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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 

Amiptic 20 mg/5 mg/ml 
acu pilieni, šķīdums 

PL/H/0616/001 13-0099 ZAKLADY FARMACEUTYCZNE 
"POLPHARMA" SPOLKA 
AKCYJNA 

LV 

Amiptic 20 mg/5 mg/ml 
akių lašai (tirpalas) 

PL/H/0616/001 LT/1/13/3222/002 ZAKLADY FARMACEUTYCZNE 
"POLPHARMA" SPOLKA 
AKCYJNA 

LT 

Amiptic 20 mg/5 mg/ml 
akių lašai (tirpalas) 

PL/H/0616/001 LT/1/13/3222/003 ZAKLADY FARMACEUTYCZNE 
"POLPHARMA" SPOLKA 
AKCYJNA 

LT 

Amiptic 20 mg/5 mg/ml 
akių lašai (tirpalas) 

PL/H/0616/001 LT/1/13/3222/001 ZAKLADY FARMACEUTYCZNE 
"POLPHARMA" SPOLKA 
AKCYJNA 

LT 

Amiptic 20 mg/ml + 5 
mg/ml oční kapky, roztok 

PL/H/0616/001 64/180/13-C ZAKLADY FARMACEUTYCZNE 
"POLPHARMA" SPOLKA 
AKCYJNA 

CZ 

Amiptifree 20 mg/5 
mg/ml akių lašai (tirpalas) 

PL/H/0446/001 LT/1/17/4092/001 ZAKLADY FARMACEUTYCZNE 
"POLPHARMA" SPOLKA 
AKCYJNA 

LT 

Amiptifree 20 mg/5 
mg/ml akių lašai (tirpalas) 

PL/H/0446/001 LT/1/17/4092/002 ZAKLADY FARMACEUTYCZNE 
"POLPHARMA" SPOLKA 
AKCYJNA 

LT 

Amiptinon 20 mg/5 mg/ml 
acu pilieni, šķīdums 

PL/H/0446/001 17-0150 ZAKLADY FARMACEUTYCZNE 
"POLPHARMA" SPOLKA 
AKCYJNA 

LV 

Arutidor 20 mg/ml + 5 
mg/ml Augentropfen, 
Lösung 

DE/H/4438/001 78188.00.00 DR. GERHARD MANN CHEM.-
PHARM. FABRIK 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 

Arzotilol 20 mg/ml + 5 
mg/ml augndropar, lausn 

SE/H/1771/001 IS/1/11/035/01 ACTAVIS GROUP PTC EHF. IS 

Betaclar 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0297/001 041858010 AZIENDE CHIMICHE RIUNITE 
ANGELINI FRANCESCO - 
A.C.R.A.F. S.P.A. 

IT 

Betaclar 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0297/001 041858022 AZIENDE CHIMICHE RIUNITE 
ANGELINI FRANCESCO - 
A.C.R.A.F. S.P.A. 

IT 

Betaclar 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0297/001 041858034 AZIENDE CHIMICHE RIUNITE 
ANGELINI FRANCESCO - 
A.C.R.A.F. S.P.A. 

IT 

Cosduo 20 mg/ml + 5 
mg/ml colirio en solución 

DK/H/2566/001 82086 SANTEN OY ES 

COSOPT ® 20 mg/ml + 5 
mg/ml Augentropfen, 
Lösung 

DK/H/0134/001 43666.00.00 SANTEN OY DE 

COSOPT ® Unit Dose 20 
mg/ml + 5 mg/ml  
Augentropfen, Lösung im 
Einzeldosisbehältnis 

DK/H/0134/002 BE 291663 SANTEN OY BE 

COSOPT 20 mg/5 mg v 1 
ml kapljice za oko, 
raztopina 

not available H/99/00425/001 SANTEN OY SI 

COSOPT 20 mg/5 mg/ml 
akių lašai (tirpalas 
vienadozėje talpyklėje) 

DK/H/0134/002 LT/1/98/0082/003 SANTEN OY LT 
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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 

COSOPT 20 mg/5 mg/ml 
akių lašai (tirpalas 
vienadozėje talpyklėje) 

DK/H/0134/002 LT/1/98/0082/005 SANTEN OY LT 

COSOPT 20 mg/5 mg/ml 
akių lašai (tirpalas 
vienadozėje talpyklėje) 

DK/H/0134/002 LT/1/98/0082/004 SANTEN OY LT 

Cosopt 20 mg/5 mg/ml 
akių lašai (tirpalas) 

not available LT/1/98/0082/001 SANTEN OY LT 

Cosopt 20 mg/5 mg/ml 
akių lašai (tirpalas) 

not available LT/1/98/0082/002 SANTEN OY LT 

COSOPT 20 mg/5 mg/ml, 
acu pilieni, šķīdums 

not available 99 - 0966 SANTEN OY LV 

Cosopt 20 mg/ml + 5 
mg/ml Augentropfen, 
Lösung 

DK/H/0134/001 1-22701 SANTEN OY AT 

COSOPT 20 mg/ml + 5 
mg/ml augndropar, lausn 

not available 970344 SANTEN OY IS 

COSOPT 20 mg/ml + 5 
mg/ml colirio en solución 

DK/H/0134/001 62.535 SANTEN OY ES 

Cosopt 20 mg/ml + 5 
mg/ml colírio, solução em 
recipiente unidose (sem 
conservantes) 

DK/H/0134/002 5920988 SANTEN OY PT 
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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 

Cosopt 20 mg/ml + 5 
mg/ml colírio, solução em 
recipiente unidose (sem 
conservantes) 

DK/H/0134/002 5077722 SANTEN OY PT 

COSOPT 20 mg/ml + 5 
mg/ml collyre en solution 

DK/H/0134/001 34009 348 063 8 4 SANTEN OY FR 

COSOPT 20 mg/ml + 5 
mg/ml eye drops, solution 

DK/H/0134/001 PA0879/005/001 SANTEN OY IE 

Cosopt 20 mg/ml + 5 
mg/ml ögondroppar, 
lösning 

DK/H/0134/001 13633 SANTEN OY FI 

Cosopt 20 mg/ml + 5 
mg/ml ögondroppar, 
lösning i endosbehållare 

DK/H/134/02 21944 SANTEN OY FI 

Cosopt 20 mg/ml + 5 
mg/ml øyedråper, 
oppløsning med 
konserveringsmiddel 

not available 97-4128 SANTEN OY NO 

Cosopt 20 mg/ml + 5 
mg/ml øyedråper, 
oppløsning uten 
konserveringsmiddel 

not available 07-5545 SANTEN OY NO 

COSOPT 20 mg/ml + 5 
mg/ml picaturi oftalmice, 
solutie 

not available 6829/2014/01 SANTEN OY RO 
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authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
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Cosopt 20 mg/ml + 5 
mg/ml silmätipat, liuos 

DK/H/0134/001 13633 SANTEN OY FI 

Cosopt 20 mg/ml + 5 
mg/ml silmätipat, liuos, 
kerta-annospakkaus 

DK/H/134/02 21944 SANTEN OY FI 

COSOPT 20 mg/ml + 5 
mg/ml, collirio, soluzione 

DK/H/0134/001 034242026 SANTEN ITALY S.R.L. IT 

COSOPT 20 mg/ml + 5 
mg/ml, collirio, soluzione 

DK/H/0134/001 034242038 SANTEN ITALY S.R.L. IT 

COSOPT 20 mg/ml + 5 
mg/ml, collirio, soluzione 

DK/H/0134/001 034242014 SANTEN ITALY S.R.L. IT 

COSOPT 20 mg/ml + 5 
mg/ml, collyre en solution 

DK/H/0134/001 BE 208555 SANTEN OY BE 

COSOPT 20 mg/ml + 5 
mg/ml, collyre en solution 

DK/H/0134/001 1998090019 SANTEN OY LU 

COSOPT 20 mg/ml + 5 
mg/ml, collyre en solution 
en récipient unidose 

DK/H/134/02 34009 377 056 6 0 SANTEN OY FR 

COSOPT 20 mg/ml + 5 
mg/ml, collyre en solution 
en récipient unidose 

DK/H/0134/002 34009 377 057 2 1 SANTEN OY FR 
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Authorisation number 

National Authorisation Number MAH of product in the 
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COSOPT 20 mg/ml + 5 
mg/ml, collyre en solution 
en récipient unidose 

DK/H/0134/002 34009 377 058 9 9 SANTEN OY FR 

COSOPT 20 mg/ml + 5 
mg/ml, eye drops, 
solution 

DK/H/0134/001 PL 16058/0016 SANTEN OY UK 

COSOPT 20 mg/ml + 5 
mg/ml, kapi za oko, 
otopina 

not available HR-H-438170589 SANTEN OY HR 

COSOPT 20 mg/ml + 5 
mg/ml, očná roztoková 
instilácia 

not available 64/0218/00-S SANTEN OY SK 

COSOPT 20 mg/ml + 5 
mg/ml, oční kapky, roztok 

not available 64/634/99-C SANTEN OY CZ 

Cosopt 20 mg/ml + 5 
mg/ml, ögondroppar, 
lösning 

DK/H/0134/001 14523 SANTEN OY SE 

Cosopt 20 mg/ml + 5 
mg/ml, ögondroppar, 
lösning i endosbehållare 

DK/H/0134/002 23456 SANTEN OY SE 

COSOPT 20 mg/ml + 5 
mg/ml, oogdruppels, 
oplossing 

DK/H/0134/001 BE 208555 SANTEN OY BE 

COSOPT 20 mg/ml + 5 
mg/ml, oogdruppels, 
oplossing 

DK/H/0134/001 RVG 22871 SANTEN OY 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 

COSOPT 20 mg/ml +5 
mg/ml οφθαλμικές 
σταγόνες, διάλυμα 

not available 18201 VIANEX S.A. CY 

COSOPT 20 mg/ml +5 
mg/ml οφθαλμικές 
σταγόνες, διάλυμα 

DK/H/134/01 110211/09-11-2018 VIANEX S.A. GR 

COSOPT ÁN 
ROTVARNAREFNA 20 
mg/ml + 5 mg/ml, 
augndropar, lausn í 
stakskammtaíláti 

not available IS/1/06/134/01 SANTEN OY IS 

Cosopt bez konzervačních 
přísad 20 mg/ml + 5 
mg/ml oční kapky, roztok 

DK/H/0134/003 64/118/17-C SANTEN OY CZ 

COSOPT brez konzervansa 
20 mg/ml + 5 mg/ml 
kapljice za oko, raztopina 

DK/H/0134/003 H/06/01960/004 SANTEN OY SI 

COSOPT brez konzervansa 
20 mg/ml + 5 mg/ml 
kapljice za oko, raztopina 

DK/H/0134/003 H/06/01960/005 SANTEN OY SI 

COSOPT brez konzervansa 
20 mg/ml + 5 mg/ml 
kapljice za oko, raztopina 

DK/H/0134/003 H/06/01960/006 SANTEN OY SI 

COSOPT brez konzervansa 
20 mg/ml + 5 mg/ml 
kapljice za oko, raztopina 
v enoodmernem vsebniku 

DK/H/134/02 H/06/01960/001 SANTEN OY SI 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
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COSOPT brez konzervansa 
20 mg/ml + 5 mg/ml 
kapljice za oko, raztopina 
v enoodmernem vsebniku 

DK/H/134/02 H/06/01960/002 SANTEN OY SI 

COSOPT 
CONSERVEERMIDDELVRIJ
, oogdruppels, oplossing, 
flacon voor eenmalig 
gebruik 20 mg/ml + 5 
mg/ml 

DK/H/134/02 RVG 33660 SANTEN OY NL 

COSOPT fara conservant 
20 mg/ml+5 mg/ml 
picaturi oftalmice, solutie 

DK/H/0134/003 11102/2018/01 SANTEN OY RO 

COSOPT fără conservant 
20 mg/ml+5 mg/ml 
picături oftalmice, soluţie 

DK/H/0134/003 11102/2018/02 SANTEN OY RO 

COSOPT fără conservant 
20 mg/ml+5 mg/ml 
picături oftalmice, soluţie 

DK/H/0134/003 11102/2018/03 SANTEN OY RO 

COSOPT fără conservant 
20 mg/ml+5 mg/ml 
picături oftalmice, soluţie 
în recipient unidoză 

DK/H/0134/002 9197/2016/01 SANTEN OY RO 

COSOPT fără conservant 
20 mg/ml+5 mg/ml 
picături oftalmice, soluţie 
în recipient unidoză 

DK/H/0134/002 9197/2016/02 SANTEN OY RO 
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COSOPT fără conservant 
20 mg/ml+5 mg/ml 
picături oftalmice, soluţie 
în recipient unidoză 

DK/H/0134/002 9197/2016/03 SANTEN OY RO 

COSOPT fără conservant 
20 mg/ml+5 mg/ml 
picături oftalmice, soluţie 
în recipient unidoză 

DK/H/0134/002 9197/2016/04 SANTEN OY RO 

COSOPT fără conservant 
20 mg/ml+5 mg/ml 
picături oftalmice, soluţie 
în recipient unidoză 

DK/H/0134/002 9197/2016/05 SANTEN OY RO 

COSOPT fără conservant 
20 mg/ml+5 mg/ml 
picături oftalmice, soluţie 
în recipient unidoză 

DK/H/0134/002 9197/2016/06 SANTEN OY RO 

COSOPT FREE 20 mg/ml 
+ 5 mg/ml, očná 
roztoková instilácia v 
jednodávkovom obale 

DK/H/134/02 64/0218/11-S SANTEN OY SK 

Cosopt FREE bez 
konzervačních přísad 20 
mg/ml + 5 mg/ml oční 
kapky, roztok v 
jednodávkovém obalu 

DK/H/0134/002 64/265/06-C SANTEN OY CZ 

COSOPT iMulti 20 mg/ml 
+ 5 mg/ml eye drops, 
solution 

DK/H/0134/003 PL 16058/0025 SANTEN OY UK 
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Product Name  (in 
authorisation country) 
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Authorisation number 

National Authorisation Number MAH of product in the 
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Member State where 
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COSOPT iMulti 20 mg/ml 
+ 5 mg/ml kapi za oko, 
otopina 

DK/H/0134/003 HR-H-149562311-01 SANTEN OY HR 

COSOPT iMulti 20 mg/ml 
+ 5 mg/ml kapi za oko, 
otopina 

DK/H/0134/003 HR-H-149562311-02 SANTEN OY HR 

COSOPT iMulti 20 mg/ml 
+ 5 mg/ml kapi za oko, 
otopina 

DK/H/0134/003 HR-H-149562311-03 SANTEN OY HR 

COSOPT iMulti 20 mg/ml 
+5 mg/ml οφθαλμικές 
σταγόνες, διάλυμα 

DK/H/0134/003 67575/17/30-07-2018 VIANEX S.A. GR 

Cosopt iMulti 
Ukonserveret, øjendråber, 
opløsning 

DK/H/0134/003 59349 SANTEN OY DK 

COSOPT Multi 20 mg/ml + 
5 mg/ml colírio, solução 

DK/H/0134/003 5750062 SANTEN OY PT 

COSOPT Multi 20 mg/ml + 
5 mg/ml 
tartósítószermentes 
oldatos szemcsepp 

DK/H/0134/003 OGYI-T-7662/05 SANTEN OY HU 

COSOPT Multi 20 mg/ml + 
5 mg/ml 
tartósítószermentes 
oldatos szemcsepp 

DK/H/0134/003 OGYI-T-7662/06 SANTEN OY HU 

COSOPT Multi 20 mg/ml + 
5 mg/ml 
tartósítószermentes 

DK/H/0134/003 OGYI-T-7662/07 SANTEN OY HU 
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Product Name  (in 
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Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
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oldatos szemcsepp 

COSOPT Multi Dose Free 
20 mg/ml + 5 mg/ml očná 
roztoková instilácia 

DK/H/0134/003 64/0355/18-S SANTEN OY SK 

Cosopt Multi preservative-
free 20mg/ml+5mg/ml 
eye drops, solution 

DK/H/0134/003 PA0879/005/003 SANTEN OY IE 

COSOPT Multidose 
conserveermiddelvrij 20 
mg/ml + 5 mg/ml 
oogdruppels, oplossing 

DK/H/0134/003 RVG 120935 SANTEN OY NL 

Cosopt Ocumeter Plus 20 
mg/ml + 5 mg/ml oldatos 
szemcsepp 

not available OGYI-T-7662/01 SANTEN OY HU 

COSOPT PF “ΧΩΡΙΣ 
ΣΥΝΤΗΡΗΤΙΚΟ” 20 mg/ml 
+ 5 mg/ ml οφθαλμικές 
σταγόνες, διάλυμα, 
σταγονομετρικά φιαλίδια 
μίας δόσης 

DK/H/0134/02 20881/15/26-10-2018 VIANEX S.A. GR 

COSOPT PF 20 mg/5 
mg/ml acu pilieni, 
škidums 

DK/H/0134/003 18-0093 SANTEN OY LV 

COSOPT PF 20 mg/5 
mg/ml, acu pilieni, 
šķīdums, vienreizējas 
devas trauciņā 

DK/H/0134/002 11-0059 SANTEN OY LV 
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member state 
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COSOPT PF 20 mg/ml + 5 
mg/ml colirio en solución 

DK/H/0134/003/DC 83389 SANTEN OY ES 

COSOPT PF 20 mg/ml + 5 
mg/ml colirio en solución 
en envase unidosis 

DK/H/0134/002 73.508 SANTEN OY ES 

COSOPT PF 20 mg/ml + 5 
mg/ml kapi za oko, 
otopina u jednodoznom 
spremniku 

not available UP/I-530-09/10-01/515 SANTEN OY HR 

COSOPT PF 20 mg/ml + 5 
mg/ml kapi za oko, 
otopina u jednodoznom 
spremniku 

not available UP/I-530-09/10-01/515 SANTEN OY HR 

Cosopt PF Multi, 20 mg/ml 
+ 5 mg/ml, krople do 
oczu, roztwór 

DK/H/0134/003 25030 SANTEN OY PL 

Cosopt PF Multi, 20 mg/ml 
+ 5 mg/ml, krople do 
oczu, roztwór 

DK/H/0134/003 25030 SANTEN OY PL 

COSOPT PF, 20 mg/ml + 
5 mg/ml, krople do oczu, 
roztwór w pojemniku 
jednodawkowym 

DK/H/0134/002 18307 SANTEN OY PL 

COSOPT Preservative-Free 
20 mg/ml + 5 mg/ml, eye 
drops, solution in single-
dose container 

DK/H/0134/002 PA0879/005/002 SANTEN OY IE 
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Product Name  (in 
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Authorisation number 

National Authorisation Number MAH of product in the 
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COSOPT senza 
conservante 20 mg/ml + 
5 mg/ml, collirio, 
soluzione 

DK/H/0134/003 034242077 SANTEN OY IT 

COSOPT senza 
conservante 20 mg/ml + 
5 mg/ml, collirio, 
soluzione 

DK/H/0134/003 034242089 SANTEN OY IT 

COSOPT senza 
conservante 20 mg/ml + 
5 mg/ml, collirio, 
soluzione 

DK/H/0134/003 034242091 SANTEN OY IT 

COSOPT sine 20 mg/5 
mg/ml akių lašai (tirpalas) 

DK/H/0134/003 LT/1/18/4276/001 SANTEN OY LT 

COSOPT sine 20 mg/5 
mg/ml akių lašai (tirpalas) 

DK/H/0134/003 LT/1/18/4276/002 SANTEN OY LT 

COSOPT sine 20 mg/5 
mg/ml akių lašai (tirpalas) 

DK/H/0134/003 LT/1/18/4276/003 SANTEN OY LT 

COSOPT sine 20 mg/ml + 
5 mg/ml Augentropfen, 
Lösung 

DK/H/0134/003 99981.00.00 SANTEN OY DE 

Cosopt sine 20 mg/ml + 5 
mg/ml Augentropfen, 
Lösung im 
Einzeldosisbehältnis 

DK/H/0134/002 1-26570 SANTEN OY AT 
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COSOPT sine 20 mg/ml + 
5 mg/ml ögondroppar, 
lösning 

DK/H/0134/003 35108 SANTEN OY FI 

Cosopt sine 20 mg/ml + 5 
mg/ml ögondroppar, 
lösning 

DK/H/0134/003 56217 SANTEN OY SE 

COSOPT sine 20 mg/ml + 
5 mg/ml øyedråper, 
oppløsning 

DK/H/0134/003 17-11651 SANTEN OY NO 

COSOPT sine 20 mg/ml + 
5 mg/ml silmätipat, liuos 

DK/H/0134/003 35108 SANTEN OY FI 

COSOPT sine 20 mg/ml + 
5 mg/ml, augndropar, 
lausn 

DK/H/0134/003 IS/1/18/058/01 SANTEN OY IS 

COSOPT Sine Conservans 
20 mg/ml + 5 mg/ml 
Augentropfen, Lösung 

DK/H/0134/003 BE530337 SANTEN OY BE 

COSOPT Sine Conservans 
20 mg/ml + 5 mg/ml 
collyre en solution 

DK/H/0134/003 BE530337 SANTEN OY BE 

COSOPT Sine Conservans 
20 mg/ml + 5 mg/ml 
oogdruppels, oplossing 

DK/H/0134/003 BE530337 SANTEN OY BE 

COSOPT Sine Conservans 
20 mg/ml + 5 mg/ml 
oogdruppels, oplossing 

DK/H/0134/003 2018110318 SANTEN OY LU 
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Cosopt sine multidose 20 
mg/ml + 5 mg/ml 
Augentropfen, Lösung 

DK/H/0134/003 138436 SANTEN OY AT 

COSOPT sine, 20 mg/5 
mg/ml silmatilgad, lahus 

DK/H/0134/003 966518 SANTEN OY EE 

Cosopt Ukonserveret, 
øjendråber, opløsning i 
enkeltdosisbeholder 

DK/H/0134/002 36113 SANTEN OY DK 

COSOPT Unit Dose 20 
mg/ml + 5 mg/ml collyre 
en solution en récipient 
unidose 

DK/H/0134/002 BE 291663 SANTEN OY BE 

COSOPT Unit Dose 20 
mg/ml + 5 mg/ml collyre 
en solution en récipient 
unidose 

DK/H/0134/002 2007060029 SANTEN OY LU 

COSOPT Unit Dose 20 
mg/ml + 5 mg/ml 
oogdruppels, oplossing in 
verpakking voor 
éénmalig|gebruik 

DK/H/0134/002 BE 291663 SANTEN OY BE 

COSOPT UNO 20 mg/ml + 
5 mg/ml oldatos 
szemcsepp egyadagos 
tartályban 

DK/H/134/02 OGYI-T-7662/02 SANTEN OY HU 

COSOPT UNO 20 mg/ml + 
5 mg/ml oldatos 
szemcsepp egyadagos 

DK/H/134/02 OGYI-T-7662/03 SANTEN OY 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 

tartályban 

COSOPT UNO 20 mg/ml + 
5 mg/ml oldatos 
szemcsepp egyadagos 
tartályban 

DK/H/134/02 OGYI-T-7662/04 SANTEN OY HU 

Cosopt, (20 mg+5 
mg)/ml, krople do oczu, 
roztwór 

not available 4424 SANTEN OY PL 

COSOPT, 20 mg/5 mg/ml 
silmatilgad, lahus 

not available 282199 SANTEN OY EE 

COSOPT, 20 mg/ml + 5 
mg/ml, colírio, solução 

DK/H/0134/001 3085289 SANTEN OY PT 

COSOPT, 20 mg/ml + 5 
mg/ml, colírio, solução 

DK/H/0134/001 3085388 SANTEN OY PT 

COSOPT, 20 mg/ml + 5 
mg/ml, colírio, solução 

DK/H/0134/001 3085487 SANTEN OY PT 

Cosopt, øjendråber, 
opløsning 

DK/H/0134/001 19045 SANTEN OY DK 

COSOPT® 20 mg/ml + 5 
mg/ml, Augentropfen 

DK/H/0134/001 BE208555 SANTEN OY BE 
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Authorisation number 

National Authorisation Number MAH of product in the 
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Member State where 
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COSOPT® Preservative-
Free 20 mg/ml + 5 
mg/ml, eye drops, 
solution in single-dose 
container 

DK/H/0134/002 PL 16058/0015 SANTEN OY UK 

COSOPT-S® 20 mg/ml + 
5 mg/ml Augentropfen im 
Einzeldosisbehältnis 

DK/H/134/02 65408.00.00 SANTEN OY DE 

Costad, øjendråber, 
opløsning 

DE/H/5435/001 45290 STADA ARZNEIMITTEL AG DK 

COSTEC 20 mg/mL + 5 
mg/mL, collyre en solution 

DK/H/0134/003 34009 301 584 9 4 SANTEN OY FR 

COSTEC 20 mg/mL + 5 
mg/mL, collyre en solution 

DK/H/0134/003 34009 301 585 0 0 SANTEN OY FR 

COSTEC 20 mg/mL + 5 
mg/mL, collyre en solution 

DK/H/0134/003 34009 301 585 1 7 SANTEN OY FR 

DORTIM-POS 20mg/ml + 
5mg/ml, oogdruppels, 
oplossing 

NL/H/1873/001/DC RVG 106538 URSAPHARM BENELUX B.V. NL 

Dortimvision, 20 mg/ml + 
5  
mg/ml ögondroppar, 
lösning i  
endosbehållare 

AT/H/0486/001/DC 48666 OMNIVISION GMBH SE 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
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Member State where 
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DORTOZ 2,0% +0,5% 
collirio, soluzione 

not available 041897024 GENETIC SPA IT 

DORTOZ 2,0% +0,5% 
collirio, soluzione 

not available 041897012 GENETIC SPA IT 

Dorvis plus 20 mg/ml + 5 
mg/ml kapi za oko, 
otopina 

not available HR-H-091461330 ALVOGEN IPCO S.AR.L HR 

DORZAMOX 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0727/01/DC 040815019 DOC GENERICI S.R.L. IT 

DORZAMOX 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0727/01/DC 040815021 DOC GENERICI S.R.L. IT 

DORZAMOX 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0727/01/DC 040815033 DOC GENERICI S.R.L. IT 

DORZAMOX 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0727/01/DC 040815019 DOC GENERICI S.R.L. IT 

DORZAMOX 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0727/01/DC 040815021 DOC GENERICI S.R.L. IT 

DORZAMOX 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0727/01/DC 040815033 DOC GENERICI S.R.L. IT 
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Product Name  (in 
authorisation country) 
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Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Dorzastad 20 mg/ml + 5 
mg/ml Augentropfen 

DE/H/5435/001 1-30191 STADA ARZNEIMITTEL GMBH AT 

Dorzo plus T STADA® 20 
mg/ml + 5 mg/ml 
Augentropfen 

DE/H/5435/001 79050.00.00 STADAPHARM GMBH DE 

Dorzo Tim DK/H/1516/001 43117 SANDOZ A/S DK 

DorzoComp-Vision 20 
mg/ml + 5 mg/ml 
Augentropfen, Lösung 

AT/H/1008/001/DC 1-30190 OMNIVISION GMBH AT 

DorzoComp-Vision 20 
mg/ml + 5 mg/ml 
Augentropfen, Lösung 

DE/H/5998/001/DC 79049.00.00 OMNIVISION GMBH DE 

DorzoComp-Vision sine 20 
mg/ml + 5 mg/ml 
Augentropfen, Lösung im 
Einzeldosisbehältnis 

AT/H/0486/001/DC 135195 OMNIVISION GMBH AT 

DorzoComp-Vision sine 20 
mg/ml + 5 mg/ml 
Augentropfen, Lösung im 
Einzeldosisbehältnis 

AT/H/0486/001/DC 89362.00.00 OMNIVISION GMBH DE 

Dorzogen Combi 20 
mg/ml + 5 mg/ml oční 
kapky, roztok 

AT/H/1033/001 64/349/11-C MYLAN IRELAND LIMITED CZ 

Dorzolamid / Timolol 
Warren 20 mg/ml + 5 
mg/ml, Augentropfen, 

CZ/H/0564/001 92368.00.00 WARREN GENERICS S.R.O. 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 

Lösung 

Dorzolamid + Timolol 
Arcana 20 mg/ml + 5 
mg/ml Augentropfen 

AT/H/1033/001 1-30171 ARCANA ARZNEIMITTEL 
GMBH 

AT 

Dorzolamid + Timolol 
Bausch & Lomb 20 mg/ml 
+ 5 mg/ml Augentropfen 

DK/H/2477/001 1-37278 BAUSCH & LOMB GMBH AT 

Dorzolamid + Timolol Dr. 
Mann 20 mg/ml + 5 
mg/ml Augentropfen 
Lösung 

DK/H/2477/001 94298.00.00 DR. GERHARD MANN CHEM.-
PHARM. FABRIK GMBH 

DE 

Dorzolamid + Timolol TRB 
20 mg/ml + 5 mg/ml 
Augentropfen 

not available 89461.00.00 TRB CHEMEDICA AG DE 

Dorzolamid AL comp. 20 
mg/ml + 5 mg/ml 
Augentropfen 

DE/H/5600/001 79051.00.00 ALIUD PHARMA GMBH DE 

DORZOLAMID COMP. 
STULLN 20 mg/ml + 5 
mg/ml Augentropfen, 
Lösung 

not available 79269.00.00 PHARMA STULLN GMBH DE 

Dorzolamid/ Timolol FDC 
Pharma 20 mg/ml / 5 
mg/ml Augentropfen 

UK/H/3590/001 80899.00.00 FDC PHARMA DE 

Dorzolamid/Timolol 
"PharmaSwiss", 
øjendråber, opløsning 

DK/H/2477/001 55284 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

DK 
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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 

Dorzolamid/Timolol 
"PharmathenPharmathen", 
øjendråber, opløsning 

DK/H/2566/001 29865 PHARMATHEN S.A. DK 

Dorzolamid/Timolol ”Teva”
, øjendråber, opløsning, 
enkeltdosisbeholder 

DK/H/3031/001 44596 TEVA B.V DK 

Dorzolamid/Timolol 
Actavis 20 mg/ml + 5 
mg/ml ögondroppar, 
lösning 

SE/H/1771/001 42776 ACTAVIS GROUP PTC EHF. SE 

Dorzolamid/Timolol Micro 
Labs 20 mg/ml + 5 mg/ml 
Augentropfen, Lösung 

DE/H/5352/001 89000.00.00 MICRO LABS GMBH DE 

Dorzolamid/Timolol Micro 
Labs 20 mg/ml + 5 mg/ml 
Augentropfen, Lösung 

DE/H/5352/001 89000.00.00 MICRO LABS GMBH DE 

Dorzolamid/Timolol Micro 
Labs 20 mg/ml + 5 mg/ml 
Augentropfen, Lösung 

DE/H/5352/001 89000.00.00 MICRO LABS GMBH DE 

Dorzolamid/Timolol Micro 
Labs 20 mg/ml + 5 mg/ml 
Augentropfen, Lösung 

DE/H/5352/001 89000.00.00 MICRO LABS GMBH DE 

Dorzolamid/Timolol Micro 
Labs 20 mg/ml + 5 mg/ml 
Augentropfen, Lösung 

DE/H/5352/001 89000.00.00 MICRO LABS GMBH DE 

Dorzolamid/timolol Olikla 
20 mg/ml + 5 mg/ml očná 
roztoková instilácia 

CZ/H/0762/001 64/0371/18-S CZ PHARMA S.R.O. SK 
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Dorzolamid/timolol Olikla 
20 mg/ml + 5 mg/ml oční 
kapky, roztok 

CZ/H/0762/001 64/238/17-C CZ PHARMA S.R.O. CZ 

Dorzolamida + Timolol 
Bruschettini, 20 mg/ml + 
5 mg/ml, colírio, solução 

not available 5578356 BRUSCHETTINI S.R.L PT 

Dorzolamida/Timolol 
Apotex 20 mg/ml + 5 
mg/ml colirio en solución 

NL/H/2761/001 79233 APOTEX EUROPE B.V. ES 

Dorzolamida/Timolol 
Aristo 20 mg/ml + 5 
mg/ml colirio en solución 

ES/H/0644/001 74886 ARISTO PHARMA IBERIA, S.L. ES 

Dorzolamida/Timolol 
Aurovitas 20 mg/ml + 5 
mg/ml colirio en solución 

PT/H/2116/001 74.906 AUROVITAS SPAIN,S.A.U. ES 

Dorzolamida/timolol cinfa 
20 mg/ml + 5 mg/ml 
colirio en solución 

not available 79544 LABORATORIOS CINFA, S.A. ES 

Dorzolamidă/Timolol Dr. 
Gerhard Mann 20 mg/5 
mg/ml picături oftalmice, 
soluţie 

DE/H/4438/001 9929/2017/01 DR. GERHARD MANN CHEM.-
PHARM. FABRIK GMBH 

RO 

Dorzolamidă/Timolol Dr. 
Gerhard Mann 20 mg/5 
mg/ml picături oftalmice, 
soluţie 

DE/H/4438/001 9929/2017/02 DR. GERHARD MANN CHEM.-
PHARM. FABRIK GMBH 

RO 

Dorzolamidă/Timolol Dr. 
Gerhard Mann 20 mg/5 
mg/ml picături oftalmice, 

DE/H/4438/001 9929/2017/03 DR. GERHARD MANN CHEM.-
PHARM. FABRIK GMBH 

RO 



 
 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 24/45 
 
 

Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 
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soluţie 

Dorzolamida/Timolol FDC 
Pharma 20 mg/ml + 5mg/ 
ml colirio en solución 

UK/H/3590/001 75037 FDC PHARMA ES 

Dorzolamida/Timolol Kern 
Pharma 20 mg/ml + 5 
mg/ml colirio en solución 

not available 77.780 KERN PHARMA, S.L. ES 

Dorzolamida/Timolol 
MEIJI 20 mg/ml + 5 
mg/ml colirio en solución 

not available 78.599 TEDEC-MEIJI FARMA, S.A. ES 

Dorzolamida/Timolol 
Mylan 20 mg/ml + 5 
mg/ml colirio en solución 

AT/H/1033/001 74690 MYLAN PHARMACEUTICALS 
S.L. 

ES 

Dorzolamida/Timolol 
STADA 20 mg/ml + 5 
mg/ml colirio en solución 

DE/H/5435/001 74.610 LABORATORIO STADA, S.L. ES 

Dorzolamida/Timolol 
Tarbis 20 mg/ml + 5 
mg/ml colirio en solución 

NL/H/1874/001 74.934 TARBIS FARMA, S.L. ES 

Dorzolamida/Timolol VIR 
20 mg/ml + 5 mg/ml 
colirio en solución 

PT/H/0645/001 77386 INDUSTRIA QUÍMICA Y 
FARMACEÚTICA VIR, S.A. 

ES 

Dorzolamida/Timolol VIR 
20 mg/ml + 5 mg/ml 
colirio en solución 

PT/H/0645/001 77386 INDUSTRIA QUÍMICA Y 
FARMACEÚTICA VIR, S.A. 

ES 
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authorisation country) 
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National Authorisation Number MAH of product in the 
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Dorzolamida/Timolol VIR 
20 mg/ml + 5 mg/ml 
colirio en solución 

PT/H/0645/001 77386 INDUSTRIA QUÍMICA Y 
FARMACEÚTICA VIR, S.A. 

ES 

Dorzolamida/Timolol VIR 
20 mg/ml + 5 mg/ml 
colirio en solución 

PT/H/0645/001 77386 INDUSTRIA QUÍMICA Y 
FARMACEÚTICA VIR, S.A. 

ES 

Dorzolamide / Timolol 20 
mg/ml + 5 mg/ml Eye 
Drops, Solution 

not available PL 18956/0019 MEDICOM HEALTHCARE LTD UK 

Dorzolamide / Timolol 
Warren 20 mg/ml + 5 
mg/ml eye drops, solution 

CZ/H/0564/001 PL 42831/0002 WARREN GENERICS S.R.O. UK 

Dorzolamide / Timolol 
Warren 20 mg/ml + 5 
mg/ml očná roztoková 
instilácia 

CZ/H/0564/001 64/0327/16-S WARREN GENERICS S.R.O. SK 

Dorzolamide + Timolol 20 
mg/ml + 5 mg/ml, eye 
drops solution 

DK/H/2477/001 PL 33616/ 0023 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

UK 

Dorzolamide + Timolol 
PharmaSwiss 20 mg/ml + 
5mg/ml, eye drops 
solution 

DK/H/2477/001 PA 1696/8/1 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

IE 

Dorzolamide + Timolol 
Warren, (20 mg + 5 
mg)/ml, krople do oczu, 
roztwór 

CZ/H/0564/001 23762 WARREN GENERICS S.R.O. PL 
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Dorzolamide 20 mg/ml 
and Timolol 5 mg/ml Eye 
Drops, Solution 

UK/H/3590/001 PL 35638/0005 FDC PHARMA UK 

Dorzolamide e Timololo 
Aurobindo 20 mg/ml + 5 
mg/ml collirio, soluzione 

PT/H/2116/001/DC 041137011 AUROBINDO PHARMA 
(ITALIA) S.R.L. 

IT 

Dorzolamide e Timololo 
Aurobindo 20 mg/ml + 5 
mg/ml collirio, soluzione 

PT/H/2116/001/DC 041137023 AUROBINDO PHARMA 
(ITALIA) S.R.L. 

IT 

Dorzolamide e Timololo 
Aurobindo 20 mg/ml + 5 
mg/ml collirio, soluzione 

PT/H/2116/001/DC 041137035 AUROBINDO PHARMA 
(ITALIA) S.R.L. 

IT 

Dorzolamide e Timololo 
EG 20 mg/ml + 5 mg/ml 
collirio, soluzione 

DE/H/5435/001 040797019 EG S.P.A. IT 

Dorzolamide e Timololo 
EG 20 mg/ml + 5 mg/ml 
collirio, soluzione 

DE/H/5435/001 040797021 EG S.P.A. IT 

Dorzolamide e Timololo 
EG 20 mg/ml + 5 mg/ml 
collirio, soluzione 

DE/H/5435/001 040797033 EG S.P.A. IT 

Dorzolamide e Timololo 
Mylan Generics 20 mg/ml 
+ 5 mg/ml, collirio 
soluzione 

AT/H/1033/001 040792020 /M MYLAN S.P.A. IT 

Dorzolamide e Timololo 
Mylan Generics 20 mg/ml 
+ 5 mg/ml, collirio 
soluzione 

AT/H/1033/001 040792032/M MYLAN S.P.A. IT 
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Dorzolamide e Timololo 
Mylan Generics 20 mg/ml 
+ 5 mg/ml, collirio 
soluzione. 

AT/H/1033/001 040792018/M MYLAN S.P.A. IT 

DORZOLAMIDE E 
TIMOLOLO PENSA 20 
mg/ml/ 5 mg/ml collirio, 
soluzione 

not available 43861018 PENSA PHARMA S.P.A. IT 

DORZOLAMIDE E 
TIMOLOLO PENSA 20 
mg/ml/ 5 mg/ml collirio, 
soluzione 

not available 43861018 PENSA PHARMA S.P.A. IT 

Dorzolamide e Timololo 
Zentiva 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0684/001 041580022 ZENTIVA ITALIA SRL IT 

Dorzolamide e Timololo 
Zentiva 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0684/001 041580010 ZENTIVA ITALIA SRL IT 

Dorzolamide e Timololo 
Zentiva 20 mg/ml + 5 
mg/ml collirio, soluzione 

IT/H/0684/001 041580034 ZENTIVA ITALIA SRL IT 

Dorzolamide/ Timolol 20 
mg/ml + 5 mg/ml eye 
drops, solution in single-
dose container 

not available PL35533/0086 ASPIRE PHARMA LIMITED UK 

Dorzolamide/ Timolol 
Warren 20 mg/ml + 5 
mg/ml oldatos szemcsepp 

CZ/H/0564/001 23025/01 INDOCO REMEDIES CZECH 
S.R.O. 

HU 
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Dorzolamide/ Timolol 
Warren 20 mg/ml + 5 
mg/ml oldatos szemcsepp 

CZ/H/0564/001 23025/02 INDOCO REMEDIES CZECH 
S.R.O. 

HU 

Dorzolamide/ Timolol 
Warren 20 mg/ml + 5 
mg/ml oldatos szemcsepp 

CZ/H/0564/001 23025/03 INDOCO REMEDIES CZECH 
S.R.O. 

HU 

Dorzolamide/Timolol 20 
mg/ml + 5 mg/ml eye 
drops, solution 

UK/H/1998/001 PL 35533/0147 ASPIRE PHARMA LIMITED UK 

Dorzolamide/Timolol 20 
mg/ml + 5 mg/ml eye 
drops, solution 

AT/H/1033/001 PL 04569/1035 GENERICS [UK] LIMITED UK 

Dorzolamide/Timolol 20 
mg/ml + 5 mg/ml eye 
drops, solution 

not available PL 31103/0012 BLUMONT PHARMA LTD UK 

Dorzolamide/Timolol 20 
mg/ml + 5 mg/ml eye 
drops, solution in single-
dose container 

UK/H/6915/001 PL 31103/0026 BLUMONT PHARMA LTD UK 

Dorzolamide/Timolol 20 
mg/ml + 5 mg/ml eye 
drops, solution. 

IT/H/0684/001 PL 17780/0575 ZENTIVA PHARMA UK 
LIMITED 

UK 

Dorzolamide/Timolol 20 
mg/ml + 5 mg/ml, 
Preservative-Free, Single 
Dose Eye Drops, Solution 

DK/H/3031/001 PL 00289/1239 TEVA UK LIMITED UK 

Dorzolamide/Timolol 20/5 
mg/ml Eye Drops, 
Solution 

DK/H/1516/001 PL 04416/0705 SANDOZ LTD UK 
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DORZOLAMIDE/TIMOLOL 
20MG/ML + 5MG/ML EYE 
DROPS, SOLUTION 

IE/H/0857/001 PL 30306/0252 ACTAVIS GROUP PTC EHF. UK 

DORZOLAMIDE/TIMOLOL 
ACTAVIS 20 mg/5 mg/ml 
acu pilieni, škidums 

SE/H/1771/001 11-0103 ACTAVIS GROUP PTC EHF. LV 

Dorzolamide/Timolol 
Actavis 20 mg/5 mg/ml 
akiu lasai tirpalas 

SE/H/1771/001 LT/1/11/2454/001 ACTAVIS GROUP PTC EHF. LT 

Dorzolamide/Timolol 
Actavis 20 mg/5 mg/ml 
akių lašai, tirpalas 

SE/H/1771/001 LT/1/11/2454/002 ACTAVIS GROUP PTC EHF. LT 

Dorzolamide/Timolol 
Actavis 20 mg/5 mg/ml 
akių lašai, tirpalas 

SE/H/1771/001 LT/1/11/2454/003 ACTAVIS GROUP PTC EHF. LT 

Dorzolamide/Timolol 
Alvogen 20 mg/ml + 5 
mg/ml augndropar, lausn. 

UK/H/1998/001 IS/1/10/017/01 ALVOGEN EHF IS 

Dorzolamide/Timolol 
Apotex 20 mg/ml + 5 
mg/ml, oogdruppels, 
oplossing 

NL/H/2761/001 RVG 112496 APOTEX EUROPE B.V. NL 

Dorzolamide/Timolol 
Aurobindo 20/5 mg/ml, 
oogdruppels, oplossing 

PT/H/2116/001 RVG 105541 AUROBINDO PHARMA B.V. NL 

DORZOLAMIDE/TIMOLOL 
BROWN & BURK 20 mg/ml 
+ 5 mg/ml, collyre en 
solution 

DE/H/5352/001 34009 301 343 7 5 BROWN & BURK UK LIMITED FR 
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DORZOLAMIDE/TIMOLOL 
BROWN & BURK 20 mg/ml 
+ 5 mg/ml, collyre en 
solution 

DE/H/5352/001 34009 301 343 8 2 BROWN & BURK UK LIMITED FR 

DORZOLAMIDE/TIMOLOL 
BROWN & BURK 20 mg/ml 
+ 5 mg/ml, collyre en 
solution 

DE/H/5352/001 34009 550 501 4 8 BROWN & BURK UK LIMITED FR 

DORZOLAMIDE/TIMOLOL 
BROWN & BURK 20 mg/ml 
+ 5 mg/ml, collyre en 
solution 

DE/H/5352/001 34009 301 614 2 5 BROWN & BURK UK LIMITED FR 

DORZOLAMIDE/TIMOLOL 
BROWN & BURK 20 mg/ml 
+ 5 mg/ml, collyre en 
solution 

DE/H/5352/001 34009 550 595 5 4 BROWN & BURK UK LIMITED FR 

Dorzolamide/Timolol EG 
20 mg/ml + 5 mg/ml 
Augentropfen 

DE/H/5435/001 BE391447 EUROGENERICS N.V./S.A. BE 

Dorzolamide/Timolol EG 
20 mg/ml + 5 mg/ml 
collyre en solution 

DE/H/5435/001 BE391447 EUROGENERICS N.V./S.A. BE 

Dorzolamide/Timolol EG 
20 mg/ml + 5 mg/ml 
collyre en solution 

DE/H/5435/001 2012010020 EUROGENERICS N.V./S.A. LU 

Dorzolamide/Timolol EG 
20 mg/ml + 5 mg/ml 
oogdruppels, oplossing 

DE/H/5435/001 BE391447 EUROGENERICS N.V./S.A. BE 
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DORZOLAMIDE/TIMOLOL 
EG 20 mg/ml + 5 mg/ml, 
collyre en solution 

DE/H/5435/001 NL38129 EG LABO LABORATOIRES 
EUROGENERICS 

FR 

DORZOLAMIDE/TIMOLOL 
MYLAN 20 mg/ml + 5 
mg/ml, collyre en solution 

AT/H/1033/001 NL 38247 MYLAN S.A.S FR 

Dorzolamide/Timolol 
Mylan 20/5 mg/ml, 
oogdruppels, oplossing 

AT/H/1033/001 RVG 105655 MYLAN B.V. NL 

Dorzolamide/Timolol NTC 
20mg/ml + 5mg/ml, 
oogdruppels, oplossing 

NL/H/1874/001 RVG 106539 NTC SRL NL 

Dorzolamide/Timolol 
PharmaSwiss 20 mg/5 
mg/ml akių lašai (tirpalas) 

DK/H/2477/001 LT/1/18/4215/001 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

LT 

Dorzolamide/Timolol 
PharmaSwiss 20 mg/5 
mg/ml akių lašai (tirpalas) 

DK/H/2477/001 LT/1/18/4215/002 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

LT 

DORZOLAMIDE/TIMOLOL 
SANTEN 20 mg/ml + 5 
mg/ml, collyre en solution 

DK/H/2566/001/DC 34009 300 850 2 8 SANTEN OY FR 

DORZOLAMIDE/TIMOLOL 
SANTEN 20 mg/ml + 5 
mg/ml, collyre en solution 

DK/H/2566/001/DC 134009 301 343 5 1 SANTEN OY FR 

DORZOLAMIDE/TIMOLOL 
SANTEN 20 mg/ml + 5 
mg/ml, collyre en solution 

DK/H/2566/001/DC 34009 300 850 3 5 SANTEN OY FR 



 
 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 32/45 
 
 

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/TIMOLOL 
SANTEN 20 mg/ml + 5 
mg/ml, collyre en solution 

DK/H/2566/001/DC 34009 301 343 6 8 SANTEN OY FR 

DORZOLAMIDE/TIMOLOL 
SANTEN 20 mg/ml + 5 
mg/ml, collyre en solution 

DK/H/2566/001/DC 34009 550 298 1 6 SANTEN OY FR 

Dorzolamide/Timolol Teva 
20 mg/ml + 5 mg/ml 
ögondroppar, lösning, i 
endosbehållare 

DK/H/3031/001 42045 TEVA SWEDEN AB SE 

Dorzolamide/Timolol 
Warren 20 mg/ml + 5 
mg/ml oční kapky, roztok 

CZ/H/0564/001 64/267/16-C WARREN GENERICS S.R.O. CZ 

Dorzolamide/Timolol 
Warren 20 mg/ml + 5 
mg/ml oogdruppels, 
oplossing 

CZ/H/0564/001 RVG 115274 WARREN GENERICS S.R.O. NL 

DORZOLAMIDE/TIMOLOL 
ZENTIVA 20 mg/ml + 5 
mg/ml, collyre en solution 

IT/H/0684/001 34009 218 099 2 3 ZENTIVA FRANCE FR 

DORZOLAMIDE/TIMOLOL 
ZENTIVA 20 mg/ml + 5 
mg/ml, collyre en solution 

IT/H/0684/001 34009 218 096 3 3 ZENTIVA FRANCE FR 

DORZOLAMIDE/TIMOLOL 
ZENTIVA 20 mg/ml + 5 
mg/ml, collyre en solution 

IT/H/0684/001 34009 218 100 0 4 ZENTIVA FRANCE FR 

Dozopres Combi 20 mg/ml 
+ 5 mg/ml oldatos 
szemcsepp 

UK/H/1998/001 OGYI-T-21780/01 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 
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Dozopres Combi 20 mg/ml 
+ 5 mg/ml oldatos 
szemcsepp 

UK/H/1998/001 OGYI-T-21780/02 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Dozopres Combi 20 mg/ml 
+ 5 mg/ml oldatos 
szemcsepp 

UK/H/1998/001 OGYI-T-21780/03 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Dozopticum Duo 20 
mg/ml + 5 mg/ml oldatos 
szemcsepp 

DK/H/2477/001 OGYI-T-23066/01 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Dozopticum Duo 20 
mg/ml + 5 mg/ml oldatos 
szemcsepp 

DK/H/2477/001 OGYI-T-23066/02 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

DOZOTIMA 20 mg/ml + 5 
mg/ml Oční kapky, roztok 

UK/H/1998/001 64/350/11-C PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

CZ 

Dropzol Tim, 20 mg/ml + 
5 mg/ml, krople do oczu, 
roztwór 

UK/H/3918/001 18 611 S-LAB SP.ZO.O. PL 

DUALKOPT 20 mg/ml + 5 
mg/ml očná roztoková 
instilácia 

DE/H/3682/001 64/0283/14-S LABORATOIRES THEA SK 

Dualkopt 20 mg/ml + 5 
mg/ml, collyre en solution 

DE/H/3682/001 BE467404 LABORATOIRES THEA BE 

DUALKOPT 20 mg/ml + 5 
mg/ml, collyre en solution 

DE/H/3682/001 34009 300 081 3 3 LABORATOIRES THEA FR 
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DUALKOPT 20 mg/ml + 5 
mg/ml, collyre en solution 

DE/H/3682/001 34009 300 383 4 5 LABORATOIRES THEA FR 

DUALKOPT 20 mg/ml + 5 
mg/ml, collyre en solution 

DE/H/3682/001 34009 550 035 4 0 LABORATOIRES THEA FR 

DUALKOPT 20 mg/ml + 5 
mg/ml, collyre en solution 

DE/H/3682/001 34009 550 035 5 7 LABORATOIRES THEA FR 

Dualkopt 20 mg/ml + 5 
mg/ml, collyre en solution 

DE/H/3682/001 BE467404 LABORATOIRES THEA LU 

Dualkopt 20 mg/ml + 5 
mg/ml, oogdruppels, 
oplossing 

DE/H/3682/001 BE467404 LABORATOIRES THEA BE 

Dualkopt 20 mg/ml + 5 
mg/ml, oogdruppels, 
oplossing 

DE/H/3682/001 RVG 112681 LABORATOIRES THEA NL 

DUALKOPT 20 mg/ml + 
5mg/ml oční kapky, 
roztok 

DE/H/3682/001 64/338/14-C LABORATOIRES THEA CZ 

Duokopt 20 mg/ml + 5 
mg/ml Augentropfen, 
Lösung 

DE/H/3682/001 135724 LABORATOIRES THEA AT 

Duokopt 20 mg/ml + 5 
mg/ml Augentropfen, 
Lösung 

DE/H/3682/001 88357.00.00 LABORATOIRES THEA DE 
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DUOKOPT 20 mg/ml + 5 
mg/ml augndropar, lausn 

DE/H/3682/001 IS/1/14/065/01 LABORATOIRES THEA IS 

DUOKOPT 20 mg/ml + 5 
mg/ml kapi za oko, 
otopina 

DE/H/3682/001 HR-H-620656079 LABORATOIRES THEA HR 

DUOKOPT 20 mg/ml + 5 
mg/ml kapljice za oko, 
raztopina 

DE/H/3682/001 H/15/01987/001 LABORATOIRES THEA SI 

DUOKOPT 20 mg/ml + 5 
mg/ml kapljice za oko, 
raztopina 

DE/H/3682/001 H/15/01987/002 LABORATOIRES THEA SI 

DUOKOPT 20 mg/ml + 5 
mg/ml kapljice za oko, 
raztopina 

DE/H/3682/001 H/15/01987/003 LABORATOIRES THEA SI 

DUOKOPT 20 mg/ml + 5 
mg/ml kapljice za oko, 
raztopina 

DE/H/3682/001 H/15/01987/005 LABORATOIRES THEA SI 

DUOKOPT 20 mg/ml + 5 
mg/ml kapljice za oko, 
raztopina 

DE/H/3682/001 H/15/01987/006 LABORATOIRES THEA SI 

Duokopt 20 mg/ml + 5 
mg/ml øyedråper, 
oppløsning 

DE/H/3682/001 12-9254 LABORATOIRES THEA NO 

Duokopt 20 mg/ml + 5 
mg/ml silmätipat, liuos 

DE/H/3682/001 MTNR 31096 LABORATOIRES THEA FI 
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DUOKOPT 20 mg/ml + 5 
mg/ml, collirio, soluzione 

DE/H/3682/001 042320010 LABORATOIRES THEA IT 

DUOKOPT 20 mg/ml + 5 
mg/ml, collirio, soluzione 

DE/H/3682/001 042320022 LABORATOIRES THEA IT 

DUOKOPT 20 mg/ml + 5 
mg/ml, collirio, soluzione 

DE/H/3682/001 042320034 LABORATOIRES THEA IT 

DUOKOPT 20 mg/ml + 5 
mg/ml, collirio, soluzione 

DE/H/3682/001 042320046 LABORATOIRES THEA IT 

Duokopt 20 mg/ml + 5 
mg/ml, ögondroppar, 
lösning 

DE/H/3682/001 48572 LABORATOIRES THEA SE 

DUOKOPT 20 mg/ml + 5 
mg/ml, οφθαλμικές 
σταγόνες, διάλυμα 

DE/H/3682/001 022317 LABORATOIRES THEA CY 

DUOKOPT 20 mg/ml + 5 
mg/ml, οφθαλμικές 
σταγόνες, διάλυμα 

DE/H/3682/001 89644/17-12-2015 LABORATOIRES THEA GR 

DUOKOPT 20 mg/ml+5 
mg/ml picături oftalmice 
soluţie 

DE/H/3682/001 6783/2014/01 LABORATOIRES THEA RO 

DUOKOPT 20 mg/ml+5 
mg/ml picături oftalmice 
soluţie 

DE/H/3682/001 6783/2014/02 LABORATOIRES THEA RO 
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DUOKOPT 20 mg/ml+5 
mg/ml picături oftalmice 
soluţie 

DE/H/3682/001 6783/2014/03 LABORATOIRES THEA RO 

DUOKOPT 20 mg/ml+5 
mg/ml picături oftalmice 
soluţie 

DE/H/3682/001 6783/2014/04 LABORATOIRES THEA RO 

DUOKOPT 20 mg/ml+5 
mg/ml picături oftalmice 
soluţie 

DE/H/3682/001 6783/2014/05 LABORATOIRES THEA RO 

DUOKOPT 20 mg/ml+5 
mg/ml picături oftalmice 
soluţie 

DE/H/3682/001 6783/2014/06 LABORATOIRES THEA RO 

Duokopt 20mg/ml + 5 
mg/ml colirio en solución 

DE/H/3682/001 79.101 LABORATOIRES THEA ES 

Duokopt 5 mg/ml + 20 
mg/ml, colírio, solução 

DE/H/3682/001 5628870 LABORATOIRES THEA PT 

DUOKOPT, 20 mg/ml + 5 
mg/ml, krople do oczu, 
roztwór 

DE/H/3682/001 22333 LABORATOIRES THEA PL 

Duokopt, øjendråber, 
opløsning 

DE/H/3682/001 51620 LABORATOIRES THEA DK 

Eylamdo 20 mg/ml + 5 
mg/ml, eye drops solution 

DK/H/2566/001 PL35533/0117 ASPIRE PHARMA LIMITED UK 
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EYROOBI 20 mg/ml + 5 
mg/ml collirio, soluzione 

DK/H/2566/001 044738045 SOOFT ITALIA S.P.A. IT 

EYROOBI 20 mg/ml + 5 
mg/ml collirio, soluzione 

DK/H/2566/001 044738021 SOOFT ITALIA S.P.A. IT 

EYROOBI 20 mg/ml + 5 
mg/ml collirio, soluzione 

DK/H/2566/001 044738058 SOOFT ITALIA S.P.A. IT 

EYROOBI 20 mg/ml + 5 
mg/ml collirio, soluzione 

DK/H/2566/001 044738033 SOOFT ITALIA S.P.A. IT 

EYROOBI 20 mg/ml + 5 
mg/ml collirio, soluzione 

DK/H/2566/001 044738019 SOOFT ITALIA S.P.A. IT 

Glaukostad 20 mg/ml + 5 
mg/ml silmätipat, liuos 

DE/H/5435/001 27729 STADA ARZNEIMITTEL AG FI 

Gloptic 20 mg/5 mg/ml 
picături oftalmice, soluţie 

AT/H/1033/001 11318/2018/01 MYLAN IRELAND LIMITED RO 

Gloptic 20 mg/5 mg/ml 
picături oftalmice, soluţie 

AT/H/1033/001 11318/2018/02 MYLAN IRELAND LIMITED RO 

Gloptic 20 mg/5 mg/ml 
picături oftalmice, soluţie 

AT/H/1033/001 11318/2018/03 MYLAN IRELAND LIMITED RO 



 
 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 39/45 
 
 

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 

Kiranol 20 mg/ml + 5 
mg/ml oldatos szemcsepp 

SE/H/1771/001 OGYI-T-21778/03 ACTAVIS GROUP PTC EHF. HU 

Kiranol 20 mg/ml + 5 
mg/ml oldatos szemcsepp 

SE/H/1771/001 OGYI-T-21778/02 ACTAVIS GROUP PTC EHF. HU 

Kiranol 20 mg/ml + 5 
mg/ml oldatos szemcsepp 

SE/H/1771/001 OGYI-T-21778/01 ACTAVIS GROUP PTC EHF. HU 

Mardozia 20 mg/ml + 5 
mg/ml οφθαλμικές 
σταγόνες, διάλυμα 

EL/H/0270/001 129223/18-12-2018 PHARMATHEN S.A. GR 

MARDOZIA PF (χωρίς 
συντηρητικό)® 20 mg/ml 
+ 5 mg/ ml οφθαλμικές 
σταγόνες διάλυμα 

DK/H/2566/001 94327/16/19-06-2017 PHARMATHEN S.A. GR 

Nodofree Combi, 20 
mg/ml + 5 mg/ml, krople 
do oczu, roztwór 

PL/H/0446/001 24215 POLFA, WARSAW 
PHARMACEUTICAL WORKS 

PL 

Nodom Combi, 20 mg/ml 
+ 5 mg/ml, krople do 
oczu, roztwór 

PL/H/0616/001 21226 ZAKLADY FARMACEUTYCZNE 
"POLPHARMA" SPOLKA 
AKCYJNA 

PL 

Oftidorix 20 mg/5 mg/ml 
akių lašai (tirpalas) 

UK/H/3925/001 LT/1/11/2458/001 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

LT 

Oftidorix 20 mg/5 mg/ml 
akių lašai (tirpalas) 

UK/H/3925/001 LT/1/11/2458/002 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

LT 
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Oftidorix 20 mg/5 mg/ml 
akių lašai (tirpalas) 

UK/H/3925/001 LT/1/11/2458/003 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

LT 

Oftidorix 20 mg/ml + 5 
mg/ml acu pilieni, 
šķīdums 

UK/H/3925/001 11-0110 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

LV 

OFTIDORIX 20 mg/ml + 5 
mg/ml, kapi za oko, 
otopina 

not available HR-H-719166270 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HR 

OFTIDORIX PF 20 mg/ml 
+ 5 mg/ml, kapi za oko, 
otopina 

DK/H/2477/001 HR-H-458197035 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HR 

Oftidorix, 20 mg/ml + 5 
mg/ml, krople do oczu, 
roztwór 

UK/H/3925/001 18243 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

PL 

OPHTHA-BIOTIC® 
οφθαλμικές σταγόνες, 
διάλυμα 20 mg/ml / 5 
mg/ml 

CZ/H/0564/001 022754 UNI-PHARMA KLEON TSETIS 
PHARMACEUTICAL 
LABORATORIES S.A. 

CY 

OPHTHA-BIOTIC® 
Οφθαλμικές σταγόνες, 
διάλυμα 20 mg/ml / 5 
mg/ml 

CZ/H/0564/001 88998 UNI-PHARMA KLEON TSETIS 
PHARMACEUTICAL 
LABORATORIES S.A. 

GR 

Phardinol® 20mg/ml + 
5mg/ml οφθαλμικές 
σταγόνες, διάλυμα 

not available 11059/14-02-2012 PHARMEX S.A. GR 

Phardinol® 20mg/ml + 
5mg/ml οφθαλμικές 
σταγόνες, διάλυμα 

not available 11059/14-02-2012 PHARMEX S.A. GR 
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Protizol, 5 mg/ml + 20 
mg/ml, colírio, solução 

not available 5433941 LABORATÓRIO EDOL - 
PRODUTOS FARMACÊUTICOS, 
S.A. 

PT 

Protizol, 5 mg/ml + 20 
mg/ml, colírio, solução 

not available 5433958 LABORATÓRIO EDOL - 
PRODUTOS FARMACÊUTICOS, 
S.A. 

PT 

Protizol, 5 mg/ml + 20 
mg/ml, colírio, solução 

not available 5433966 LABORATÓRIO EDOL - 
PRODUTOS FARMACÊUTICOS, 
S.A. 

PT 

SifiOpt 20 mg/5 mg/ml 
picături oftalmice, soluţie 

UK/H/3918/001 4091/2011/01-03 OFTAFARMA ROMANIA SRL RO 

TensocMylan 20 mg/ml + 
5 mg/ml Augentropfen 

AT/H/1033/001 BE389916 MYLAN BVBA/SPRL BE 

TensocMylan 20 mg/ml + 
5 mg/ml collyre en 
solution 

AT/H/1033/001 BE389916 MYLAN BVBA/SPRL BE 

TensocMylan 20 mg/ml + 
5 mg/ml oogdruppels, 
oplossing 

AT/H/1033/001 BE389916 MYLAN BVBA/SPRL BE 

TIDOCOMB 2,0% +0,5% 
collirio, soluzione 

not available 041907015 OMIKRON ITALIA S.R.L. IT 

TIDOCOMB 2,0% +0,5% 
collirio, soluzione 

not available 041907027 OMIKRON ITALIA S.R.L. IT 
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Tidomat 20 mg/mL + 5 
mg/mL eye drops, 
solution 

UK/H/3917/001 PL 17277/0156 PHARMATHEN S.A. UK 

Timoglaucon 0,5% / 2% 
oogdruppels, oplossing 

DK/H/1435/001 BE345213 SANDOZ N.V. BE 

Timolol + Dorzolamida 
Aurovitas 5 mg/ml + 20 
mg/ml colírio, solução 

PT/H/2116/001 5366430 GENERIS FARMACÊUTICA, 
S.A. 

PT 

Timolol + Dorzolamida 
Generis 5 mg/ml + 20 
mg/ml Colírio, solução 

not available 5458971 GENERIS FARMACÊUTICA, 
S.A. 

PT 

Timolol + Dorzolamida 
Germed 5 mg/ml + 20 
mg/ml colírio, solução 

PT/H/645/001 5559117 TOLIFE - PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Timolol + Dorzolamida 
Germed 5 mg/ml + 20 
mg/ml colírio, solução 

PT/H/645/001 5559117 TOLIFE - PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Timolol + Dorzolamida 
Mylan, 5 mg/ml + 20 
mg/ml, Colírio, Solução 

AT/H/1033/001 5366448 MYLAN, LDA PT 

Timolol + Dorzolamida 
Mylan, 5 mg/ml + 20 
mg/ml, Colírio, Solução 

AT/H/1033/001 5366455 MYLAN, LDA PT 

Timolol + Dorzolamida 
Mylan, 5 mg/ml + 20 
mg/ml, Colírio, Solução 

AT/H/1033/001 5366463 MYLAN, LDA PT 
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Tirzopt, øjendråber, 
opløsning 

AT/H/1033/001 45448 MYLAN AB DK 

Vizidor Duo 20 mg/5 
mg/ml silmatilgad, lahus 

DK/H/2477/001 965318 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

EE 

Vizidor Duo 20 mg/ml + 5 
mg/ ml oční kapky, roztok 

DK/H/2477/001 64/457/17-C PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

CZ 

VIZIDOR DUO 20 mg/ml 
+ 5 mg/ ml οφθαλμικές 
σταγόνες διάλυμα 

DK/H/2477/001 3177101 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

GR 

Vizidor Duo 20 mg/ml + 5 
mg/ml 
očná roztoková instilácia 

DK/H/2477/001 64/0160/18-S PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

SK 

Vizidor Duo, (20 mg + 5 
mg)/ml, krople do oczu, 
roztwór 

DK/H/2477/001 23677 VALEANT PHARMA POLAND 
SP. Z O.O. 

PL 

Vizidorix 20 mg/ 5 mg/ ml  
acu pilieni, šķīdums 

DK/H/2477/001 18-0064 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

LV 

ZITODOR 20mg/ml + 
5mg/ml collirio, soluzione 

not available 041908029 VISUFARMA SPA IT 

ZITODOR 20mg/ml + 
5mg/ml collirio, soluzione 

not available 041908017 VISUFARMA SPA IT 
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Zortam 20 mg/5 mg v 1 
ml kapljice za oko, 
raztopina 

AT/H/1033/001 H/11/01723/001 MYLAN IRELAND LIMITED SI 

Zortam 20 mg/5 mg v 1 
ml kapljice za oko, 
raztopina 

AT/H/1033/001 H/11/01723/003 MYLAN IRELAND LIMITED SI 

Zortam 20 mg/5 mg v 1 
ml kapljice za oko, 
raztopina 

AT/H/1033/001 H/11/01723/002 MYLAN IRELAND LIMITED SI 

Zycopt 5 mg/ml + 20 
mg/ml colírio solução 

not available 5705876 LUSOMEDICAMENTA – 
SOCIEDADE TÉCNICA 
FARMACÊUTICA, SA 

PT 

Zycopt 5 mg/ml + 20 
mg/ml colírio solução 

not available 5705900 LUSOMEDICAMENTA – 
SOCIEDADE TÉCNICA 
FARMACÊUTICA, SA 

PT 

Амиптифри 20 mg/ml + 5 
mg/ml капки за очи, 
разтвор 

PL/H/0446/001 20170272 ZAKLADY FARMACEUTYCZNE 
"POLPHARMA" SPOLKA 
AKCYJNA 

BG 

ДУОКОПТ 20 mg/ml + 5 
mg/ml капки за очи, 
разтвор 

DE/H/3682/001 20140347 LABORATOIRES THEA BG 

Косопт 2 %/0,5 % капки 
за очи, разтвор 

not available 9900199 SANTEN OY BG 

Косопт PF 20 mg/ml + 5 
mg/ml, капки за очи, 
разтвор в еднодозова 
опаковка 

DK/H/134/02 20 I I 063 7 SANTEN OY BG 
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КОСОПТ айМулти 20 
mg/ml + 5 mg/ml капки 
за очи, разтвор 

DK/H/0134/003 20180223 SANTEN OY BG 

Офтидорикс 20 mg/ml + 
5 mg/ml капки за очи, 
разтвор 

NL/H/1874/001 20110404 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

BG 

Офтидорикс PF 20 mg/ml 
+ 5 mg/ml капки за очи, 
разтвор 

DK/H/2477/001 20160309 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

BG 

 


