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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Filmtabletten

AUSTRIA GES.M.B.H.

Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Filmtabletten

AUSTRIA GES.M.B.H.

Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.
Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Infusionslésung

AUSTRIA GES.M.B.H.

Zyvoxid 100 mg/5 ml - IE/H/0644/003 1-24230 PFIZER CORPORATION AT
Granulat zur Herstellung AUSTRIA GES.M.B.H.

einer Suspension zum

Einnehmen

Zyvoxid 2 mg/ml - IE/H/0644/001 1-24227 PFIZER CORPORATION AT
Infusionslésung AUSTRIA GES.M.B.H.

Zyvoxid 2 mg/ml - IE/H/0644/001 1-24227 PFIZER CORPORATION AT
Infusionslésung AUSTRIA GES.M.B.H.

Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.

Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.

Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.

Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.

Zyvoxid® 600 mg - IE/H/0644/002 1-24229 PFIZER CORPORATION AT
Filmtabletten AUSTRIA GES.M.B.H.

Zyvoxid 2 mg/ml - IE/H/0644/001 1-24227 PFIZER CORPORATION AT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Infusionslésung

(PORTUGAL), S.A.

Zyvoxid 2 mg/ml - IE/H/0644/001 1-24227 PFIZER CORPORATION AT
Infusionslésung AUSTRIA GES.M.B.H.

Zyvoxid 2 mg/ml - IE/H/0644/001 1-24227 PFIZER CORPORATION AT
Infusionslésung AUSTRIA GES.M.B.H.

Zyvoxid 2 mg/ml - IE/H/0644/001 1-24227 PFIZER CORPORATION AT
Infusionslésung AUSTRIA GES.M.B.H.

Linezolid HCS 600 mg AT/H/0625/001 136603 HCS BVBA AT
Filmtabletten

Linezolid Sandoz 2 mg/ml - | HR/H/0263/001 136402 SANDOZ GMBH AT
Infusionslésung

Linezolid 1A Pharma 600 NL/H/2966/001 141447 1A PHARMA GMBH AT
mg - Filmtabletten

llenozyd 600 mg AT/H/0620/001 136602 KRKA, D.D., NOVO MESTO AT
Filmtabletten

Linezolid STADA 600 mg DE/H/3490/001 135157 STADA ARZNEIMITTEL GMBH | AT
Filmtabletten

Linezolid Accord 600 mg NL/H/4545/001 136631 ACCORD HEALTHCARE B.V. AT
Filmtabletten

Linezolid Hikma 2 mg/ml AT/H/1082/001 141619 HIKMA FARMACEUTICA AT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Infusionslésung

Linezolid Kabi 2 mg/ml PT/H/1090/001 135944 FRESENIUS KABI AUSTRIA AT
Infusionslésung GMBH

Linezolid Pharmathen 600 AT/H/0491/001 135817 PHARMATHEN S.A. AT
mg Filmtabletten

Linezolid Krka 2 mg/ml — AT/H/0639/001 137292 KRKA, D.D., NOVO MESTO AT
Infusionslésung

Linezolid Sandoz 600 mg— | NL/H/2965/001 135752 SANDOZ GMBH AT
Filmtabletten

Linezolid Accord 2 mg/ml PT/H/1195/001 138023 ACCORD HEALTHCARE B.V. AT
Infusionslésung

Linezolid ratiopharm 600 NL/H/2945/001 136042 TEVAB.V AT
mg Filmtabletten

Linezolid ratiopharm 600 NL/H/2945/001 136042 TEVAB.V AT
mg Filmtabletten

Zyvoxid 2 mg/ml solution IE/H/0644/001 BE226651 PFIZER S.A. BE
pour perfusion

Zyvoxid 600 mg IE/H/0644/002 BE228313 PFIZER S.A. BE
comprimés pelliculés

Zyvoxid 2 mg/ml IE/H/0644/001 BE397713 PFIZER S.A. BE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation number member state product is authorised
Zyvoxid 600 mg IE/H/0644/002 BE228304 PFIZER S.A. BE
filmomhulde tabletten
Zyvoxid 100 mg/5 ml IE/H/0644/003 BE228322 PFIZER S.A. BE
granulaat voor orale
suspensie
Linezolid Viatris 600 mg, NL/H/3011/001 BE471280 VIATRIS GX BE
Filmtabletten
Linezolid Viatris 600 mg, NL/H/3011/001 BE471280 VIATRIS GX BE
comprimés pelliculés
Linezolid Viatris 600 mg, NL/H/3011/001 BE471280 VIATRIS GX BE
filmomhulde tabletten
Linezolid Fresenius Kabi 2 PT/H/1090/001 BE465973 FRESENIUS KABI NV/SA BE
mg/ml, oplossing voor
infusie
Linezolid Fresenius Kabi 2 PT/H/1090/001 BE465973 FRESENIUS KABI NV/SA BE
mg/ml, solution pour
perfusion
Linezolid Fresenius Kabi 2 PT/H/1090/001 BE465973 FRESENIUS KABI NV/SA BE

mg/ml Infusionslésung

Linezolid Fresenius Kabi 2 PT/H/1090/001 BE483066 FRESENIUS KABI NV/SA BE
mg/ml Infusionslésung
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

MH}Y3MOHEH pa3TBOpP

Linezolid Fresenius Kabi 2 PT/H/1090/001 BE483066 FRESENIUS KABI NV/SA BE
mg/ml, oplossing voor

infusie

Linezolid Fresenius Kabi 2 PT/H/1090/001 BE483066 FRESENIUS KABI NV/SA BE
mg/ml, solution pour

perfusion

Linezolid Sandoz 600 mg NL/H/2965/001 BE460444 SANDOZ N.V. BE
filmomhulde tabletten

Linezolid Accord 2 mg/ml PT/H/1195/001 BE522062 ACCORD HEALTHCARE B.V. BE
solution pour perfusion.

Linezolid Accord 2 mg/ml PT/H/1195/001 BE522062 ACCORD HEALTHCARE B.V. BE
oplossing voor infusie.

NnHesonung, Kpka 600 mg AT/H/0620/001 20150383 KRKA, D.D., NOVO MESTO BG
dunmunpanm Tabnetkm

Linezolid Kabi 2 mg/ml PT/H/1090/001 20170221 FRESENIUS KABI BULGARIA BG
solution for infusion EOOD

NnHesonna Nondapma 2 NL/H/2781/001 20150377 ZAKLADY FARMACEUTYCZNE | BG
mg/ml| uHdpysmoHeH POLPHARMA S.A.

pasTBop

NnHesonung Kpka 2 mg/ml | AT/H/0639/001 20170003 KRKA, D.D., NOVO MESTO BG
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation number member state product is authorised
NnHectag 2 mg/ml not available 20150407 STADA ARZNEIMITTEL AG BG
MHOY3NOHEH pPa3TBOpP
Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cYy
yla €yxuon
Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cY

ETUKAAUEVA e AETTTO
UUEVLIO Slokia

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cY
ETUKAAUEVA e AETTTO
ULEVLO SLokia

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cy
ETUKOAU UUEVA PE AETTTO
UUEVLIO Slokia

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cY
ETUKAAUEVA e AETTTO
UUEVLIO Slokia

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cYy
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cYy
ETUKAAUEVA e AETTTO
UUEVLIO Slokia
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Zyvoxid 600 mg
ETUKAAUUEVA e AETTTO
ULEVLO SLokia

IE/H/0644/002

023036

PFIZER HELLAS A.E.

Ccy

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
UUEVLIO Slokia

IE/H/0644/002

023036

PFIZER HELLAS A.E.

Ccy

Zyvoxid 600 mg
ETUKAAUEVA e AETTTO
UUEVLIO Slokia

IE/H/0644/002

023036

PFIZER HELLAS A.E.

CcYy

Zyvoxid 2 mg/ml SitdAupa
yla €yxuon

IE/H/0644/001

023035

PFIZER HELLAS A.E.

Ccy

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

IE/H/0644/002

023036

PFIZER HELLAS A.E.

CcYy

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
UUEVLIO Slokia

IE/H/0644/002

023036

PFIZER HELLAS A.E.

CcY

Zyvoxid 600 mg
ETUKAAUEVA e AETTTO
UUEVLIO Slokia

IE/H/0644/002

023036

PFIZER HELLAS A.E.

CcYy

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

IE/H/0644/002

023036

PFIZER HELLAS A.E.

Ccy
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cY
ETUKAAUUEVA e AETTTO
ULEVLO SLokia

Zyvoxid 2 mg/ml SiaAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cy
yla €yxuon
Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cy

ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cYy
yla €yxuon
Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cy

ETUKOAU UUEVA PE AETTTO
UUEVLIO Slokia

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cY
ETUKAAUEVA e AETTTO
UUEVLIO Slokia

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cYy
yla €yxuon
Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cYy

yla €yxuon
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cY
ETUKAAUUEVA e AETTTO
ULEVLO SLokia

Zyvoxid 2 mg/ml SiaAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cy
yla €yxuon
Zyvoxid 2 mg/ml StaAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cy
yla €yxuon
Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cY

ETUKAAUEVA e AETTTO
ULEVLO SLokia

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cy
ETUKOAU UUEVA PE AETTTO
UUEVLIO Slokia

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cY
ETUKAAUEVA e AETTTO
UUEVLIO Slokia

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cYy
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cYy
ETUKAAUEVA e AETTTO
UUEVLIO Slokia
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MRP/DCP
Authorisation number

Product Name (in
authorisation country)

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

potahované tablety

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cYy
Yl €yxuon

Zyvoxid 600 mg IE/H/0644/002 023036 PFIZER HELLAS A.E. cY
ETUKAAUEVA e AETTTO

UUEVLIO Slokia

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cy
yla €yxuon

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cYy
Yl €yxuon

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 023035 PFIZER HELLAS A.E. cYy
yla €yxuon

Linezid 2 mg/ml StaAupa not available 023163 SAPIENS PHARMACEUTICALS | CY
yia evodAEBLA Eyxuon LTD

Linezolid Accord 600 mg NL/H/4545/001 022370 ACCORD HEALTHCARE S.L.U. | CY
ETUKOAU UUEVA PE AETTTO

ULEVLO SLokia

Linezolid Accord 2 mg/ml PT/H/1195/001 022785 ACCORD HEALTHCARE S.L.U. | CY
AldAupa yla g€yxuon.

ZYVOXID 600 mg not available 15/068/02-C PFIZER SPOL. SR.O. cz
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

infuzni roztok

ZYVOXID 600 mg not available 15/068/02-C PFIZER SPOL. SR.O. Ccz
potahované tablety

ZYVOXID 600 mg not available 15/068/02-C PFIZER SPOL. SR.O. Ccz
potahované tablety

ZYVOXID 2 mg/ml infuzni not available 15/069/02-C PFIZER SPOL. S R.O. Ccz
roztok

ZYVOXID 2 mg/ml infuzni not available 15/069/02-C PFIZER SPOL. S R.O. Ccz
roztok

ZYVOXID 600 mg not available 15/068/02-C PFIZER SPOL. SR.O. Ccz
potahované tablety

Linezolid Olikla 600 mg not available 15/864/16-C OLIKLA S.R.O. Ccz
potahované tablety

Linezolid Krka 600 mg AT/H/0620/001 15/532/15-C KRKA, D.D., NOVO MESTO (V4
potahované tablety

Linezolid Accord 600 mg NL/H/4545/001 15/561/15-C ACCORD HEALTHCARE Ccz
potahované tablety POLSKA SP.Z 0.0.

Linezolid Kabi 2 mg/ml PT/H/1090/001 15/340/14-C FRESENIUS KABI S.R.O. Ccz
infuzni roztok

Linezolid Krka 2 mg/ml AT/H/0639/001 15/708/15-C KRKA, D.D., NOVO MESTO (V4
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Infusionslésung

KG

Linezolid Sandoz 600 mg NL/H/2965/001 15/300/14-C SANDOZ S.R.O. Ccz
potahované tablety

Linezolid Accord 2 mg/ml PT/H/1195/001 15/126/17-C ACCORD HEALTHCARE (V4
infuzni roztok POLSKA SP.Z Q.0.

Linezolid Olikla 2 mg/ml not available 15/739/16-C OLIKLA S.R.O. Ccz
infuzni roztok

ZYVOXID® 2 mg/ml IE/H/0644/001 51712.00.00 PFIZER PHARMA GMBH DE
Infusionslésung

ZYVOXID® 100 mg/5 ml IE/H/0644/003 51712.00.02 PFIZER PHARMA GMBH DE
Granulat zur Herstellung

einer Suspension zum

Einnehmen

ZYVOXID® 600 mg IE/H/0644/002 51712.01.01 PFIZER PHARMA GMBH DE
Filmtabletten

Linezolid TAD® 600 mg AT/H/0625/001 94723.00.00 TAD PHARMA GMBH DE
Filmtabletten

Linezolid PUREN 600 mg AT/H/0491/001 89986.00.00 PUREN PHARMA GMBH & DE
Filmtabletten CO. KG

Linezolid Denk 2 mg/ml not available 2200045.00.00 DENK PHARMA GMBH & CO. | DE
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Product Name (in MRP/DCP

National Authorisation Number

MAH of product in the

Member State where

Infusionslésung

LTD

authorisation country) Authorisation number member state product is authorised
Linezolid Zentiva® 600 mg DE/H/7727/001 89987.00.00 ZENTIVA PHARMA GMBH DE
Filmtabletten
Linezolid Denk 2 mg/ml not available 2200045.00.00 DENK PHARMA GMBH & CO. | DE
Infusionslésung KG
Linezolid Glenmark 600 mg | PT/H/1245/001 92186.00.00 GLENMARK ARZNEIMITTEL DE
Filmtabletten GMBH
Linezolid STADA® 2 mg/ml | DE/H/5027/001 92193.00.00 STADAPHARM GMBH DE
Infusionslésung
Linezolid Denk 2 mg/ml not available 2200045.00.00 DENK PHARMA GMBH & CO. | DE
Infusionslésung KG
Linezolid Denk 600 mg not available 2200044.00.00 DENK PHARMA GMBH & CO. | DE
Filmtabletten KG
Linezolid Inresa 2 mg/ml DE/H/4765/001 94423.00.00 HELM PHARMACEUTICALS DE
Infusionslésung GMBH
Linezolid AL 600 mg DE/H/3490/001 86422.00.00 ALIUD PHARMA GMBH DE
Filmtabletten
Linezolid Dr. Eberth 2 DE/H/7426/001/DC 7008401.00.00 DR. FRIEDRICH EBERTH DE
mg/ml Infusionslésung ARZNEIMITTEL GMBH
Linezolid PUREN 2 mg/ml PT/H/1629/001 97163.00.00 EUGIA PHARMA (MALTA) DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Infusionslésung

KG

Linezolid Accord 600 mg NL/H/4545/001 92264.00.00 ACCORD HEALTHCARE B.V. DE
Filmtabletten

Linezolid Hikma 2 mg/ml AT/H/1082/001 2205922.00.00 HIKMA FARMACEUTICA DE
Infusionslésung (PORTUGAL), S.A.

Linezolid Panpharma 2 DE/H/6119/001 91742.00.00 PANMEDICA DE
mg/ml Infusionsldsung Zur

Anwendung bei

Erwachsenen

Linezolid Panpharma 2 DE/H/6119/001 91742.00.00 PANMEDICA DE
mg/ml Infusionsldsung Zur

Anwendung bei

Erwachsenen

Linezolid Panpharma 2 DE/H/6119/001 91742.00.00 PANMEDICA DE
mg/ml Infusionsldsung Zur

Anwendung bei

Erwachsenen

Linezolid STADA® 600 mg DE/H/3489/001 86421.00.00 STADAPHARM GMBH DE
Filmtabletten

Linezolid Denk 2 mg/ml not available 2200045.00.00 DENK PHARMA GMBH & CO. | DE
Infusionslésung KG

Linezolid Denk 2 mg/ml not available 2200045.00.00 DENK PHARMA GMBH & CO. | DE
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Product Name (in MRP/DCP

National Authorisation Number

MAH of product in the

Member State where

mg Filmtabletten

authorisation country) Authorisation number member state product is authorised
Linezolid Amarox 600 mg DE/H/6978/001 93756.00.00 AMAROX PHARMA GMBH DE
Filmtabletten
Linezolid Ascend 600 mg DE/H/6178/001 99427.00.00 ASCEND GMBH DE
Filmtabletten
Linezolid Kabi 2 mg/ml PT/H/1090/001 90853.00.00 FRESENIUS KABI DE
Infusionslésung DEUTSCHLAND GMBH
Linezolid TAD® 2 mg/ml AT/H/0639/001 95668.00.00 TAD PHARMA GMBH DE
Infusionslésung
Linezolid — 1 A Pharma 600 | NL/H/2965/001 90203.00.00 1 APHARMA GMBH DE
mg Filmtabletten
Linezolid Accord 2 mg/ml PT/H/1195/001 2200088.00.00 ACCORD HEALTHCARE B.V. DE
Infusionslésung
Linezolid Zentiva® 2 mg/ml | DE/H/7979/001 86554.00.00 ZENTIVA PHARMA GMBH DE
Infusionslésung
Linezolid Denk 2 mg/ml not available 2200045.00.00 DENK PHARMA GMBH & CO. | DE
Infusionslésung KG
Linezolid Denk 2 mg/ml not available 2200045.00.00 DENK PHARMA GMBH & CO. | DE
Infusionslésung KG
Linezolid-ratiopharm® 600 | NL/H/2945/001 90497.00.00 RATIOPHARM GMBH DE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Linezolid-ratiopharm® 600 | NL/H/2945/001 90497.00.00 RATIOPHARM GMBH DE
mg Filmtabletten
Linezolid Demo 2 mg/ml PT/H/1143/001 90655.00.00 DEMO ABEE DE
Infusionslésung
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
opl@sning
Zyvoxid, granulat til oral IE/H/0644/003 32327 PFIZER APS DK
suspension
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, granulat til oral IE/H/0644/003 32327 PFIZER APS DK
suspension
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
opl@sning
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tabletter

Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
oplgsning

Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter

Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter

Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
opl@sning

Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter

Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
oplgsning

Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter

Zyvoxid, granulat til oral IE/H/0644/003 32327 PFIZER APS DK
suspension

Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
opl@sning

Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK

List of nationally authorised medicinal products

Page 20/134




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tabletter

Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
oplgsning
Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
oplgsning
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
oplgsning
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

opl@sning

Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, filmovertrukne IE/H/0644/002 32326 PFIZER APS DK
tabletter
Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
opl@sning
Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation number member state product is authorised
Zyvoxid, infusionsvaeske, IE/H/0644/001 32324 PFIZER APS DK
oplgsning
Linezolid “Krka”, AT/H/0625/001 55654 KRKA, D.D., NOVO MESTO DK
filmovertrukne tabletter
Linezolid "Glenmark”, PT/H/1245/001 54065 GLENMARK ARZNEIMITTEL DK
filmovertrukne tabletter GMBH
Linezolid "Accord", NL/H/4545/001 54073 ACCORD HEALTHCARE B.V. DK
filmovertrukne tabletter
Linezolid "Accord", NL/H/4545/001 54073 ACCORD HEALTHCARE B.V. DK
filmovertrukne tabletter
Linezolid Fresenius Kabi PT/H/1090/001 53133 FRESENIUS KABI AB DK
Linezolid “Sandoz”, NL/H/2965/001 52754 SANDOZ A/S DK

filmovertrukne tabletter

Linezolid "Accord", PT/H/1195/001 59558 ACCORD HEALTHCARE B.V. DK
infusionsvaeske, oplgsning

Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter

Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter

Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmovertrukne tabletter

Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmovertrukne tabletter

Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVAB.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Teva NL/H/2945/001 53077 TEVA B.V DK
filmovertrukne tabletter
Linezolid Krka 600 mg AT/H/0620/001 893315 KRKA, D.D., NOVO MESTO EE
Ohukese poliimeerikattega
tabletid
Linezolid Accord 600 mg NL/H/4545/001 893215 ACCORD HEALTHCARE B.V. EE
Ohukese polimeerikattega
tabletid
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos recubiertos
con pelicula

Linezolid Krka 2 mg/ml AT/H/0639/001 924916 KRKA, D.D., NOVO MESTO EE
infusioonilahus

Linezolid Accord 2 mg/ml PT/H/1195/001 958618 ACCORD HEALTHCARE B.V. EE
infusioonilahus

Zyvoxid 2 mg/ml solucién IE/H/0644/001 64.106 PFIZER S.L. ES
para perfusion

Zyvoxid 2 mg/ml solucién IE/H/0644/001 64.106 PFIZER S.L. ES
para perfusion

Zyvoxid 2 mg/ml solucién IE/H/0644/001 64.106 PFIZER S.L. ES
para perfusion

Zyvoxid 2 mg/ml solucién IE/H/0644/001 64.106 PFIZER S.L. ES
para perfusion

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos

con pelicula

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos

con pelicula

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos
con pelicula

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos
con pelicula

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos
con pelicula

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos
con pelicula

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos
con pelicula

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos
con pelicula

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos
con pelicula

Zyvoxid 2 mg/ml solucién IE/H/0644/001 64.106 PFIZER S.L. ES
para perfusion
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Zyvoxid 2 mg/ml solucién
para perfusion

IE/H/0644/001

64.106

PFIZER S.L.

ES

Zyvoxid 2 mg/ml solucién
para perfusion

IE/H/0644/001

64.106

PFIZER S.L.

ES

Zyvoxid 2 mg/ml solucién
para perfusion

IE/H/0644/001

64.106

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES

Zyvoxid 600 mg
comprimidos recubiertos
con pelicula

IE/H/0644/002

64.109

PFIZER S.L.

ES
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Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos
con pelicula

Zyvoxid 2 mg/ml solucién IE/H/0644/001 64.106 PFIZER S.L. ES
para perfusion

Zyvoxid 600 mg IE/H/0644/002 64.109 PFIZER S.L. ES
comprimidos recubiertos
con pelicula

Zyvoxid 100 mg/5 ml IE/H/0644/003 64.107 PFIZER S.L. ES
granulado para suspension
oral

Zyvoxid 100 mg/5 ml IE/H/0644/003 64.107 PFIZER S.L. ES
granulado para suspensién
oral

Zyvoxid 100 mg/5 ml IE/H/0644/003 64.107 PFIZER S.L. ES
granulado para suspensién
oral

Zyvoxid 2 mg/ml solucién IE/H/0644/001 64.106 PFIZER S.L. ES
para perfusion

Zyvoxid 2 mg/ml solucién IE/H/0644/001 64.106 PFIZER S.L. ES
para perfusion
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

solucion para perfusién
EFG

S.A.

Zyvoxid 2 mg/ml solucién IE/H/0644/001 64.106 PFIZER S.L. ES
para perfusion

Linezolid Aurovitas Spain AT/H/0491/001 79.231 AUROVITAS SPAIN,S.A.U. ES
600 mg comprimidos

recubiertos con pelicula

EFG

Linezolid Krka 600 mg AT/H/0620/001 80940 KRKA, D.D., NOVO MESTO ES
comprimidos recubiertos

con pelicula EFG

Linezolid Kern Pharma 600 | not available 84.474 KERN PHARMA, S.L. ES
mg comprimidos

recubiertos con pelicula

EFG

Linezolid Glenmark 600 mg | PT/H/1245/001 81569 GLENMARK ARZNEIMITTEL ES
comprimidos recubiertos GMBH

con pelicula EFG

Linezolid Normon 600 mg ES/H/0291/001 80368 LABORATORIOS NORMON, ES
comprimidos recubiertos S.A.

con pelicula EFG

Linezolid Normon 2 mg/ml | PT/H/1220/001 80679 LABORATORIOS NORMON, ES
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos recubiertos
con pelicula EFG

S.A.

Linezolid Aurovitas 2 PT/H/1629/001 83.053 EUGIA PHARMA (MALTA) ES
mg/ml solucidn para LTD

perfusion EFG

Linezolid Hikma 2 mg/ml AT/H/1082/001 87990 HIKMA FARMACEUTICA ES
solucion para perfusién (PORTUGAL), S.A.

EFG

Linezolid Altan 2 mg/ml DE/H/6119/001 80258 ALTAN PHARMACEUTICALS ES
solucion para perfusién S.A.

EFG

Linezolid Kabi 2 mg/ml PT/H/1090/001 79295 FRESENIUS KABI ESPANA ES
solucion para perfusién S.A.U.

EFG

Linezolid B. Braun 2 mg/ml | ES/H/0348/001 81866 B.BRAUN MELSUNGEN AG ES
solucion para perfusién

EFG

Linezolid Farmaprojects 2 NL/H/2780/001 79.499 FARMAPROJECTS S.A.U. ES
mg/ml solucién para

perfusion EFG

Linezolid Sandoz 600 mg NL/H/2965/001 79193 SANDOZ FARMACEUTICA, ES
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Linezolid Accordpharma 2
mg/ml solucién para
perfusion EFG

PT/H/1195/001

79964

ACCORD HEALTHCARE S.L.U.

ES

Linezolid Teva Pharma 600
mg comprimidos
recubiertos con pelicula
EFG

NL/H/2945/001

79489

TEVA PHARMAS.L.U.,

ES

Linezolid Teva Pharma 600
mg comprimidos
recubiertos con pelicula
EFG

NL/H/2945/001

79489

TEVA PHARMAS.L.U.,

ES

Linezolid Teva Pharma 600
mg comprimidos
recubiertos con pelicula
EFG

NL/H/2945/001

79489

TEVA PHARMAS.L.U.,

ES

Linezolid Teva Pharma 600
mg comprimidos
recubiertos con pelicula
EFG

NL/H/2945/001

79489

TEVA PHARMAS.L.U.,

ES

Linezolid Demo 2 mg/ml
solucion para perfusién
EFG

PT/H/1143/001

80350

DEMO ABEE

ES
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

granulés pour suspension
buvable

Zyvoxid 600 mg, IE/H/0644/002 16423 PFIZER OY Fl
filmdragerade tabletter

Zyvoxid 2 mg/ml IE/H/0644/001 16421 PFIZER OY Fl
infusionsvatska, 16sning.

Zyvoxid 20 mg/ml rakeet IE/H/0644/003 16424 PFIZER OY Fl
oraalisuspensiota varten

Linezolid Krka 600 mg AT/H/0625/001 33189 KRKA, D.D., NOVO MESTO Fl
kalvopaallysteiset tabletit

Linezolid Sandoz 600 mg NL/H/2965/001 31593 SANDOZ A/S Fl
kalvopaallysteiset tabletit

Linezolid Accord 2 mg/ml PT/H/1195/001 35197 ACCORD HEALTHCARE B.V. Fl
infuusioneste, liuos

LINEZOLIDE EG 600 mg, not available 3400930086186 EG LABO LABORATOIRES FR
comprimé pelliculé EUROGENERICS

ZYVOXID 600 mg, IE/H/0644/002 34009 563 13952 PFIZER HOLDING FRANCE FR
comprimé pelliculé

ZYVOXID 2 mg/ml, solution | IE/H/0644/001 34009 581 10740 PFIZER HOLDING FRANCE FR
pour perfusion

ZYVOXID 100 mg/5 ml, IE/H/0644/003 3400956314034 PFIZER HOLDING FRANCE FR
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
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Member State where
product is authorised

solution pour perfusion

EUROGENERICS

ZYVOXID 100 mg/5 ml, IE/H/0644/003 34009 565 1268 3 PFIZER HOLDING FRANCE FR
granulés pour suspension

buvable

ZYVOXID 2 mg/ml, solution | IE/H/0644/001 34009 563 1426 3 PFIZER HOLDING FRANCE FR
pour perfusion

ZYVOXID 100 mg/5 ml, IE/H/0644/003 34009 565 126 8 3 PFIZER HOLDING FRANCE FR
granulés pour suspension

buvable

ZYVOXID 100 mg/5 ml, IE/H/0644/003 34009 563 1403 4 PFIZER HOLDING FRANCE FR
granulés pour suspension

buvable

ZYVOXID 100 mg/5 ml, IE/H/0644/003 34009 565 1268 3 PFIZER HOLDING FRANCE FR
granulés pour suspension

buvable

ZYVOXID 100 mg/5 ml, IE/H/0644/003 34009 563 1403 4 PFIZER HOLDING FRANCE FR
granulés pour suspension

buvable

LINEZOLIDE EG 2 mg/ml, DE/H/5027/001 3400955019190 EG LABO LABORATOIRES FR
solution pour perfusion EUROGENERICS

LINEZOLIDE EG 2 mg/ml, DE/H/5027/001 3400955019183 EG LABO LABORATOIRES FR
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authorisation country)
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Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg, comprimé pelliculé

LINEZOLIDE VIATRIS 600 NL/H/3011/001 3400930054543 VIATRIS SANTE FR
mg, comprimé pelliculé
LINEZOLIDE VIATRIS 600 NL/H/3011/001 3400930054550 VIATRIS SANTE FR
mg, comprimé pelliculé
LINEZOLIDE VIATRIS 600 NL/H/3011/001 34009 301 467 12 VIATRIS SANTE FR
mg, comprimé pelliculé
LINEZOLIDE VIATRIS 600 NL/H/3011/001 34009 3005456 7 VIATRIS SANTE FR
mg, comprimé pelliculé
LINEZOLIDE VIATRIS 600 NL/H/3011/001 340093005457 4 VIATRIS SANTE FR
mg, comprimé pelliculé
LINEZOLIDE VIATRIS 600 NL/H/3011/001 3400930054581 VIATRIS SANTE FR
mg, comprimé pelliculé
LINEZOLIDE VIATRIS 600 NL/H/3011/001 34009 300 5459 8 VIATRIS SANTE FR
mg, comprimé pelliculé
LINEZOLIDE VIATRIS 600 NL/H/3011/001 3400955019220 VIATRIS SANTE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 | AT/H/0491/001 34009 550026 6 6 STRAGEN FRANCE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 AT/H/0491/001 3400955002673 STRAGEN FRANCE FR
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MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

mg, comprimé pelliculé

LINEZOLIDE STRAGEN 600 AT/H/0491/001 3400955002680 STRAGEN FRANCE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 AT/H/0491/001 34009 550 02697 STRAGEN FRANCE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 | AT/H/0491/001 34009 55002703 STRAGEN FRANCE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 | AT/H/0491/001 3400955002710 STRAGEN FRANCE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 | AT/H/0491/001 34009 550027 27 STRAGEN FRANCE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 AT/H/0491/001 34009 55002734 STRAGEN FRANCE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 AT/H/0491/001 3400955002741 STRAGEN FRANCE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 | AT/H/0491/001 34009 55002758 STRAGEN FRANCE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 | AT/H/0491/001 34009 5500276 5 STRAGEN FRANCE FR
mg, comprimé pelliculé
LINEZOLIDE STRAGEN 600 AT/H/0491/001 34009 5500277 2 STRAGEN FRANCE FR
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/mL, solution pour
perfusion

LTD

LINEZOLIDE STRAGEN 600 AT/H/0491/001 34009 55002789 STRAGEN FRANCE FR
mg, comprimé pelliculé

LINEZOLIDE STRAGEN 600 AT/H/0491/001 34009 55002802 STRAGEN FRANCE FR
mg, comprimé pelliculé

LINEZOLIDE STRAGEN 600 | AT/H/0491/001 3400955002819 STRAGEN FRANCE FR
mg, comprimé pelliculé

LINEZOLIDE STRAGEN 600 | AT/H/0491/001 3400955002826 STRAGEN FRANCE FR
mg, comprimé pelliculé

LINEZOLIDE STRAGEN 600 | AT/H/0491/001 34009 55002833 STRAGEN FRANCE FR
mg, comprimé pelliculé

LINEZOLIDE STRAGEN 600 AT/H/0491/001 3400955002840 STRAGEN FRANCE FR
mg, comprimé pelliculé

LINEZOLIDE KALCEKS 2 SE/H/2285/001 3400955107736 KALCEKS FR
mg/mL, solution pour

perfusion

LINEZOLIDE KALCEKS 2 SE/H/2285/001 3400955107743 KALCEKS FR
mg/mL, solution pour

perfusion

LINEZOLIDE ARROW 2 PT/H/1629/001 68316916 EUGIA PHARMA (MALTA) FR
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MAH of product in the
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Member State where
product is authorised

mg, comprimé pelliculé

FRANCE SAS

LINEZOLIDE ACCORD 600 NL/H/4545/001 34009 30055854 ACCORD HEALTHCARE FR
mg, comprimé pelliculé FRANCE SAS
LINEZOLIDE ACCORD 600 NL/H/4545/001 3400930055861 ACCORD HEALTHCARE FR
mg, comprimé pelliculé FRANCE SAS
LINEZOLIDE ACCORD 600 NL/H/4545/001 34009 300558 8 5 ACCORD HEALTHCARE FR
mg, comprimé pelliculé FRANCE SAS
LINEZOLIDE ACCORD 600 NL/H/4545/001 34009 300 558 9 2 ACCORD HEALTHCARE FR
mg, comprimé pelliculé FRANCE SAS
LINEZOLIDE ACCORD 600 NL/H/4545/001 34009 3005590 8 ACCORD HEALTHCARE FR
mg, comprimé pelliculé FRANCE SAS
LINEZOLIDE ACCORD 600 NL/H/4545/001 3400930055915 ACCORD HEALTHCARE FR
mg, comprimé pelliculé FRANCE SAS
LINEZOLIDE ACCORD 600 NL/H/4545/001 34009 55019992 ACCORD HEALTHCARE FR
mg, comprimé pelliculé FRANCE SAS
LINEZOLIDE ACCORD 600 NL/H/4545/001 340093005592 2 ACCORD HEALTHCARE FR
mg, comprimé pelliculé FRANCE SAS
LINEZOLIDE ACCORD 600 NL/H/4545/001 340093005594 6 ACCORD HEALTHCARE FR
mg, comprimé pelliculé FRANCE SAS
LINEZOLIDE ACCORD 600 NL/H/4545/001 34009 55020004 ACCORD HEALTHCARE FR
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MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

solution pour perfusion.

S.AS.

LINEZOLIDE HIKMA 2 AT/H/1082/001 34009550894 38 HIKMA FARMACEUTICA FR
mg/mL, solution pour (PORTUGAL), S.A.

perfusion

LINEZOLIDE PANPHARMA DE/H/6119/001 34009 550065 2 7 PANMEDICA FR
2 mg/ml, solution pour

perfusion

LINEZOLIDE PANPHARMA DE/H/6119/001 3400955006534 PANMEDICA FR
2 mg/ml, solution pour

perfusion

LINEZOLIDE PANPHARMA DE/H/6119/001 34009 5500654 1 PANMEDICA FR
2 mg/ml, solution pour

perfusion

LINEZOLIDE ARROW 600 not available 61722572 ARROW GENERIQUES FR
mg, comprimé pelliculé

LINEZOLIDE KABI 2 mg/ml, | PT/H/1090/001 3400955003656 FRESENIUS KABI FRANCE FR
solution pour perfusion. S.AS.

LINEZOLIDE KABI 2 mg/ml, | PT/H/1090/001 34009 550036 6 3 FRESENIUS KABI FRANCE FR
solution pour perfusion. S.AS.

LINEZOLIDE KABI 2 mg/ml, PT/H/1090/001 34009 5500909 2 FRESENIUS KABI FRANCE FR
solution pour perfusion. S.AS.

LINEZOLIDE KABI 2 mg/ml, PT/H/1090/001 3400955009108 FRESENIUS KABI FRANCE FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

yla €yxuon

LINEZOLIDE KABI 2 mg/ml, PT/H/1090/001 3400955009115 FRESENIUS KABI FRANCE FR
solution pour perfusion. S.AS.

LINEZOLIDE KABI 2 mg/ml, PT/H/1090/001 3400955003649 FRESENIUS KABI FRANCE FR
solution pour perfusion. S.AS.

Zyvoxid 600 mg IE/H/0644/002 41058/15-6-2015 PFIZER HELLAS A.E. GR
ETUKAAUEVA e AETTTO

UUEVLIO Slokia

Zyvoxid 600 mg IE/H/0644/002 41058/15-6-2015 PFIZER HELLAS A.E. GR
ETUKAAUEVA e AETTTO

ULEVLO SLokia

Zyvoxid 600 mg IE/H/0644/002 41058/15-6-2015 PFIZER HELLAS A.E. GR
ETUKOAU UUEVA PE AETTTO

UUEVLIO Slokia

Zyvoxid 600 mg IE/H/0644/002 41058/15-6-2015 PFIZER HELLAS A.E. GR
ETUKAAUEVA e AETTTO

UUEVLIO Slokia

Zyvoxid 600 mg IE/H/0644/002 41058/15-6-2015 PFIZER HELLAS A.E. GR
ETUKOAU UUEVA PE AETTTO

ULEVLO SLokia

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 41057/15-6-2015 PFIZER HELLAS A.E. GR
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Zyvoxid 600 mg
ETUKAAUUEVA e AETTTO
ULEVLO SLokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
UUEVLIO Slokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKAAUEVA e AETTTO
UUEVLIO Slokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKAAUEVA e AETTTO
UUEVLIO Slokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
UUEVLIO Slokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR
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National Authorisation Number

MAH of product in the
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Member State where
product is authorised

Zyvoxid 600 mg
ETUKAAUUEVA e AETTTO
ULEVLO SLokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
UUEVLIO Slokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKAAUEVA e AETTTO
UUEVLIO Slokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKAAUEVA e AETTTO
UUEVLIO Slokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

yla €yxuon

Zyvoxid 2 mg/ml StdAupa

IE/H/0644/001

41057/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR
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Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Zyvoxid 600 mg
ETUKAAUUEVA e AETTTO
ULEVLO SLokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
UUEVLIO Slokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKAAUEVA e AETTTO
UUEVLIO Slokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 2 mg/ml StdAupa
yla €yxuon

IE/H/0644/001

41057/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 2 mg/ml SitdAupa
yla €yxuon

IE/H/0644/001

41057/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 600 mg
ETUKOAU UUEVA PE AETTTO
ULEVLO SLokia

IE/H/0644/002

41058/15-6-2015

PFIZER HELLAS A.E.

GR

Zyvoxid 2 mg/ml StdAupa
yla €yxuon

IE/H/0644/001

41057/15-6-2015

PFIZER HELLAS A.E.

GR
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

yia evodAEBLa Eyxuon.

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 41057/15-6-2015 PFIZER HELLAS A.E. GR
Yl €yxuon

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 41057/15-6-2015 PFIZER HELLAS A.E. GR
yla €yxuon

Zyvoxid 2 mg/ml SitdAupa IE/H/0644/001 41057/15-6-2015 PFIZER HELLAS A.E. GR
yla €yxuon

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 41057/15-6-2015 PFIZER HELLAS A.E. GR
yla €yxuon

Zyvoxid 2 mg/ml SitdAupa IE/H/0644/001 41057/15-6-2015 PFIZER HELLAS A.E. GR
yla €yxuon

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 41057/15-6-2015 PFIZER HELLAS A.E. GR
yla €yxuon

Zyvoxid 2 mg/ml StdAupa IE/H/0644/001 41057/15-6-2015 PFIZER HELLAS A.E. GR
yla €yxuon

Linesol 600 mg not available 92619/24/19-6-2025 VOCATE OAPMAKEYTIKH AE | GR
EmikoAupupéva pe Aemtod

UUEVLIO Slokia

Linezan 2 mg/ml AldAupo PT/H/1555/01/R/0 116063/10-11-2022 ANFARM HELLAS SA GR
yia Eyxuon

Linesol 2 mg/ml StdAupa not available 28977/23/02-04-2024 VOCATE OAPMAKEYTIKH AE | GR
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Product Name (in
authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

otopina za infuziju

Antizolid 2 mg/ml 8tdAupa | not available 40816/7-5-2021 COOPER PHARMACEUTICALS | GR
yia evodAEBLA Eyxuon S.A.

Linezolid Kabi, 2 mg/ml PT/H/1090/001 83407/24-11-2015 FRESENIUS KABI HELLAS GR
SLaAupa yLa €yxuon SINGLE MEMBER S.A.

Lizedia 600 mg AT/H/0491/001 157069/17-12-2019 PHARMATHEN S.A. GR
ETUKAAUEVA e AETTTO

UUEVLIO Slokia

ZETALID 2 mg/ml AldAupa PT/H/1143/001 3054401 DEMO ABEE GR
yla €yxuon

Zyvoxid 600 mg filmom not available HR-H-202569569 PFIZER CROATIA D.O.O. HR
obloZene tablete

Linezolid Sandoz 2 mg/ml HR/H/0263/001 HR-H-249166135 SANDOZ D.O.O. HR
otopina za infuziju

Linezolid Krka 600 mg AT/H/0620/001 HR-H-094120244 KRKA-FARMA D.O.O. HR
filmom obloZene tablete

ZYVOXID 2 mg/ ml otopina | not available HR-H-711194389 PFIZER CROATIA D.O.O. HR
za infuziju

Linezolid Kabi 2 mg/ml PT/H/1090/001 HR-H-690522814 FRESENIUS KABI D.O.O. HR
otopina za infuziju

Linezolid Krka 2 mg/ml AT/H/0639/001 HR-H-611386157 KRKA-FARMA D.O.O. HR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmom obloZene tablete

Lynz 600 mg filmom NL/H/2965/001 HR-H-725335862 SANDOZ D.0.0. HR
obloZene tablete

Linezolid Accord 2 mg/ml PT/H/1195/001 HR-H-328955893 ACCORD HEALTHCARE HR
otopina za infuziju POLSKA SP.Z 0.0.

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmom obloZene tablete

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmom obloZene tablete

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
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authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmtabletta

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete

Linezolid Pliva 600 mg NL/H/2945/001 HR-H-230450457 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete

Anozilad 2 mg/ml oldatos HU/H/0659/001 OGYI-T-22617/15 ACTAVIS GROUP PTC EHF. HU
infuzid

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/01 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/09 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/06 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/12 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/05 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/02 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/04 ACTAVIS GROUP PTC EHF. HU

List of nationally authorised medicinal products

Page 51/134




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number
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infazid

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/03 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/08 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/11 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/07 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Anozilad 600 mg HU/H/0834/001 OGYI-T-22617/10 ACTAVIS GROUP PTC EHF. HU
filmtabletta

Linezolid Krka 600 mg AT/H/0620/001 OGYI-T-22928/01 KRKA, D.D., NOVO MESTO HU
filmtabletta

Linezolid Krka 600 mg AT/H/0620/001 OGYI-T-22928/02 KRKA, D.D., NOVO MESTO HU
filmtabletta

Linezolid Krka 600 mg AT/H/0620/001 OGYI-T-22928/03 KRKA, D.D., NOVO MESTO HU
filmtabletta

Linesan 2 mg/ml oldatos not available 0GYI-T-23736/01 ANFARM HELLAS SA HU
infazid

Linesan 2 mg/ml oldatos not available 0GYI-T-23736/02 ANFARM HELLAS SA HU
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authorisation country)
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Authorisation number

National Authorisation Number

MAH of product in the
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mg/ml oldatos infuzid

KFT.

Linesan 2 mg/ml oldatos not available 0GYI-T-23736/03 ANFARM HELLAS SA HU
infuzio

Linesan 2 mg/ml oldatos not available 0GYI-T-23736/04 ANFARM HELLAS SA HU
infuzio

Linesan 2 mg/ml oldatos not available 0GYI-T-23736/05 ANFARM HELLAS SA HU
infuzio

Linesan 2 mg/ml oldatos not available 0GYI-T-23736/06 ANFARM HELLAS SA HU
infiuzio

Linezolid Fresenius Kabi 2 PT/H/1090/001/E001 OGYI-T-23774/01 FRESENIUS KABI HUNGARY HU
mg/ml oldatos infuzid KFT.

Linezolid Fresenius Kabi 2 PT/H/1090/001/E001 OGYI-T-23774/03 FRESENIUS KABI HUNGARY HU
mg/ml oldatos infuzid KFT.

Linezolid Fresenius Kabi 2 PT/H/1090/001/E001 OGYI-T-23774/05 FRESENIUS KABI HUNGARY HU
mg/ml oldatos infuzid KFT.

Linezolid Fresenius Kabi 2 PT/H/1090/001/E001 OGYI-T-23774/02 FRESENIUS KABI HUNGARY HU
mg/ml oldatos infuzid KFT.

Linezolid Fresenius Kabi 2 PT/H/1090/001/E001 OGYI-T-23774/04 FRESENIUS KABI HUNGARY HU
mg/ml oldatos infuzid KFT.

Linezolid Fresenius Kabi 2 PT/H/1090/001/E001 OGYI-T-23774/06 FRESENIUS KABI HUNGARY HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

infusion

IRELAND UNLIMITED
COMPANY

Linezolid Krka 2 mg/ml AT/H/0639/001 OGYI-T-22928/04 KRKA, D.D., NOVO MESTO HU
oldatos inflzid
Linezolid Krka 2 mg/ml AT/H/0639/001 OGYI-T-22928/05 KRKA, D.D., NOVO MESTO HU
oldatos inflzid
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 2 mg/ml solution for | 1E/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
infusion IRELAND UNLIMITED

COMPANY
Zyvox 100 mg/5 ml IE/H/0644/003 PA 822/143/1 PFIZER HEALTHCARE IE
granules for oral IRELAND UNLIMITED
suspension COMPANY
Zyvox 2 mg/ml solution for | 1E/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
infusion IRELAND UNLIMITED

COMPANY
Zyvox 100 mg/5 ml IE/H/0644/003 PA 822/143/1 PFIZER HEALTHCARE IE
granules for oral IRELAND UNLIMITED
suspension COMPANY
Zyvox 2 mg/ml solution for | IE/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

tablets

IRELAND UNLIMITED
COMPANY

Zyvox 2 mg/ml solution for | 1E/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
infusion IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE

List of nationally authorised medicinal products

Page 55/134




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tablets

IRELAND UNLIMITED
COMPANY

Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

infusion

IRELAND UNLIMITED
COMPANY

Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 2 mg/ml solution for | IE/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
infusion IRELAND UNLIMITED

COMPANY
Zyvox 2 mg/ml solution for | 1E/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
infusion IRELAND UNLIMITED

COMPANY
Zyvox 2 mg/ml solution for | IE/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
infusion IRELAND UNLIMITED

COMPANY
Zyvox 2 mg/ml solution for | 1E/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
infusion IRELAND UNLIMITED

COMPANY
Zyvox 100 mg/5 ml IE/H/0644/003 PA 822/143/1 PFIZER HEALTHCARE IE
granules for oral IRELAND UNLIMITED
suspension COMPANY
Zyvox 2 mg/ml solution for | IE/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tablets

IRELAND UNLIMITED
COMPANY

Zyvox 2 mg/ml solution for | 1E/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
infusion IRELAND UNLIMITED

COMPANY
Zyvox 2 mg/ml solution for | IE/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
infusion IRELAND UNLIMITED

COMPANY
Zyvox 2 mg/ml solution for | 1E/H/0644/001 PA0822/143/2 PFIZER HEALTHCARE IE
infusion IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

film-coated tablets

Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Zyvox 600 mg film-coated IE/H/0644/002 PA 0822/143/004 PFIZER HEALTHCARE IE
tablets IRELAND UNLIMITED

COMPANY
Linezolid Krka 600 mg film- | AT/H/0625/001 PA1347/057/001 KRKA, D.D., NOVO MESTO IE
coated tablets
Linezolid 600 mg film- NL/H/4545/001 PA2315/104/001 ACCORD HEALTHCARE IE
coated tablets IRELAND LIMITED
Linezolid Clonmel 600 mg DE/H/3489/001 PA0126/238/001 CLONMEL HEALTHCARE LTD. | IE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Film-coated Tablets

Linezolid 2 mg/ml Solution | PT/H/1090/001 PA 2059/011/001 FRESENIUS KABI IE
for infusion DEUTSCHLAND GMBH

Linezolid 2 mg/ml solution | AT/H/0639/001 PA1347/057/002 KRKA, D.D., NOVO MESTO IE
for infusion

Linezolid 600 mg Film- NL/H/2965/001 PA0711/230/001 ROWEX LTD IE
Coated Tablets

Linezolid 2 mg/ml solution | PT/H/1195/001 PA2315/104/003 ACCORD HEALTHCARE IE
for infusion IRELAND LIMITED

Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets

Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets

Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets

Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets

Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets

Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Film-coated Tablets

Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Film-coated Tablets

Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
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MAH of product in the
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Member State where
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filmuhudadar toflur.

Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Linezolid Teva 600 mg NL/H/2945/001 PA0749/204/001 TEVA PHARMA B.V. IE
Film-coated Tablets
Zyvoxid 100 mg/5 ml IE/H/0644/003 IS/1/01/017/04 PFIZER APS IS
mixtarukyrni, dreifa.
Zyvoxid 100 mg/5 ml IE/H/0644/003 IS/1/01/017/04 PFIZER APS IS
mixtarukyrni, dreifa.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
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authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmuhudadar toflur.

Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
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MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmuhudadar toflur.

Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
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National Authorisation Number

MAH of product in the
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innrennslislyf, lausn.

Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
Zyvoxid 600 mg IE/H/0644/002 IS/1/01/017/03 PFIZER APS IS
filmuhudadar toflur.
Zyvoxid 100 mg/5 ml IE/H/0644/003 IS/1/01/017/04 PFIZER APS IS
mixtarukyrni, dreifa.
Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
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Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
Zyvoxid 2 mg/ml IE/H/0644/001 IS/1/01/017/01 PFIZER APS IS
innrennslislyf, lausn.
ZYVOXID 100 mg/5 ml IE/H/0644/003 035410075 PFIZER ITALIA S.R.L. IT
granulato per sospensione
orale
ZYVOXID 2 mg/ml IE/H/0644/001 035410024 PFIZER ITALIA S.R.L. IT
soluzione per infusione
ZYVOXID 2 mg/ml IE/H/0644/001 035410024 PFIZER ITALIA S.R.L. IT
soluzione per infusione
ZYVOXID 600 mg IE/H/0644/002 035410226 PFIZER ITALIA S.R.L. IT
compresse rivestite con
film
ZYVOXID 600 mg IE/H/0644/002 035410315 PFIZER ITALIA S.R.L. IT
compresse rivestite con
film
ZYVOXID 2 mg/ml IE/H/0644/001 035410012 PFIZER ITALIA S.R.L. IT

soluzione per infusione
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ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410253

PFIZER ITALIA S.R.L.

IT

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410366

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410380

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410289

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410291

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410240

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410238

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410366

PFIZER ITALIA S.R.L.
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ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410012

PFIZER ITALIA S.R.L.

IT

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410012

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410012

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410226

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410051

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410226

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410265

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410289

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410416

PFIZER ITALIA S.R.L.
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compresse rivestite con
film

ZYVOXID 600 mg IE/H/0644/002 035410291 PFIZER ITALIA S.R.L. IT
compresse rivestite con

film

ZYVOXID 2 mg/ml IE/H/0644/001 035410380 PFIZER ITALIA S.R.L. IT
soluzione per infusione

ZYVOXID 2 mg/ml IE/H/0644/001 035410430 PFIZER ITALIA S.R.L. IT
soluzione per infusione

ZYVOXID 2 mg/ml IE/H/0644/001 035410428 PFIZER ITALIA S.R.L. IT
soluzione per infusione

ZYVOXID 2 mg/ml IE/H/0644/001 035410378 PFIZER ITALIA S.R.L. IT
soluzione per infusione

ZYVOXID 600 mg IE/H/0644/002 035410339 PFIZER ITALIA S.R.L. IT
compresse rivestite con

film

ZYVOXID 2 mg/ml IE/H/0644/001 035410404 PFIZER ITALIA S.R.L. IT
soluzione per infusione

ZYVOXID 2 mg/ml IE/H/0644/001 035410392 PFIZER ITALIA S.R.L. IT
soluzione per infusione

ZYVOXID 600 mg IE/H/0644/002 035410277 PFIZER ITALIA S.R.L. IT
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410303

PFIZER ITALIA S.R.L.

IT

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410327

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410238

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410366

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410341

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410354

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410315

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410024

PFIZER ITALIA S.R.L.
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MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410253

PFIZER ITALIA S.R.L.

IT

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410240

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410048

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410036

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410063

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410012

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410327

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410339

PFIZER ITALIA S.R.L.
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Member State where
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ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410265

PFIZER ITALIA S.R.L.

IT

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410341

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410303

PFIZER ITALIA S.R.L.

ZYVOXID 600 mg
compresse rivestite con
film

IE/H/0644/002

035410226

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410012

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410012

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410366

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410380

PFIZER ITALIA S.R.L.

ZYVOXID 2 mg/ml
soluzione per infusione

IE/H/0644/001

035410380

PFIZER ITALIA S.R.L.
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ZYVOXID 2 mg/ml IE/H/0644/001 035410024 PFIZER ITALIA S.R.L. IT
soluzione per infusione
ZYVOXID 100 mg/5 ml IE/H/0644/003 035410075 PFIZER ITALIA S.R.L. IT
granulato per sospensione
orale
ZYVOXID 100 mg/5 ml IE/H/0644/003 035410075 PFIZER ITALIA S.R.L. IT
granulato per sospensione
orale
ZYVOXID 100 mg/5 ml IE/H/0644/003 035410075 PFIZER ITALIA S.R.L. IT
granulato per sospensione
orale
ZYVOXID 100 mg/5 ml IE/H/0644/003 035410075 PFIZER ITALIA S.R.L. IT
granulato per sospensione
orale
Linezolid Aurobindo Italia AT/H/0491/001 044948014 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.
rivestite con film
Linezolid Aurobindo Italia AT/H/0491/001 044948026 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.
rivestite con film
Linezolid Aurobindo Italia AT/H/0491/001 044948038 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film
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National Authorisation Number

MAH of product in the
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600 mg compresse
rivestite con film

(ITALIA) S.R.L.

Linezolid Aurobindo Italia AT/H/0491/001 044948040 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948053 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948065 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948077 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948089 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948091 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948103 AUROBINDO PHARMA IT
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National Authorisation Number

MAH of product in the
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Member State where
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600 mg compresse
rivestite con film

(ITALIA) S.R.L.

Linezolid Aurobindo Italia AT/H/0491/001 044948115 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948127 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948139 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948141 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948154 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948166 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Aurobindo Italia AT/H/0491/001 044948178 AUROBINDO PHARMA IT
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mg/ml soluzione per
infusione

LTD

Linezolid Aurobindo Italia AT/H/0491/001 044948180 AUROBINDO PHARMA IT
600 mg compresse (ITALIA) S.R.L.

rivestite con film

Linezolid Krka d.d. 600 mg | AT/H/0620/001 AIC N. 044172017 KRKA, D.D., NOVO MESTO IT
compresse rivestite con

film

Linezolid Krka d.d. 600 mg | AT/H/0620/001 044172029 KRKA, D.D., NOVO MESTO IT
compresse rivestite con

film

Linezolid Krka d.d. 600 mg | AT/H/0620/001 AIC N. 044172031 KRKA, D.D., NOVO MESTO IT
compresse rivestite con

film

Linezolid S.A.L.F. 2 mg/ml not available 045477015 S.A.L.F. SPA LABORATORIO IT
soluzione per infusione FARMACOLOGICO

Linezolid Aurobindo 2 PT/H/1629/001 045433012 EUGIA PHARMA (MALTA) IT
mg/ml soluzione per LTD

infusione

Linezolid Aurobindo 2 PT/H/1629/001 045433036 EUGIA PHARMA (MALTA) IT
mg/ml soluzione per LTD

infusione

Linezolid Aurobindo 2 PT/H/1629/001 045433048 EUGIA PHARMA (MALTA) IT
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soluzione per infusione

Linezolid Aurobindo 2 PT/H/1629/001 045433024 EUGIA PHARMA (MALTA) IT
mg/ml soluzione per LTD

infusione

Linezolid Hikma 2 mg/ml AT/H/1082/001 049118019 HIKMA FARMACEUTICA IT
soluzione per infusione. (PORTUGAL), S.A.

Linezolid Kabi 2 mg/ml PT/H/1090/001 043113012 FRESENIUS KABI ITALIAS.R.L. | IT
soluzione per infusione.

Linezolid Kabi 2 mg/ml PT/H/1090/001 043113024 FRESENIUS KABI ITALIAS.R.L. | IT
soluzione per infusione.

Linezolid Kabi 2 mg/ml PT/H/1090/001 043113036 FRESENIUS KABI ITALIAS.R.L. | IT
soluzione per infusione.

Linezolid Kabi 2 mg/ml PT/H/1090/001 043113048 FRESENIUS KABI ITALIAS.R.L. | IT
soluzione per infusione.

Linezolid Kabi 2 mg/ml PT/H/1090/001 043113051 FRESENIUS KABI ITALIAS.R.L. | IT
soluzione per infusione.

Linezolid Kabi 2 mg/ml PT/H/1090/001 043113063 FRESENIUS KABI ITALIAS.R.L. | IT
soluzione per infusione.

Linezolid Krka 2 mg/ml AT/H/0639/001 044463014 KRKA, D.D., NOVO MESTO IT
soluzione per infusione

Linezolid Krka 2 mg/ml AT/H/0639/001 044463026 KRKA, D.D., NOVO MESTO IT
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Member State where
product is authorised

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122151

TEVA ITALIAS.R.L.

IT

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122264

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122237

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122112

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122302

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122187

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122175

TEVA ITALIAS.R.L.
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National Authorisation Number
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Member State where
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Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122163

TEVA ITALIAS.R.L.

IT

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122249

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122225

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122276

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122252

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122100

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122148

TEVA ITALIAS.R.L.

List of nationally authorised medicinal products

Page 80/134




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state
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Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122124

TEVA ITALIAS.R.L.

IT

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122050

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122074

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122047

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122023

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122290

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122086

TEVA ITALIAS.R.L.
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Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122035

TEVA ITALIAS.R.L.

IT

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122199

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122213

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122136

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122062

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122098

TEVA ITALIAS.R.L.

Linezolid Teva 600 mg
compresse rivestite con
film

NL/H/2945/001

043122201

TEVA ITALIAS.R.L.
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National Authorisation Number
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plévele dengtos tabletés

Linezolid Teva 600 mg NL/H/2945/001 043122288 TEVA ITALIAS.R.L. IT
compresse rivestite con

film

Linezolid Teva 600 mg NL/H/2945/001 043122011 TEVA ITALIAS.R.L. IT
compresse rivestite con

film

Linezolid Krka 600 mg AT/H/0620/001 LT/1/15/3838/001 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés

Linezolid Krka 600 mg AT/H/0620/001 LT/1/15/3838/002 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés

Linezolid Krka 600 mg AT/H/0620/001 LT/1/15/3838/003 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés

ZYVOXID 2 mg/ml infuzinis | not available LT/1/02/2448/001 PFIZER EUROPE MA EEIG LT
tirpalas

Linezolid Kalceks 2 mg/ml SE/H/2285/001 LT/1/25/5767/001 KALCEKS LT
infuzinis tirpalas

Linezolid Kalceks 2 mg/ml SE/H/2285/001 LT/1/25/5767/002 KALCEKS LT
infuzinis tirpalas

Linezolid Accord 600 mg NL/H/4545/001 LT/1/15/3837/001 ACCORD HEALTHCARE B.V. LT
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number
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Member State where
product is authorised

infuzinis tirpalas

Linezolid Accord 600 mg NL/H/4545/001 LT/1/15/3837/002 ACCORD HEALTHCARE B.V. LT
plévele dengtos tabletés
Linezolid Accord 600 mg NL/H/4545/001 LT/1/15/3837/003 ACCORD HEALTHCARE B.V. LT
plévele dengtos tabletés
Linezolid Accord 600 mg NL/H/4545/001 LT/1/15/3837/004 ACCORD HEALTHCARE B.V. LT
plévele dengtos tabletés
Linezolid Accord 600 mg NL/H/4545/001 LT/1/15/3837/005 ACCORD HEALTHCARE B.V. LT
plévele dengtos tabletés
Linezolid Accord 600 mg NL/H/4545/001 LT/1/15/3837/006 ACCORD HEALTHCARE B.V. LT
plévele dengtos tabletés
Linezolid Accord 600 mg NL/H/4545/001 LT/1/15/3837/007 ACCORD HEALTHCARE B.V. LT
plévele dengtos tabletés
Linezolid Accord 600 mg NL/H/4545/001 LT/1/15/3837/008 ACCORD HEALTHCARE B.V. LT
plévele dengtos tabletés
Linezolid Accord 600 mg NL/H/4545/001 LT/1/15/3837/009 ACCORD HEALTHCARE B.V. LT
plévele dengtos tabletés
Linezolid Accord 600 mg NL/H/4545/001 LT/1/15/3837/010 ACCORD HEALTHCARE B.V. LT
plévele dengtos tabletés
Linezolid Krka 2 mg/ml AT/H/0639/001 LT/1/16/4014/001 KRKA, D.D., NOVO MESTO LT
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Member State where
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Skidums inflzijam

Linezolid Krka 2 mg/ml AT/H/0639/001 LT/1/16/4014/002 KRKA, D.D., NOVO MESTO LT
infuzinis tirpalas

Linezolid Accord 2 mg/ml PT/H/1195/001 LT/1/18/4185/001 ACCORD HEALTHCARE B.V. LT
infuzinis tirpalas

Zyvoxid 100 mg/5 ml IE/H/0644/003 2010020717 PFIZER S.A. LU
granulés pour suspension

buvable

Zyvoxid 2 mg/ml solution IE/H/0644/001 2010020716 PFIZER S.A. LU
pour perfusion

Zyvoxid 600 mg IE/H/0644/002 2010020719 PFIZER S.A. LU
comprimés pelliculés

Linezolid Fresenius Kabi 2 PT/H/1090/001 2016040054 FRESENIUS KABI NV/SA LU
mg/1 ml Solution pour

perfusion

Linezolid Krka 600 mg AT/H/0620/001 15-0290 KRKA, D.D., NOVO MESTO LV
apvalkotas tabletes

Linezolid Kalceks 2 mg/ml SE/H/2285/001 25-0114 KALCEKS LV
Skidums inflzijam

Linezolid Kalceks 2 mg/ml SE/H/2285/001 25-0114 KALCEKS LV
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filmomhulde tabletten

Linezolid Accord 600 mg NL/H/4545/001 15-0313 ACCORD HEALTHCARE B.V. LV
apvalkotas tabletes

ZYVOXID 2 mg/ml $kidums | not available 04-0288 PFIZER EUROPE MA EEIG LV
infGzijam

Linezolid Krka 2 mg/ml AT/H/0639/001 16-0225 KRKA, D.D., NOVO MESTO LV
Skidums inflzijam

Linezolid Accord 2 mg/ml PT/H/1195/001 18-0005 ACCORD HEALTHCARE B.V. LV
Skidums inflzijam

Zyvox 2 mg/ml solution for | not available MAS505/01803 PFIZER HELLAS A.E. MT
infusion

Zyvox 600 mg film-coated not available MA505/01802 PFIZER HELLAS A.E. MT
tablets

Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie

Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten

Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten

Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
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filmomhulde tabletten

Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
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National Authorisation Number
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oplossing voor infusie

Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie
Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie
Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie
Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie
Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie
Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL

List of nationally authorised medicinal products

Page 88/134




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmomhulde tabletten

Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie
Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie
Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie
Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 2 mg/ml, IE/H/0644/001 RVG 26567 PFIZER B.V. NL
oplossing voor infusie
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Zyvoxid 600 mg, IE/H/0644/002 RVG 26569 PFIZER B.V. NL
filmomhulde tabletten
Linezolid Sandoz 600 mg, NL/H/2966/001 RVG 113824 SANDOZ B.V. NL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg, filmomhulde tabletten

POLPHARMA S.A.

Linezolid Mylan 600 mg, NL/H/3011/001 RVG 114163 MYLAN PHARMACEUTICALS NL
filmomhulde tabletten LIMITED

Dilizolen 2 mg/ml, NL/H/2505/001 RVG 111095 GLENMARK NL
oplossing voor infusie PHARMACEUTICALS S.R.O.
Linezolid Accord 600 mg NL/H/4545/001 RVG 115279 ACCORD HEALTHCARE B.V. NL
filmomhulde tabletten

Lynvox 2 mg/ml, oplossing | NL/H/3443/001 RVG 115278 HIKMA PHARMA GMBH NL
voor infusie

Lynvox 2 mg/ml, oplossing | NL/H/3443/001 RVG 115278 HIKMA PHARMA GMBH NL
voor infusie

Linezolid Fresenius Kabi 2 PT/H/1090/001 RVG 114296 FRESENIUS KABI NEDERLAND | NL
mg/ml, oplossing voor B.V.

infusie

Linezolid Polpharma 2 NL/H/2781/001 RVG 112520 ZAKLADY FARMACEUTYCZNE | NL
mg/ml oplossing voor POLPHARMA S.A.

infusie

Linezolid Farmaprojects NL/H/2780/001/R/001 RVG 112519 FARMAPROJECTS S.A.U. NL
2mg/ml, oplossing voor

infusie

Linezolid Polpharma 600 NL/H/3124/001 RVG 114804 ZAKLADY FARMACEUTYCZNE | NL
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National Authorisation Number

MAH of product in the

Member State where

filmdrasjerte.

authorisation country) Authorisation number member state product is authorised

Linezolid Sandoz 600 mg, NL/H/2965/001 RVG 113822 SANDOZ B.V. NL
filmomhulde tabletten

Linezolid Teva 600 mg, NL/H/2945/001 RVG 114205 TEVA NEDERLAND B.V. NL
filmomhulde tabletten

Linezolid Teva 600 mg, NL/H/2945/001 RVG 114205 TEVA NEDERLAND B.V. NL
filmomhulde tabletten

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,
opplasning

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,
oppl@gsning

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,
opplasning

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,
oppl@gsning

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,
oppl@gsning

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.
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Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,
opplasning

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,
oppl@gsning

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,
opplasning

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,
opplasning

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

List of nationally authorised medicinal products

Page 93/134



Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmdrasjerte.

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,

oppl@gsning

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,

opplasning

Zyvoxid 2 mg/ml IE/H/0644/001 01-2267 PFIZER AS NO
infusjonsvaeske,

opplasning

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tabletki powlekane

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Zyvoxid 600 mg tabletter, IE/H/0644/002 01-2269 PFIZER AS NO
filmdrasjerte.

Linezolid Krka 600 mg AT/H/0625/001 15-10604 KRKA, D.D., NOVO MESTO NO
tabletter, filmdrasjerte

Linezolid Accord 600 mg NL/H/4545/001 14-10050 ACCORD HEALTHCARE B.V. NO
filmdrasjerte tabletter

Linezolid Fresenius Kabi 2 PT/H/1090/001 13/9804 FRESENIUS KABI NORGE AS NO
mg/ml infusjonsvaeske,

opplasning

Linezolid Sandoz NL/H/2965/001 13-9593 SANDOZ A/S NO
Linezolid Accord 2 mg/ml PT/H/1195/001 17-11660 ACCORD HEALTHCARE B.V. NO
infusjonsvaeske,

opplgsning.

Linezolid Krka, 600 mg, AT/H/0620/001 22832 KRKA, D.D., NOVO MESTO PL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

roztwér do infuzji

Z0.0.

Dilizolen, 2 mg/ml, NL/H/2505/001 21192 GLENMARK PL
roztwér do infuzji PHARMACEUTICALS S.R.O.
Linezolid Eugia, 2 mg/mL, PT/H/1629/001 24529 EUGIA PHARMA (MALTA) PL
roztwér do infuzji LTD

Zyvoxid, 2 mg/ml, roztwdr | not available 9200 PFIZER EUROPE MA EEIG PL
do infuzji

Zyvoxid, 2 mg/ml, roztwdr | not available 9200 PFIZER EUROPE MA EEIG PL
do infuzji

Zyvoxid, 2 mg/ml, roztwdr | not available 9200 PFIZER EUROPE MA EEIG PL
do infuzji

Zyvoxid, 2 mg/ml, roztwdr | not available 9200 PFIZER EUROPE MA EEIG PL
do infuzji

Zyvoxid, 2 mg/ml, roztwdr | not available 9200 PFIZER EUROPE MA EEIG PL
do infuzji

Zyvoxid, 2 mg/ml, roztwdr | not available 9200 PFIZER EUROPE MA EEIG PL
do infuzji

Zyvoxid, 600 mg, tabletki not available 9198 PFIZER EUROPE MA EEIG PL
powlekane

Linezolid Kabi, 2 mg/ml, PT/H/1090/001 22370 FRESENIUS KABI POLSKA SP. PL
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Linezolid Polpharma, 2 NL/H/2781/001 22018 ZAKLADY FARMACEUTYCZNE | PL
mg/ml, roztwdr do infuzji POLPHARMA S.A.
Linezolid Polpharma, 600 NL/H/3124/001 22745 ZAKLADY FARMACEUTYCZNE | PL
mg, tabletki powlekane POLPHARMA S.A.
Linezolid Krka, 2 mg/ml, AT/H/0639/001 23685 KRKA, D.D., NOVO MESTO PL
roztwér do infuzji
Zyvoxid 600 mg IE/H/0644/002 3751880 LABORATORIOS PFIZER LDA. | PT
comprimidos revestidos
por pelicula
Zyvoxid 600 mg IE/H/0644/002 3652286 LABORATORIOS PFIZER LDA. PT
comprimidos revestidos
por pelicula
Zyvoxid 600 mg IE/H/0644/002 3652682 LABORATORIOS PFIZER LDA. | PT
comprimidos revestidos
por pelicula
Zyvoxid 2 mg/ml solugdo IE/H/0644/001 3650884 LABORATORIOS PFIZER LDA. | PT
para perfusdo
Zyvoxid 600 mg IE/H/0644/002 3652880 LABORATORIOS PFIZER LDA. | PT
comprimidos revestidos
por pelicula

List of nationally authorised medicinal products

Page 97/134




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3653185

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3652484

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752284

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3652583

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3751989

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752680

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752789

LABORATORIOS PFIZER LDA.

PT
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752383

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752581

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752284

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752482

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752086

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752581

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3751781

LABORATORIOS PFIZER LDA.

PT
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National Authorisation Number

MAH of product in the
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Member State where
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Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752185

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752482

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3652385

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3653482

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3652781

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3652989

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 2 mg/ml solucdo
para perfusao

IE/H/0644/001

5413646

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752086

LABORATORIOS PFIZER LDA.

PT
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National Authorisation Number

MAH of product in the
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Member State where
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Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752789

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3653284

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3653383

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3653086

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3752383

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3751880

LABORATORIOS PFIZER LDA.

PT

Zyvoxid 600 mg
comprimidos revestidos
por pelicula

IE/H/0644/002

3751781

LABORATORIOS PFIZER LDA.

PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg comprimidos
revestidos por pelicula

S.A.

Zyvoxid 600 mg IE/H/0644/002 3751989 LABORATORIOS PFIZER LDA. | PT
comprimidos revestidos
por pelicula
Zyvoxid 600 mg IE/H/0644/002 3752680 LABORATORIOS PFIZER LDA. | PT
comprimidos revestidos
por pelicula
Linezolida Pharmakern, not available 5681937 PHARMAKERN PORTUGAL- | PT
600 mg, comprimidos PRODUTOS
revestidos por pelicula FARMACEUTICOS,

SOCIEDADE UNIPESSOAL,

LDA.
Linezolida Altan 2 mg/ml not available 5712773 ALTAN PHARMACEUTICALS PT
Solugao para perfusao S.A.
Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.
revestidos por pelicula
Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.
revestidos por pelicula
Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg comprimidos
revestidos por pelicula

S.A.

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 5708128 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg comprimidos
revestidos por pelicula

S.A.

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg comprimidos
revestidos por pelicula

GMBH

Linezolida Aurovitas 600 AT/H/0491/001 AT/H/0491/001 GENERIS FARMACEUTICA, PT
mg comprimidos S.A.

revestidos por pelicula

Linezolida Krka 600 mg AT/H/0620/001 5665211 KRKA, D.D., NOVO MESTO PT
comprimidos revestidos

por pelicula

Linezolida Krka 600 mg AT/H/0620/001 5665229 KRKA, D.D., NOVO MESTO PT
comprimidos revestidos

por pelicula

Linezolida Krka 600 mg AT/H/0620/001 5665237 KRKA, D.D., NOVO MESTO PT
comprimidos revestidos

por pelicula

Linezolida Glenmark 600 PT/H/1245/001 5687470 GLENMARK ARZNEIMITTEL PT
mg comprimidos GMBH

revestidos por pelicula

Linezolida Glenmark 600 PT/H/1245/001 5687504 GLENMARK ARZNEIMITTEL PT
mg comprimidos GMBH

revestidos por pelicula

Linezolida Glenmark 600 PT/H/1245/001 5687512 GLENMARK ARZNEIMITTEL PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/ml solucdo para
perfusao

LTD

Linezolida Normon 600 mg | ES/H/0291/001 5669056 LABORATORIOS NORMON, PT
comprimidos revestidos S.A.

por pelicula.

Linezolida Mylan 600 mg NL/H/3011/001 5723200 VIATRIS LIMITED PT
comprimidos revestidos

por pelicula

Linezolida Normon 2 PT/H/1220/001 5674270 LABORATORIOS NORMON, PT
mg/ml solucdo para S.A.

perfusao.

Linezolida Anfarm 600 PT/H/1555/001 PT/H/1555/01 ANFARM HELLAS SA PT
mg/300 ml Solugdo para

Perfusdo

Linezolida Aurobindo 2 PT/H/1629/001 PT/H/1629/001 EUGIA PHARMA (MALTA) PT
mg/ml solucdo para LTD

perfusao

Linezolida Aurobindo 2 PT/H/1629/001 PT/H/1629/001 EUGIA PHARMA (MALTA) PT
mg/ml solucdo para LTD

perfusao

Linezolida Aurobindo 2 PT/H/1629/001 PT/H/1629/001 EUGIA PHARMA (MALTA) PT
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MRP/DCP
Authorisation number

Product Name (in
authorisation country)

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

solucdo para perfusao

PORTUGAL, LDA.

Linezolida Aurobindo 2 PT/H/1629/001 5793930 EUGIA PHARMA (MALTA) PT
mg/ml solugdo para LTD

perfusdo

Linezolida Accord 600 mg NL/H/4545/001 5684501 ACCORD HEALTHCARE S.L.U. | PT
comprimidos revestidos

por pelicula

Linezolida Accord 600 mg NL/H/4545/001 5684519 ACCORD HEALTHCARE S.L.U. | PT
comprimidos revestidos

por pelicula

Linezolida Farmoz 600 mg | not available 5658778 FARMOZ - SOCIEDADE PT
comprimidos revestidos TECNICO MEDICINAL, S.A.

por pelicula

Linezolida Farmoz 600 mg not available 5658802 FARMOZ - SOCIEDADE PT
comprimidos revestidos TECNICO MEDICINAL, S.A.

por pelicula

Linezolida Farmoz 600 mg not available 5658810 FARMOZ - SOCIEDADE PT
comprimidos revestidos TECNICO MEDICINAL, S.A.

por pelicula

Linezolida Hikma 2 mg/ml | AT/H/1082/001 5846258 HIKMA FARMACEUTICA PT
solucdo para perfusdo (PORTUGAL), S.A.

Linezolida Kabi, 2 mg/ml PT/H/1090/001 5644414 FRESENIUS KABI PHARMA PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos revestidos
por pelicula

FARMACEUTICOS LDA

Linezolida Kabi, 2 mg/ml PT/H/1090/001 5644422 FRESENIUS KABI PHARMA PT
solucdo para perfusao PORTUGAL, LDA.

Linezolida Kabi, 2 mg/ml PT/H/1090/001 5644430 FRESENIUS KABI PHARMA PT
solucdo para perfusao PORTUGAL, LDA.

Linezolida Kabi, 2 mg/ml PT/H/1090/001 5657838 FRESENIUS KABI PHARMA PT
solucdo para perfusao PORTUGAL, LDA.

Linezolida Kabi, 2 mg/ml PT/H/1090/001 5657846 FRESENIUS KABI PHARMA PT
solucdo para perfusao PORTUGAL, LDA.

Linezolida Kabi, 2 mg/ml PT/H/1090/001 5657853 FRESENIUS KABI PHARMA PT
solucdo para perfusao PORTUGAL, LDA.

Linezolida Accordpharma 2 | PT/H/1195/001 5669825 ACCORD HEALTHCARE S.L.U. | PT
mg/ml solucdo para

perfusao

Linezolida Teva 600 mg NL/H/2945/001 5627039 TEVA PHARMA - PRODUTOS | PT
Comprimidos Revestidos FARMACEUTICOS LDA

por Pelicula

Linezolida Teva 600 mg NL/H/2945/001 5626973 TEVA PHARMA - PRODUTOS | PT
Comprimidos Revestidos FARMACEUTICOS LDA

por Pelicula

Linezolida Teva 600 mg NL/H/2945/001 5627013 TEVA PHARMA - PRODUTOS | PT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation number member state product is authorised

Linezolida Teva 600 mg NL/H/2945/001 5626965 TEVA PHARMA - PRODUTOS | PT
Comprimidos Revestidos FARMACEUTICOS LDA

por Pelicula

Linezolida Teva 600 mg NL/H/2945/001 5627021 TEVA PHARMA - PRODUTOS | PT
Comprimidos Revestidos FARMACEUTICOS LDA

por Pelicula

Linezolida Teva 600 mg NL/H/2945/001 5627005 TEVA PHARMA - PRODUTOS | PT
Comprimidos Revestidos FARMACEUTICOS LDA

por Pelicula

Linezolida Demo 2 mg/ml PT/H/1143/001 5672720 DEMO ABEE PT

Solugdo para perfusao

Linezolida Demo 2 mg/ml PT/H/1143/001 5672738 DEMO ABEE PT
Solugdo para perfusao

Linezolida Demo 2 mg/ml PT/H/1143/001 5672746 DEMO ABEE PT
Solucdo para perfusdo

Linezolida Demo 2 mg/ml PT/H/1143/001 5672753 DEMO ABEE PT
Solucdo para perfusdo

Linezolida Demo 2 mg/ml PT/H/1143/001 5672761 DEMO ABEE PT
Solugdo para perfusao

Linezolida Demo 2 mg/ml PT/H/1143/001 5672779 DEMO ABEE PT
Solugdo para perfusao
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

solutie perfuzabila

Linezolid Krka 600 mg AT/H/0620/001 13184/2020/01 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Linezolid Krka 600 mg AT/H/0620/001 13184/2020/02 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Linezolid Krka 600 mg AT/H/0620/001 13184/2020/03 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Zyvoxid 2 mg/ml solutie not available 2047/2009/01 PFIZER EUROPE MA EEIG RO
perfuzabila

Zyvoxid 600 mg not available 2046/2009/01 PFIZER EUROPE MA EEIG RO
comprimate filmate

Zyvoxid 600 mg not available 2046/2009/02 PFIZER EUROPE MA EEIG RO
comprimate filmate

Zyvoxid 100 mg/5 ml not available 2048/2009/01 PFIZER EUROPE MA EEIG RO
granule pentru suspensie

orala

Linezolid Infomed 2 mg/ml | DE/H/6119/001 12826/2019/01 INFOMED FLUIDS SRL RO
solutie perfuzabila

Linezolid Infomed 2 mg/ml | DE/H/6119/001 12826/2019/02 INFOMED FLUIDS SRL RO
solutie perfuzabila

Linezolid Infomed 2 mg/ml | DE/H/6119/001 12826/2019/03 INFOMED FLUIDS SRL RO
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Product Name (in
authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimate filmate

S.R.L.

Linezolid Kabi 2 mg/ml PT/H/1090/001 15234/2023/01 FRESENIUS KABI ROMANIA RO
solutie perfuzabila SRL

Linezolid Kabi 2 mg/ml PT/H/1090/001 15234/2023/02 FRESENIUS KABI ROMANIA RO
solutie perfuzabila SRL

Linezolid Kabi 2 mg/ml PT/H/1090/001 15234/2023/03 FRESENIUS KABI ROMANIA RO
solutie perfuzabila SRL

Linezolid Kabi 2 mg/ml PT/H/1090/001 15234/2023/04 FRESENIUS KABI ROMANIA RO
solutie perfuzabila SRL

Linezolid Kabi 2 mg/ml PT/H/1090/001 15234/2023/05 FRESENIUS KABI ROMANIA RO
solutie perfuzabila SRL

Linezolid Kabi 2 mg/ml PT/H/1090/001 15234/2023/06 FRESENIUS KABI ROMANIA RO
solutie perfuzabila SRL

Linezolid Krka 2 mg/ml AT/H/0639/001 14216/2021/01 KRKA, D.D., NOVO MESTO RO
solutie perfuzabila

Linezolid Krka 2 mg/ml AT/H/0639/001 14216/2021/02 KRKA, D.D., NOVO MESTO RO
solutie perfuzabila

Linezolid Sandoz 600 mg NL/H/2965/001 11582/2019/01 SANDOZ PHARMACEUTICALS | RO
comprimate filmate S.R.L.

Linezolid Sandoz 600 mg NL/H/2965/001 11582/2019/02 SANDOZ PHARMACEUTICALS | RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmdragerade tabletter

Linezolid Sandoz 600 mg NL/H/2965/001 11582/2019/03 SANDOZ PHARMACEUTICALS | RO
comprimate filmate S.R.L.

Linezolid Sandoz 600 mg NL/H/2965/001 11582/2019/04 SANDOZ PHARMACEUTICALS | RO
comprimate filmate S.R.L.

Linezolid Sandoz 600 mg NL/H/2965/001 11582/2019/05 SANDOZ PHARMACEUTICALS | RO
comprimate filmate S.R.L.

Linezolid Sandoz 600 mg NL/H/2965/001 11582/2019/06 SANDOZ PHARMACEUTICALS | RO
comprimate filmate S.R.L.

Linezolid Sandoz 600 mg NL/H/2965/001 11582/2019/07 SANDOZ PHARMACEUTICALS | RO
comprimate filmate S.R.L.

Linezolid Sandoz 600 mg NL/H/2965/001 11582/2019/08 SANDOZ PHARMACEUTICALS | RO
comprimate filmate S.R.L.

Linezolid Accord 2 mg/ml PT/H/1195/001 12850/2019/01 ACCORD HEALTHCARE RO
solutie perfuzabila POLSKA SP.Z 0.0.

Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter

Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, [6sning

Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmdragerade tabletter

Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, 16sning

Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, 16sning

Zyvoxid 20 mg/ml granulat | IE/H/0644/003 17169 PFIZER AB SE
till oral suspension

Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, [6sning

Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter

Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter

Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter

Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter

Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter

Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmdragerade tabletter

Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, 16sning
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmdragerade tabletter

Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, 16sning
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
filmdragerade tabletter
Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, [6sning
Zyvoxid 600 mg IE/H/0644/002 17168 PFIZER AB SE
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National Authorisation Number

MAH of product in the

Member State where

infusionsvatska, [6sning

authorisation country) Authorisation number member state product is authorised
Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, 16sning
Zyvoxid 20 mg/ml granulat | 1E/H/0644/003 17169 PFIZER AB SE
till oral suspension
Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, 16sning
Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, [6sning
Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, [6sning
Zyvoxid 2 mg/ml IE/H/0644/001 17166 PFIZER AB SE
infusionsvatska, 16sning
Zyvoxid 20 mg/ml granulat | 1E/H/0644/003 17169 PFIZER AB SE
till oral suspension
Linezolid Krka 600 mg AT/H/0625/001 52691 KRKA, D.D., NOVO MESTO SE
filmdragerade tabletter
Linezolid Glenmark 600 mg | PT/H/1245/001 51059 GLENMARK ARZNEIMITTEL SE
filmdragerade tabletter GMBH
Linezolid Kalceks 2 mg/ml SE/H/2285/001 64161 KALCEKS SE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmdragerade tabletter.

Linezolid Kalceks 2 mg/ml SE/H/2285/001 64161 KALCEKS SE
infusionsvatska, 16sning
Linezolid Accord 600 mg NL/H/4545/001 51043 ACCORD HEALTHCARE B.V. SE
filmdragerade tabletter
Linezolid Sandoz 600 mg NL/H/2965/001 49543 SANDOZ A/S SE
filmdragerade tabletter
Linezolid Accord 2 mg/ml PT/H/1195/001 56240 ACCORD HEALTHCARE B.V. SE
infusionsvatska, [6sning.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmdragerade tabletter.

Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE

List of nationally authorised medicinal products

Page 118/134




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmdragerade tabletter.

Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.
Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmsko obloZene tablete

POLSKA SP.Z 0O.0.

Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.

Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.

Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter.

Linezolid Teva 600 mg NL/H/2945/001 49967 TEVA SWEDEN AB SE
filmdragerade tabletter

Linezolid Krka 600 mg AT/H/0620/001 H/16/02098/001 KRKA, D.D., NOVO MESTO S
filmsko obloZene tablete

Linezolid Krka 600 mg AT/H/0620/001 H/16/02098/002 KRKA, D.D., NOVO MESTO S
filmsko obloZene tablete

Linezolid Krka 600 mg AT/H/0620/001 H/16/02098/003 KRKA, D.D., NOVO MESTO S
filmsko obloZene tablete

Zyvoxid 2 mg/ml raztopina | not available H/04/01729/001 PFIZER LUXEMBOURG S|
za infundiranje S.AR.L

Zyvoxid 600 mg filmsko not available H/04/01729/002 PFIZER LUXEMBOURG S|
oblozene tablete S.AR.L.

Linezolid Accord 600 mg NL/H/4545/001 H/16/02127/001 ACCORD HEALTHCARE Sl
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

raztopina za infundiranje

DEUTSCHLAND GMBH

Linezolid Accord 600 mg NL/H/4545/001 H/16/02127/002 ACCORD HEALTHCARE Sl
filmsko obloZene tablete POLSKA SP.Z 0O.0.
Linezolid Accord 600 mg NL/H/4545/001 H/16/02127/003 ACCORD HEALTHCARE Sl
filmsko obloZene tablete POLSKA SP.Z 0O.0.
Linezolid Accord 600 mg NL/H/4545/001 H/16/02127/004 ACCORD HEALTHCARE Sl
filmsko obloZene tablete POLSKA SP.Z 0O.0.
Linezolid Accord 600 mg NL/H/4545/001 H/16/02127/005 ACCORD HEALTHCARE Sl
filmsko obloZene tablete POLSKA SP.Z 0.0.
Linezolid Accord 600 mg NL/H/4545/001 H/16/02127/006 ACCORD HEALTHCARE Sl
filmsko obloZene tablete POLSKA SP.Z 0.0.
Linezolid Accord 600 mg NL/H/4545/001 H/16/02127/007 ACCORD HEALTHCARE Sl
filmsko obloZene tablete POLSKA SP.Z 0O.0.
Linezolid Accord 600 mg NL/H/4545/001 H/16/02127/008 ACCORD HEALTHCARE Sl
filmsko obloZene tablete POLSKA SP.Z 0O.0.
Linezolid Accord 600 mg NL/H/4545/001 H/16/02127/009 ACCORD HEALTHCARE Sl
filmsko obloZene tablete POLSKA SP.Z O.0.
Linezolid Accord 600 mg NL/H/4545/001 H/16/02127/010 ACCORD HEALTHCARE Sl
filmsko obloZene tablete POLSKA SP.Z 0.0.
Linezolid Kabi 2 mg/ml PT/H/1090/001 H/15/02023/001 FRESENIUS KABI Sl
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Product Name (in
authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

roztok

Linezolid Kabi 2 mg/ml PT/H/1090/001 H/15/02023/002 FRESENIUS KABI Sl
raztopina za infundiranje DEUTSCHLAND GMBH

Linezolid Kabi 2 mg/ml PT/H/1090/001 H/15/02023/003 FRESENIUS KABI Sl
raztopina za infundiranje DEUTSCHLAND GMBH

Linezolid Kabi 2 mg/ml PT/H/1090/001 H/15/02023/004 FRESENIUS KABI S
raztopina za infundiranje DEUTSCHLAND GMBH

Linezolid Kabi 2 mg/ml PT/H/1090/001 H/15/02023/005 FRESENIUS KABI S
raztopina za infundiranje DEUTSCHLAND GMBH

Linezolid Kabi 2 mg/ml PT/H/1090/001 H/15/02023/006 FRESENIUS KABI S
raztopina za infundiranje DEUTSCHLAND GMBH

Linezolid Krka 2 mg/ml AT/H/0639/001 H/17/02293/001 KRKA, D.D., NOVO MESTO Sl
raztopina za infundiranje

Linezolid Krka 2 mg/ml AT/H/0639/001 H/17/02293/002 KRKA, D.D., NOVO MESTO SI
raztopina za infundiranje

Linezolid Accord 2 mg/ml PT/H/1195/001 H/18/02426/001 ACCORD HEALTHCARE S
raztopina za infundiranje POLSKA SP.Z 0.0.

ZYVOXID 2 mg/ml inflzny not available 15/0361/00-S PFIZER EUROPE MA EEIG SK
roztok

ZYVOXID 2 mg/ml infazny not available 15/0361/00-S PFIZER EUROPE MA EEIG SK
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Authorisation number

Product Name (in
authorisation country)

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tablets

ZYVOXID 2 mg/ml infazny not available 15/0361/00-S PFIZER EUROPE MA EEIG SK
roztok

ZYVOXID 2 mg/ml infazny not available 15/0361/00-S PFIZER EUROPE MA EEIG SK
roztok

Linezolid Krka 600 mg AT/H/0620/001 15/0478/15-S KRKA, D.D., NOVO MESTO SK
filmom obalené tablety

Linezolid Accord 600 mg NL/H/4545/001 15/0188/16-S ACCORD HEALTHCARE SK
filmom obalené tablety POLSKA SP.Z 0.0.

Linezolid Kabi 2 mg/ml, PT/H/1090/001 15/0128/15-S FRESENIUS KABI S.R.O. SK
infUzny roztok

Linezolid Krka 2 mg/ml AT/H/0639/001 15/0482/16-S KRKA, D.D., NOVO MESTO SK
inflzny roztok

Linezolid Sandoz 600 mg NL/H/2965/001 15/0076/14-S SANDOZ PHARMACEUTICALS | SK
filmom obalené tablety D.D.

Linezolid Accord 2 mg/ml PT/H/1195/001 15/0038/18-S ACCORD HEALTHCARE SK
infUzny roztok POLSKA SP.Z 0.0.

Linezolid 600 mg Film- not available PL 17907/0525 BRISTOL LABORATORIES Xl
Coated Tablets LIMITED

Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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Zyvox 2 mg/ml solution for | 1E/H/0644/001 PL 00057/1066 PFIZER LIMITED Xl
infusion
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 2 mg/ml solution for | IE/H/0644/001 PL 00057/1066 PFIZER LIMITED XI
infusion
Zyvox 2 mg/ml solution for | IE/H/0644/001 PL 00057/1066 PFIZER LIMITED XI
infusion
Zyvox 2 mg/ml solution for | 1E/H/0644/001 PL 00057/1066 PFIZER LIMITED Xl
infusion
Zyvox 100 mg/5 ml IE/H/0644/003 PL 00057/1065 PFIZER LIMITED Xl
granules for oral
suspension
Zyvox 2 mg/ml solution for | 1E/H/0644/001 PL 00057/1066 PFIZER LIMITED Xl
infusion
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
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infusion

Zyvox 100 mg/5 ml IE/H/0644/003 PL 00057/1065 PFIZER LIMITED Xl
granules for oral

suspension

Zyvox 2 mg/ml solution for | IE/H/0644/001 PL 00057/1066 PFIZER LIMITED XI
infusion

Zyvox 2 mg/ml solution for | IE/H/0644/001 PL 00057/1066 PFIZER LIMITED XI
infusion

Zyvox 2 mg/ml solution for | 1E/H/0644/001 PL 00057/1066 PFIZER LIMITED Xl
infusion

Zyvox 2 mg/ml solution for | 1E/H/0644/001 PL 00057/1066 PFIZER LIMITED Xl
infusion

Zyvox 2 mg/ml solution for | IE/H/0644/001 PL 00057/1066 PFIZER LIMITED XI
infusion

Zyvox 2 mg/ml solution for | IE/H/0644/001 PL 00057/1066 PFIZER LIMITED XI
infusion

Zyvox 100 mg/5 ml IE/H/0644/003 PL 00057/1065 PFIZER LIMITED Xl
granules for oral

suspension

Zyvox 2 mg/ml solution for | IE/H/0644/001 PL 00057/1066 PFIZER LIMITED XI
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Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
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Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED XI
tablets
Zyvox 600 mg film-coated IE/H/0644/002 PL 00057/1068 PFIZER LIMITED Xl
tablets
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coated tablets

Linezolid 2mg/ml solution PT/H/1143/001 PL 24598/0046 NORIDEM ENTERPRISES LTD Xl
for infusion

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
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coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets
Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets
Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets
Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets
Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets
Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets
Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets
Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets
Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets
Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
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for infusion

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
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Coated Tablets

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 00057/1418 PFIZER LIMITED Xl
for infusion

Linezolid 600 mg film- not available PL 00057/1419 PFIZER LIMITED Xl
coated tablets

Linezolid Krka 600 mg film- | AT/H/0625/001 PL01656/0209 KRKA, D.D., NOVO MESTO Xl
coated tablets

Linezolid 2 mg/ml Solution | HR/H/0263/001 PL04416/1428 SANDOZ LTD Xl
for Infusion

Linezolid 600mg Film- not available PL 20416/0517 CRESCENT PHARMA LIMITED | XI

List of nationally authorised medicinal products

Page 131/134




Product Name (in MRP/DCP
authorisation country) Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

for infusion

Linezolid 600 mg film- not available PL 43805/0030 ASCEND LABORATORIES (UK) | XI
coated tablets LIMITED

Linezolid 600 mg film- UK/H/6727/001 PL 06831/0313 GENUS PHARMACEUTICALS Xl
coated tablets LIMITED

Linezolid 600 mg film- NL/H/3011/001 PL 04569/1640 GENERICS [UK] LIMITED XI
coated tablets

Linezolid 600 mg film- not available PL 16363/0491 MILPHARM LIMITED XI
coated tablets

Linezolid 600 mg film- NL/H/4545/001 PL 20075/0394 ACCORD HEALTHCARE XI
coated tablets LIMITED

Linezolid 2 mg/ml solution | not available PL 15413/0161 HIKMA FARMACEUTICA Xl
for infusion (PORTUGAL), S.A.

Linezolid 600 mg Film- DE/H/6978/001 PL 49445/0092 AMAROX LIMITED Xl
coated Tablets

Linezolid 600 mg film- not available PL 17780/0902 ZENTIVA PHARMA UK XI
coated tablets LIMITED

Linezolid 2 mg/ml solution | not available PL 56284/0033 EUGIA (UK) LTD Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 56284/0033 EUGIA (UK) LTD Xl
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for infusion.

LIMITED

Linezolid 2 mg/ml solution | not available PL 56284/0033 EUGIA (UK) LTD Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 56284/0033 EUGIA (UK) LTD Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 56284/0033 EUGIA (UK) LTD Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 56284/0033 EUGIA (UK) LTD Xl
for infusion

Linezolid 2 mg/ml solution | not available PL 56284/0033 EUGIA (UK) LTD Xl
for infusion

Linezolid 2 mg/ml Solution PT/H/1090/001 PL 08828/0256 FRESENIUS KABI LIMITED Xl
for infusion

Linezolid 2 mg/ml solution ES/H/0348/001 PL 03551/0147 B.BRAUN MELSUNGEN AG Xl
for infusion

Linezolid 2 mg/ml solution | AT/H/0639/001 PL01656/0213 KRKA, D.D., NOVO MESTO Xl
for infusion

Linezolid 600 mg Film- NL/H/2965/001 PL04416/1389 SANDOZ LTD Xl
coated Tablets

Linezolid 2 mg/ml solution PT/H/1195/001 PL 20075/1159 ACCORD HEALTHCARE Xl
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Linezolid 2mg/ml solution
for infusion

PT/H/1143/001

PL 24598/0046

NORIDEM ENTERPRISES LTD

Xl
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