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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



PL/H/0386/001



PA 1380/161/1



ACTAVIS GROUP PTC EHF.



IE



PL/H/0386/001



15640



ACTAVIS GROUP PTC EHF.



PL



PL/H/0386/001



RVG 101423



AUROBINDO PHARMA B.V.



NL



ES/H/0328/001/DC



71.100



KERN PHARMA, S.L.



ES



PT/H/0544/001



5318746



BRUSCHETTINI S.R.L



PT



PT/H/0544/001



042281016/M



BRUSCHETTINI S.R.L



IT



Proxal Actavis 50 µg/ml eye drops, solution



Latanoprost Arrow 50 mikrogramów/ml, krople do oczu, roztwór



Latanoprost Aurobindo 50 microgram/ml, oogdruppels, oplossing



Latanoprost Kern Pharma 50 microgramos/ml colirio en solución



LATANOPROST BRUSCHETTINI 50 μg / ml colírio, solução



Latanostill Latanoprost 50microgrammi/ml collirio, soluzione
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NL/H/1810/001



RVG 105912



STADA ARZNEIMITTEL AG



NL



NL/H/1810/001



79742.00.00



ALIUD PHARMA GMBH



DE



NL/H/1809/001



1-30255



STADA ARZNEIMITTEL GMBH



AT



NL/H/1809/001



RVG 105910



CENTRAFARM B.V.



NL



NL/H/1809/001



43052



STADA ARZNEIMITTEL AG



SE



NL/H/1809/001



27906



STADA ARZNEIMITTEL AG



FI



Latanoprost STADA 50 microgram/ml oogdruppels, oplossing



Latanoprost AL 50 Mikrogramm/ml Augentropfen



Latanoprost STADA 50 Mikrogramm/ml Augentropfen



Latanoprost CF 50 microgram/ml oogdruppels, oplossing



Latanoprost STADA 50 mikrogram/ml, ögondroppar, lösning



Oftastad 50 mikrog/ml silmätipat, liuos
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NL/H/1809/001



45622



STADA ARZNEIMITTEL AG



DK



NL/H/1809/001



5371117



CICLUM FARMA UNIPESSOAL,



PT



Latanoprost ”Stada”, øjendråber, opløsning



Latanoprost Ciclum 50 microgramas/ml colírio, solução



LATANOPROST EG 0,005 %, collyre en



LDA



NL/H/1809/001



NL38465



solution



Latanoprost STADA 50 microgramos/ml



EG LABO - LABORATOIRES



FR



EUROGENERICS



NL/H/1408/001



71.103



LABORATORIO STADA, S.L.



ES



NL/H/1809/001



5371109



CICLUM FARMA UNIPESSOAL,



PT



colirio en solución



Latanoprost Ciclum 50 microgramas/ml colírio, solução



Latanoprost STADA, 50 mikrogramów/ml,



LDA



NL/H/1809/001



18283



STADA ARZNEIMITTEL AG



PL



krople do oczu, roztwór
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NL/H/1809/001



2012030044



EUROGENERICS SA



LU



NL/H/1809/001



BE381525



EUROGENERICS SA



BE



NL/H/1809/001



BE381525



EUROGENERICS SA



BE



NL/H/1809/001



BE381525



EUROGENERICS SA



BE



NL/H/1809/001



79707.00.00



STADAPHARM GMBH



DE



NL/H/1809/001



3466/2011/01



STADA HEMOFARM S.R.L.



RO



Latanoprost EG 50 microgrammes/ml collyre en solution



Latanoprost EG 50 Mikrogramm/ml Augentropfen, Lösung



Latanoprost EG 50 microgrammes/ml collyre en solution



Latanoprost EG 50 microgram/ml oogdruppels, oplossing



Latanoprost STADA® 50 Mikrogramm/ml Augentropfen



Latanoprost STADA HF 50 micrograme/ml picături oftalmice, soluţie



List of nationally authorised medicinal products Latanoprost (products with paediatric indication) EMA/728880/2016



Page 5/34



Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NL/H/3195/001



64/382/15-C



STADA ARZNEIMITTEL AG



CZ



NL/H/3195/001



RVG 115407



STADA ARZNEIMITTEL AG



NL



NL/H/1809/001



3466/2011/02



STADA HEMOFARM S.R.L.



RO



NL/H/1809/001



3466/2011/03



STADA HEMOFARM S.R.L.



RO



SE/H/1283/001



PA0405/068/001



GENERICS [UK] LIMITED



IE



SE/H/1283/001



13-9428



MYLAN AB



NO



Latanoprost STADA 50 mikrogramů/ml oční kapky, roztok



Latanostad 50 microgram/ml oogdruppels, oplossing



Latanoprost STADA HF 50 micrograme/ml picături oftalmice, soluţie



Latanoprost STADA HF 50 micrograme/ml picături oftalmice, soluţie



Latanoprost 50 micrograms/ml eye drops, solution



Latanoprost Mylan 50 mikrogram/ml øyedråper, oppløsning
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



SE/H/1283/001



64/294/14-C



GENERICS [UK] LIMITED



CZ



SE/H/1283/001



5630546



MYLAN, LDA



PT



SE/H/1283/001



5630538



MYLAN, LDA



PT



SE/H/1283/001



RVG 113160



MYLAN B.V.



NL



SE/H/1283/001



64/0223/14-S



GENERICS [UK] LIMITED



SK



SE/H/1283/001



52020



MYLAN AB



DK



Latanoprost Mylan 0,05 mg/ml oční kapky, roztok



Latanoprost Mylan 0,05 mg/ml colírio, solução



Latanoprost Mylan 0,05 mg/ml colírio, solução



Latanoprost Mylan 0,05 mg/ml, oogdruppels, oplossing



Latanoprost Mylan 0,05 mg/ml očná roztoková instilácia



Latanoprost ”Mylan”, øjendråber, opløsning
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



SE/H/1283/001



48953



MYLAN AB



SE



SE/H/1283/001



IS/1/14/041/01



MYLAN AB



IS



SE/H/1283/001



PL 04569/1499



GENERICS [UK] LIMITED



UK



SE/H/1283/001



78805



MYLAN PHARMACEUTICALS S.L.



ES



SE/H/1283/001



5630553



MYLAN, LDA



PT



SE/H/1283/001



042620017



MYLAN S.P.A.



IT



Latanoprost Mylan 50 mikrogram/ml, ögondroppar, lösning



Latanoprost Mylan 50 míkrógrömm/ml augndropar, lausn



Latanoprost 50 micrograms/ml eye drops, solution



Latanoprost Mylan 50 microgramos/ml colirio en solución



Latanoprost Mylan 0,05 mg/ml colírio, solução



Latanoprost Mylan 50 microgrammi/ml collirio, soluzione



List of nationally authorised medicinal products Latanoprost (products with paediatric indication) EMA/728880/2016



Page 8/34



Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



SE/H/1283/001



042620029



MYLAN S.P.A.



IT



SE/H/1283/001



042620031



MYLAN S.P.A.



IT



not available



1-31792



DERMAPHARM GMBH



AT



NL/H/1654/001



17247



PHARMASWISS ČESKÁ



PL



Latanoprost Mylan 50 microgrammi/ml collirio, soluzione



Latanoprost Mylan 50 microgrammi/ml collirio, soluzione



Latacris® 50 Mikrogramm/ml Augentropfen



Latalux, 50 mikrogramów/ml, krople do oczu, roztwór



LATALUX 50 microgram/ml, oogdruppels,



REPUBLIKA S.R.O.



NL/H/1654/001



RVG 104319



oplossing



ЛАТАЛУКС 50 микрограма/ml капки за очи, разтвор
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PHARMASWISS ČESKÁ



NL



REPUBLIKA S.R.O.



NL/H/1654/001



20100633



PHARMASWISS ČESKÁ



BG



REPUBLIKA S.R.O.
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NL/H/1654/001



64/0474/10-S



PHARMASWISS ČESKÁ



SK



LATALUX 50 mikrogramov/ml očná roztoková instilácia



LATALUX 50 mikrogramų/ml akių lašai



REPUBLIKA S.R.O.



NL/H/1654/001



LT/1/10/2163/001



(tirpalas)



LATALUX 50 mikrogramų/ml akių lašai



NL/H/1654/001



LT/1/10/2163/002



NL/H/1654/001



LT/1/10/2163/003



roztok
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LT



PHARMASWISS ČESKÁ



LT



REPUBLIKA S.R.O.



NL/H/1654/001



10-0502



šķīdums



LATALUX 50 mikrogramů/ml oční kapky,



PHARMASWISS ČESKÁ REPUBLIKA S.R.O.



(tirpalas)



LATALUX 50 mikrogrami/ml acu pilieni,



LT



REPUBLIKA S.R.O.



(tirpalas)



LATALUX 50 mikrogramų/ml akių lašai



PHARMASWISS ČESKÁ



PHARMASWISS ČESKÁ



LV



REPUBLIKA S.R.O.



NL/H/1654/001



64/584/10-C



PHARMASWISS ČESKÁ



CZ



REPUBLIKA S.R.O.
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



not available



LT/1/12/2933/001



SIA INGEN PHARMA



LT



not available



LT/1/12/2933/002



SIA INGEN PHARMA



LT



NL/H/1875/001/DC



RVG 106487



URSAPHARM BENELUX B.V.



NL



NO/H/0139/001



0687/10040028



RATIOPHARM GMBH



LU



NO/H/0139/001



1-28392



RATIOPHARM ARZNEIMITTEL



AT



Latanoprost Ingen Pharma 50 mikrogramų/ml akių lašai (tirpalas)



Latanoprost Ingen Pharma 50 mikrogramų/ml akių lašai (tirpalas)



Latanoprost-POS 50 microgram/ml, oogdruppels, oplossing



Latanoprost-ratiopharm® 50 Mikrogramm/ml Augentropfen



Latanoprost ratiopharm 50 Mikrogramm/ml Augentropfen



Latanoprost-ratiopharm 50



VERTRIEBS-GMBH



NO/H/0139/001



LT/1/09/1544/001



RATIOPHARM GMBH



LT



mikrogramų/ml akių lašai (tirpalas)
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NO/H/0139/001



LT/1/09/1544/002



RATIOPHARM GMBH



LT



Latanoprost Teva



NO/H/0139/001



42427



TEVA DENMARK A/S



DK



Latanoprost ratiopharm 50



NO/H/0139/001



07-5388



RATIOPHARM GMBH



NO



NO/H/0139/001



RVG 101418



TEVA NEDERLAND B.V.



NL



NO/H/0139/001



71221



TEVA PHARMA S.L.U



ES



NO-H-0139-001



26305



TEVA SWEDEN AB



SE



Latanoprost-ratiopharm 50 mikrogramų/ml akių lašai (tirpalas)



mikrogram/ml, øyedråper, oppløsning



Latanoprost Teva 50 μg/ml, oogdruppels, oplossing



Latanoprost Teva 50 microgramos/ml colirio en solución



Latanoprost Teva, 50 mikrogram/ml ögondroppar, lösning
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NO/H/0139/001



24330



RATIOPHARM GMBH



FI



NO/H/0139/001



LT/1/09/1544/003



RATIOPHARM GMBH



LT



NO/H/0139/001



PL 00289/1668



TEVA UK LIMITED



UK



NO/H/0139/001



626609



RATIOPHARM GMBH



EE



NO/H/0139/001



09-0121



RATIOPHARM GMBH



LV



NO/H/0139/001



71970.00.00



RATIOPHARM GMBH



DE



Latanoprost ratiopharm 50 mikrog/ml silmatipat, liuos



Latanoprost-ratiopharm 50 mikrogramų/ml akių lašai (tirpalas)



Latanoprost 0.005% w/v eye drops solution



Latanoprost-ratiopharm, 50 mikrogrammi/ml silmatilgad, lahus



Latanoprost-ratiopharm 50 mikrogramu/ml acu pilieni, šķīdums



Latanoprost-ratiopharm 50 Mikrogramm/ml Augentropfen
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NO/H/0139/001



64/237/09-C



RATIOPHARM GMBH



CZ



NO/H/0139/001



41663/23-6-2015



TEVA PHARMA B.V.



GR



NO/H/0139/001



5436647



TEVA PHARMA – PRODUTOS



PT



Latanoprost-ratiopharm 50 μg/ml Oční kapky, roztok



Latanoprost Teva 50µg/ml οφθαλμικές σταγόνες, διάλυμα



Latanoprost Teva 50 microgramas/ml colírio, solução



Latanoprost Teva 50 micrograms/ml eye



FARMACÊUTICOS LDA



NO/H/0139/001



PA0749/173/001



TEVA PHARMA B.V.



IE



NL/H/1948/001/DC



19537



SYNOPTIS PHARMA SP Z O O



PL



NL/H/1948/001



RVG 106489



NTC SRL



NL



drop solution



Latanoprost Genoptim, 50 mikrogramów/ml, krople do oczu, roztwór. Latanoprost NTC 50 microgram/ml, oogdruppels, oplossing
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NL/H/1948/001



75.082



LABORATORIOS COMBIX, S.L.U.



ES



UK/H/5496/001



PL 24598/0045



NORIDEM ENTERPRISES LTD



UK



UK/H/5496/001



91614.00.00



DEMO S.A.



DE



Latacris



IE/H/0216/001/DC



18946



SUN-FARM SP. Z.O.O.



PL



Latacris 50 microgram/ml eye drops,



IE/H/0216/001



PA 1604/1/1



PH&T S.P.A.



IE



IE/H/0216/001



PL 14998/0008



PH&T S.P.A.



UK



Latanoprost Combix 50 microgramos/ml colirio en solución



Latanoprost 50 micrograms/ml eye drops, solution



Latanoprost DEMO 50 Mikrogramm/ml Augentropfen, Lösung



solution



Latacris 50 microgram/ml eye drops, solution
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



IE/H/0216/001/DC



80004.00.00



MIBE GMBH ARZNEIMITTEL



DE



not available



84610.00.00



TRB CHEMEDICA AG



DE



not available



5434600



GENERIS FARMACÊUTICA, S.A.



PT



not available



5434576



GENERIS FARMACÊUTICA, S.A.



PT



not available



46828/ 25-09-



PHARMAZAC SA



GR



DELORBIS PHARMACEUTICALS



DE



Latanomed 50 Mikrogramm/ml Augentropfen



Latanoprost TRB 50 Mikrogramm/ml Augentropfen



Latanoprost Generis 0,05 mg/ml Col��ｽｭ rio, solu��ｽｧ��ｽ｣o



Latanoprost Generis 0,05 mg/ml Col��ｽｭ rio, solu��ｽｧ��ｽ｣o



ZAKOPROST® 0,005% w/v οφθαλμικές σταγόνες διάλυμα.



Latanelb 50 Mikrogramm/ml Augentropfen
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2013



not available



85823.00.00



GMBH
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



UK/H/4549/01/DC



34009 223 630 4 2



FDC PHARMA



FR



UK/H/4549/001



PL 35638 /0003



FDC PHARMA



UK



UK/H/4549/001



84694.00.00



FDC PHARMA



DE



UK/H/4549/001



76568



FDC PHARMA



ES



UK/H/4549/01/DC



040895017/M



FDC PHARMA



IT



not available



5573258



FARMOZ - SOCIEDADE



PT



Latanoprost 50 micrograms/ml Eye Drops,Solution



Latanoprost 50 micrograms / ml Eye Drops, Solution.



Latanoprost FDC Pharma 50 Mikrogramm / ml Augentropfen



Latanoprost FDC Pharma 50 microgramos/ml colirio en solución



Latanoprost 50 micrograms/ml Eye Drops,Solution



Latanoprost Farmoz 0,05 mg/ml Colírio, Solução
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NL/H/3193/001



22424



ZAKLADY FARMACEUTYCZNE



PL



Xaloptic Free, 50 mikrogramów/ml, krople do oczu, roztwór w pojemniku



"POLPHARMA" SPOLKA



jednodawkowym



AKCYJNA



Latanoprost AbZ 50 Mikrogramm/ml



not available



86005.00.00



ABZ-PHARMA GMBH



DE



not available



5573266



PENTAFARMA ESPECIALIDADES



PT



Augentropfen



Latanoprost Leugim 0,05 mg/ml Colírio, Solução



- SOCIEDADE TÉCNICO MEDICINAL, LDA



Latanoprost Sandoz 50 mikrogram/ml



DE/H/2076/001



08-6413



SANDOZ A/S



NO



DE/H/2076/001



1-30546



SANDOZ GMBH



AT



DE/H/2076/001



44410



SANDOZ A/S



DK



øyedråper, oppløsning.



Latanoprost Sandoz 50 Mikrogramm/ml Augentropfen



Latanoprost "Sandoz"
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



DE/H/2076/001



27104



SANDOZ A/S



FI



DE/H/2076/001



41820



SANDOZ A/S



SE



DE/H/2076/001



BE393985



SANDOZ N.V.



BE



DE/H/2076/001



75073.00.00



1 A PHARMA GMBH



DE



Polprost



DE/H/2076/001



18344



SANDOZ GMBH



PL



Latanoprost HEXAL 0,05 mg/ml



DE/H/2075/001



75071.00.00



HEXAL AG



DE



Latanoprost Sandoz 50 mikrog/ml silmätipat, liuos



Latanoprost Sandoz 50 mikrogram/ml ögondroppar, lösning



Latanoprost Sandoz 0,05 mg/ml oogdruppels, oplossing



Latanoprost- 1 A Pharma 0,05 mg/ml Augentropfen



Augentropfen
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



2175611



75611.00.00



HEXAL AG



DE



DE/H/2076/001



RVG 104079



SANDOZ B.V.



NL



DE/H/2076/001



74523



SANDOZ FARMACÉUTICA, S.A.



ES



DE/H/2076/001



PL 04416/1051



SANDOZ LTD



UK



DE/H/2075/001



PA 711/177/1



ROWEX LTD



IE



not available



3659/20-01-2016



ANFARM HELLAS SA



GR



Latanoprost HEXAL 0,05 mg/ml Augentropfen



Latanoprost Sandoz 0,05 mg/ml, oogdruppels, oplossing



Latanoprost Sandoz 50 microgramos/ml colirio en solución



Latanoprost 0.005% w/v eye drops, Solution



Latop 50 microgram/ml eye drops, solution



Latadin PF 0,005% w/v οφθαλμικές σταγόνες διάλυμα
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



not available



92288/15/20-01-



ANFARM HELLAS SA



GR



Latadin 0,005% w/v οφθαλμικές σταγόνες διάλυμα



PHARMECOL, 50microgram/ml



2016



DE/H/1999/001



20753



PHARMEX S.A.



CY



DE/H/1999/001



12137/3-2-14



PHARMEX S.A.



GR



DE/H/1999/001



75006.00.00



MALCOSA LTD



DE



DE/H/1999/001



72101



LABORATORIOS NORMON, S.A.



ES



DE/H/1999/001



039795012



FARMIGEA SPA



IT



οφθαλμικές σταγόνες διάλυμα



PHARMAPROST 50microgram/ml οφθαλμικές σταγόνες διάλυμα



Latanoprost Malcosa 50 Mikrogramm/ml Augentropfen



Latanoprost NORMON 50 microgramos/ml colirio en solución



XALOST 50 microgrammi/ml collirio, soluzione
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



DE/H/1999/001



039795024



FARMIGEA SPA



IT



DE/H/1999/001



039795036



FARMIGEA SPA



IT



NL/H/2052/001



RVG 107731



RANBAXY (UK) LIMITED



NL



NL/H/2052/001



NL 40087



RANBAXY PHARMACIE



FR



XALOST 50 microgrammi/ml collirio, soluzione



XALOST 50 microgrammi/ml collirio, soluzione



Latanoprost Ranbaxy 50 microgram/ml oogdruppels, oplossing



LATANOPROST RANBAXY 50 microgrammes/ml, collyre en solution



Latanoprost Mylan 50 Mikrogramm/ml



GENERIQUES



SE/H/1283/001



BE458871



MYLAN BVBA/SPRL



BE



SE/H/1283/001



BE458871



MYLAN BVBA/SPRL



BE



Augentropfen, Lösung



Latanoprost Mylan 50 microgrammes/ml, collyre en solution
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



SE/H/1283/001



BE458871



MYLAN BVBA/SPRL



BE



SE/H/1283/001



2014120388



MYLAN BVBA/SPRL



LU



AT/H/0450/001



1-30741



OMNIVISION GMBH



AT



AT/H/0450/001



82805.00.00



OMNIVISION GMBH



DE



not available



3196



NOVENDIA PHARMACEUTICALS



GR



Latanoprost MylanLatanoprost Mylan 50 microgram/ml oogdruppels, oplossing



Latanoprost Mylan 50 microgrammes/ml, collyre en solution



Latano-Vision® 50 Mikrogramm/ml Augentropfen, Lösung



Latano-Vision® 50 Mikrogramm/ml Augentropfen, Lösung



LATANISTON 0,005% w/v Oφθαλμικές σταγόνες, διάλυμα



Xalatan 50 micrograms/ml eye drops



LTD



UK/H/0179/001



PA 0822/140/001



PFIZER HEALTHCARE IRELAND



IE



solution
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



not available



7107/2014/02



PFIZER EUROPE MA EEIG



RO



not available



7107/2014/04



PFIZER EUROPE MA EEIG



RO



not available



7107/2014/01



PFIZER EUROPE MA EEIG



RO



not available



7107/2014/03



PFIZER EUROPE MA EEIG



RO



UP/I-530-09/11-



PFIZER CROATIA D.O.O.



HR



PFIZER APS



IS



Xalatan 50 μg/ml picături oftalmice, soluţie



Xalatan 50 μg/ml picături oftalmice, soluţie



Xalatan 50 μg/ml picături oftalmice, soluţie



Xalatan 50 μg/ml picături oftalmice, soluţie



XALATAN 50 mikrograma/ml kapi za oko,



not available



otopina



Xalatan 50 míkróg/ml augndropar, lausn



List of nationally authorised medicinal products Latanoprost (products with paediatric indication) EMA/728880/2016



02/198
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



not available



95-2153



PFIZER AS



NO



not available



284899



PFIZER ENTERPRISES SARL



EE



XALATAN Oční kapky,roztok



not available



64/164/99-C



PFIZER, SPOL. S R.O.



CZ



XALATAN 50 microgrammi/ml collirio,



UK/H/0179/001



033219027



PFIZER ITALIA S.R.L.



IT



not available



OGYI-T-21936/01



PFIZER KFT.



HU



UK/H/0179/001



1-22019



PFIZER CORPORATION



AT



Xalatan 50 mikrog/ml øyedråper, oppløsning



Xalatan, 50 mikrogrammi/ml silmatilgad, lahus



soluzione



Latanoprost Pfizer 0,05 mg/ml oldatos szemcsepp



Xalatan® 50 Mikrogramm/ml Augentropfen



AUSTRIA GESELLSCHAFT M.B.H.
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



UK/H/0179/001



033219015



PFIZER ITALIA S.R.L.



IT



not available



OGYI-T-21936/02



PFIZER KFT.



HU



Xalatan, oogdruppels 50 microgram/ml



UK/H/0179/001



RVG 21304



PFIZER B.V.



NL



Xalatan 50 mikrogramov/ml kapljice za



not available



5363-I-2431/10



PFIZER LUXEMBOURG SARL



SI



not available



12716



PFIZER AB



SE



not available



OGYI-T-5637/01



PFIZER KFT.



HU



XALATAN 50 microgrammi/ml collirio, soluzione



Latanoprost Pfizer 0,05 mg/ml oldatos szemcsepp



oko, raztopina



Xalatan 50 mikrogram/ml, ögondroppar, lösning



Xalatan 0,05 mg/ml oldatos szemcsepp
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



UK/H/0179/001



BE183967



PFIZER S.A. (BELGIUM)



BE



Xalatan 0,005% akių lašai (tirpalas)



not available



LT/1/99/0417/001



PFIZER EUROPE MA EEIG



LT



Xalatan, øjendråber, opløsning



UK/H/0179/001



18752



PFIZER APS



DK



Xalatan 0,005% w/v οφθαλμικές



UK/H/0179/001



20805/22-11-2010



PFIZER HELLAS, A.E.



CY



Xalatan 0.005% w/v eye drops solution



not available



505/02501



PFIZER HELLAS, A.E.



MT



Xalatan 50 micrograms/ml eye drops



UK/H/0179/001



PL 00057/1057



PFIZER LIMITED



UK



XALATAN 50 microgrammes/ml collyre en solution



σταγόνες διάλυμα



solution
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



UK/H/0179/001



32620/07/11-04-



PFIZER HELLAS, A.E.



GR



Xalatan 0,005% w/v οφθαλμικές σταγόνες διάλυμα



Xalatan® 50 Mikrogramm/ml



2008



UK/H/0179/001



40466.00.00



PHARMACIA GMBH



DE



not available



00-0502



PFIZER EUROPE MA EEIG



LV



Xalatan 50 mikrog/ml silmätipat, liuos



UK/H/0179/001



12694



PFIZER OY



FI



Xalatan 50 microgramos/ml colirio en



UK/H/0179/001



61.756



PFIZER, S.L.



ES



not available



64/0121/98-S



PFIZER EUROPE MA EEIG



SK



Augentropfen Augentropfen, Lösung



Xalatan 50 mikrogrami/ml acu pilieni, šķīdums



solución



XALATAN 50 µg/1 ml očná roztoková instilácia
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



UK/H/0179/001



5226840



LABORATÓRIOS PFIZER, LDA.



PT



UK/H/0179/001



2547388



LABORATÓRIOS PFIZER, LDA.



PT



UK/H/0179/001



5226857



LABORATÓRIOS PFIZER, LDA.



PT



UK/H/0179/001



5226832



LABORATÓRIOS PFIZER, LDA.



PT



Xalatan 0,05 mg/ml oldatos szemcsepp



not available



OGYI-T- 5637/02



PFIZER KFT.



HU



Xalatan 50 microgramas/ml colírio,



UK/H/0179/001



2547487



LABORATÓRIOS PFIZER, LDA.



PT



Xalatan 50 microgramas/ml colírio, solução



Xalatan 50 microgramas/ml colírio, solução



Xalatan 50 microgramas/ml colírio, solução



Xalatan 50 microgramas/ml colírio, solução



solução
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



UK/H/0179/001



2009060447



PFIZER S.A. (BELGIUM)



LU



UK/H/0179/001



34009 343840 6 6



PFIZER HOLDING FRANCE



FR



XALATAN 50 microgrammes/ml collyre en solution



XALATAN 50 microgrammes/ml, collyre en solution



XALATAN 50 microgrammes/ml, collyre



(S.C.A.)



UK/H/0179/001



34009 343841 2 7



en solution



Xalatan, 0,05 mg/ml, krople do oczu,



PFIZER HOLDING FRANCE



FR



(S.C.A.)



not available



4118



PFIZER EUROPE MA EEIG



PL



not available



9900241



PFIZER ENTERPRISES SARL



BG



UK/H/0179/001



12694



PFIZER OY



FI



roztwór



Ксалатан 50 микрограма/ml капки за очи, разтвор



Xalatan 50 mikrog/ml ögondroppar, lösning
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NL/H/2589/001



21703



ADAMED



PL



UP/I-530-09/11-



PLIVA HRVATSKA D.O.O.



HR



Rozaprost Mono, 50 mikrogramów/mL, krople do oczu, roztwór



Visobar 50 mikrograma/ml kapi za oko,



not available



otopina



LATANOPROST NTC 50 microgrammi/ml



01/410



NL/H/1876/001



041375015/M



NTC SRL



IT



NL/H/1876/001/DC



754411



NTC SRL



EE



NL/H/1876/001/DC



11-0323



NTC SRL



LV



NL/H/1876/001



RVG 106488



NTC SRL



NL



collirio, soluzione



LATANOPROST NTC 50 mikrogrammi/ml silmatilgad, lahus



Latanoprost NTC 50 micrograms/ml, acu pilieni, šķīdums



Latanoprost NTC 50 microgram/ml, oogdruppels, oplossing
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NL/H/1876/001



LT/1/11/2686/002



NTC SRL



LT



NL/H/1876/001



LT/1/11/2686/003



NTC SRL



LT



NL/H/1876/001



041375027/M



NTC SRL



IT



NL/H/1876/001



041375039/M



NTC SRL



IT



NL/H/1876/001



754411



NTC SRL



EE



NL/H/1876/001



3903/2011/01



NTC SRL



RO



Latanoprost NTC 50 mikrogramų/ml akių lašai, tirpalas



Latanoprost NTC 50 mikrogramų/ml akių lašai, tirpalas



LATANOPROST NTC 50 microgrammi/ml collirio, soluzione



LATANOPROST NTC 50 microgrammi/ml collirio, soluzione



Latanoprost NTC, 50 mikrogrammi/ml silmatilgad, lahus



SifiTan 50 micrograme/ml picături oftalmice, soluţie
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



NL/H/1876/001



3903/2011/02



NTC SRL



RO



NL/H/1876/001



3903/2011/03



NTC SRL



RO



NL/H/1876/001/DC



LT/1/11/2686/001



NTC SRL



LT



NL/H/1876/001



75539



TARBIS FARMA, S.L.



ES



NL/H/3193/001/DC



RVG 115290



Genetic S.p.A.



NL



SifiTan 50 micrograme/ml picături oftalmice, soluţie



SifiTan 50 micrograme/ml picături oftalmice, soluţie



Latanoprost NTC 50 microgramu/ml, akiu lašai, tirpalas



Latanoprost TARBIS 50 microgramos/ml colirio en solución



XALMONO 50 micrograms/rnl eye drops, solution in unit dose container



Latanoprost Medical Mix 50



73520



Medical Mix SL



ES



microgramos/ml eye drops solution
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Product Name



MRP/DCP



National



MAH of product in the



Member State where



(in authorisation country)



Authorisation



Authorisation



Member State



product is authorised



Number



Number



Latizolil 50 mikrogrami/ml acu



11-0109



Biomapas, LSO



LV



pilieni, šķīdums



Latanoprost TRB



1-31644



Pharmavision GmbH



AT



1-31642



Pharmavision GmbH



AT



50 Mikrogramm/ml Augentropfen Glaukodoc 50 Mikrogramm/ml Augentropfen Latanoprost Actavis



SE/H/822/01/DC



42659



Actavis Group Ptc Ehf.



SV



Akistan



SE/H/1095/01/DC



45460



Pharmaselect International



SV



Beteiligungs Gmbh



List of nationally authorised medicinal products Latanoprost (products with paediatric indication) EMA/728880/2016



Page 34/34




























latanoprost - European Medicines Agency - Europa EU













latanoprost - European Medicines Agency - Europa EU













Latanoprost - European Medicines Agency - Europa EU













Misoprostol (gastrointestinal indication) - European Medicines Agency













Early dialogue for paediatric development plans - European ...













European network of paediatric research at the European Medicines ...













European network of paediatric research at the European Medicines ...













European network of paediatric research at the European Medicines ...













Desloraradine-containing medicinal products - European Medicines ...













Flupirtine-containing medicinal products - European Medicines Agency













2017 Annual workshop of the European network of paediatric













Minutes of the European network of paediatric research at the ...













Paediatric art. 46 submission - European Medicines Agency - Europa EU













Notification of discontinuation of a paediatric dev - European ...













Coordinating group of European network of paediatric research at the ...













Minutes of the European network of paediatric research at the ...













Table of European Paediatric Research Nurse Networks and Groups













2017 Annual workshop of the European network of paediatric













misoprostol (gastrointestinal indication): CMDh scientific conclusions ...













List of nationally authorised medicinal products - European Medicines ...













List of nationally authorised medicinal products - European Medicines ...













List of nationally authorised medicinal products - European Medicines ...













List of nationally authorised medicinal products - European Medicines ...













List of nationally authorised medicinal products - European Medicines ...















Latanoprost (products with paediatric indication) - European ...






Oct 27, 2016 - Send a question via our website www.ema.europa.eu/contact. Â© European ... Product Name. (in authorisation country) .... not available. 1-31792. 






 Download PDF 



















 267KB Sizes
 89 Downloads
 365 Views








 Report























Recommend Documents













latanoprost - European Medicines Agency - Europa EU 

May 13, 2016 - Send a question via our website www.ema.europa.eu/contact. Â© European ... Product Name (in authorisation ..... Xaloptic Free. NL/H/3193/001.




















latanoprost - European Medicines Agency - Europa EU 

Nov 30, 2017 - ES. Latanoprost Combix 50 microgramos/ml colirio en soluciÃ³n. NL/H/1948/001. 75.082. LABORATORIOS COMBIX,. S.L.U.. ES. Latanoprost DEMO 50. Mikrogramm/ml. Augentropfen, LÃ¶sung. UK/H/5496/001. 91614.00.00. DEMO S.A.. DE. LATANOPROST E




















Latanoprost - European Medicines Agency - Europa EU 

Jan 12, 2017 - Send a question via our website www.ema.europa.eu/contact. Â© European ... Product full name. (in authorisation ... not available. 77800.




















Misoprostol (gastrointestinal indication) - European Medicines Agency 

Feb 8, 2018 - PFIZER HEALTHCARE IRELAND. IE. Cytotec 200 microgram tablets not available. PL 00057/0956. PFIZER LIMITED. UK. Cytotec 0,2 mg tabletter not available. 10710. PFIZER OY. FI. CYTOTEC 200 microgrammes, comprimÃ© sÃ©cable not available. 340




















Early dialogue for paediatric development plans - European ... 

Apr 25, 2017 - To discuss potential paediatric needs and scope of development for ... Not intended for evaluation of data to support a PIP application.




















European network of paediatric research at the European Medicines ... 

This new working group, co-chaired by a PDCO member and the representative of a national multi- disciplinary network, had its 1st face to ... decision tree, (d) risk management strategy. We thank the members of all ... We wish you and your families M




















European network of paediatric research at the European Medicines ... 

however, only networks of category 1-4 that updated the forms regularly are ... good practice as well as a list of ideal services that networks can provide was ...




















European network of paediatric research at the European Medicines ... 

Arch Dis Child Published Online. First:25 May ... benefit from additional training in the following areas: IT training / clinical trial setup / specialist skills for clinical ...




















Desloraradine-containing medicinal products - European Medicines ... 

Jun 22, 2017 - authorised originator product (Aerius) and considered data included in the ... Non-clinical data reveal no special hazard for humans based on ...




















Flupirtine-containing medicinal products - European Medicines Agency 

Name of the product. Marketing Authorisation Holder. Country where product is authorised. Katadolon. Teva Pharma B.V.. Estonia. Flupirtinmaleat AbZ 100 mg Kapseln. AbZ-Pharma GmbH. Germany. Flupirtinmaleat AL 100 mg Hartkapseln. Aliud Pharma GmbH. Ge




















2017 Annual workshop of the European network of paediatric 

May 15, 2017 - malignancy under the age of 3 years: TBI is what really matters, Bone ..... primary care research network, but there is no formal affiliation.




















Minutes of the European network of paediatric research at the ... 

Nov 10, 2016 - Thursday 06 October 2016, EMA room 03-K and via Adobe Connect;. 13.00 to 15.20 UK .... paediatric specific training for Ethics. Committees ...




















Paediatric art. 46 submission - European Medicines Agency - Europa EU 

Jul 1, 2015 - 04/10/2016. 17/10/2016. 21/11/2016 05/12/2016. 08/12/2016. 15/12/2016. 15/11/2016. 28/11/2016. 03/01/2017 16/01/2017. 19/01/2017.




















Notification of discontinuation of a paediatric dev - European ... 

oseltamivir arm compared with oseltamivlr alone. The nature and pattern of SAEs was consistent with what might expected in this population, and did not suggest a clear drug-related cause. Name and signature of the PIP contact point: Date: 16/02/18. C




















Coordinating group of European network of paediatric research at the ... 

Sep 9, 2016 - National Institute for Health. Research Clinical Research ... Anne Junker [email protected]. Duke Clinical Research Institute. Brian Smith.




















Minutes of the European network of paediatric research at the ... 

Nov 10, 2016 - Send a question via our website www.ema.europa.eu/contact. Â© European ... Human Medicines Research & Development Support Division. Minutes .... networks to share best practices, funding models, organizational ...




















Table of European Paediatric Research Nurse Networks and Groups 

Jun 28, 2018 - [email protected] · https://www.teddynetwork.net/. Children and Young. People's Nurse. Academics UK. United. Kingdom. Multispecialt.




















2017 Annual workshop of the European network of paediatric 

May 15, 2017 - Analysis on Behalf of the Pediatric Disease Working Party of the .... participating researchers for analysis of clinical and biobank data once.




















misoprostol (gastrointestinal indication): CMDh scientific conclusions ... 

Apr 7, 2018 - **Uterine rupture has been uncommonly reported after prostaglandin intake during the second or third trimester of pregnancy. Uterine ruptures occurred particularly in multiparous women or in women with a caesarean section scar. Package 




















List of nationally authorised medicinal products - European Medicines ... 

Jan 11, 2018 - LARGACTIL not available. PL 04425/0582. AVENTIS PHARMA LTD. UK. LARGACTIL 100 mg, comprimÃ© pelliculÃ© sÃ©cable not available. 305 712-4. SANOFI-AVENTIS FRANCE. FR. LARGACTIL 25 mg, comprimÃ© pelliculÃ© sÃ©cable not available. 305 711-




















List of nationally authorised medicinal products - European Medicines ... 

Jul 19, 2017 - Send a question via our website www.ema.europa.eu/contact. Â© European ... Product Name (in authorisation country) .... not available. 19158.




















List of nationally authorised medicinal products - European Medicines ... 

Sep 29, 2016 - Send a question via our website www.ema.europa.eu/contact. Â© European ... Product Name ... EKISTOL 50 mg comprimidos not available.




















List of nationally authorised medicinal products - European Medicines ... 

Jan 11, 2018 - List of nationally authorised medicinal products. EMA/24585/2018. Page 2/8. Product Name (in authorisation country). MRP/DCP Authorisation number. National Authorisation. Number. MAH of product in the member state. Member State where p




















List of nationally authorised medicinal products - European Medicines ... 

Jun 21, 2017 - Send a question via our website www.ema.europa.eu/contact. Â© European ... Product Name (in ... Sinemet retard-Tabletten not available.


























×
Report Latanoprost (products with paediatric indication) - European ...





Your name




Email




Reason
-Select Reason-
Pornographic
Defamatory
Illegal/Unlawful
Spam
Other Terms Of Service Violation
File a copyright complaint





Description















Close
Save changes















×
Sign In






Email




Password







 Remember Password 
Forgot Password?




Sign In



















Information

	About Us
	Privacy Policy
	Terms and Service
	Copyright
	Contact Us





Follow us

	

 Facebook


	

 Twitter


	

 Google Plus







Newsletter























Copyright © 2024 P.PDFKUL.COM. All rights reserved.
















