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IV

(Fégrai)

FOGRAI O INSTITIUIDI, O CHOMHLACHTAI, O OIFIGI, AGUS O
GHNIOMHAIREACHTAI AN AONTAIS EORPAIGH

AN COIMISIUN EORPACH

Achoimre ar chinnti an Aontais Eorpaigh maidir le hddaruithe margaiochta i nddil le tdirgi iocshldinte
6 1 Aibredn 2023 go dti 30 Aibredn 2023

(Arna fhoilsiti de bhun Airteagal 13 nd Airteagal 38 de Rialachdn (CE) Uimh. 726/2004 6 Pharlaimint na hEorpa
agus on gCombhairle (') né Airteagal 5 de Rialachdn (AE) 2019/6 6 Pharlaimint na hEorpa agus én gCombhairle (%))

(2023/C 192/01)

() 10 L 136, 30.4.2004, Ich. 1.
() IOL 4, 7.1.2019, Ich. 43.



— Udarii margaiochta a eisidint (Airteagal 13 de Rialachdn (CE) Uimh. 726/2004 6 Pharlaimint na hEorpa agus 6n gCombhairle): Glactha

ANI tAi An Céd CAT
D4 . .. (an tAinm Sealbhdir an Uimhir na . (an Cod .
ata an Ainm an tdirge Neamhd- P Lo . Foirm L Dita an
L . . PR udaraithe hiontrala sa Chldr P Ceimiceach .
chinnidh focshldinte hilsednaigh och hohobail chégaisiochta Teiripeach fhogra
dirndisitinta) margaiochta Comhphobai eiripeac
Anatamaioch)
19.4.2023 | AKEEGA niraparib | Janssen-Cilag International NV EU[1/23[1722 Piolla brataithe le LO1XK 20.4.2023
aicéatdit Turnhoutseweg 30, 2340 Beerse, Belgié scannan
abiraterone
19.4.2023 | BEKEMV eculizumab Amgen Technology (Ireland) UC EU[1/23/1727 Titchan do L04AA25 20.4.2023
Pottery Road, Dun Laoghaire, Co. Dublin, Ireland thuaslagdn le
haghaidh insilte
19.4.2023 | Opzelura ruxolitinib Incyte Biosciences Distribution B.V. EU/1/23/1726 Uachtar D11AHO09 20.4.2023
Paasheuvelweg 25, 1105 BP Amsterdam, Nederland
24.4.2023 | Vafseo vadadustat AKEBIA EUROPE Limited EU/1/23/1725 Piolla brataithe le B0O3XA08 25.4.2023

70 Sir John Rogerson’s Quay, Dublin 2, Co. Dublin,
D02 R296, Ireland

scannan
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— Udarti margajochta a eisidint (Airteagal 13 de Rialachdn (CE) Uimh. 726/2004 6 Pharlaimint na hEorpa agus 6n
gCombhairle): Didltaithe

Dita an Ainm an tdirge Sealbhéi idaraith focht Uimhir na hiontrdla sa Dita an
chinnidh focshldinte calbholr an tidaraithe margaiochta Chldr Comhphobail thogra
12.4.2023 | OMBLASTYS Y-Mabs Therapeutics A[S — 14.4.2023

Agern Alle 11, 2970 Hoersholm, Hovedstaden,
Danmark

— Udarii margaiochta a mhodhn (Airteagal 13 de Rialachdn (CE) Uimh. 726/2004 6 Pharlaimint na hEorpa agus 6n
gCombhairle): Glactha

Dita an Ainm an tdirge Sealbhéi idaraith focht Uimhir na hiontréla sa Dita an

chinnidh iocshldinte calbhotr an udaraithe margaiochta Chlar Comhphobail fthogra

4.4.2023 | Artesunate Amivas | Amivas Ireland Limited EU[1/21/1582 5.4.2023
Durands Court 7, Parnell Street, Waterford,
Ireland

4.4.2023 | Capecitabine medac Gesellschaft fur klinische Spezialpraparate | EU/1/12/802 5.4.2023

medac mbH

Theaterstrale 6, 22880 Wedel, Deutschland

4.42023 | Deferasirox Accord | Accord Healthcare S.L.U. EU/1/19/1412 6.4.2023
World Trade Center, Moll de Barcelona s/n,
Edifici Est, 6a planta, 08039 Barcelona, Espaiia

4.42023 |Lorviqua Pfizer Europe MA EEIG EU/[1/19/1355 5.4.2023
Boulevard de la Plaine 17, 1050 Bruxelles,
Belgique/ Pleinlaan 17, 1050 Brussel, Belgié

4.4.2023 | Nuvaxovid Novavax CZ, a.s. EU[1/21/1618 5.4.2023
Bohumil 138, 281 63 Jevany, Cesk4 republika

4.4.2023 | Onpattro Alnylam Netherlands B.V. EU/[1/18/1320 11.4.2023
Antonio Vivaldistraat 150, 1083 HP Amsterdam,
Nederland

4.4.2023 |Rybelsus Novo Nordisk A/S EU/1/20/1430 11.4.2023
Novo Allé, 2880 Bagsvaerd, Danmark

4.42023 | Siklos Addmedica EU/[1/07/397 13.4.2023
16 rue Montrosier, 92200 Neuilly-sur-Seine,
France

12.4.2023 |Fintepla UCB Pharma S.A. EU[1/20/1491 14.4.2023
Allée de la Recherche 60, 1070 Bruxelles,
Belgique/Researchdreef 60, 1070 Brussel, Belgié

12.4.2023 |Rinvoq AbbVie Deutschland GmbH & Co. KG EU/[1/19/1404 13.4.2023
Knollstrasse, 67061 Ludwigshafen, Deutschland

12.4.2023 | Xerava PAION Deutschland GmbH EU[1/18/1312 13.4.2023
Heussstralle 25, 52078 Aachen, Deutschland

17.4.2023 | Cablivi Ablynx N.V. EU/[1/18/1305 18.4.2023
Technologiepark 21, 9052 Zwijnaarde, Belgié

17.4.2023 |Kisplyx Eisai GmbH EU[1/16/1128 18.4.2023
Edmund-Rumpler-Strasse 3, 60549 Frankfurt am
Main, Deutschland

19.4.2023 |Lonquex Teva B.V. EU[1/13/856 24.4.2023
Swensweg 5, 2031 GA Haarlem, Nederland
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Dita an

chinnidh

Ainm an tdirge
focshldinte

Sealbhdir an tdaraithe margaiochta

Uimhir na hiontrila sa
Chlar Comhphobail

Dita an

fhogra

19.4.2023

Lunsumio

Roche Registration GmbH
Emil-Barell-Strasse 1, 79639 Grenzach-Wyhlen,
Deutschland

EUJ1/22/1649

20.4.2023

19.4.2023

Tegsedi

Akcea Therapeutics Ireland Ltd
St. James House, 72 Adelaide Road, Dublin 2,
D02 Y017, Ireland

EU/1/18/1296

20.4.2023

24.4.2023

Alimta

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht, Nederland

EU/1/04/290

25.4.2023

24.4.2023

Axumin

Blue Earth Diagnostics Ireland Ltd
6th Floor, 2 Grand Canal Square, Dublin 2,
Ireland

EU/1/17/1186

28.4.2023

24.4.2023

Erbitux

Merck Europe B.V.
Gustav Mahlerplein 102, 1082 MA Amsterdam,
Nederland

EU/1/04/281

1.5.2023

24.4.2023

Farydak

zr pharma& GmbH

Hietzinger Hauptstrasse 37, 1130 Wien,
Osterreich

EU/1/15/1023

25.4.2023

24.4.2023

Givlaari

Alnylam Netherlands B.V.
Antonio Vivaldistraat 150, 1083 HP Amsterdam,
Nederland

EU/1/20/1428

25.4.2023

24.4.2023

Imfinzi

AstraZeneca AB
151 85 Sodertilje, Sverige

EUJ1/18/1322

25.4.2023

24.4.2023

Imnovid

Bristol Myers Squibb Pharma EEIG

Plaza 254, Blanchardstown Corporate Park 2,
Dublin 15, D15 T867, Ireland

EU/1/13/850

26.4.2023

24.4.2023

Kevzara

Sanofi Winthrop Industrie
82 avenue Raspail, 94250 Gentilly, France

EU/1/17/1196

3.5.2023

24.4.2023

Ondexxya

AstraZeneca AB
151 85 Sodertilje, Sverige

EU/1/18/1345

27.4.2023

24.4.2023

OPDIVO

Bristol-Myers Squibb Pharma EEIG
Plaza 254, Blanchardstown Corporate Park 2,
D15 T867, Dublin 15, Ireland

EU/1/15/1014

2.5.2023

24.4.2023

Poteligeo

Kyowa Kirin Holdings B.V.
Bloemlaan 2, 2132 NP Hoofddorp, Nederland

EU/1/18/1335

2.5.2023

24.4.2023

Repaglinide Accord

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta, 08039 Barcelona, Espafia

EU/1/11/743

2.5.2023

24.4.2023

Tolucombi

KRKA d d., Novo mesto
Smarje§ka cesta 6, 8501 Novo mesto, Slovenija

EU/1/13/821

25.4.2023

24.4.2023

YERVOY

Bristol-Myers Squibb Pharma EEIG
Plaza 254, Blanchardstown Corporate Park 2,
D15 T867, Dublin 15, Ireland

EU/1/11/698

2.5.2023

24.4.2023

Zutectra

Biotest Pharma GmbH

Landsteinerstrale 5, 63303 Dreieich,
Deutschland

EU/1/09/600

25.4.2023
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Diéta an Ainm an tdirge Sealbhéi idaraith focht Uimhir na hiontrala sa Dita an
chinnidh focshldinte calbholr an udaraithe margaiochta Chlar Comhphobail fhogra

26.4.2023 | Arsenic trioxide medac Gesellschaft fiir klinische Spezialpraparate | EU[1/20/1475 3.5.2023
medac mbH
Theaterstrafle 6, 22880 Wedel, Deutschland
26.4.2023 |Efavirenz Zentiva, k.. EU/1/17/1210 27.42023
Emtricitabine/ U Kabelovny 130, 102 37 Praha 10, Ceskd
Tenofovir republika
disoproxil
Zentiva
26.4.2023 | Kymriah Novartis Europharm Limited EU/[1/18/1297 27.4.2023
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland
26.4.2023 |Luxturna Novartis Europharm Limited EU[1/18/1331 27.4.2023
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland
26.4.2023 | Orkambi Vertex Pharmaceuticals (Ireland) Limited EU/1/15/1059 27.4.2023
Unit 49, Block F2, Northwood Court, Santry,
Dublin 9, D09 T665, Ireland
26.4.2023 | Padcev Astellas Pharma Europe B.V. EU/1/21/1615 1.5.2023
Sylviusweg 62, 2333 BE Leiden, Nederland
26.4.2023 | Paxlovid Pfizer Europe MA EEIG EU[1/22[1625 27.4.2023
Boulevard de la Plaine 17, 1050 Bruxelles,
Belgique/ Pleinlaan 17, 1050 Brussel, Belgi¢
26.4.2023 | Vaxneuvance Merck Sharp & Dohme B.V. EU[1/21/1591 28.4.2023
Waarderweg 39, 2031 BN Haarlem, Nederland
26.4.2023 | Veklury Gilead Sciences Ireland UC EU/[1/20/1459 27.4.2023
Carrigtohill, County Cork, T45 DP77, Ireland
26.4.2023 | Zavicefta Pfizer Ireland Pharmaceuticals EU/1/16/1109 3.5.2023
Operations Support Group, Ringaskiddy, County
Cork, Ireland
27.42023 | AJOVY Teva GmbH EU/1/19/1358 3.5.2023
Graf-Arco-Strafle 3, 89079 Ulm, Deutschland
27.4.2023 | Fycompa Eisai GmbH EU/1/12/776 28.4.2023
Edmund-Rumpler-Strasse 3, 60549 Frankfurt am
Main, Deutschland
28.4.2023 |Breyanzi Bristol Myers Squibb Pharma EEIG EU/[1/22/1631 2.5.2023
Plaza 254, Blanchardstown Corporate Park 2,
Dublin 15, D15 T867, Ireland
28.4.2023 | Cotellic Roche Registration GmbH EU[1/15/1048 2.5.2023
Emil-Barell-Strasse 1, 79639 Grenzach-Wyhlen,
Deutschland
2842023 | Wegovy Novo Nordisk A/S EU/1/21/1608 2.5.2023
Novo All¢, 2880 Bagsvaerd, Danmark

— Udari margaiochta a tharraingt siar (Airteagal 13 de Rialachdn (CE) Uimh. 726/2004 6 Pharlaimint na hEorpa agus
6n gCombhairle)

Dita an Ainm an tdirge Sealbhéir an tdaraithe mareafochta Uimhir na hiontréla sa Dita an
chinnidh focshldinte I an udarat rgaioc Chldr Comhphobail thogra
4.4.2023 |Inpremzia Baxter Holding B.V. EU[1/22/1644 5.4.2023

Kobaltweg 49, 3542 CE Utrecht, Nederland




— Udarii margaiochta a eisitiint (Airteagal 38 de Rialachdn (CE) Uimh. 726/2004 6 Pharlaimint na hEorpa agus 6n gComhairle; Airteagal 5 de Rialachan (AE) 2019/6 6 Pharlaimint na hEorpa

agus 6n gCombhairle): Glactha

. An Céd CAT
ANI (an tAinm (an Céd
Dita an Ainm an tdirge Neamhdhilsed- . P . Uimhir na hiontrila sa . P L Dita an
- p . . Sealbhoéir an tdaraithe margaiochta p . Foirm chégaisiochta Ceimiceach p
chinnidh focshldinte naigh Chldr Comhphobail Teiripeach fhogra
Idirndisitnta) eiripeac
Anatamaioch)
14.4.2023 |Innovax-ILT-IBD avian infectious |Intervet International B.V. EU/[2/23/292 Concentrate and QIO1AD18 17.4.2023
laryngotracheitis, | Wim de Korverstraat 35, 5831 AN Boxmeer, Nederland solvent for
infectious bursal suspension for
disease and injection
Marek’s disease
vaccine (live
recombinant)
24.4.2023 | Prolevare mailédit Zoetis Belgium EU(2/23/295 Piolla brataithe le QD11AH90 25.4.2023
oclacitinib rue Laid Burniat 1, 1348 Louvain-la-Neuve, Belgique scanndn
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— Udarii margaiochta a mhodhni (Airteagal 38 de Rialachdn (CE) Uimh. 726/2004 6 Pharlaimint na hEorpa agus 6n
gCombhairle; Airteagal 5 de Rialachdn (AE) 2019/6 ¢ Pharlaimint na hEorpa agus én gCombhairle): Glactha

Dita an Ainm an tdirge Sealbhéir an tdaraithe mareafochta Uimhir na hiontrdla sa Dita an
chinnidh focshldinte ! sa Chldr Comhphobail thégra
5.4.2023 |Lydaxx VETOQUINOL S.A. EU/[2/20/253 11.4.2023
Magny-Vernois, 70200 Lure, France
5.4.2023 | MHYOSPHERE Laboratorios Hipra, S.A. EU/[2/20/259 12.4.2023
PCV ID Avda. La Selva, 135, 17170 Amer (Girona),
Espafia
5.4.2023 |Purevax RCP Boehringer Ingelheim Vetmedica GmbH EU/[2/04/052 12.4.2023
D-55216 Ingelheim am Rhein, Deutschland
5.4.2023 | Simparica Trio Zoetis Belgium EU/[2/19/243 13.4.2023
rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique
5.4.2023 | Versican Plus Pi/L4 | Zoetis Belgium SA EU/2/14/172 11.4.2023
Rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique
14.4.2023 | Simparica Trio Zoetis Belgium EU/2/19/243 18.4.2023
rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique
14.4.2023 |Suvaxyn Circo + | Zoetis Belgium SA EU/[2/15/190 19.4.2023
MH RTU Rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique
14.4.2023 |Syvazul BTV LABORATORIOS SYVA, S.A.U. EU/[2/18/231 17.4.2023
Av. Pérroco Pablo Diez 49-57, 24010 Ledn,
Espafa
14.4.2023 |Vectormune FP ILT | Ceva-Phylaxia Co. Ltd. EU/2/20/250 18.4.2023
+ AE Széllas u. 5, 1107 Budapest, Magyarorszag
14.4.2023 | Zycortal Dechra Regulatory B.V. EU/2/15/189 21.4.2023
Handelsweg 25, 5531 AE Bladel, Nederland
28.4.2023 | CircoMax Myco Zoetis Belgium EU/[2/20/264 2.5.2023
rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique
28.4.2023 | Kriptazen Virbac EU/2/18/234 5.5.2023
lére Avenue — 2065 m — L.I.D., 06516 Carros
CEDEX, France
28.4.2023 | Leucofeligen VIRBAC EU/[2/09/097 4.5.2023
FeLV/RCP 1ére avenue 2065 m LID, 06516 Carros, France
28.4.2023 |Librela Zoetis Belgium EU/[2/20/261 2.5.2023
rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique
28.4.2023 | Masivet AB Science S.A. EU/[2/08/087 2.5.2023
3 avenue George V, 75008 Paris, France
28.4.2023 | Suprelorin VIRBAC S.A. EU/2/07/072 452023

lére Avenue — 2065 m — LI.D., 06516 Carros
CEDEX, France

Aon duine ar mian leis féachaint ar an tuarascdil mheastinaithe phoibli maidir leis na tdirgi {ocshldinte atd i gceist agus na
cinnti a bhaineann 1éi, iarrtar orthu teagmhdil a dhéanambh le:

European Medicines Agency

Domenico

Scarlattilaan 6

1083 HS Amsterdam
NETHERLANDS
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Achoimre ar chinnti an Aontais Eorpaigh maidir le hddaruithe margaiochta i nddil le tdirgi iocshldinte
6 1 Aibredn 2023 go dti 30 Aibredn 2023

(Cinnti arna nglacadh de bhun Airteagal 34 de Threoir 2001/83/CE ('), Airteagal 38 de Threoir 2001/82/CE (?) né
Airteagal 5 de Rialachdn (AE) 2019/6 6 Pharlaimint na hEorpa agus on gComhairle (*))

(2023/C 192/02)

— Udard margaiochta ndisiiinta a eisidint, a choinnedil né a mhodhni

Ddta an Ainm né ainmneacha an NANI}IEia}rll’ltA}nm h Sealbho1r/ 310 ge}allbhom An Ballstat lena Dita an
chinnidh téirge focshldinte ee}rdr} Jscanaig an udaraithe mbaineann fhogra
irndisianta) margaiochta
3.4.2023 | Catophos 100 mg/ml | Butafosfan Féach an Féach an 4.4.2023
+0,05 mg/ml solution | Cyanocobalamin Tarscribhinn I Tarscribhinn I
for injection for horses,
cattle, dogs and cats and
associated names
3.4.2023 | Vey Tosal 100 mg/ml | Butafosfan Féach an Féach an 4.4.2023
+0,05 mg/ml solution | Cyanocobalamin Tarscribhinn I Tarscribhinn I
for injection for horses,
cattle, dogs and cats and
associated names

() I0OL 311, 28.11.01, Ich. 67.
(® I0L 311, 28.11.01, Ich. 1.
¢) 10OL 4, 7.1.2019, Ich. 43.



IARSCRIBHINN I

Liosta na n-ainmneacha, na bhfoirmeacha cégaisiochta, thidichan na dtdirgi iocshldinte tréidliachta, na speiceas
ainmhithe, bealai riartha, an t-iarrataséir sna Ballstdit

Ballstdt AE/LEE Tarrthéir Ainm INN Titichan h Foirm h Speiceas ainmhioc h Bealach tabhartha
chogaisioc ta
Ostair CP- Pharma Catophos 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Handelsgesellschaft mbH 0,05 mg/ml Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 injektionslosung fiir pferde, instealladh Madra, cat: tisdid
31303 Burgdorf rinder, hunde und katzen infhéitheach,
Germany ionmhatdnach,
subcutaneous
an Bheilg CP- Pharma Catophos 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Handelsgesellschaft mbH 0,05 mg/ml solution Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 injectable pour chevaux, instealladh Madra, cat: tisdid
31303 Burgdorf bovins, chiens et chats infhéitheach,
Germany ionmhatdnach,
subcutaneous
Seicis CP- Pharma Catophos 100 mg/ml + Bhdtafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: tsdid
Handelsgesellschaft mbH 0,05 mg/ml injekéni roztok | Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 pro kong, skot, psy a kocky instealladh Madra, cat: tsdid
31303 Burgdorf infhéitheach,
Germany ionmhatdnach,
subcutaneous
an Danmhairg CP- Pharma Catophos Vet 100 mg/ml + | Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: Gsdid
Handelsgesellschaft mbH 0,05 mg/ml injektionsvaske | Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 oplesning til heste, kvaeg, instealladh Madra, cat: tisdid
31303 Burgdorf hunde og katte infhéitheach,
Germany ionmhatanach,
subcutaneous
an Eastéin CP- Pharma Catophos Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: asdid
Handelsgesellschaft mbH Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 instealladh Madra, cat: Gsdid
31303 Burgdorf infhéitheach,
Germany ionmhatdnach,
subcutaneous
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Ballstit AE/LEE larrthéir Ainm INN Titichan h Foirm h Speiceas ainmhioc h Bealach tabhartha
chogaisioc. ta
an Ghearmdin CP- Pharma Catophos 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: asdid
Handelsgesellschaft mbH 0,05 mg/ml Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 injektionslosung fiir pferde, instealladh Madra, cat: tisdid
31303 Burgdorf rinder, hunde und katzen infhéitheach,
Germany ionmhatdnach,
subcutaneous
an Fhionlainn CP- Pharma Catophos Vet 100 mg/ml + | Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Handelsgesellschaft mbH 0,05 mg/ml injektioneste, | Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 liuos hevosille, naudoille, instealladh Madra, cat: Gsdid
31303 Burgdorf koiralle ja kissoille infhéitheach,
Germany ionmhatdnach,
subcutaneous
Fhrainc CP- Pharma Catophos 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Handelsgesellschaft mbH 0,05 mg/ml solution Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 injectable pour chevaux, instealladh Madra, cat: tsdid
31303 Burgdorf bovins, chiens et chats infhéitheach,
Germany ionmhatdnach,
subcutaneous
an Ungdir CP- Pharma Catophos 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: asdid
Handelsgesellschaft mbH 0,05 mg/ml oldatos injekci6 | Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 szarvasmarhak, lovak, instealladh Madra, cat: Gséid
31303 Burgdorf kutyak, és macskdk részére infhéitheach,
Germany A.UV. ionmhatdnach,
subcutaneous
Fireann CP- Pharma Catophos 100 mg/ml + Bhuatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: Gsdid
Handelsgesellschaft mbH 0,05 mg/ml solution for Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 injection for horses, cattle, instealladh Madra, cat: tisdid
31303 Burgdorf dogs and cats infhéitheach,
Germany ionmhatdnach,
subcutaneous
an JTodail CP- Pharma Catophos 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Handelsgesellschaft mbH 0,05 mg/ml soluzione Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 iniettabile per cavalli, bovini, instealladh Madra, cat: dsdid
31303 Burgdorf cani e gatti infhéitheach,
Germany ionmhatdnach,
subcutaneous
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Ballstit AE/LEE larrthéir Ainm INN Titichan h Foirm h Speiceas ainmhioc h Bealach tabhartha
chogaisioc. ta
an Laitvia CP- Pharma Catophos Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: asdid
Handelsgesellschaft mbH Chianacobalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 instealladh Madra, cat: tsdid
31303 Burgdorf infhéitheach,
Germany ionmhatdnach,
subcutaneous
an Liotudin CP- Pharma Catophos Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Handelsgesellschaft mbH Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 instealladh Madra, cat: uséid
31303 Burgdorf infhéitheach,
Germany ionmhatdnach,
subcutaneous
[siltir CP- Pharma Catophos 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Handelsgesellschaft mbH 0,05 mg/ml oplossing voor | Chianacébalaimin  |0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 injectie voor paarden, instealladh Madra, cat: tsdid
31303 Burgdorf runderen, honden en katten infhéitheach,
Germany ionmhatdnach,
subcutaneous
An lorua CP- Pharma Catophos Vet 100 mg/ml + | Bhatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: asdid
Handelsgesellschaft mbH 0,05 mg/ml Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 injeksjonsvaske, opplesning instealladh Madra, cat: tisdid
31303 Burgdorf til hester, storfe, hunder og infhéitheach,
Germany katter ionmhatanach,
subcutaneous
an Pholainn CP- Pharma Catophos 100 mg/ml + Bhuatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: Gsdid
Handelsgesellschaft mbH 0,05 mg/ml roztwoér do Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 wstrzykiwan dla koni, byda, instealladh Madra, cat: tisdid
31303 Burgdorf psow i kotow infhéitheach,
Germany ionmhatdnach,
subcutaneous
an Phortaingéil | CP- Pharma Catophos 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Handelsgesellschaft mbH 0,05 mg/ml solugdo Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 injetével para cavalos, instealladh Madra, cat: tisdid
31303 Burgdorf bovinos, cies e gatos infhéitheach,
Germany ionmhatdnach,
subcutaneous
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Ballstit AE/LEE larrthéir Ainm INN Titichan h Foirm h Speiceas ainmhioc h Bealach tabhartha
chogaisioc. ta
an tSlévaic CP- Pharma Catophos 100 mg/ml + Bhutafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: asdid
Handelsgesellschaft mbH 0,05 mg/ml injekény roztok | Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 pre kone, hoviadzi dobytok, instealladh Madra, cat: Gséid
31303 Burgdorf psy a macky infhéitheach,
Germany ionmhatanach,
subcutaneous
an Spéinn CP- Pharma Catophos 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Handelsgesellschaft mbH 0,05 mg/ml solucién Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 inyectable para caballos, instealladh Madra, cat: dsdid
31303 Burgdorf bovino, perros y gatos infhéitheach,
Germany ionmhatdnach,
subcutaneous
an tSualainn CP- Pharma Catophos Vet 100 mg/ml + | Bhatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: asdid
Handelsgesellschaft mbH 0,05 mg/ml Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Ostlandring 13 injektionsvitska, 1osning for instealladh Madra, cat: Gséid
31303 Burgdorf histar, notkreatur, hundar infhéitheach,
Germany och katter ionmhatdnach,
subcutaneous
An Riocht CP- Pharma Catophos 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Aontaithe Handelsgesellschaft mbH 0,05 mg/ml solution for Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
Tuaisceart Ostlandring 13 injection for horses, cattle, instealladh Madra, cat: dsdid
Eireann) (') 31303 Burgdorf dogs and cats infhéitheach,
Germany ionmhatdnach,
subcutaneous
(")  Maidir leis an Riocht Aontaithe, amhail 6n 1 Eandir 2021, t4 feidhm ag dlf AE i gcrioch Thuaisceart Eireann amhdin a mhéad a thuartar sa Phrétacal maidir le hEirinn agus Tuaisceart Eireann
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TARSCRIBHINN II

Liosta na n-ainmneacha, na bhfoirmeacha cégaisiochta, thidichan na dtdirgi iocshldinte tréidliachta, na speiceas
ainmhithe, bealai riartha, an t-iarrataséir sna Ballstdit

Ballstdt AE/LEE Tarrthéir Ainm INN Titichan h Foirm h Speiceas ainmhioc h Bealach tabhartha
chogaisioc ta
Ostair Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Sochreweg 6 0,05 mg/ml Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injektionslosung fiir pferde, instealladh Madra, cat: tsdid
Germany rinder, hunde und katzen infhéitheach,
ionmhatanach,
subcutaneous
an Bheilg Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Sochreweg 6 0,05 mg/ml solution Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injectable pour chevaux, instealladh Madra, cat: tsdid
Germany bovins, chiens et chats infhéitheach,
ionmhatdnach,
subcutaneous
an Bhulgdir Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdtafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: tsdid
Soehreweg 6 0,05 mg/ml nuxexmyonen | Cianocobalamin 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn pasTBOp 3a KOHe, TOBENa, instealladh Madra, cat: isdid
Germany KyueTa U KOTKU infhéitheach,
ionmhatdnach,
subcutaneous
an Chroéit Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: Gsdid
Soehreweg 6 0,05 mg/ml otopina za Cianocobalamin 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injekciju, za konje, goveda, instealladh Madra, cat: Gsdid
Germany pse i macke infhéitheach,
ionmhatanach,
subcutaneous
an Chipir Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhuatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml evéowpo dibhupa | Cianocobalamin 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn yia dhoya, fooeidn, okboug instealladh Madra, cat: Gsdid
Germany Kaw yareg infhéitheach,
ionmhatanach,
subcutaneous
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Ballstit AE/LEE larrthéir Ainm INN Titichan h Foirm h Speiceas ainmhioc h Bealach tabhartha
chogaisioc. ta
Seicis Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml injekéni roztok | Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn pro kong, skot, psy a kocky instealladh Madra, cat: Gsdid
Germany infhéitheach,
ionmhatanach,
subcutaneous
an Danmbhairg Veyx-Pharma GmbH Veytosal Vet 100 mg/ml + | Bhatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Sochreweg 6 0,05 mg/ml injektionsvaske | Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn oplesning til heste, kvag, instealladh Madra, cat: tséid
Germany hunde og katte infhéitheach,
ionmhatdnach,
subcutaneous
an East6in Veyx-Pharma GmbH Vey Tosal Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Sochreweg 6 Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn instealladh Madra, cat: dsdid
infhéitheach,
Germany ionmhatdnach,
subcutaneous
an Ghearmdin Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injektionslosung fiir pferde, instealladh Madra, cat: tisdid
Germany rinder, hunde und katzen infhéitheach,
ionmhatanach,
subcutaneous
an Ghréig Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml evéowo dihupa | Cianocobalamin 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn yia dhoya, fooetdn, okloug instealladh Madra, cat: Gsdid
Germany Kat yareg infhéitheach,
ionmhatanach,
subcutaneous
an Fhionlainn Veyx-Pharma GmbH Veytosal Vet 100 mg/ml + | Bhiitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml injektioneste, | Chianacébalaimin ~ |0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn liuos hevosille, naudoille, instealladh Madra, cat: Gisaid
Germany koiralle ja kissoille infhéitheach,
ionmhatdnach,
subcutaneous
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Ballstit AE/LEE larrthéir Ainm INN Titichan h Foirm h Speiceas ainmhioc h Bealach tabhartha
chogaisioc. ta
Fhrainc Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml solution Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injectable pour chevaux, instealladh Madra, cat: tsdid
Germany bovins, chiens et chats infhéitheach,
ionmhatanach,
subcutaneous
an Ungdir Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Sochreweg 6 0,05 mg/ml oldatos injekci6 | Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn szarvasmarhdk, lovak, instealladh Madra, cat: tséid
Germany kutyak, és macskdk részére infhéitheach,
A.UV. ionmhatdnach,
subcutaneous
foslainn Veyx-Pharma GmbH Veytosal Vet 100 mg/ml + | Bhiitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml stungulyf, lausn | Cianocobalamin 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn handa hestum, nautgripum, instealladh Madra, cat: tsdid
Germany hundum og kéttum infhéitheach,
ionmhatdnach,
subcutaneous
Eireann Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml solution for Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injection for horses, cattle, instealladh Madra, cat: tisdid
Germany dogs and cats infhéitheach,
ionmhatanach,
subcutaneous
an loddil Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml soluzione Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn iniettabile per cavalli, bovini, instealladh Madra, cat: tisdid
Germany cani e gatti infhéitheach,
ionmhatanach,
subcutaneous
an Laitvia Veyx-Pharma GmbH Vey Tosal Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Sochreweg 6 Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn instealladh Madra, cat: dsdid
Germany infhéitheach,
ionmhatdnach,
subcutaneous
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Ballstit AE/LEE larrthéir Ainm INN Titichan h Foirm h Speiceas ainmhioc h Bealach tabhartha
chogaisioc. ta
an Liotudin Veyx-Pharma GmbH Vey Tosal Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn instealladh Madra, cat: tsdid
Germany infhéitheach,
ionmhatanach,
subcutaneous
Lucsamburg Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml solution Cianocobalamin 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injectable pour chevaux, instealladh Madra, cat: tséid
Germany bovins, chiens et chats infhéitheach,
ionmhatdnach,
subcutaneous
Mélta Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdtafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml soluzzjoni Cianocobalamin 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn ghall-injezzjoni ghall- instealladh Madra, cat: tsdid
Germany zwiemel, bagar, klieb u infhéitheach,
qtates ionmhatdnach,
subcutaneous
[siltir Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml oplossing voor | Chianacébalaimin  |0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injectie voor paarden, instealladh Madra, cat: tsdid
Germany runderen, honden en katten infhéitheach,
ionmhatdnach,
subcutaneous
An Jorua Veyx-Pharma GmbH Veytosal Vet 100 mg/ml + | Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injeksjonsvaske, opplasning instealladh Madra, cat: tsdid
Germany til hester, storfe, hunder og infhéitheach,
katter ionmhatdnach,
subcutaneous
an Pholainn Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml roztwér do Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn wstrzykiwan dla koni, bydla, instealladh Madra, cat: tsdid
Germany pséw i kotéw infhéitheach,
ionmhatdnach,
subcutaneous
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Ballstit AE/LEE larrthéir Ainm INN Titichan h Foirm h Speiceas ainmhioc h Bealach tabhartha
chogaisioc. ta
an Phortaingéil | Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml solugdo Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injetdvel para cavalos, instealladh Madra, cat: tsdid
Germany bovinos, caes e gatos infhéitheach,
ionmhatanach,
subcutaneous
an Romdin Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml solutie Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injectabild pentru cabaline, instealladh Madra, cat: tséid
Germany bovine, céini si pisici infhéitheach,
ionmhatdnach,
subcutaneous
an tSlévaic Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml injekény roztok | Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn pre kone, hovadzi dobytok, instealladh Madra, cat: 1sdid
Germany psy a macky infhéitheach,
ionmhatdnach,
subcutaneous
an Spéinn Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhdatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml solucién Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn inyectable para caballos, instealladh Madra, cat: tsdid
Germany bovino, perros y gatos infhéitheach,
ionmhatdnach,
subcutaneous
an tSualainn Veyx-Pharma GmbH Phoscobal Vet 100 mg/ml + | Bhutafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: Gsdid
Soehreweg 6 0,05 mg/ml Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injektionsvitska, 16sning for instealladh Madra, cat: tsdid
Germany hastar, notkreatur, hundar infhéitheach,
och katter ionmhatdnach,
subcutaneous
an tSualainn Veyx-Pharma GmbH Phoscobal Vet 100 mg/ml + | Bhitafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid
Soehreweg 6 0,05 mg/ml Chianacébalaimin | 0,05 mg/ml haghaidh madra, cat infhéitheach
34639 Schwarzenborn injektionsvitska, 16sning for instealladh Madra, cat: tsdid
Germany histar, notkreatur, hundar infhéitheach,
och katter ionmhatdnach,
subcutaneous
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Ballstit AE/LEE larrthéir Ainm INN Titichan h,FO.l o h Speiceas ainmhioc h Bealach tabhartha
chogaisioc. ta

An Riocht Veyx-Pharma GmbH Vey Tosal 100 mg/ml + Bhuatafosfan 100 mg/ml + Réiteach le Eallaigh, capall, Eallach, capall: dsdid

Aontaithe Soehreweg 6 0,05 mg/ml solution for Chianacébalaimin =~ | 0,05 mg/ml haghaidh madra, cat infhéitheach

(Tuaisceart 34639 Schwarzenborn injection for horses, cattle, instealladh Madra, cat: tsdid

Eireann) () Germany dogs and cats infhéitheach,
ionmhatanach,
subcutaneous

()  Maidir leis an Riocht Aontaithe, amhail 6n 1 Eandir 2021, ta feidhm ag dli AE i gcrioch Thuaisceart Fireann amhdin a mhéad a thuartar sa Phrétacal maidir le hfirinn agus Tuaisceart Fireann
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