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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Curam intravenés 500
mg/50 mg - Pulver zur
Herstellung einer
Injektions-
/Infusionslésung

NL/H/0541/004

1-26283

SANDOZ GMBH

AT

Curam intravenods 500
mg/100 mg - Pulver zur
Herstellung einer
Injektions-
/Infusionslésung

NL/H/0541/003

1-26284

SANDOZ GMBH

AT

Clavamox Duo -
Trockensaft

939.404

1-22155

SANDOZ GMBH

AT

Clavamox intravends 2,2
g - Trockensubstanz zur
Infusionsbereitung

934.284

1-21170

SANDOZ GMBH

AT

Clavamox 625 mg -
Filmtabletten

934.286

1-21175

SANDOZ GMBH

AT

Clavamox 1 g -
Filmtabletten

936.596

1-21397

SANDOZ GMBH

AT

Clavamox intravenoés 1,1
g - Trockensubstanz zur
Infusionsbereitung

934.281

1-21171

SANDOZ GMBH

AT

Clavamox intravends 550
mg -
Trockenstechampulle

934.283

1-21173

SANDOZ GMBH

AT

Curam intravenés 1000
mg/200 mg - Pulver zur
Herstellung einer
Injektions-
/Infusionslésung

NL/H/0541/001

1-26281

SANDOZ GMBH

AT

Curam intravenés 2000
mg/200 mg - Pulver zur
Herstellung einer
Infusionslésung

NL/H/0541/002

1-26282

SANDOZ GMBH

AT

Listof nationally authorised medicinal products

EMA/726764/2017

Page2/39




Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Curam intravenés 500
mg/50 mg - Pulver zur
Herstellung einer
Injektions-
/Infusionslésung

NL/H/0541/004

1-26283

SANDOZ GMBH

AT

Curam intravenods 500
mg/100 mg - Pulver zur
Herstellung einer
Injektions-
/Infusionslésung

NL/H/0541/003

1-26284

SANDOZ GMBH

AT

Clavamox Duo —
Trockensaft

939.404

1-22155

SANDOZ GMBH

AT

Clavamox intravends 2,2
g - Trockensubstanz zur
Infusionsbereitung

934.284

1-21170

SANDOZ GMBH

AT

Clavamox 625 mg —
Filmtabletten

934.286

1-21175

SANDOZ GMBH

AT

Clavamox 1 g —
Filmtabletten

936.596

1-21397

SANDOZ GMBH

AT

Clavamox intravenoés 1,1
g - Trockensubstanz zur
Infusionsbereitung

934.281

1-21171

SANDOZ GMBH

AT

Clavamox intravends 550
mg -
Trockenstechampulle

934.283

1-21173

SANDOZ GMBH

AT

Curam intravenés 1000
mg/200 mg - Pulver zur
Herstellung einer
Injektions-
/Infusionslésung

NL/H/0541/001

1-26281

SANDOZ GMBH

AT

Curam intravenés 2000
mg/200 mg - Pulver zur
Herstellung einer
Infusionslésung

NL/H/0541/002

1-26282

SANDOZ GMBH

AT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

number
Augmentin 400 mg/57 UK/H/4737/001 1-22152 GLAXOSMITHKLINE PHARMA | AT
mg/5 ml Pulver zur GMBH.
Herstellung einer
Suspension zum
Einnehmen
Augmentin 2.000 DE/H/2809/004 1-18136 GLAXOSMITHKLINE PHARMA | AT
mg/200 mg Pulver zur GMBH.
Herstellung einer
Infusionslésung
Augmentin 1.000 DE/H/2809/006 1-18135 GLAXOSMITHKLINE PHARMA | AT
mg/100 mg Pulver zur GMBH.
Herstellung einer
Injektions- oder
Infusionslésung
Augmentin 500 mg/50 DE/H/2809/005 1-18137 GLAXOSMITHKLINE PHARMA | AT
mg Pulver zur GMBH.
Herstellung einer
Injektions- oder
Infusionslésung
Augmentin 875 mg/125 DE/H/2868/02 1-21396 GLAXOSMITHKLINE PHARMA | AT
mg Filmtabletten GMBH.
Clavucid Solutab not available BE202456 ASTELLAS PHARMA B.V., BE
875/125, dispergeerbare OFFICE BE
tabletten
CLAVUCID SOLUTAB not available BE202456 ASTELLAS PHARMA B.V., BE
875mg/125mg, OFFICE BE
DISPERGIERBARE
TABLETTEN
Amoxiclav Sandoz 2000 NL/H/0541/002 BE271214 SANDOZ N.V. BE
mg/200 mg poeder voor
oplossing voor infusie
Amoxiclav Sandoz 1000 NL/H/0541/001 BE271196 SANDOZ N.V. BE

mg/200 mg poeder voor
oplossing voor injectie /
infusie
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

mg filmomhulde
tabletten

PHARMACEUTICALS SA

number
Amoclane 875/125 mg not available BE273856 EUROGENERICS SA BE
poeder voor orale
suspensie
Amoclane 875/125 mg not available BE273856 EUROGENERICS N.V./S.A. BE
poudre pour suspension
buvable
Amoclane 875/125 mg not available BE273856 EUROGENERICS N.V./S.A. BE
Pulver zur Herstellung
einer Suspension zum
Einnehmen
Amoxiclav Sandoz 2000 NL/H/0541/002 BE271214 SANDOZ N.V. BE
mg/200 mg poeder voor
oplossing voor infusie
Amoxiclav Sandoz 1000 NL/H/0541/001 BE271196 SANDOZ N.V. BE
mg/200 mg poeder voor
oplossing voor injectie /
infusie
Augmentin 875 mg/125 DE/H/2868/02 BE439293 GLAXOSMITHKLINE BE
mg, comprimés pelliculés PHARMACEUTICALS SA
Augmentin Retard 1.000 BE/H/0168/001 BE240457 GLAXOSMITHKLINE BE
mg/62,5 mg PHARMACEUTICALS SA
Retardtabletten
Augmentin 1.000 DE/H/2809/003 BE135213 GLAXOSMITHKLINE BE
mg/200 mg Pulver zur PHARMACEUTICALS SA
Herstellung einer
Injektions- oder
Infusionslésung
Augmentin P 1000 DE/H/2809/006 BE135204 GLAXOSMITHKLINE BE
mg/100 mg poeder voor PHARMACEUTICALS SA
oplossing voor injectie of
infusie
Augmentin 500 mg/125 UK/H/4739/001 BE439284 GLAXOSMITHKLINE BE

Listof nationally authorised medicinal products

EMA/726764/2017

Page5/39




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

number
Augmentin 500 mg/125 BE/H/0159/001 BE159345 GLAXOSMITHKLINE BE
mg Pulver zur PHARMACEUTICALS SA
Herstellung einer
Suspension zum
Einnehmen in Beuteln
Augmentin 250 mg/62,5 BE/H/209/02/MR BE125413 GLAXOSMITHKLINE BE
mg/5 ml Pulver zur PHARMACEUTICALS SA
Herstellung einer
Suspension zum
Einnehmen
Augmentin 500 mg/125 UK/H/4739/001 BE125334 GLAXOSMITHKLINE BE
mg, comprimés pelliculés PHARMACEUTICALS SA
Augmentin 125 BE/H/0209/001 BE125404 GLAXOSMITHKLINE BE
mg+31,25 mg+5 ml, PHARMACEUTICALS SA
poudre pour suspension
buvable
Augmentin 2000 mg/200 | DE/H/2809/004 BE135511 GLAXOSMITHKLINE BE
mg, poudre pour solution PHARMACEUTICALS SA
pour perfusion
Augmentin P 500 mg+50 | DE/H/2809/005 BE135195 GLAXOSMITHKLINE BE
mg, poudre pour solution PHARMACEUTICALS SA
pour injection ou
perfusion
Augmentin 875 mg/125 DE/H/2868/02 BE200803 GLAXOSMITHKLINE BE
mg, comprimés pelliculés PHARMACEUTICALS SA
AyrmMeHTMH 250 mg/125 UK/H/4735/001 20000315 GLAXOSMITHKLINE EOOD BG
mg dunaMmpaHmn
TabneTkn
AyrmMeHTMH 500 mg/125 UK/H/4738/001 20000314 GLAXOSMITHKLINE EOOD BG
mg dunaMmpaHmn
TabneTkn
AyrmMeHTuH 125 DE/H/2868/004 20000317 GLAXOSMITHKLINE EOOD BG

mg/31,25 mg/5 ml npax
3a nepopassHa CyCcrneHsus

Listof nationally authorised medicinal products

EMA/726764/2017

Page6/39




Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

AyrmeHTMH 250 mg/62,5
mg/5 ml npax 3a
nepopasnHa CycrneHsus

DE/H/2868/005

20000318

GLAXOSMITHKLINE EOOD

BG

AyrmeHTMH 400 mg/57
mg/5 ml npax 3a
nepopasnHa CycrneHsuns

DE/H/2868/006

9900089

GLAXOSMITHKLINE EOOD

BG

AyrmeHTUH ES 600
mg/42,9 mg/5 ml npax
3a nepopasiHa CyCcneH3ns

PT/H/0684/001

20050447

GLAXOSMITHKLINE EOOD

BG

AyrmeHTMH SR 1000
mg/62,5 mg TabneTtku ¢
YAbIIKEHO
ocBobo)aaBaHe

BE/H/168/001

20060523

GLAXOSMITHKLINE EOOD

BG

AyrmeHTMH 875 mg/125
mg duaMmMpaHm
Tabnetkn

DE/H/2868/02

20000316

GLAXOSMITHKLINE EOOD

BG

Forcid Solutab
875/125mg,
diokio/dlacneipopevo
dloKio

HU/H/0386/001

19680

ASTELLAS

PHARMACEUTICALS A.E.B.E.

CYy

Augmentin 400 mg/57
mg/5 ml kovIG yia nocipo
evaiwpnua (yeuaon
(PpaouAa)

UK/H/4737/01/MR

19702

SMITHKLINE BEECHAM LTD

CYy

Augmentin 500 mg/125
Mg €NIKAAUPPEVA PE
AenTo upévio digkia

UK/H/4738/001

12656

SMITHKLINE BEECHAM LTD

CY

Augmentin ES 600
mg/42.9 mg/5 ml kovig
yld NOCIYO EVai®wpnua

PT/H/684/001

20148

SMITHKLINE BEECHAM LTD

CYy

Augmentin 875 mg/125
Mg €NIKAAUPPEVA PE
AenTo upévio digkia

DE/H/2868/02

19515

SMITHKLINE BEECHAM LTD

CY
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

AUGMENTIN DUO,
prasek pro peroralni
suspenzi

UK/H/4737/001

15/265/00-C

SMITHKLINE BEECHAM LTD

Ccz

Augmentin 600 mg,
prasek pro injek¢ni nebo
infuzni roztok

DE/H/2809/002

15/147/88-A/C

SMITHKLINE BEECHAM LTD

Ccz

Augmentin 1,2 g, prasek
pro injekéni nebo infuzni
roztok

DE/H/2809/003

15/147/88-B/C

SMITHKLINE BEECHAM LTD

Ccz

Augmentin 625 mg,
potahované tablety

UK/H/4738/001

15/141/84-B/C

SMITHKLINE BEECHAM LTD

Ccz

Augmentin SR, 1000
mg/62,5 mg tablety s
prodlouzenym
uvoliovanim

BE/H/0168/001

15/200/03-C

SMITHKLINE BEECHAM LTD

cz

Augmentin 1 g,
potahované tablety

DE/H/2868/02

15/644/96-C

SMITHKLINE BEECHAM LTD

Ccz

Augmentan 500 mg/50
mg Pulver zur
Herstellung einer
Injektions- oder
Infusionslésung

DE/H/2809/005

86021.00.00

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Augmentan 100 mg/12,5
mg/ml Pulver zur
Herstellung einer
Suspension zum
Einnehmen fur Kinder

DE/H/2868/007-
008/MR

86130.00.00

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Augmentan 100 mg/12,5
mg/ml Pulver zur
Herstellung einer
Suspension zum
Einnehmen fur Sauglinge

DE/H/2868/007-
008/MR

86131.00.00

GLAXOSMITHKLINE GMBH &
CO. KG

DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Augmentan 1000
mg/100 mg Pulver zur
Herstellung einer
Injektions- oder
Infusionslésung

DE/H/2809/006/MR

86022.00.00

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Augmentan® i.v. 600
mg 500 mg/100 mg
Pulver zur Herstellung
einer Injektions- oder
Infusionslésung

DE/H/2809/002

1927.02.04

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Augmentan® i.v. 1,2 g
1000 mg/200 mg Pulver
zur Herstellung einer
Injektions- oder
Infusionslésung

DE/H/2809/003

1927.01.04

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Augmentan®
Trockensaft 25 mg/6,25
mg pro ml 125 mg/31,25
mg/5 ml Pulver zur
Herstellung einer
Suspension zum
Einnehmen

DE/H/2868/004

1927.00.03

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Augmentan® forte
Trockensaft 50 mg/12,5
mg pro ml

DE/H/2868/05/MR

7351.00.00

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Augmentan® Kindersaft
400 mg/57 mg/5 ml
Pulver zur Herstellung
einer Suspension zum
Einnehmen

DE/H/2868/06/MR

35944.00.00

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Augmentan® i.v. 2,2 g
2000 mg/200 mg Pulver
zur Herstellung einer
Infusionslésung

DE/H/2809/004/MR

1927.00.04

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Listof nationally authorised medicinal products

EMA/726764/2017

Page9/39




Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Augmentan®
Filmtabletten 875/125

mg

DE/H/2868/02

34923.00.00

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Augmentan® Tropfen 50
mg/12,5 mg pro ml fur
Sauglinge 50 mg/12,5
mg/ml Pulver zur
Herstellung einer
Suspension zum
Einnehmen

DE/H/2868/003

7351.01.00

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Augmentan® 500
mg/125 mg Filmtabletten

UK/H/4738/01/MR

92660.00.00

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Spektramox

not available

12255

MEDA AS

DK

Spektramox

not available

12257

MEDA AS

DK

Augmentin, 400 mg/57
mg/5 ml suukaudse
suspensiooni pulber

UK/H/4737/001

213498

SMITHKLINE BEECHAM LTD

EE

Augmentin, 1000
mg/200 mg suste- vOi
infusioonilahuse pulber

DE/H/2809/003

241698

SMITHKLINE BEECHAM LTD

EE

Augmentin, 500 mg+125
mg Bhukese
polimeerikattega
tabletid

UK/H/4738/001

213298

SMITHKLINE BEECHAM LTD

EE

Augmentin, 875 mg/125
mg 6hukese
polimeerikattega
tabletid

DE/H/2868/02

213398

SMITHKLINE BEECHAM LTD

EE

Augmentine 1.000
mg/200 mg polvo para
solucién inyectable y
para perfusion

DE/H/2809/003

58.215

GLAXOSMITHKLINE S.A.

ES

Augmentine 500 mg/125
mg comprimidos
recubiertos con pelicula

UK/H/4739/001

56.685

GLAXOSMITHKLINE S.A.

ES
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Augmentine 100 mg/ml
+12,5 mg/ml polvo para
suspension oral

DE/H/2868/008

59.051

GLAXOSMITHKLINE S.A.

ES

Augmentine 2.000
mg/200 mg polvo para
solucion para perfusion

DE/H/2809/004

58.216

GLAXOSMITHKLINE S.A.

ES

Augmentine 875 mg/125
mg polvo para
suspension oral en
sobres

1T/H/0270/001

59.518

GLAXOSMITHKLINE, S.A.

ES

Augmentine 500 mg/125
mg polvo para
suspension oral en
sobres

BE/H/0159/001

56.683

GLAXOSMITHKLINE S.A.

ES

Augmentine Plus 1.000
mg/62,5 mg
comprimidos de
liberaciéon prolongada

BE/H/0168/001

65.459

GLAXOSMITHKLINE, S.A.

ES

Augmentine 875 mg/125
mg comprimidos
recubiertos con pelicula

DE/H/2868/02

59.515

GLAXOSMITHKLINE S.A.

ES

DUONASA 500 mg/125
mg comprimidos
recubiertos con pelicula.

not available

58988

LABORATORIOS NORMON,
S.A.

ES

Augmentin 80/11,4
mg/ml jauhe
oraalisuspensiota varten

UK/H/4737/001

12581

SMITHKLINE BEECHAM LTD

Fl

Augmentin 875 mg/125
mg kalvopéaallysteiset
tabletit

DE/H/2868/02

12199

SMITHKLINE BEECHAM LTD

Fl
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

AMOXICILLINE/ACIDE
CLAVULANIQUE
BIOGARANO 100
mg/12,5 mg par ml,
NOURRISSON, poudre
pour suspension buvable
(rapport
amoxicilline/acide
clavulanique : 8/1)

not available

34009 353 555 2 2

BIOGARAN

FR

AMOXICILLINE/ACIDE
CLAVULANIQUE
BIOGARAN® 1 g / 125
mg ADULTES, poudre
pour suspension buvable
en sachet-dose (rapport
amoxicilline/acide
clavulanique : 8/1)

not available

3400935335012

BIOGARAN

FR

AMOXICILLINE/ACIDE
CLAVULANIQUE
BIOGARAN® 1 g / 125
mg ADULTES, poudre
pour suspension buvable
en sachet-dose (rapport
amoxicilline/acide
clavulanique : 8/1)

not available

3400935334879

BIOGARAN

FR

AMOXICILLINE/ACIDE
CLAVULANIQUE
BIOGARAN® 100
mg/12,5 mg par ml,
ENFANT, poudre pour
suspension buvable
(rapport
amoxicilline/acide
clavulanique : 8/1)

not available

34009 353 556 9 0

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

AMOXICILLINE/ACIDE
CLAVULANIQUE
BIOGARAN® 500
mg/62,5 mg ADULTES,
comprimé pelliculé
(rapport
amoxicilline/acide
clavulanique : 8/1)

not available

3400935335241

BIOGARAN

FR

AMOXICILLINE/ACIDE
CLAVULANIQUE
BIOGARAN® 500
mg/62,5 mg ADULTES,
comprimé pelliculé
(rapport
amoxicilline/acide
clavulanique : 8/1)

not available

3400935335470

BIOGARAN

FR

AUGMENTIN 100
mg/12,50 mg par ml
NOURRISSONS, poudre
pour suspension buvable
(rapport
amoxicilline/acide
clavulanique : 8/1)

DE/H/2868/007-
008/MR

NL16485

LABORATOIRE
GLAXOSMITHKLINE

FR

AUGMENTIN 1 g/200 mg,
poudre pour solution
injectable / pour
perfusion (1V)

DE/H/2809/003/MR

NL 13670-1

LABORATOIRE
GLAXOSMITHKLINE

FR

AUGMENTIN 1 g/200 mg,
poudre et solvant pour
solution injectable / pour
perfusion (1V).

DE/H/2809/003/MR

NL13670-2

LABORATOIRE
GLAXOSMITHKLINE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

number
AUGMENTIN 100 DE/H/2868/007- NL21290 LABORATOIRE FR
mg/12,50 mg par ml 008/MR GLAXOSMITHKLINE
ENFANTS, poudre pour
suspension buvable
(rapport
amoxicilline/acide
clavulanique: 8/1)
AUGMENTIN 2 g/200 mg | DE/H/2809/004 NL13672 LABORATOIRE FR
ADULTES, poudre pour GLAXOSMITHKLINE
solution pour perfusion
DUAMENTIN 1 g/62,5 mg | BE/H/168/001 NL26435 LABORATOIRE FR
ADULTES, comprimé GLAXOSMITHKLINE
pelliculé (rapport
amoxicilline/acide
clavulanique: 16/1)
AUGMENTIN 500 mg/50 DE/H/2809/005/MR NL13674-1 LABORATOIRE FR
mg, poudre pour solution GLAXOSMITHKLINE
injectable / pour
perfusion (1V)
Forcid Solutab HU/H/0386/001 53986/21-8-2008 ASTELLAS GR
875/125mg, PHARMACEUTICALS A.E.B.E.
dlokio/dlaonelpOuevVo
dloKio
Forcid Solutab 125/31,25 | NL/H/0224/001 53983/21-8-2008 ASTELLAS PHARMA EUROPE GR
diokio/dlaonelpOUevo B.V.
dloKio
Forcid Solutab 500/125 NL/H/0224/004 53985/21-8-2008 ASTELLAS PHARMA EUROPE GR
diokio/dlaonelpOUevVo B.V.
dloKio
Forcid Solutab 250/62,5 NL/H/0224/002 53984/21-08-2008 ASTELLAS PHARMA EUROPE GR
dlokio/dlaonelpopeEVO B.V.
dloKio
Augmentin 250 mg/62.5 BE/H/209/02/MR 39097/11-6-2007 GLAXOSMITHKLINE, S.A. GR

mg/5 ml kovig yia ndaiyo
evaiwpnua
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Augmentin 500 mg/125
Mg €MNIKAAUPPEVA HE
AenTo UpEvio diokia

UK/H/4738/01/MR

1759904

GLAXOSMITHKLINE AEBE

GR

Augmentin 1000 mg/200
mg KOVIG yIa EVECIHO
S1aAupa n didAupa npog
gyxuon

DE/H/2809/003/MR

1759908

GLAXOSMITHKLINE AEBE

GR

Augmentin 875 mg/125
Mg €NIKAAUPPEVA PE
AenTo upévio digkia

DE/H/2868/02

1759911

GLAXOSMITHKLINE AEBE

GR

Augmentin 400 mg/57
mg/5 ml kovIG yia noacigo
svaiopnua (yeuon
(ppdoula)

UK/H/4737/01/MR

15440/22-6-09

GLAXOSMITHKLINE AEBE

GR

Augmentin 875 mg +
125 mg filmom obloZene
tablete

not available

HR-H-170450439

GLAXOSMITHKLINE D.O.O.

HR

Augmentin 400 mg + 57
mg/5 ml prasSak za
oralnu suspenziju

not available

HR-H-709518864

GLAXOSMITHKLINE D.O.O.

HR

AUGMENTIN 1000 mg +
200 mg prasak za
otopinu za injekciju ili
infuziju

not available

UP/1-530-09/12-02/334

GLAXOSMITHKLINE D.O.O.

HR

Forcid Solutab 875
mg/125 mg
diszpergal6dé tabletta

HU/H/0386/001

OGYI-T-9988/01

ASTELLAS PHARMA KFT

HU

Forcid Solutab 250
mg/62,5 mg
diszpergal6dé tabletta

not available

OGYI-T-9020/01

ASTELLAS PHARMA KFT

HU

Forcid Solutab 500
mg/125 mg
diszpergal6dé tabletta

not available

OGYI-T-9020/02

ASTELLAS PHARMA KFT

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Augmentin 500 mg/100
mg por oldatos
injekciéhoz vagy
inflzidhoz

DE/H/2809/002

OGYI-T-1352/12

GLAXOSMITHKLINE KFT.

HU

Augmentin 250 mg/125
mg filmtabletta

UK/H/4735/001

OGYI-T-1352/03

GLAXOSMITHKLINE KFT.

HU

Augmentin DUO 400
mg/57 mg/5 ml por
belsGleges
szuszpenziéhoz

UK/H/4737/001

OGYI-T-1352/05

GLAXOSMITHKLINE KFT.

HU

Augmentin DUO 400
mg/57 mg/5 ml por
belsGleges
szuszpenziéhoz

UK/H/4737/001

OGYI-T-1352/06

GLAXOSMITHKLINE KFT.

HU

Augmentin 500 mg/100
mg por oldatos
injekciéhoz vagy
infGzibhoz

DE/H/2809/002

OGYI-T-1352/09

GLAXOSMITHKLINE KFT.

HU

Augmentin 1000 mg/200
mg por oldatos
injekciéhoz vagy
infaziéhoz

DE/H/2809/003/MR

OGYI-T-1352/13

GLAXOSMITHKLINE KFT.

HU

Augmentin 125
mg/31,25 mg/5 ml por
belsbleges
szuszpenzidhoz

DE/H/2868/004

OGYI-T-1352/01

GLAXOSMITHKLINE KFT.

HU

Augmentin 500 mg/125
mg filmtabletta

UK/H/4739/001

OGYI-T-1352/04

GLAXOSMITHKLINE KFT.

HU

Augmentin 250 mg/62,5
mg/5 ml por belsdleges
szuszpenziéhoz

DE/H/2868/005

OGYI-T-1352/02

GLAXOSMITHKLINE KFT.

HU

Augmentin DUO 875
mg/125 mg filmtabletta

DE/H/2868/02

OGYI-T-1352/08

GLAXOSMITHKLINE KFT.

HU

Augmentin 250 mg/125
mg film-coated tablets

UK/H/4735/01/MR

PA 1077/93/7

GLAXOSMITHKLINE
(IRELAND) LIMITED
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

number
Augmentin DUO UK/H/4737/01/MR PA 1077/19/2 GLAXOSMITHKLINE 1E
400mg/57 mg/5ml (IRELAND) LIMITED
powder for oral
suspension
Augmentin Intravenous DE/H/2809/002 PA 1077/93/1 GLAXOSMITHKLINE 1E
500 mg/100 mg powder (IRELAND) LIMITED
for solution for injection
or infusion
Augmentin Intravenous DE/H/2809/003 PA 1077/93/2 GLAXOSMITHKLINE 1E
1000 mg/200 mg powder (IRELAND) LIMITED
for solution for injection
or infusion
Augmentin Paediatric DE/H/2868/04 PA 1077/93/4 GLAXOSMITHKLINE IE
125 mg/31.25 mg per 5 (IRELAND) LIMITED
ml powder for oral
suspension
Augmentin 500 mg/125 UK/H/4738/001 PA 1077/19/3 GLAXOSMITHKLINE 1E
mg film-coated tablets (IRELAND) LIMITED
Augmentin 875 mg/125 DE/H/2868/02 PA 1077/19/5 GLAXOSMITHKLINE IE
mg film-coated tablets (IRELAND) LIMITED
Augmentin 875 mg/125 DE/H/2868/002 PA 678/12/6 GLAXOSMITHKLINE 1E
mg film-coated tablets (IRELAND) LIMITED
Augmentin 400 mg/57 UK/H/4737/01/MR 970163 GLAXOSMITHKLINE PHARMA | IS
mg/5 ml — (80 mg/11,4 A/S
mg/ml) mixtaruduft,
dreifa (Jardarberjabrago)
Augmentin 1000 mg/200 | DE/H/2809/003 980044 GLAXOSMITHKLINE PHARMA | IS
mg stungulyfs- A/S
/innrennslisstofn, lausn
Augmentin 500 mg/125 UK/H/4738/01/MR 870191 GLAXOSMITHKLINE PHARMA | IS
mg filmuhtdadar toéflur A/S
Augmentin 250 mg/62,5 BE/H/209/02/MR 870194 (IS) GLAXOSMITHKLINE PHARMA | IS

mg/5 ml - (50 mg/12,5
mg/ml) mixtaruduft,
dreifa

A/S
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Augmentin 875 mg/125
mg filmuhtdadar toéflur

DE/H/2868/02

950055

GLAXOSMITHKLINE PHARMA
A/S

1S

NEODUPLAMOX 875
mg/125 mg compresse
rivestite con film

not available

026141147

VALEAS S.P.A.

IT

NEODUPLAMOX 875
mg/125 mg polvere per
sospensione orale
bustine

not available

026141198

VALEAS S.P.A.

NEODUPLAMOX bambini
400 mg/57 mg/5 ml
polvere per sospensione
orale

not available

026141200

VALEAS S.P.A.

NEODUPLAMOX bambini
400 mg/57 mg/5 ml
polvere per sospensione
orale

not available

026141212

VALEAS S.P.A.

NEODUPLAMOX bambini
400 mg/57 mg/5 ml
polvere per sospensione
orale

not available

026141224

VALEAS S.P.A.

NEODUPLAMOX bambini
400 mg/57 mg polvere
per sospensione orale
bustine

not available

026141236

VALEAS S.P.A.

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089211

GLAXOSMITHKLINE S.P.A.

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02/MR

026089223

GLAXOSMITHKLINE S.P.A.

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089235

GLAXOSMITHKLINE S.P.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089247

GLAXOSMITHKLINE S.P.A.

IT

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089250

GLAXOSMITHKLINE S.P.A.

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089262

GLAXOSMITHKLINE S.P.A.

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089274

GLAXOSMITHKLINE S.P.A.

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089312

GLAXOSMITHKLINE S.P.A.

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089286

GLAXOSMITHKLINE S.P.A.

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089298

GLAXOSMITHKLINE S.P.A.

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089300

GLAXOSMITHKLINE S.P.A.

Augmentin bambini 400
mg/57 mg polvere per
sospensione orale in
bustine

1T/H/0270/002

026089146

GLAXOSMITHKLINE S.P.A.

Augmentin bambini 400
mg/57 mg/5 ml polvere
per sospensione orale

UK/H/4737/001

026089110

GLAXOSMITHKLINE S.P.A.

Augmentin bambini 400
mg/57 mg/5 ml polvere
per sospensione orale

UK/H/4737/001

026089122

GLAXOSMITHKLINE S.P.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Augmentin bambini 400
mg/57 mg/5 ml polvere
per sospensione orale

UK/H/4737/001

026089134

GLAXOSMITHKLINE S.P.A.

IT

Augmentin 1000 mg/200
mg polvere per soluzione
iniettabile o per infusione

DE/H/2809/003

026089072

GLAXOSMITHKLINE S.P.A.

Augmentin 2000 mg/200
mg polvere per soluzione
per infusione

DE/H/2809/004

026089084

GLAXOSMITHKLINE S.P.A.

Augmentin 875 mg/125
mg polvere per
sospensione orale in
bustine

1T/H/0270/001

026089108

GLAXOSMITHKLINE S.P.A.

Augmentin 875 mg/125
mg compresse rivestite
con film

DE/H/2868/02

026089019

GLAXOSMITHKLINE S.P.A.

Augmentin 2000 mg/200
mg polvere per soluzione
per infusione.

DE/H/2809/004/MR

026089437

GLAXOSMITHKLINE S.P.A.

Augmentin 2000 mg/200
mg polvere per soluzione
per infusione.

DE/H/2809/004/MR

026089449

GLAXOSMITHKLINE S.P.A.

Augmentin 2000 mg/200
mg polvere per soluzione
per infusione.

DE/H/2809/004/MR

026089452

GLAXOSMITHKLINE S.P.A.

Augmentin 1000 mg/200
mg polvere per soluzione
iniettabile o per infusione

DE/H/2809/003

026089387

GLAXOSMITHKLINE S.P.A.

Augmentin 1000 mg/200
mg polvere per soluzione
iniettabile o per infusione

DE/H/2809/003

026089399

GLAXOSMITHKLINE S.P.A.

Augmentin 1000 mg/200
mg polvere per soluzione
iniettabile o per infusione

DE/H/2809/003

026089401

GLAXOSMITHKLINE S.P.A.
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Product Name (in

authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Augmentin 1000 mg/200
mg polvere per soluzione
iniettabile o per
infusione.

DE/H/2809/003

026089413

GLAXOSMITHKLINE S.P.A.

IT

Augmentin 1000 mg/200
mg polvere per soluzione
iniettabile o per infusione

DE/H/2809/003

026089425

GLAXOSMITHKLINE S.P.A.

Augmentin 400 mg/57
mg/5 ml milteliai
geriamajai suspensijai

DE/H/2868/006

LT/1/98/3675/001

SMITHKLINE BEECHAM LTD

LT

Augmentin 500 mg /125
mg plévele dengtos
tabletes

UK/H/4738/001

LT/1/98/3675/014

BEECHAM GROUP PLC

LT

Augmentin 500 mg /125
mg plévele dengtos
tabletes

UK/H/4738/01

LT/1/98/3675/015

BEECHAM GROUP PLC

LT

Augmentin 500 mg /125
mg plévele dengtos
tabletes

UK/H/4738/01

LT/1/98/3675/016

BEECHAM GROUP PLC

LT

Augmentin 500 mg /125
mg plévele dengtos
tabletés

UK/H/4738/01

LT/1/98/3675/017

BEECHAM GROUP PLC

LT

Augmentin 500 mg /125
mg plévele dengtos
tabletés

UK/H/4738/01

LT/1/98/3675/013

BEECHAM GROUP PLC

LT

Augmentin 500 mg /125
mg plévele dengtos
tabletés

UK/H/4738/01

LT/1/98/3675/018

BEECHAM GROUP PLC

LT

Augmentin 500 mg /125
mg plévele dengtos
tabletés

UK/H/4738/01

LT/1/98/3675/019

BEECHAM GROUP PLC

LT

Augmentin 500 mg /125
mg plévele dengtos
tabletés

UK/H/4738/01

LT/1/98/3675/020

BEECHAM GROUP PLC

LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

Augmentin 500 mg /125
mg plévele dengtos
tabletés

UK/H/4738/01

LT/1/98/3675/021

BEECHAM GROUP PLC

LT

Augmentin 500 mg /125
mg plévele dengtos
tabletés

UK/H/4738/01

LT/1/98/3675/022

BEECHAM GROUP LTD

LT

Augmentin 500 mg /125
mg plevele dengtos
tabletes

UK/H/4738/01

LT/1/98/3675/023

BEECHAM GROUP PLC

LT

Augmentin 875 mqg /125
mg plévele dengtos
tabletés

DE/H/2868/02

LT/1/98/3675/002

BEECHAM GROUP PLC

LT

Augmentin 875 mqg /125
mg plévele dengtos
tabletés

DE/H/2868/02

LT/1/98/3675/003

BEECHAM GROUP PLC

LT

Augmentin 875 mqg /125
mg plévele dengtos
tabletés

DE/H/2868/02

LT/1/98/3675/004

BEECHAM GROUP PLC

LT

Augmentin 875 mg /125
mg plévele dengtos
tabletés

DE/H/2868/02

LT/1/98/3675/005

BEECHAM GROUP PLC

LT

Augmentin 875 mg /125
mg plévele dengtos
tabletés

DE/H/2868/02

LT/1/98/3675/006

BEECHAM GROUP PLC

LT

Augmentin 875 mg /125
mg plévele dengtos
tabletés

DE/H/2868/02

LT/1/98/3675/007

BEECHAM GROUP PLC

LT

Augmentin 875 mg /125
mg plévele dengtos
tabletés

DE/H/2868/02

LT/1/98/3675/008

BEECHAM GROUP PLC

LT

Augmentin 875 mg /125
mg plévele dengtos
tabletés

DE/H/2868/02

LT/1/98/3675/009

BEECHAM GROUP PLC

LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

number
Augmentin 875 mg /125 DE/H/2868/02 LT/1/98/3675/010 BEECHAM GROUP PLC LT
mg plévele dengtos
tabletés
Augmentin 875 mg /125 DE/H/2868/02 LT/1/98/3675/011 BEECHAM GROUP PLC LT
mg plévele dengtos
tabletés
Augmentin 875 mg /125 DE/H/2868/02 LT/1/98/3675/012 BEECHAM GROUP PLC LT
mg plévele dengtos
tabletés
Augmentin ES 600 PT/H/0684/001 LT/1/98/1191/001 GLAXOSMITHKLINE LIETUVA | LT
mg/42,9 mg/5 ml UAB
milteliai geriamajai
suspensijai
Augmentin ES 600 PT/H/0684/001 LT/1/98/1191/002 GLAXOSMITHKLINE LIETUVA | LT
mg/42,9 mg/5 ml UAB
milteliai geriamajai
suspensijai
Augmentin ES 600 PT/H/0684/001 LT/1/98/1191/003 GLAXOSMITHKLINE LIETUVA | LT
mg/42,9 mg/5 ml UAB
milteliai geriamajai
suspensijai
Augmentin ES 600 PT/H/0684/001 LT/1/98/1191/004 GLAXOSMITHKLINE LIETUVA | LT
mg/42,9 mg/5 ml UAB
milteliai geriamajai
suspensijai
Augmentin SR 1000 BE/H/0168/001 LT/1/98/1191/005 GLAXOSMITHKLINE LIETUVA | LT
mg/62,5 mg pailginto UAB
atpalaidavimo tabletés
Augmentin 200 mg/28,5 UK/H/4737/002 LT/1/98/3992/001 SMITHKLINE BEECHAM LTD LT
mg/5 ml milteliai
geriamajai suspensijai
Clavucid Solutab not available 1651/99060007 ASTELLAS PHARMA B.V., LU

875/125, comprimés
dispersibles

OFFICE BE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

number
Amoclane 875/125 mg not available 0019709010037 EUROGENERICS N.V./S.A. LU
poudre pour suspension
buvable
Augmentin 250 mg/62,5 BE/H/0209/002 260/01/09/6525 GLAXOSMITHKLINE LU
mg/5 ml, poudre pour PHARMACEUTICALS SA
suspension buvable
Augmentin P 500 mg/50 DE/H/2809/005 260/01/09/6519 GLAXOSMITHKLINE LU
mg poeder voor PHARMACEUTICALS SA
oplossing voor injectie of
infusie
Augmentin P 1000 DE/H/2809/006 260/01/09/6520 GLAXOSMITHKLINE LU
mg/100 mg poeder voor PHARMACEUTICALS SA
oplossing voor injectie of
infusie
Augmentin 2.000 DE/H/2809/004 260/01/09/6522 GLAXOSMITHKLINE LU
mg/200 mg Pulver zur PHARMACEUTICALS SA
Herstellung einer
Infusionslésung
Augmentin 875 mg/125 DE/H/2868/02 2001/09 6529 GLAXOSMITHKLINE LU
mg Filmtabletten PHARMACEUTICALS SA
Augmentin Retard 1.000 BE/H/168/001 2003 02 0023 GLAXOSMITHKLINE LU
mg/62,5 mg PHARMACEUTICALS SA
Retardtabletten
Augmentin 500 mg/125 BE/H/0159/001 260/01/09/6526 GLAXOSMITHKLINE LU
mg poeder voor orale PHARMACEUTICALS SA
suspensie in zakjes
Augmentin 1000 DE/H/2809/003 260/01 09 6521 GLAXOSMITHKLINE LU
mg+200 mg, poudre PHARMACEUTICALS SA
pour solution pour
injection ou perfusion
Augmentin 500 mg/125 UK/H/4739/001 2001/09 6523 GLAXOSMITHKLINE LU

mg, comprimés pelliculés

PHARMACEUTICALS SA
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

mg filmdrasjerte
tabletter

number
Augmentin 125 BE/H/0209/001 260/01/09/6524 GLAXOSMITHKLINE LU
mg+31,25 mg+5 ml, PHARMACEUTICALS SA
poudre pour suspension
buvable
Augmentin 400 mg/57 UK/H/4737/001 99-0039 GLAXOSMITHKLINE LATVIA LV
mg/5 ml pulveris ieksKigi SIA
lietojamas suspensijas
pagatavoSanai
Augmentin 1000 mg/200 | DE/H/2809/003 99-0033 GLAXOSMITHKLINE LATVIA LV
mg pulveris injekciju vai SIA
infGziju Skiduma
pagatavoSanai
Augmentin 875 mg/125 DE/H/2868/02 99-0035 GLAXOSMITHKLINE LATVIA LV
mg apvalkotas tabletes SIA
AyrmeHTMH ES 600 not available AA 1051/00101 GLAXOSMITHKLINE EOOD MT
mg/42,9 mg/5 ml npax
3a nepopasiHa CycneH3us
Augmentin 250 mg/125 UK/H/4735/001 MA 192/01501 GLAXOSMITHKLINE MT
mg film-coated tablets (IRELAND) LIMITED
Augmentin 500 mg/100 DE/H/2809/002 MA 447/00204 BEECHAM GROUP LTD MT
mg powder for solution
for injection or infusion
Augmentin 1000 mg/200 | DE/H/2809/003 MA 447/00203 BEECHAM GROUP LTD MT
mg powder for solution
for injection or infusion
Augmentin 500 mg/125 UK/H/4738/001 MA 192/01503 GLAXOSMITHKLINE MT
mg film-coated tablets (IRELAND) LIMITED
Augmentin 875 mg/125 DE/H/2868/02 MA 192/01502 GLAXOSMITHKLINE MT
mg film-coated tablets (IRELAND) LIMITED
Augmentin 100 mg/12,5 DE/H/2868/007- RVG 14740 GLAXOSMITHKLINE B.V. NL
mg/ml, poeder voor 008/MR
orale suspensie
Augmentin 500 mg/125 UK/H/4738/01 14-10121 GLAXOSMITHKLINE AS NO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of productin the
Member State

Member State where
productis authorised

mg/5 ml, p6é para
suspensao oral

number
Augmentin 250 mg + UK/H/4735/01/MR R/0641 GLAXOSMITHKLINE EXPORT | PL
125 mg tabletki LTD
powlekane
Augmentin, (400 mg + UK/H/4737/001 4193 GLAXOSMITHKLINE EXPORT | PL
57 mg)/5 ml, proszek do LTD
sporzadzania zawiesiny
doustnej
Augmentin, 1000 mg + DE/H/2809/003 R/0797 GLAXOSMITHKLINE EXPORT PL
200 mg, proszek LTD
do sporzadzania
roztworu do wstrzykiwan
lub infuzji
Augmentin, 500 mg + UK/H/4739/001 R/3682 GLAXOSMITHKLINE EXPORT PL
125 mg, tabletki LTD
powlekane
Augmentin, 2000 mg + DE/H/2809/004 9644 GLAXOSMITHKLINE EXPORT PL
200 mg, proszek do LTD
sporzadzania roztworu
do infuzji
Augmentin ES, (600 mg PT/H/0684/001 12306 GLAXOSMITHKLINE EXPORT | PL
+ 42,9 mg)/5 ml, LTD
proszek do sporzadzania
zawiesiny doustnej
Augmentin SR, 1000 mg BE/H/0168/001 12737 GLAXOSMITHKLINE EXPORT PL
+ 62,5 mg, tabletki o LTD
przedtuzonym uwalnianiu
Augmentin 875 mg + DE/H/2868/02 R/7175 GLAXOSMITHKLINE EXPORT PL
125 mg tabletki LTD
powlekane
Noprilam, 125 mg/31,25 not available 4726899 BIAL - PORTELA & C2&, SA PT
mg/5 ml, p6é para
suspenséao oral
Noprilam, 250 mg/62,5 not available 4727491 BIAL - PORTELA & C2&, SA PT
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Product Name (in MRP/DCP National Authorisation Number MAH of productin the Member State where

authorisation country) | Authorisation Member State productis authorised
number
Noprilam, 500 mg/125 not available 4717690 BIAL - PORTELA & C2&, SA PT

mg, comprimidos
revestidos por pelicula

Noprilam DT, 875 not available 4715595 BIAL - PORTELA & C?&, SA PT
mg/125 mg,
comprimidos revestidos
por pelicula

Clavamox 125, 125 not available 9596239 BIAL - PORTELA & C2&, SA PT
mg/31,25 mg/5 ml, p6
para suspenséao oral

Clavamox 250, 250 not available 9596247 BIAL - PORTELA & C2&, SA PT
mg/62,5 mg/5 ml, pé
para suspenséao oral

Clavamox 500, 500 not available 4717591 BIAL - PORTELA & C2&, SA PT
mg/125 mg,
comprimidos revestidos
por pelicula

Clavamox DT 400, 400 not available 2922698 BIAL - PORTELA & C?&, SA PT
mg/57 mg/5 ml, pé para
suspensao oral

Clavamox DT, 875 not available 4716296 BIAL - PORTELA & C&, SA PT
mg/125 mg,
comprimidos revestidos
por pelicula

Clavamox ES 600 not available 5324082 BIAL - PORTELA & C2&, SA PT
mg/42,9 mg/ 5 ml pé
para suspenséao oral

Clavamox ES 600 not available 5324181 BIAL - PORTELA & C2&, SA PT
mg/42,9 mg/ 5 ml pé
para suspenséao oral

Clavamox ES 600 not available 5324280 BIAL - PORTELA & C2&, SA PT
mg/42,9 mg/ 5 ml pé
para suspenséao oral
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Clavamox ES 600 not available 5324389 BIAL - PORTELA & C#&, SA PT

mg/42,9 mg/ 5 ml pé
para suspensao oral

Clavamox 125, 125 not available 4727897 BIAL - PORTELA & C&, SA PT
mg/31,25 mg/5 ml, pé
para suspensao oral

Clavamox 125, 125 not available 9596213 BIAL - PORTELA & C&, SA PT
mg/31,25 mg/5 ml, pé
para suspenséao oral

Clavamox 125, 125 not available 4823191 BIAL - PORTELA & C2, SA PT
mg/31,25 mg/5 ml, pé
para suspensao oral

Noprilam, 125 mg/31,25 not available 2273993 BIAL - PORTELA & C2&, SA PT
mg/5 ml, p6 para
suspensao oral

Noprilam, 125 mg/31,25 not available 4726998 BIAL - PORTELA & C2&, SA PT
mg/5 ml, p6 para
suspensao oral

Clavamox 250, 250 not available 4727699 BIAL - PORTELA & C2&, SA PT
mg/62,5 mg/5 ml, p6
para suspenséao oral

Clavamox 250, 250 not available 9596254 BIAL - PORTELA & C2&, SA PT
mg/62,5 mg/5 ml, p6
para suspenséao oral

Clavamox 250, 250 not available 4727798 BIAL - PORTELA & C2&, SA PT
mg/62,5 mg/5 ml, p6
para suspenséao oral

Noprilam, 250 mg/62,5 not available 2273894 BIAL - PORTELA & C2&, SA PT
mg/5 ml, p6 para
suspensao oral

Noprilam, 250 mg/62,5 not available 4727590 BIAL - PORTELA & C2&, SA PT
mg/5 ml, p6 para
suspensao oral
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Clavamox 500, 500 not available 9588822 BIAL - PORTELA & C#&, SA PT

mg/125 mg,

comprimidos revestidos
por pelicula

Noprilam, 500 mg/125 not available 2273399 BIAL - PORTELA & C2&, SA PT
mg, comprimidos
revestidos por pelicula

Noprilam, 500 mg/125 not available 4715496 BIAL - PORTELA & C2&, SA PT
mg, comprimidos
revestidos por pelicula

Clavamox DT 400, 400 not available 2922789 BIAL - PORTELA & C2&, SA PT
mg/57 mg/5 ml, pé para
suspenséo oral

Clavamox DT, 875 not available 4716395 BIAL - PORTELA & C2&, SA PT
mg/125 mg,
comprimidos revestidos
por pelicula

Clavamox DT, 875 not available 9766105 BIAL - PORTELA & C&, SA PT
mg/125 mg,
comprimidos revestidos
por pelicula

Clavamox DT, 875 not available 4716494 BIAL - PORTELA & C2&, SA PT
mg/125 mg,
comprimidos revestidos
por pelicula

Noprilam DT, 875 not available 4715694 BIAL - PORTELA & C?&, SA PT
mg/125 mg,
comprimidos revestidos
por pelicula

Noprilam DT, 875 not available 2517696 BIAL - PORTELA & C#&, SA PT
mg/125 mg,
comprimidos revestidos
por pelicula
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number
Noprilam DT, 875 not available 4715793 BIAL - PORTELA & C&, SA PT
mg/125 mg,
comprimidos revestidos
por pelicula
Forcid Solutab 875/125, HU/H/0386/001 4346581 ASTELLAS FARMA LDA. PT
875 mg + 125 mg,
comprimidos dispersiveis
Forcid Solutab 875/125, HU/H/0386/001 4279782 ASTELLAS FARMA LDA. PT
875 mg + 125 mg,
comprimidos dispersiveis
Forcid Solutab 875/125, HU/H/0386/001 4279683 ASTELLAS FARMA LDA. PT
875 mg + 125 mg,
comprimidos dispersiveis
Forcid Solutab 875/125, HU/H/0386/001 4279881 ASTELLAS FARMA LDA. PT
875 mg + 125 mg,
comprimidos dispersiveis
Forcid Solutab 875/125, HU/H/0386/001 4280087 ASTELLAS FARMA LDA. PT
875 mg + 125 mg,
comprimidos dispersiveis
Forcid Solutab 875/125, HU/H/0386/001 4279980 ASTELLAS FARMA LDA. PT
875 mg + 125 mg,
comprimidos dispersiveis
Augmentin Duo 400 UK/H/4737/01/MR 2922482 GLAXOSMITHKLINE - PT
mg/57 mg/5 ml, p6 para PRODUTOS
suspensao oral (sabor a FARMACEUTICOS, LDA
morango)
Augmentin 125 DE/H/2868/004 8605014 GLAXOSMITHKLINE - PT
mg/31,25 mg/5 ml, pé PRODUTOS
para suspensao oral FARMACEUTICOS, LDA
Augmentin 500 mg/125 UK/H/4738/01/MR 4717286 GLAXOSMITHKLINE - PT
mg, comprimidos PRODUTOS
revestidos por pelicula FARMACEUTICOS, LDA
Augmentin 500 mg/125 UK/H/4738/01/MR 8604702 GLAXOSMITHKLINE - PT
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Augmentin 500 mg/125 UK/H/4738/01/MR 4714689 GLAXOSMITHKLINE - PT
mg, comprimidos PRODUTOS
revestidos por pelicula FARMACEUTICOS, LDA
Augmentin Forte 250 DE/H/2868/05/MR 8605006 GLAXOSMITHKLINE - PT
mg/62,5 mg/5 ml, pé PRODUTOS
para suspensao oral FARMACEUTICOS, LDA
Augmentin ES 600 PT/H/0684/001 5323688 GLAXOSMITHKLINE - PT
mg/42,9 mg/ 5 ml pé PRODUTOS
para suspenséao oral FARMACEUTICOS, LDA
Augmentin ES 600 PT/H/0684/001 5323787 GLAXOSMITHKLINE - PT
mg/42,9 mg/ 5 ml pé PRODUTOS
para suspensao oral FARMACEUTICOS, LDA
Augmentin ES 600 PT/H/0684/001 5323886 GLAXOSMITHKLINE - PT
mg/42,9 mg/ 5 ml pé PRODUTOS
para suspensao oral FARMACEUTICOS, LIMITADA
Augmentin ES 600 PT/H/0684/001 5323985 GLAXOSMITHKLINE - PT
mg/42,9 mg/ 5 ml pé PRODUTOS
para suspenséao oral FARMACEUTICOS, LDA
Augmentin Duo 875 DE/H/2868/02 5751888 GLAXOSMITHKLINE - PT
mg/125 mg, PRODUTOS
comprimidos revestidos FARMACEUTICOS, LDA
por pelicula
Augmentin Duo 875 DE/H/2868/02 4714986 GLAXOSMITHKLINE - PT
mg/125 mg, PRODUTOS
comprimidos revestidos FARMACEUTICOS, LDA
por pelicula
Augmentin SR 1000 BE/H/0168/001 7554/2015/01 BEECHAM GROUP PLC RO
mg/62,5 mg comprimate
cu eliberare prelungita
Augmentin SR 1000 BE/H/0168/001 7554/2015/02 BEECHAM GROUP PLC RO
mg/62,5 mg comprimate
cu eliberare prelungita
Augmentin SR 1000 BE/H/0168/001 7554/2015/03 BEECHAM GROUP PLC RO
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Augmentin SR 1000 BE/H/0168/001 7554/2015/05 BEECHAM GROUP PLC RO
mg/62,5 mg comprimate

cu eliberare prelungita

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/01 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/02 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/03 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/04 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/05 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/06 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/07 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/10 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/11 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/12 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/01 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/02 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/03 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/04 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/05 BEECHAM GROUP PLC RO

mg comprimate filmate
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Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/06 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/07 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/08 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/09 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/10 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/11 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/12 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 500 mg/125 UK/H/4738/01/MR 8395/2015/13 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin 875 mg/125 DE/H/2868/02 8164/2015/08 BEECHAM GROUP PLC RO
mg comprimate filmate

Augmentin intravenos DE/H/2809/004/MR 8740/2016/01 BEECHAM GROUP PLC RO

2000 mg/200 mg
pulbere pentru solutie
perfuzabild

AUGMENTIN ES 600 PT/H/0684/001 7850/2015/01 SMITHKLINE BEECHAM LTD RO
mg/42,9 mg/ 5 ml
pulbere pentru suspensie
orala

AUGMENTIN ES 600 PT/H/0684/001 7850/2015/02 SMITHKLINE BEECHAM LTD RO
mg/42,9 mg/ 5 ml
pulbere pentru suspensie
orala

AUGMENTIN ES 600 PT/H/0684/001 7850/2015/04 SMITHKLINE BEECHAM LTD RO
mg/42,9 mg/ 5 ml
pulbere pentru suspensie
orala
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AUGMENTIN ES 600
mg/42,9 mg/ 5 ml
pulbere pentru suspensie
orala

PT/H/0684/001

7850/2015/03

SMITHKLINE BEECHAM LTD

RO

Augmentin BIS 400
mg/57 mg/5 ml pulbere
pentru suspensie orala

UK/H/4737/001

9385/2016/02

SMITHKLINE BEECHAM LTD

RO

Augmentin BIS 400
mg/57 mg/5 ml pulbere
pentru suspensie orala

UK/H/4737/001

9385/2016/03

SMITHKLINE BEECHAM LTD

RO

Augmentin BIS 400
mg/57 mg/5 ml pulbere
pentru suspensie orala

UK/H/4737/001

9385/2016/01

SMITHKLINE BEECHAM LTD

RO

Augmentin BIS 400
mg/57 mg/5 ml pulbere
pentru suspensie orala

UK/H/4737/001

9385/2016/04

SMITHKLINE BEECHAM LTD

RO

Augmentin BIS 400
mg/57 mg/5 ml pulbere
pentru suspensie orala

UK/H/4737/001

9385/2016/05

SMITHKLINE BEECHAM LTD

RO

Augmentin BIS 400
mg/57 mg/5 ml pulbere
pentru suspensie orala

UK/H/4737/001

9385/2016/06

SMITHKLINE BEECHAM LTD

RO

Spektramox 80
mg/ml+11,97 mg/ml
pulver till oral
suspension

not available

15980

MEDA AB

SE

Spektramox 50
mg/ml+12,5 mg/ml
pulver till oral
suspension

not available

10700

MEDA AB

SE

Spektramox 250 mg/125
mg filmdragerade
tabletter

not available

12414

MEDA AB

SE
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Spektramox 500 mg/125
mg filmdragerade
tabletter

not available

12415

MEDA AB

SE

Spektramox 875 mg/125
mg filmdragerade
tabletter

not available

15979

MEDA AB

SE

Augmentin SR 1000
mg/62,5 mg tablete s
podaljSanim sprosc¢anjem

BE/H/0168/001

H/05/01951/001

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin SR 1000
mg/62,5 mg tablete s
podaljSanim sprosc¢anjem

BE/H/0168/001

H/05/01951/002

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin 400 mg/57
mg v 5 ml praSek za
peroralno suspenzijo z
okusom jagode

UK/H/4737/01/MR

H/99/00969/001

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin 400 mg/57
mg v 5 ml praSek za
peroralno suspenzijo z
okusom jagode

UK/H/4737/01/MR

H/99/00969/002

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin 400 mg/57
mg v 5 ml praSek za
peroralno suspenzijo z
okusom jagode

UK/H/4737/01/MR

H/99/00969/003

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin 400 mg/57
mg v 5 ml praSek za
peroralno suspenzijo z
okusom jagode

UK/H/4737/01/MR

H/99/00969/004

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin 400 mg/57
mg v 5 ml praSek za
peroralno suspenzijo z
okusom jagode

UK/H/4737/01/MR

H/99/00969/005

GLAXOSMITHKLINE D.O.O.

Sl
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Augmentin 400 mg/57
mg v 5 ml praSek za
peroralno suspenzijo z
okusom jagode

UK/H/4737/01/MR

H/99/00969/006

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin 400 mg/57
mg v 5 ml praSek za
peroralno suspenzijo z
okusom jagode

UK/H/4737/01/MR

H/99/00969/007

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin 400 mg/57
mg v 5 ml praSek za
peroralno suspenzijo z
okusom jagode

UK/H/4737/01/MR

H/99/00969/008

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin 400 mg/57
mg v 5 ml praSek za
peroralno suspenzijo z
okusom jagode

UK/H/4737/01/MR

H/99/00969/009

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin SR 1000
mg/62,5 mg tablete s
podaljSanim spro$canjem

BE/H/0168/001

H/05/01951/003

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin SR 1000
mg/62,5 mg tablete s
podaljSanim sproscanjem

BE/H/0168/001

H/05/01951/004

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin SR 1000
mg/62,5 mg tablete s
podaljSanim spro$canjem

BE/H/0168/001

H/05/01951/005

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin SR 1000
mg/62,5 mg tablete s
podaljSanim sprosc¢anjem

BE/H/0168/001

H/05/01951/006

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin SR 1000
mg/62,5 mg tablete s
podaljSanim sprosc¢anjem

BE/H/0168/001

H/05/01951/007

GLAXOSMITHKLINE D.O.O.

Sl

Augmentin SR 1000
mg/62,5 mg tablete s
podaljSanim sprosc¢anjem

BE/H/0168/001

H/05/01951/008

GLAXOSMITHKLINE D.O.O.

Sl
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mg/42,9 mg/5 ml prasok
na peroralnu suspenziu

SLOVAKIA S.R.O.

number
Augmentin SR 1000 BE/H/0168/001 H/05/01951/009 GLAXOSMITHKLINE D.O.O. Sl
mg/62,5 mg tablete s
podaljSanim sprosc¢anjem
MEGAMOX 625 Forte not available 15/0109/99-S HIKMA FARMACEUTICA SK
Filmom obalené tablety (PORTUGAL), S.A.
MEGAMOX 375 Filmom not available 15/0108/99-S HIKMA FARMACEUTICA SK
obalené tablety (PORTUGAL), S.A.
Amoksiklav 600 mg, not available 15/0605/94-S SANDOZ PHARMACEUTICALS | SK
prasok na D.D.
injek¢ny/infuzny roztok
Amoksiklav 1,2 g, praSok | not available 15/0605/94-S SANDOZ PHARMACEUTICALS | SK
na injekény/infazny D.D.
roztok
Amoksiklav 1000 mg 1T/H/0245/001 15/0771/10-S SANDOZ PHARMACEUTICALS | SK
granulat na peroralnu D.D.
suspenziu
Amoksiklav 600 mg, not available 15/0605/94-S SANDOZ PHARMACEUTICALS | SK
prasok na D.D.
injekcny/inflzny roztok
Amoksiklav 1,2 g, praSok | not available 15/0605/94-S SANDOZ PHARMACEUTICALS | SK
na injekény/infuzny D.D.
roztok
Amoksiklav 1000 mg 1T/H/0245/001 15/0771/10-S SANDOZ PHARMACEUTICALS | SK
granulat na peroralnu D.D.
suspenziu
Augmentin 375 mg 250 UK/H/4735/01/MR 15/0141/84-C/S GLAXOSMITHKLINE SK
mg/125 mg filmom SLOVAKIA S.R.O.
obalené tablety
Augmentin DUO 400 UK/H/4737/01/MR 15/0005/00-S GLAXOSMITHKLINE SK
mg/57 mg/5 ml prasok SLOVAKIA S.R.O.
na peroralnu suspenziu
(jahodové prichut)
Augmentin ES 600 PT/H/684/001 15/0085/07-S GLAXOSMITHKLINE SK
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number
Augmentin SR 1 000 BE/H/168/001 15/0122/02-S GLAXOSMITHKLINE SK
mg/62,5 mg tablety s SLOVAKIA S.R.O.
predizenym uvolfiovanim
Augmentin 1 g 875 DE/H/2868/02 15/0682/96-S GLAXOSMITHKLINE SK
mg/125 mg filmom SLOVAKIA S.R.O.
obalené tablety
Co-amoxiclav not available PL 44041/0006 NOUMED LIFE SCIENCES UK
500mg/125mg Film-
Coated Tablets
Co-amoxiclav not available PL 04416/0556 SANDOZ LTD UK
500/125mg Tablets
Co-amoxiclav 250/62.5 not available PL 04416/0515 SANDOZ LTD UK
mg/5 ml Powder for Oral
Suspension
Co-amoxiclav 125/31.25 not available PL 04416/0514 SANDOZ LTD UK
mg/5 ml Powder for Oral
Suspension
Co-Amoxiclav not available PL 04520/0054 SANDOZ GMBH UK
250/125mg Tablets BP
Co-amoxiclav not available PL 04416/0556 SANDOZ LTD UK
500/125mg Tablets
Co-amoxiclav 250/62.5 not available PL 04416/0515 SANDOZ LTD UK
mg/5 ml Powder for Oral
Suspension
Co-amoxiclav 125/31.25 not available PL 04416/0514 SANDOZ LTD UK
mg/5 ml Powder for Oral
Suspension
Co-Amoxiclav not available PL 04520/0054 SANDOZ GMBH UK
250/125mg Tablets BP
Augmentin 375 mg UK/H/4735/001 PL 00038/0270 BEECHAM GROUP PLC UK
Tablets
Augmentin DUO 400/57 UK/H/4737/001 PL 10592/0070 SMITHKLINE BEECHAM LTD UK
Augmentin®-Duo UK/H/4737/002 PL 10592/0072 SMITHKLINE BEECHAM LTD UK
200/28
Augmentin Intravenous DE/H/2809/002 PL 00038/0320 BEECHAM GROUP LTD UK
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number
Augmentin 125/31 SF DE/H/2868/004 PL 00038/0298 BEECHAM GROUP PLC UK
Suspension
Augmentin 1 g Tablets DE/H/2868/02 PL 00038/0368 BEECHAM GROUP LTD UK
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