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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

mg/ml Augentropfen,
Lésung

number
Corifina 0,5 mg/ml, DE/H/5289/001 62.372 MEDA PHARMA S.A.U. ES
colirio en soluciéon
Azelastine 0.5 mg / ml, DE/H/5289/001 PL 15142/0035 MEDA PHARMACEUTICALS UK
Eye Drops, solution. LTD
LASTICOM 0,5 mg/ml, DE/H/5289/001 027673045 MEDA PHARMA GMBH & CO. IT
collirio, soluzione KG
Allergodil akut DE/H/5289/001 43765.00.00 MEDA PHARMA GMBH & CO. DE
Augentropfen. KG
0,5 mg/ml,
Augentropfen, Lésung.
Oculastin® 0,5 mg/ml DE/H/5289/001 14564 MEDA AB SE
ogondroppar, l6sning
Oculastin oogdruppels. DE/H/5289/001 RVG 22947 MEDA PHARMA B.V. NL
0,5 mg/ml, oogdruppels,
oplossing.
Allergodrop 0,5 mg/ml DE/H/5289/001 1-22725 MEDA PHARMA GMBH AT
Augentropfen
Azelastine Eye Drops 0.5 | DE/H/5289/001 PA 1332/010/001 MEDA HEALTH SALES IE
mg / ml, Eye Drops, IRELAND LIMITED
solution
Oculastin DE/H/5289/001 30206 MEDA AS DK
Afluon 0,15% w/v, pivikd | not available 112448/22-12-2014 MEDA PHARMACEUTICALS GR
skvEQwpa, didAupa S.A.
Azelastinhydrochlorid AL not available 81415.00.00 ALIUD PHARMA GMBH DE
0,5 mg/ml Augentropfen
Azela-Vision MD sine 0,5 | SE/H/1183/01/DC 87678.00.00 OMNIVISION GMBH DE
mg/ml Augentropfen
Azela-Vision MD sine 0,5 | SE/H/1183/01/DC 135328 OMNIVISION GMBH AT
mg/ml Augentropfen
Azelastine OmniVision, SE/H/1183/01/DC 47906 OMNIVISION GMBH SE
0,5 mg/ml égondroppar,
I6sning
Azelastin COMOD 0,5 AT/H/0454/001 1-31587 URSAPHARM GES.M.B.H. AT
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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

solution pour
pulvérisation nasale

number
Azelastin-COMOD, 0,5 AT/H/0454/001 BE428452 URSAPHARM BENELUX B.V. BE
mg/mil collyre en solution
Azelastin-COMOD, 0,5 AT/H/0454/001/DC 2012120184 URSAPHARM BENELUX B.V. LU
mg/ml collyre en solution
VISUZEL 0,5 mg/ml AT/H/0454/001 044817017 VISUFARMA SPA IT
collirio, soluzione
Azelastin-COMOD 0.5 AT/H/0454/001 MA63/01001 URSAPHARM ARZNEIMITTEL | MT
mg/ml eye drops, GMBH
solution
Azelastin-COMOD, 0,5 AT/H/0454/001/DC BE428452 URSAPHARM BENELUX B.V. BE
mg/ml oogdruppels,
oplossing
Pollival 0,5 mg/ml AT/H/0454/001/DC 87738.00.00 URSAPHARM ARZNEIMITTEL | DE
Augentropfen, Lésung GMBH
Azelastin COMOD, 0,5 AT/H/0454/001 20665 URSAPHARM POLAND SP. Z. | PL
mg/ml, krople do oczu, 0.0.
roztwor
Azelastin COMOD 0,5 AT/H/0454/001 64/057/13-C URSAPHARM SPOL. S.R.O. cz
mg/ml oc¢ni kapky,
roztok
Azelastin-COMOD, 0,5 AT/H/0454/001 RVG 111896 URSAPHARM BENELUX B.V. NL
mg/ml oogdruppels,
oplossing
Azelastin POS 1 mg/ml AT/H/0351/002 135924 URSAPHARM GES.M.B.H. AT
Nasenspray, Lésung
Pollival 1 mg/ml AT/H/0351/002 89370.00.00 URSAPHARM ARZNEIMITTEL | DE
Nasenspray, Lésung GMBH
Azelastin-POS 1 mg/ml AT/H/0351/002 RVG 112977 URSAPHARM BENELUX B.V. NL
neusspray, oplossing
AZELASTIN-POS 1 AT/H/0351/002 69/149/15-C URSAPHARM SPOL. S.R.O. Ccz
mg/ml nosni sprej,
roztok
Azelastin-POS 1 mg/ml AT/H/0351/002 BE472195 URSAPHARM BENELUX B.V. BE
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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

mg/mil colirio en solucién

number
Azelastin-POS 1 mg/ml AT/H/0351/002 BE472195 URSAPHARM BENELUX B.V. BE
neusspray, oplossing
Azelastin POS, 1 mg/ml, AT/H/0351/002 23113 URSAPHARM POLAND SP. Z. | PL
aerozol do nosa, roztwor 0.0.
Azelastin-POS AT/H/0351/002/DC 2016060139 URSAPHARM BENELUX B.V. LU
Allergodil 0,1%o, not available 182097 MEDA PHARMA SIA EE
ninasprei
Allergodil 1,5 mg/ml not available LT/1/97/0233/002 MEDA PHARMA SIA LT
nosies purskalas
(tirpalas)
Allergodil 1,5 mg/ml not available LT/1/97/0233/006 MEDA PHARMA SIA LT
nosies purskalas
(tirpalas)
Allergodil 1,5 mg/ml not available LT/1/97/0233/005 MEDA PHARMA SIA LT
nosies purskalas
(tirpalas)
Allergodil 1,5 mg/ml not available LT/1/97/0233/004 MEDA PHARMA SIA LT
nosies purskalas
(tirpalas)
Allergodil 1,5 mg/ml not available LT/1/97/0233/003 MEDA PHARMA SIA LT
nosies purskalas
(tirpalas)
Lastin 0,13 mg/dos not available 12076 MEDA OY Fl
nasspray, I6sning
Lastin 0,13 mg/annos not available 12076 MEDA OY Fl
nenasumute, liuos
ALLERGODIL o¢ni kapky not available 64/210/00-C MEDA PHARMA GMBH & CO. | Cz

KG

Vividrin® akut Azelastin DE/H/5289/002 43766.00.00 DR. GERHARD MANN CHEM.- | DE
antiallergische PHARM. FABRIK GMBH
Augentropfen
Allergodil 0,05% acu not available 98-0067 MEDA PHARMA SIA LV
pilieni, Skidums
Azelastina MABO 0,5 not available 79.959 MABO-FARMA, S.A. ES
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spray nasale, soluzione

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

Allergodil 0,1% deguna not available 96-0663 MEDA PHARMA SIA LV

aerosols

Vivispray 1 mg/ml MT/H/0234/001 24/0305/17-S PHARMASWISS CESKA SK

nosova roztokova REPUBLIKA S.R.O.

aerodisperzia

Vivispray 1 mg/ml sprej | MT/H/0234/001 HR-H-241761496 PHARMASWISS CESKA HR

za nos, otopina REPUBLIKA S.R.O.

Azelastin PharmaSwiss 1 | MT/H/0234/001 97588.00.00 PHARMASWISS CESKA DE

mg/ml Nasenspray, REPUBLIKA S.R.O.

Lésung

Vivispray 1 mg/ml nasal | MT/H/0234/001 MA1011/00401 PHARMASWISS CESKA MT

spray, solution REPUBLIKA S.R.O.

Rhinolast 1,5 mg/mi DE/H/5291/001 88284.00.00 MEDA PHARMA GMBH & CO. DE

Nasenspray, Lésung KG

Rinelaz 0,19 mg/dos DE/H/5291/001 48345 MEDA AB SE

nasspray, l6sning

Allergodil 1,5 mg/ml DE/H/5291/001 RVG 112404 MEDA PHARMA B.V. NL

neusspray, oplossing

Rhinolast S 0.15% Nasal DE/H/5291/001 PL 15142/0235 MEDA PHARMACEUTICALS UK

Spray LTD

Allergodil mit Sucralose DE/H/5291/001 135726 MEDA PHARMA GMBH AT

1,5 mg/ml Nasenspray

Allergodil Forte DE/H/5291/001 51235 MEDA AS DK

Rhinolast S 1.5 mg/ml DE/H/5291/001 PA1332/015/004 MEDA HEALTH SALES IE

Nasal Spray, Solution IRELAND LIMITED

Afluon sucralosa 1,5 DE/H/5291/001 79061 MEDA PHARMA S.L. ES

mg/ml, solucién para

pulverizaciéon nasal

Allergodil 1,5 mg /ml, DE/H/5291/001 028310112 MEDA PHARMA S.P.A. IT

spray nasale, soluzione

Allergodil 1,5 mg /ml, DE/H/5291/001 028310124 MEDA PHARMA S.P.A. IT

spray nasale, soluzione

Allergodil 1,5 mg /ml, DE/H/5291/001 028310136 MEDA PHARMA 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
Allergodil 1,5 mg /ml, DE/H/5291/001 028310148 MEDA PHARMA S.P.A. IT
spray nasale, soluzione
Allergodil 1,5 mg /ml, DE/H/5291/001 028310151 MEDA PHARMA S.P.A. IT
spray nasale, soluzione
Allergodil 0,05 % akiy not available LT/1/98/0280/002 MEDA PHARMA SIA LT
laSai (tirpalas)
Allergodil 0,05 % akiy not available LT/1/98/0280/001 MEDA PHARMA SIA LT
laSai (tirpalas)
Allergodil, 1,5 mg/ml, not available 924116 MEDA PHARMA SIA EE
ninasprei, lahus
Azelastinhydrochlorid DE/H/3827/001/DC 89734.00.00 KOHNE PHARMA GMBH DE
Kohne Pharma 0,5
mg/ml Augentropfen
Allergodil, 0,05% not available 234598 MEDA PHARMA SIA EE
silmatilgad, lahus
Azelastinhydrochlorid DE/H/3389/001 85488.00.00 PHARMA STULLN GMBH DE
Stulln 0,5 mg/ml
Augentropfen
Allestin, 0,5 mg/ml, DE/H/3389/001 21249 PHARMA STULLN GMBH PL
krople do oczu, roztwér
Aneproaun 0,05% kanku | not available 9900378 MEDA PHARMA GMBH & CO. BG
3a 04YMn, pasTeop KG
Aneproagmn® 0,1% not available 9800144 MEDA PHARMA GMBH & CO. BG
Crnpe 3a HOC, pa3TBop KG
AFLUON 0,05% not available 97308/13 MEDA PHARMACEUTICALS GR
0PBAAPIKEG OTAYOVEC, S.A.
diaAupa
ALLERGODIL 0,1 % not available BE159433 S.A. MEDA PHARMA N.V. BE
Nasenspray
ALLERGODIL 0,05 % not available BE198536 S.A. MEDA PHARMA N.V. BE
Augentropfen
ALLERGODIL 0,05 % not available 2011071189 S.A. MEDA PHARMA N.V. LU
Augentropfen
ALLERGODIL 0,1 % not available 2011071190 S.A. MEDA PHARMA N.V. LU
Nasenspray
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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

collyre en solution.

number
AFLUON 1 mg/ml not available 59.791 MEDA PHARMA S.L. ES
solucioén para
pulverizaciéon nasal
Lastin S 1,5 mg/ml not available 1S/1/16/041/01 MEDA AB IS
nefddi, lausn
Astepro 1,5 mg/ml not available 1S/1/16/042/01 MEDA AB IS
nefldi, lausn
Aneproamn S 0,15% not available 20170099 MEDA PHARMA GMBH & CO. BG
crpein 3a HOC, pa3TBop KG
Allergodil 1 mg/ml prSilo not available H/99/00142/001 MEDA PHARMA GMBH & CO. Si
za nos, raztopina KG
Allergodil 1IMG/ML not available 2159184 MEDA PHARMA GMBH & CO. PT
Solucgao para KG
Pulverizacdo Nasal
Allergodil 1IMG/ML not available 5151782 MEDA PHARMA GMBH & CO. PT
Solucgao para KG
Pulverizacdo Nasal
AZEP 1mg/ml solucao not available 2169084 MEDA PHARMA — PRODUTOS | PT
para pulverizacdo nasal FARMACEUTICOS, S.A.
AZEP 1mg/ml solucao not available 3765989 MEDA PHARMA — PRODUTOS | PT
para pulverizacdo nasal FARMACEUTICOS, S.A.
Azelastine neusallergie not available RVG 26128 MEDA PHARMA B.V. NL
Meda, neusspray 1
mg/ml
Allergodil 0,5 mg/ml kapi | not available HR-H-940483851 MYLAN HRVATSKA D.O.O. HR
za oko, otopina
Allergodil oldatos not available OGYI-T-4877/01 MYLAN EPD KFT. HU
orrspray
Allergodil oldatos not available OGYI-T-4877/02 MYLAN EPD KFT. HU
szemcsepp
ALLERGODIL 0,05 % not available BE198536 S.A. MEDA PHARMA N.V. BE
Qogdruppels, oplossing
ALLERGODIL 0,05 % not available 2011071189 S.A. MEDA PHARMA N.V. LU
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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

Augentropfen: 0,5 mg /
ml Augentropfen, Lésung
Nasenspray: 1 mg / ml
Nasenspray, Lésung

KG

number

Allergodil ocna instilacia not available 64/0157/99-S MEDA PHARMA GMBH & CO. SK
KG

ALLERGODIL 0,05 % not available BE198536 S.A. MEDA PHARMA N.V. BE

collyre en solution.

Allergodil-Filmtabletten not available 1-19732 MEDA PHARMA GMBH AT

Allergodil® Filmtabletten | not available 15768.00.00 MEDA PHARMA GMBH & CO. DE

2,2 mg/Filmtablette KG

ALLERGODIL, 0,5 mg/ml, | not available 10626 MEDA PHARMA GMBH & CO. PL

krople do oczu, roztwér KG

Allergodil® filmom not available 24/0206/97-S MEDA PHARMA GMBH & CO. SK

obalené tablety KG

Allergodil-Nasenspray not available 1-19772 MEDA PHARMA GMBH AT

Allergodil® Nasenspray 1 | not available 22667.00.00 MEDA PHARMA GMBH & CO. DE

mg / 1 ml, Nasenspray, KG

Losung

ALLERGODIL, 1 mg/ml not available 7602 MEDA PHARMA GMBH & CO. PL

(0,1%), aerozol do nosa, KG

roztwor

ALLERGODIL, 0,1 %, not available BE159433 S.A. MEDA PHARMA N.V. BE

spray nasal

ALLERGODIL 0,1 % not available BE159433 S.A. MEDA PHARMA N.V. BE

Neusspray

Allergodil not available 24/0205/97-S MEDA PHARMA GMBH & CO. SK
KG

ALLERGODIL, 0,1 %, not available 2011071190 S.A. MEDA PHARMA N.V. LU

spray nasal

Allergodil® akut not available 15768.00.01 MEDA PHARMA GMBH & CO. DE

Nasenspray 1 mg/ 1 ml, KG

Nasenspray, Lésung

Allergodil® akut Duo not available 46278.00.00 MEDA PHARMA GMBH & CO. DE
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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

micrograms per spray,
nasal spray solution.

IRELAND LIMITED

number
Allergodil® not available 46280.00.00 MEDA PHARMA GMBH & CO. DE
Kombipackung KG
Augentropfen: 0,5 mg /
ml Augentropfen, Lésung
Nasenspray: 1 mg/ mi
Nasenspray, Lésung
Rhinolast 140 not available PA 1332/15/1 MEDA HEALTH SALES IE
micrograms per Spray, IRELAND LIMITED
Nasal Spray
Vividrin akut Azelastin not available 46279.00.00 MEDA PHARMA GMBH & CO. DE
Kombi-Packung gegen KG
Heuschnupfen
Augentropfen: 0,5 mg /
ml Augentropfen, Lésung
Nasenspray : 1 mg / ml
Nasenspray, Lésung
Vividrin® akut Azelastin not available 22668.00.00 MEDA PHARMA GMBH & CO. DE
Nasenspray gegen KG
Heuschnupfen
1mg/1ml,
Nasenspray, Lésung
AFLUON 0,1% w/v pivikd | not available 7733/22-01-2014 MEDA PHARMACEUTICALS GR
ekvEpwua, didAuua S.A.
LASTIN® 0,5 mg/ml not available 99-3196 MEDA AS NO
gyedraper, opplgsning
Lastin 0,13 mg/dose not available 02-1198 MEDA AS NO
nesespray, opplgsning
Lastin 0,13 mg/dos not available 13954 MEDA AB SE
nasspray, l6sning
Lastin 0,13 not available 940201 MEDA AB IS
mg/udaskammt, nefuadi,
lausn
Rhinolast Hayfever 140 not available PA1322/015/002 MEDA HEALTH SALES IE
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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

Allespray 1mg/ml Spray not available 039848015 MEDA PHARMA S.P.A. IT

Nasale, Soluzione

Allergodil Nevel, not available RVG 17886 MEDA PHARMA B.V. NL

neusspray, oplossing 1

mg/ml

Allergospray-Nasenspray | not available 1-24127 MEDA PHARMA GMBH AT

Allergodil, neesespray, not available 14752 MEDA AS DK

oplgsning

Azelastinhydrochlorid DE/H/3827/001/DC 89734.00.00 KOHNE PHARMA GMBH DE

Kohne Pharma 0,5

mg/ml Augentropfen

Azelastine hydrochloride DE/H/3827/001 22418 KOHNE PHARMA GMBH PL

Kohne 0,5 mg/ml, krople

do oczu, roztwér

Astepro 0,15% w/v, not available 112450/22-12-2014 MEDA PHARMACEUTICALS GR

PIVIKO EKVEQWHA, S.A.

d1dAupa

Azelastin Xantis 1 mg/ml | MT/H/0256/001 24/0364/17-S XANTIS PHARMA LIMITED SK

nosova roztokova

aerodisperzia

Azelastine Xantis 1 MT/H/0256/001 MA1188/00101 XANTIS PHARMA LIMITED MT

mg/ml nasal spray

solution

Azelastin POS 0,5 mg/ml | AT/H/0351/001 1-30138 URSAPHARM ARZNEIMITTEL | AT

Augentropfen, Lésung GMBH

Azelastin-POS 0,5 mg/ml | AT/H/0351/001 80315.00.00 URSAPHARM ARZNEIMITTEL | DE

Augentropfen, Lésung GMBH

Azelamed 0,5 mg/ml DE/H/3889/001 HR-H-196861981 MIBE PHARMACEUTICALS HR

kapi za oko, otopina D.0.0.

Azelamed 1 mg/ml sprej DE/H/3889/002 HR-H-579863127 MIBE PHARMACEUTICALS HR

za nos, otopina D.O.O.

Azedil 0,5 mg/ml DE/H/3889/001/DC 137797 DERMAPHARM GMBH AT

Augentropfen

Azedil 1 mg/ml DE/H/3889/002 137796 DERMAPHARM GMBH AT

Nasenspray
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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

Spray

LTD

number
Azedil 0,5 mg/ml DE/H/3889/001 90149.00.00 DERMAPHARM AG DE
Augentropfen, Lésung
Azedil 1 mg/ml DE/H/3889/002 90150.00.00 DERMAPHARM AG DE
Nasenspray, Lésung
Azedil Kombi-Packung DE/H/3889/003 90151.00.00 DERMAPHARM AG DE
mit 0,5 mg/ml
Augentropfen, Lésung
und 1 mg/ml
Nasenspray, Lésung
Azelamed, 0,5 mg/ml, DE/H/3889/001 24460 SUN-FARM SP. Z.0.0. PL
krople do oczu, roztwér
Azelamed, 1 mg/ml, DE/H/3889/002 24461 SUN-FARM SP. Z.0.0. PL
aerozol do nosa, roztwor
Azelastinhydrochlorid DE/H/3827/001/DC 89734.00.00 KOHNE PHARMA GMBH DE
Kohne Pharma 0,5
mg/ml Augentropfen
Azelastine Galenicum 1 MT/H/0235/001 MA255/02001 GALENICUM HEALTH, S.L. MT
mg/ml nasal spray,
solution
Azelastin Galenicum 1 MT/H/0235/001 97622.00.00 GALENICUM HEALTH, S.L. DE
mg/ml Nasenspray,
Losung
ALLERGODIL 1 mg/ml not available 24/002/97-C MEDA PHARMA GMBH & CO. cz
Nosni sprej, roztok KG
Astepro 1,5 mg/ml DE/H/5292/001 88285.00.00 MEDA PHARMA GMBH & CO. DE
Nasenspray, Loésung KG
Astepro 1.5 mg/ml Nasal | DE/H/5292/001 PA1332/39/2 MEDA HEALTH SALES IE
Spray, Solution IRELAND LIMITED
Astepro 1,5 mg/ml, DE/H/5292/001 79105 MEDA PHARMA S.A.U. ES
solucién para
pulverizacién nasal
Astepro 1,5 mg/ml DE/H/5292/001 RVG 112403 MEDA PHARMA B.V. NL
neusspray, oplossing
Astepro 0.15% Nasal DE/H/5292/001 PL 15142/0236 MEDA PHARMACEUTICALS UK

List of nationally authorised medicinal products

EMA/612350/2018

Page 11/15




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
Astepro naesespray, DE/H/5292/001 51236 MEDA AS DK
oplgsning
Astepro 0,15 % DE/H/5292/001 135728 MEDA PHARMA GMBH AT
Nasenspray
Astepro 0,19 mg/dos DE/H/5292/001 48346 MEDA AB SE
nasspray, l6sning
Astepro 1,5 mg/ml, DE/H/5292/001 042362044 MEDA PHARMA S.P.A. IT
spray nasale, soluzione
Astepro 1,5 mg/ml, DE/H/5292/001 042362057 MEDA PHARMA S.P.A. IT
spray nasale, soluzione
Astepro 1,5 mg/ml, DE/H/5292/001 042362069 MEDA PHARMA S.P.A. IT
spray nasale, soluzione
Astepro 1,5 mg/ml, DE/H/5292/001 042362071 MEDA PHARMA S.P.A. IT
spray nasale, soluzione
Astepro 1,5 mg/ml, DE/H/5292/001 042362083 MEDA PHARMA S.P.A. IT
spray nasale, soluzione
Azela-Vision sine 0,5 DE/H/3852/001/DC 1-31702 OMNIVISION GMBH AT
mg/ml Augentropfen, FORMERLY
Ldsung im SE/H/1105/001/DC
Einzeldosisbehaltnis
Azela-Vision sine 0,5 DE/H/3852/001/DC 84112.00.00 OMNIVISION GMBH DE
mg/ml Augentropfen, FORMERLY
Lésung im SE/H/1105/001/DC
Einzeldosisbehéltnis
Allergodil 0,5 mg/ml DE/H/5290/001 1-22726 MEDA PHARMA GMBH AT
Augentropfen
ALLERGODIL 0,5 mg/ml, DE/H/5290/001 028310047 MEDA PHARMA S.P.A. IT
collirio, soluzione
ALLERGODIL 0,5 mg/ml DE/H/5290/001 028310035 MEDA PHARMA S.P.A. IT
collirio, soluzione
Lastin 0,5 mg/ml DE/H/5290/001 13658 MEDA OY Fl
ogondroppar, 16sning
Allergodil Augentropfen DE/H/5290/001 43763.00.00 MEDA PHARMA GMBH & CO. DE

0,5 mg/ml,
Augentropfen, Lésung

KG
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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

CENT, collyre en solution

number

Allergodil, 0,5 mg/ml, DE/H/5290/001 2801983 MEDA PHARMA — PRODUTOS | PT

colirio, solucéo FARMACEUTICOS, S.A.

Allergaodil, 0,5 mg/ml, DE/H/5290/001 2801884 MEDA PHARMA — PRODUTOS | PT

colirio, solucédo FARMACEUTICOS, S.A.

Allergodil, 0,5 mg/ml, DE/H/5290/001 4328381 MEDA PHARMA — PRODUTOS | PT

colirio, solucéo FARMACEUTICOS, S.A.

Afluén 0,5 mg / ml, DE/H/5290/001 62.373 MYLAN IRE HEALTHCARE ES

colirio en soluciéon LIMITED

Optilast. 0.5 mg / ml, DE/H/5290/001 PL 46302/0136 MYLAN PRODUCTS LIMITED UK

Eye Drops, solution

Allergodil oogdruppels DE/H/5290/001 RVG 22946 MEDA PHARMA B.V. NL

0,5 mg/ml, oogdruppels,

oplossing.

Lastin 0,5 mg/ml DE/H/5290/001 13658 MEDA OY Fl

silméatipat, liuos

Lastin 0,5 mg/ml DE/H/5290/001 14563 MEDA AB SE

6gondroppar, 16sning

Optilast. DE/H/5290/001 PA 1332/009/001 MEDA HEALTH SALES IE

0.5 mg / ml, Eye Drops, IRELAND LIMITED

solution

Allergodil, gjendraber, DE/H/5290/001 30205 MEDA AS DK

oplgsning

Allergodil 1,5 mg/ml not available 16-0071 MEDA PHARMA SIA LV

deguna aerosols,

Skidums

ALLERGODIL 0,127 not available 34009338 305-95 MEDA PHARMA SAS FR

mg/dose, solution pour

pulvérisation nasale

Loxin® DE/H/5290/002 43764.00.00 DR. GERHARD MANN CHEM.- | DE
PHARM. FABRIK GMBH

ALLERGODIL 0,05 POUR not available 34009 347 671 4 MEDA PHARMA SAS FR

CENT, collyre en solution

ALLERGODIL 0,05 POUR not available 34009 347 6720 3 MEDA PHARMA SAS FR
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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
Allergodil 0,1% nosies not available LT/1/97/0233/001 MEDA PHARMA SIA LT
purskalas (tirpalas)
Azelastina MABO 0,5 not available 79.959 MABO-FARMA, S.A. ES
mg/mil colirio en solucién
PROALLERGODIL 0,127 not available 345 504-3 MEDA PHARMA SAS FR
mg/dose, solution pour
pulvérisation nasale
PROALLERGODIL 0,127 not available 359 358-4 MEDA PHARMA SAS FR
mg/dose, solution pour
pulvérisation nasale
PROALLERGODIL 0,127 not available 345 506-6 MEDA PHARMA SAS FR
mg/dose, solution pour
pulvérisation nasale
Azelastin Devatis 0,5 NL/H/2860/001 89757.00.00 DEVATIS GMBH DE
mg/ml Augentropfen im
Einzeldosisbehéltnis
Azelastinehydrochloride NL/H/2860/001 RVG 113365 DEVATIS GMBH NL
Devatis 0,5 mg/ml,
oogdruppels, oplossing in
verpakking voor
éénmalig gebruik
Tebarat 0,5 mg/ml colirio | ES/H/0178/001 77.005 LABORATORIOS SALVAT, ES
en solucién en envase S.A.
unidosis
Tebarat 0,5 mg/ml ES/H/0178/001/DC 5596408 LABORATORIOS SALVAT, PT
colirio, solugcdo em S.A.
recipiente unidose
Tebarat 0,5 mg/ml ES/H/0178/001 5596416 LABORATORIOS SALVAT, PT
colirio, solugcdo em S.A.
recipiente unidose
Tebarat 0,5 mg/ml ES/H/0178/001 5596424 LABORATORIOS SALVAT, PT

colirio, solugdo em
recipiente unidose

S.A.
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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

collirio, soluzione in
contenitore monodose

S.A.

number

Tebarat 0,5 mg/ml ES/H/0178/001 041957010 LABORATORIOS SALVAT, IT
collirio, soluzione in S.A.

contenitore monodose

Tebarat 0,5 mg/ml ES/H/0178/001 041957022 LABORATORIOS SALVAT, IT
collirio, soluzione in S.A.

contenitore monodose

Tebarat 0,5 mg/ml ES/H/0178/001 041957034 LABORATORIOS SALVAT, IT
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