMITED

XI

Dorzolamide
Preservative-Free
20mg/ml eye drops,
solution in single-dose
container

NL/H/5104/001

PLNI 54675/0046

BROWN & BURK IR LIMITED

XI

Dorzolamide
Preservative-Free
20mg/ml eye drops,
solution in single-dose
container

NL/H/5104/001

PLNI 54675/0046

BROWN & BURK IR LIMITED

XI

Dorzolamide
Preservative-Free
20mg/ml eye drops,
solution in single-dose
container

NL/H/5104/001

PLNI 54675/0046

BROWN & BURK IR LIMITED

XI

Dorzolamide
Preservative-Free
20mg/ml eye drops,
solution in single-dose

NL/H/5104/001

PLNI 54675/0046

BROWN & BURK IR LIMITED

XI
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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

container

Dorzolamide NL/H/5104/001 PLNI 54675/0046 BROWN & BURK IR LIMITED | XI

Preservative-Free

20mg/ml eye drops,

solution in single-dose

container

Dorzolamide Sandoz 20 DE/H/5864/001 047053018 SANDOZ S.P.A. IT

mg/ml collirio, soluzione

Dorzolamide Sandoz 20 DE/H/5864/001 047053020 SANDOZ S.P.A. IT

mg/ml collirio, soluzione

Dorzolamide Sandoz 20 DE/H/5864/001 047053032 SANDOZ S.P.A. IT

mg/ml collirio, soluzione

Dorzolomide DK/H/2476/001 PA23259/002/001 BAUSCH + LOMB IRELAND IE

PharmaSwiss 20 mg/ml LIMITED

eye drops solution

DORZONORM 20 mg/ml PT/H/2352/001 040189019 DOC GENERICI S.R.L. IT

collirio, soluzione

DORZONORM 20 mg/ml PT/H/2352/001 040189021 DOC GENERICI S.R.L. IT

collirio, soluzione

DORZONORM 20 mg/ml PT/H/2352/001 040189033 DOC GENERICI S.R.L. IT

collirio, soluzione

Dorzostill 2% collirio, DK/H/1534/001 039620012 BRUSCHETTINI S.R.L IT

soluzione

Dorzostill 2% collirio, DK/H/1534/001 039620024 BRUSCHETTINI S.R.L IT

soluzione

Dorzostill 2% collirio, DK/H/1534/001 039620036 BRUSCHETTINI S.R.L IT

soluzione

Dorzostill 20 mg/ml, DK/H/1534/001 RVG 109493 BRUSCHETTINI S.R.L NL

oogdruppels, oplossing

Dorzostill, 20 mg/ml, DK/H/1534/001 17041 BRUSCHETTINI S.R.L PL

krople do oczu, roztwdr

Dorzostill, gjendraber, DK/H/1534/001 43562 BRUSCHETTINI S.R.L DK

oplgsning

Dorzo-Vision 20 mg/ml AT/H/1041/001 1-28927 OMNIVISION GMBH AT

Augentropfen

Dorzo-Vision sine 20 AT/H/0561/001 136729 OMNIVISION GMBH AT

mg/ml Augentropfen,
L6ésung im
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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

Einzeldosisbehaltnis
Dorzo-Vision sine 20 AT/H/0561/001/DC 92490.00.00 OMNIVISION GMBH DE
mg/ml Augentropfen,
Lésung im
Einzeldosisbehaltnis
Dorzo-Vision® 20 AT/H/1041/001 74991.00.00 OMNIVISION GMBH DE
mg/ml Augentropfen,
Lésung
Dorzo-Vision® 20 mg/ml | not available 2011050022 OMNIVISION GMBH LU
Augentropfen, Lésung
Dozotens 20 mg/ml SK/H/0223/001 64/0928/10-S BAUSCH + LOMB IRELAND SK
ocna roztokova instilacia LIMITED
Eydelto 20 mg/ml eye DK/H/2604/001 PL35533/0085 ASPIRE PHARMA LIMITED XI
drops solution
Nodofree 20 mg/ml akiy | PL/H/0444/001 LT/1/17/4117/001 ZAKLADY LT
lasai (tirpalas) FARMACEUTYCZNE

"POLPHARMA" SPOLKA

AKCYJNA
Nodofree 20 mg/ml akiy | PL/H/0444/001 LT/1/17/4117/002 ZAKLADY LT
lasai (tirpalas) FARMACEUTYCZNE

"POLPHARMA" SPOLKA

AKCYINA
Nodofree, 20 mg/ml, PL/H/0444/001 24239 POLFA, WARSAW PL
krople do oczu, roztwér PHARMACEUTICAL WORKS
ODYRAL® 20 mg/ml NL/H/3236/001 2567/17-01-2022 UNI-PHARMA KLEON TSETIS | GR
OpBaAuIkeG oTayoveg, PHARMACEUTICAL
d1dAupa LABORATORIES S.A.
Oftidor 20 mg/ml acu CZ/H/0582/001 11-0014 BAUSCH + LOMB IRELAND LV
pilieni, Skidums LIMITED
OFTIDOR 20 mg/ml akiy | CZ/H/0582/001 LT/1/11/2457/001 BAUSCH + LOMB IRELAND LT
lasai, tirpalas LIMITED
OFTIDOR 20 mg/ml akiy | CZ/H/0582/001 LT/1/11/2457/002 BAUSCH + LOMB IRELAND LT
lasai, tirpalas LIMITED
OFTIDOR 20 mg/ml akiy | CZ/H/0582/001 LT/1/11/2457/003 BAUSCH + LOMB IRELAND LT
lasai, tirpalas LIMITED
OFTIDOR 20 mg/ml kapi | not available HR-H-297294838 BAUSCH + LOMB IRELAND HR
za oko, otopina LIMITED
Oftidor 20 mg/ml o¢ni CZ/H/0582/001 64/1054/10-C BAUSCH + LOMB IRELAND CZ
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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

kapky, roztok LIMITED
Oftidor, 20 mg/ml, CZ/H/0582/001 17951 BAUSCH + LOMB IRELAND PL
krople do oczu, roztwér LIMITED
Rezlod 20 mg/mL PT/H/2352/001 62965/11-07-2017 PHARMATHEN GR
oPBaApIkeG oTayodveg, INTERNATIONAL S.A.
dIdAupa
SAKOR 20 mg/ml acu PL/H/0444/001 17-0145 ZAKLADY LV
pilieni, sSkidums FARMACEUTYCZNE

"POLPHARMA" SPOLKA

AKCYJNA
Trusmono not available RVG 123865 ROCKMED PHARMA B.V. NL
conserveermiddelvrij 20
mg/ml oogdruppels,
oplossing
Trusopt FR/H/0070/001 15910 SANTEN QY DK
TRUSOPT ® 2% UNIT FR/H/0070/002 BE285336 SANTEN QY BE
DOSE, 20 mg/ml
Augentropfen im
Einzeldosisbehaltnis
TRUSOPT ® 20 mg/ml, FR/H/0070/001 BE208546 SANTEN QY BE
Augentropfen
TRUSOPT 2 % Unit FR/H/0070/002 BE285336 SANTEN OY BE
Dose, 20 mg/ml collyre
en solution en récipient
unidose
TRUSOPT 2 % Unit FR/H/0070/002 2010090877 SANTEN QY LU
Dose, 20 mg/ml collyre
en solution en récipient
unidose
TRUSOPT 2 % not available 64/0905/96-S SANTEN OY SK
oc¢né roztokové kvapky
TRUSOPT 2% Unit Dose FR/H/0070/002 BE285336 SANTEN OY BE
20 mg/ml oogdruppels,
oplossing in verpakking
voor éénmalig gebruik
TRUSOPT 20 mg/ml acu not available 98 - 0168 SANTEN OY LV
pilieni, Skidums
TRUSOPT 20 mg/ml akiy | not available LT/1/96/1021/001 SANTEN OY 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

lasai (tirpalas)

Trusopt 20 mg/ml FR/H/0070/001 1- 21324 SANTEN QY AT

Augentropfen Lésung

TRUSOPT 20 mg/ml FR/H/0070/001 60.651 SANTEN OY ES

colirio en solucion

TRUSOPT 20 mg/ml FR/H/0070/001 2303584 SANTEN OY PT

colirio, solucdo

TRUSOPT 20 mg/ml FR/H/0070/001 3085982 SANTEN QY PT

colirio, solucdo

TRUSOPT 20 mg/ml FR/H/0070/001 3086089 SANTEN QY PT

colirio, solucdo

TRUSOPT 20 mg/ml FR/H/0070/001 5770060 SANTEN OY PT

colirio, solucdo

TRUSOPT 20 mg/ml FR/H/0070/001 AIC 031848017 SANTEN OY IT

collirio, soluzione

TRUSOPT 20 mg/ml FR/H/0070/001 AIC 031848056 SANTEN QY IT

collirio, soluzione

TRUSOPT 20 mg/ml FR/H/0070/001 AIC 031848068 SANTEN OY IT

collirio, soluzione

TRUSOPT 20 mg/ml FR/H/0070/001 AIC 031848070 SANTEN OY IT

collirio, soluzione

TRUSOPT 20 mg/ml eye FR/H/0070/001 P A0879/004/00 1 SANTEN QY IE

drops, solution

TRUSOPT 20 mg/ml kapi | not available HR-H-471662399-01 SANTEN QY HR

za oko, otopina

TRUSOPT 20 mg/ml kapi | not available HR-H-471662399-02 SANTEN OY HR

za oko, otopina

Trusopt 20 mg/ml FR/H/0070/001 11787 SANTEN OY FI

dgondroppar, 16sning

Trusopt 20 mg/ml FR/H/0070/001 12208 SANTEN QY SE

6gondroppar, 16shing

Trusopt 20 mg/ml not available OGYI-T-7670/01 SANTEN OY HU

oldatos szemcsepp

TRUSOPT 20 mg/ml FR/H/0070/001 BE208546 SANTEN OY BE

oogdruppels, oplossing

TRUSOPT 20 mg/ml FR/H/0070/001 RVG 17618 SANTEN QY NL

oogdruppels, oplossing

Trusopt 20 mg/ml not available 8172 SANTEN OY NO
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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

gyedraper, opplgsning

med

konserveringsmiddel

Trusopt 20 mg/ml not available 06-3929 SANTEN OY NO

gyedraper, opplgsning

uten

konserveringsmiddel

TRUSOPT 20 mg/ml not available 7216/2014/01 SANTEN OY RO

picaturi oftalmice, solutie

Trusopt 20 mg/ml FR/H/0070/001 11787 SANTEN QY FI

silmatipat, liuos

TRUSOPT 20 mg/ml FR/H/0070/001 53809/03-05-2019 VIANEX S.A. GR

oPBaApIkeG oTayodveg,

diahupa

TRUSOPT 20 mg/ml, FR/H/0070/001 34009 338 513 09 SANTEN QY FR

collyre en solution

TRUSOPT 20 mg/ml, FR/H/0070/001 34009 3016609 3 SANTEN OY FR

collyre en solution

TRUSOPT 20 mg/ml, FR/H/0070/002 34009 366 1392 8 SANTEN OY FR

collyre en solution en
récipient unidose

TRUSOPT 20 mg/ml, FR/H/0070/002 34009 366 14000 SANTEN OY FR
collyre en solution en
récipient unidose

TRUSOPT 20 mg/ml, FR/H/0070/002 34009 370 616 6 7 SANTEN OY FR
collyre en solution en
récipient unidose

Trusopt 20 mg/ml, FR/H/0070/002 22553 SANTEN OY SE
6gondroppar, 16sning,
endosbehdllare

TRUSOPT FR/H/0070/002 RVG 32633 SANTEN OY NL
CONSERVEERMIDDELVRI
J, oogdruppels, oplossing
in flacon voor eenmalig
gebruik 20 mg/ml

Trusopt free bez FR/H/0070/002 64/417/05-C SANTEN OY Ccz
konzervacnich prisad 20
mg/ml o¢ni kapky,

List of nationally authorised medicinal products
EMA/CMDh/889761/2022 Page 19/21




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

roztok v jednodavkovém

obalu

TRUSOPT PF * Xwpig FR/H/0070/002 99181/23-05-2018 VIANEX S.A. GR

ZuvTnpnTike” 20mg/mi

OpBaAuIkEG oTayodveg

d1GAupa, oTayovOouETpa

yiac doonc

TRUSOPT Preservative- FR/H/0070/002 PL 16058/0013 SANTEN UK LIMITED XI

Free 20 mg/ml eye

drops solution, single

dose container

TRUSOPT Preservative- FR/H/0070/002 PA0879/004/002 SANTEN QY 1IE

Free 20 mg/ml eye

drops, solution, single-

dose container

Trusopt Ukonserveret FR/H/0070/002 38051 SANTEN QY DK

TRUSOPT, 20 mg/ml not available 155696 SANTEN QY EE

silmatilgad, lahus

TRUSOPT, 20 mg/ml, not available R/6613 SANTEN OY PL

krople do oczu, roztwoér

TRUSOPT® 20 mg/ml FR/H/0070/001 32120.00.00 SANTEN QY DE

Augentropfen, Losung

TRUSOPT® 20 mg/ml FR/H/0070/001 BE208546 SANTEN QY BE

collyre en solution

TRUSOPT® 20 mg/ml FR/H/0070/001 PL 16058/0014 SANTEN OY XI

eye drops, solution

TRUSOPT® 20 mg/ml, not available 64/567/97-C SANTEN OY Ccz

ocni kapky, roztok

TRUSOPT-S® 20 mg/ml FR/H/0070/002 63083.00.00 SANTEN QY DE

Augentropfen, Losung im

Einzeldosisbehaltnis

UNIDROPS 20 mg/ml NL/H/3236/001 022708 UNI-PHARMA KLEON TSETIS | CY

O(POAAUIKEG OTAYOVEG, PHARMACEUTICAL

d1dAupa LABORATORIES S.A.

Vizidor DK/H/2476/001 55282 BAUSCH + LOMB IRELAND DK

LIMITED
Vizidor 20 mg/ml acu DK/H/2476/001 18-0063 BAUSCH + LOMB IRELAND LV

pilieni, Skidums

LIMITED
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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

Vizidor 20 mg/ml DK/H/2476/001 137277 BAUSCH + LOMB IRELAND AT

Augentropfen LIMITED

Vizidor 20 mg/ml DK/H/2476/001 94297.00.00 BAUSCH + LOMB IRELAND DE

Augentropfen, Lésung LIMITED

Vizidor 20 mg/ml eye DK/H/2476/001 PL 03468/0087 BAUSCH & LOMB UK LTD. XI

drops solution

Vizidor 20 mg/ml ocné DK/H/2476/001 64/0161/18-S BAUSCH + LOMB IRELAND SK

roztokové kvapky LIMITED

Vizidor 20 mg/ml ocni DK/H/2476/001 64/456/17-C BAUSCH + LOMB IRELAND Ccz

kapky, roztok LIMITED

Vizidor 20 mg/ml DK/H/2476/001 965218 BAUSCH HEALTH IRELAND EE

silmatilgad, lahus LIMITED

Vizidor, 20 mg/ml, DK/H/2476/001 23676 BAUSCH + LOMB IRELAND PL

krople do oczu, roztwér LIMITED

Zoliop 20 mg/ml collirio, | IT/H/0658/001 042570010 FARMIGEA SPA IT

soluzione

Zoliop 20 mg/mil collirio, | IT/H/0658/001 042570022 FARMIGEA SPA IT

soluzione

Zoliop 20 mg/ml collirio, | IT/H/0658/001 042570034 FARMIGEA SPA IT

soluzione

ZORMID 20 mg/ml Eye not available 022357 DELORBIS CcY

drops, solution

PHARMACEUTICALS LTD
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