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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 

Clavamox Duo - 
Trockensaft 

not available 1-22155 SANDOZ GMBH AT 

Augmentin 400 mg/57 
mg/5 ml Pulver zur 
Herstellung einer 
Suspension zum 

Einnehmen 
Multifruchtgeschmack 

DE/H/2868/006 138128 GLAXOSMITHKLINE PHARMA 
GMBH. 

AT 

Curam intravenös 500 
mg/100 mg - Pulver zur 
Herstellung einer 

Injektions-/Infusionslösung 

NL/H/0541/003 1-26284 SANDOZ GMBH AT 

Curam intravenös 1000 
mg/200 mg - Pulver zur 
Herstellung einer 
Injektions-/Infusionslösung 

NL/H/0541/001 1-26281 SANDOZ GMBH AT 

Augmentin 875 mg/125 mg 

Filmtabletten 

DE/H/2868/002 1-21396 GLAXOSMITHKLINE PHARMA 

GMBH. 

AT 

Augmentin 500 mg/125 mg 

Filmtabletten 

DE/H/6032/001 1-17839 GLAXOSMITHKLINE PHARMA 

GMBH. 

AT 

Curam intravenös 500 

mg/50 mg - Pulver zur 
Herstellung einer 
Injektions-/Infusionslösung 

NL/H/0541/004 1-26283 SANDOZ GMBH AT 

Curam intravenös 2000 
mg/200 mg - Pulver zur 

Herstellung einer 
Infusionslösung 

NL/H/0541/002 1-26282 SANDOZ GMBH AT 

Augmentin P 500 mg/50 
mg poeder voor oplossing 
voor injectie of infusie 

DE/H/2809/005 BE135195 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin P 500 mg/50 

mg Pulver zur Herstellung 
einer Injektions-
/Infusionslösung 

DE/H/2809/005 BE135195 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin 1.000 mg/200 
mg Pulver zur Herstellung 

DE/H/2809/003 BE135213 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 
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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 

einer Injektions- oder 
Infusionslösung 

Augmentin 2.000 mg/200 
mg Pulver zur Herstellung 
einer Infusionslösung 

DE/H/2809/004 BE135511 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 1000 mg/200 
mg poeder voor oplossing 

voor injectie of infusie 

DE/H/2809/003 BE135213 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 2000 mg/200 

mg poeder voor oplossing 
voor infusie 

DE/H/2809/004 BE135511 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin 1000 mg/200 
mg, poudre pour solution 
injectable/pour perfusion 

DE/H/2809/003 BE135213 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 2000 mg/200 
mg, poudre pour solution 

pour perfusion 

DE/H/2809/004 BE135511 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin P 500 mg/50 

mg, poudre pour solution 
injectable/pour perfusion 

DE/H/2809/005 BE135195 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin P 1.000 mg/100 
mg Pulver zur Herstellung 

einer Injektions-
/Infusionslösung 

DE/H/2809/006 BE135204 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin P 1000 mg/100 
mg poeder voor oplossing 
voor injectie of infusie 

DE/H/2809/006 BE135204 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin P 1000 mg/100 
mg, poudre pour solution 

injectable/pour perfusion 

DE/H/2809/006 BE135204 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 500 mg/125 mg 

Pulver zur Herstellung 
einer Suspension zum 
Einnehmen in Beuteln 

BE/H/0159/01 BE159345 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin 500 mg/125 mg 
poeder voor orale 

suspensie in zakjes 

BE/H/0159/01 BE159345 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 500 mg/125 BE/H/0159/001 BE159345 GLAXOSMITHKLINE BE 
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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, poudre pour 
suspension buvable en 
sachet 

PHARMACEUTICALS SA 

Amoxiclav Sandoz 1000 
mg/200 mg poeder voor 
oplossing voor injectie / 

infusie 

NL/H/0541/001 BE508720 SANDOZ N.V. BE 

Amoxiclav Sandoz 1000 
mg/200 mg poeder voor 
oplossing voor 
injectie/infusie 

NL/H/0541/001 BE271196 SANDOZ N.V. BE 

Augmentin 875 mg/125 

mg, comprimés pelliculés 

DE/H/2868/02 BE439293 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin 875 mg/125 mg 

Filmtabletten 

DE/H/2868/02 BE200803 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin 875 mg/125 mg 

Filmtabletten 

DE/H/2868/02 BE439293 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin 875/125 mg 

filmomhulde tabletten 

DE/H/2868/02 BE200803 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin 875/125 mg 
filmomhulde tabletten 

DE/H/2868/02 BE439293 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 875 mg/125 
mg, comprimés pelliculés 

DE/H/2868/02 BE200803 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 500 mg/125 
mg, comprimés pelliculés 

DE/H/6032/001 BE439284 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 500 mg/125 mg 
Filmtabletten 

DE/H/6032/001 BE125334 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 500 mg/125 mg 
Filmtabletten 

DE/H/6032/001 BE439284 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 500 mg/125 mg 
filmomhulde tabletten 

DE/H/6032/001 BE125334 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 500 mg/125 mg 

filmomhulde tabletten 

DE/H/6032/001 BE439284 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin 500 mg/125 

mg, comprimés pelliculés 

DE/H/6032/001 BE125334 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Amoxiclav Sandoz 2000 

mg/200 mg poeder voor 

oplossing voor infusie 

NL/H/0541/002 BE508737 SANDOZ N.V. BE 
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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 

Amoxiclav Sandoz 2000 
mg/200 mg poeder voor 
oplossing voor infusie 

NL/H/0541/002 BE271214 SANDOZ N.V. BE 

Augmentin 250 mg/62,5 
mg/5 ml, poudre pour 
suspension buvable 

BE/H/0209/02 BE125413 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 125 mg/31,25 

mg/5 ml Pulver zur 
Herstellung einer 
Suspension zum 
Einnehmen 

BE/H/0209/001 BE125404 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin 125 mg/31,25 

mg/5 ml poeder voor orale 
suspensie 

BE/H/0209/001 BE125404 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Augmentin 250 mg/62,5 
mg/5 ml, poudre pour 
suspension buvable 

BE/H/0209/002 BE125413 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 250 mg/62,5 
mg/5 ml poeder voor orale 

suspensie 

BE/H/0209/02 BE125413 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

BE 

Augmentin 125 mg/31,25 

mg/5 ml, poudre pour 
suspension buvable 

BE/H/0209/01 BE125404 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

BE 

Amoclane 875/125 mg 
poeder voor orale 
suspensie 

not available BE273856 EUROGENERICS N.V./S.A. BE 

Amoclane 875/125 mg 

poudre pour suspension 
buvable 

not available BE273856 EUROGENERICS N.V./S.A. BE 

Amoclane 875/125 mg 
Pulver zur Herstellung 
einer Suspension zum 

Einnehmen 

not available BE273856 EUROGENERICS N.V./S.A. BE 

Аугментин ES 600 

mg/42,9 mg/5 ml прах за 
перорална суспензия 

PT/H/0684/001 20050447 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

BG 

Аугментин 125 mg/31,25 

mg/5 ml прах за 

DE/H/2868/04 20000317 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

BG 
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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 

перорална суспензия 

Аугментин 250 mg/62,5 

mg/5 ml прах за 
перорална суспензия 

DE/H/2868/005 20000318 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

BG 

Аугментин 400 mg/57 
mg/5 ml прах за 
перорална суспензия 

DE/H/2868/06 9900089 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

BG 

Аугментин 875 mg/125 mg 
филмирани таблетки 

DE/H/2868/02 20000316 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

BG 

Аугментин 500 mg/125 mg 
филмирани таблетки 

DE/H/6032/001 20000314 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

BG 

Augmentin ES 600 

mg/42.9 mg/5 ml κόνις για 
πόσιμο εναιώρημα 

PT/H/0684/001 20148 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

CY 

Augmentin Mixed Fruit 400 
mg/57 mg/5 ml κόνις για 
πόσιμο εναιώρημα 

(βελτιωτικό γεύσης 

ανάμικτα φρούτα) 

DE/H/2868/006 022824 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

CY 

Augmentin 875 mg/125 mg 
ep??a??µµ??a µe ?ept? 
?µ???? d?s??a 

DE/H/2868/002 19515 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

CY 

Augmentin 400 mg/57 
mg/5 ml κόνις για πόσιμο 

εναιώρημα (γεύση 
φράουλα) 

PT/H/2363/001 19702 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

CY 

Augmentin 500 mg/125 mg 
επικαλυμμένα με λεπτό 
υμένιο δισκία 

DE/H/6032/001 12656 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

CY 

Augmentin 400 mg/5 ml + 
57 mg/5 ml prášek pro 

perorální suspenzi 

DE/H/2868/06 15/685/16-C GLAXOSMITHKLINE (IRELAND) 
LIMITED 

CZ 

Augmentin 1 g potahované 
tablety 

DE/H/2868/002 15/644/96-C GLAXOSMITHKLINE (IRELAND) 
LIMITED 

CZ 

Augmentin 625 mg 
potahované tablety 

DE/H/6032/001 15/141/84-B/C GLAXOSMITHKLINE (IRELAND) 
LIMITED 

CZ 

Augmentan 1000 mg/100 

mg Pulver zur Herstellung 

DE/H/2809/006 86022.00.00 GLAXOSMITHKLINE GMBH & 

CO. KG 

DE 
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Product Name  (in 

authorisation country) 

MRP/DCP 

Authorisation number 

National Authorisation Number MAH of product in the 

member state 

Member State where 

product is authorised 

einer Injektions-
/Infusionslösung 

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

Einnehmen für Kinder 

DE/H/2868/007 86130.00.00 GLAXOSMITHKLINE GMBH & 
CO. KG 

DE 

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

Einnehmen für Säuglinge 

DE/H/2868/008 86131.00.00 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/2868/04 1927.00.03 GLAXOSMITHKLINE GMBH & 
CO. KG 

DE 

Augmentan forte 

Trockensaft 50 mg/12,5 
mg pro ml 

250 mg/62,5 mg/5 ml 
Pulver zur Herstellung 
einer Suspension zum 

Einnehmen 

DE/H/2868/005 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/2868/006 35944.00.00 GLAXOSMITHKLINE GMBH & 

CO. KG 

DE 

Augmentan Tropfen 50 

mg/12,5 mg pro ml für 
Säuglinge 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 Filmtabletten DE/H/2868/002 34923.00.00 GLAXOSMITHKLINE GMBH & DE 



 

  
List of nationally authorised medicinal products  
EMA/759338/2022 Page 8/31 

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 

875/125 mg 
875 mg/125 mg 
Filmtabletten 

CO. KG 

Augmentan 500 mg/125 
mg Filmtabletten 

DE/H/6032/001 92660.00.00 GLAXOSMITHKLINE GMBH & 
CO. KG 

DE 

Augmentan 40 mg/ml + 
5,7 mg/ml Pulver zur 

Herstellung einer 
Suspension zum 
Einnehmen 

DE/H/6223/001 2202820.00.00 GLAXOSMITHKLINE GMBH & 
CO. KG 

DE 

Spektramox not available 12255 VIATRIS APS DK 

Spektramox not available 12257 VIATRIS APS DK 

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

DE/H/2868/006 947217 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

EE 

Augmentin, 875 mg/125 
mg õhukese 

polümeerikattega tabletid 

DE/H/2868/002 213398 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

EE 

Augmentin, 400 mg/57 

mg/5 ml suukaudse 
suspensiooni pulber 

PT/H/2363/001 213498 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

EE 

Augmentin, 500 mg/125 
mg õhukese 
polümeerikattega tabletid 

DE/H/6032/001 213298 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

EE 

Augmentine 875 mg/125 
mg polvo para suspensión 

oral en sobres 

IT/H/0270/001 59.518 GLAXOSMITHKLINE, S.A. ES 

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

BE/H/0159/001 56.683 GLAXOSMITHKLINE, S.A. ES 

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

suspensión oral 

DE/H/2868/008 59.051 GLAXOSMITHKLINE, S.A. ES 

Augmentine 875 mg/125 

mg comprimidos 
recubiertos con película 

DE/H/2868/002 59.515 GLAXOSMITHKLINE S.A. ES 

Augmentine 500 mg/125 

mg comprimidos 

DE/H/6032/001 81.482 GLAXOSMITHKLINE S.A. 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 

recubiertos con película 

AUGMENTIN 500 mg/62,5 

mg, comprimé pelliculé 
(rapport amoxicilline/acide 
clavulanique : 8/1) 

not available NL25012 LABORATOIRE 

GLAXOSMITHKLINE 

FR 

AUGMENTIN 1 g/200 mg, 
poudre pour solution 

injectable / pour perfusion 
(IV) 

DE/H/2809/003 NL13670-1 LABORATOIRE 
GLAXOSMITHKLINE 

FR 

AUGMENTIN 1 g/200 mg, 
poudre et solvant pour 
solution injectable / pour 

perfusion (IV) 

DE/H/2809/003 NL13670-2 LABORATOIRE 
GLAXOSMITHKLINE 

FR 

AUGMENTIN 2 g/200 mg 

ADULTES, poudre pour 
solution pour perfusion 

DE/H/2809/004 NL13672 LABORATOIRE 

GLAXOSMITHKLINE 

FR 

AUGMENTIN 1 g/125 mg, 
poudre pour suspension 
buvable en sachet-dose 

(rapport amoxicilline/acide 
clavulanique : 8/1) 

not available NL22398 LABORATOIRE 
GLAXOSMITHKLINE 

FR 

AUGMENTIN 100 mg/12,50 
mg par ml NOURRISSONS, 
poudre pour suspension 

buvable en 
flacon (rapport 
amoxicilline/acide 

clavulanique : 8/1) 
Amoxicilline/acide 
clavulanique 

DE/H/2868/008 NL16485 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

FR 

AUGMENTIN 100 mg/12,50 
mg par ml ENFANTS, 

poudre pour suspension 
buvable en flacon 
(rapport amoxicilline/acide 
clavulanique : 8/1) 

Amoxicilline/acide 
clavulanique 

DE/H/2868/007 NL21290 LABORATOIRE 
GLAXOSMITHKLINE 

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 

AUGMENTIN 80 mg/ 11,4 
mg/ mL, poudre pour 
suspension buvable 
(rapport amoxicilline/ acide 

clavulanique : 7/1) 

DE/H/2868/06 NL47194 LABORATOIRE 
GLAXOSMITHKLINE 

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 NL25190 LABORATOIRE 

GLAXOSMITHKLINE 

FR 

AMOXICILLINE/ACIDE 

CLAVULANIQUE EG 100 
mg/12,5 mg par ml 
NOURRISSONS, poudre 

pour suspension buvable 
en flacon (rapport 

amoxicilline/acide 
clavulanique: 8/1) 

not available NL29905 EG LABO LABORATOIRES 

EUROGENERICS - DO NOT USE 

FR 

AMOXICILLINE/ACIDE 

CLAVULANIQUE EG LABO - 
LABORATOIRES 
EUROGENERICS 100 
mg/12,5 mg par ml 

ENFANTS, poudre pour 
suspension buvable en 
flacon (rapport 

amoxicilline/acide 
clavulanique: 8/1) 

not available NL29910 EG LABO LABORATOIRES 

EUROGENERICS 

FR 

AMOXICILLINE / ACIDE 
CLAVULANIQUE BIOGARAN 
500 mg/62,5 mg, 

comprimé pelliculé 
(rapport amoxicilline/acide 
clavulanique : 8/1) 

not available NL25189 LABORATOIRE 
GLAXOSMITHKLINE 

FR 

AUGMENTIN 250 mg/31,25 

mg NOURRISSONS, poudre 

not available NL52586 LABORATOIRE 

GLAXOSMITHKLINE 

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 

pour suspension buvable 
en sachet 
(rapport amoxicilline/acide 
clavulanique : 8/1) 

AUGMENTIN 500 mg/62,5 
mg ENFANTS, poudre pour 

suspension buvable en 
sachet (rapport 
amoxicilline/acide 

clavulanique : 8/1) 

not available NL52587 LABORATOIRE 
GLAXOSMITHKLINE 

FR 

AMOXICILLINE/ACIDE 

CLAVULANIQUE ZENTIVA 
LAB 500 mg/62,50 mg 
ADULTES, comprimé 

pelliculé (rapport 
amoxicilline/acide 
clavulanique : 8/1) 

not available NL25155 LABORATOIRE 

GLAXOSMITHKLINE 

FR 

AMOXICILLINE/ACIDE 
CLAVULANIQUE 

GLAXOSMITHKLINE 1 
g/125 mg ADULTES, 
poudre pour 

suspension buvable en 
sachet-dose (Rapport 
amoxicilline/acide 
clavulanique : 8/1) 

not available NL37616 LABORATOIRE 
GLAXOSMITHKLINE 

FR 

AMOXICILLINE/ACIDE 

CLAVULANIQUE BIOGARAN 
100 mg/12,5 mg par ml 
ENFANTS, poudre 
pour suspension buvable 

(Rapport Amoxicilline/Acide 
clavulanique: 8/1) 

not available NL25244 LABORATOIRE 

GLAXOSMITHKLINE 

FR 

AMOXICILLINE/ACIDE 
CLAVULANIQUE BIOGARAN 
100 mg/12,5 mg par ml 

NOURRISSONS, poudre 
pour suspension buvable 

(Rapport Amoxicilline/Acide 

not available NL25243 LABORATOIRE 
GLAXOSMITHKLINE 

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 

clavulanique: 8/1) 

AMOXICILLINE/ACIDE 

CLAVULANIQUE 
GLAXOSMITHKLINE 100 
mg/12,50 mg par ml 
NOURRISSONS, poudre 

pour suspension buvable 
en flacon (Rapport 
amoxicilline/acide 

clavulanique : 8/1) 

not available NL37619 LABORATOIRE 

GLAXOSMITHKLINE 

FR 

AMOXICILLINE/ACIDE 

CLAVULANIQUE 
GLAXOSMITHKLINE 100 
mg/12,50 mg par ml 

ENFANTS, 
poudre pour suspension 
buvable en flacon (Rapport 

amoxicilline/acide 
clavulanique : 8/1) 

not available NL37617 LABORATOIRE 

GLAXOSMITHKLINE 

FR 

AMOXICILLINE/ACIDE 
CLAVULANIQUE 
GLAXOSMITHKLINE 500 

mg/62,5 mg ADULTES, 
comprimé pelliculé (rapport 
amoxicilline/acide 
clavulanique : 8/1) 

not available NL37615 LABORATOIRE 
GLAXOSMITHKLINE 

FR 

AUGMENTIN 40 mg/5,7 

mg/mL poudre pour 
suspension buvable 
(rapport amoxicilline/acide 
clavulanique 7/1) 

DE/H/6223/001 NL49594 LABORATOIRE 

GLAXOSMITHKLINE 

FR 

AMOXICILLINE/ACIDE 

CLAVULANIQUE ZENTIVA 
LAB 1 g/125 mg ADULTES, 
poudre pour suspension 
buvable en sachet-dose 

(rapport amoxicilline/acide 
clavulanique: 8/1) 

not available NL25156 LABORATOIRE 

GLAXOSMITHKLINE 

FR 
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AMOXICILLINE/ACIDE 
CLAVULANIQUE ZENTIVA 
LAB 100 mg/12,50 mg par 
ml NOURRISSONS, 

poudre pour suspension 
buvable en flacon (rapport 
amoxicilline/acide 

clavulanique : 8/1) 

not available NL16931 LABORATOIRE 
GLAXOSMITHKLINE 

FR 

AMOXICILLINE/ACIDE 

CLAVULANIQUE ZENTIVA 
LAB 100 mg/12,50 mg par 
ml ENFANTS, 

poudre pour suspension 
buvable en flacon (rapport 
amoxicilline/acide 
clavulanique : 8/1) 

not available NL25205 LABORATOIRE 

GLAXOSMITHKLINE 

FR 

Augmentin 400 mg/57 

mg/5 ml ????? ??a p?s?µ? 
e?a????µa (?e?s? f???t??) 

DE/H/2868/006 1759915 GLAXOSMITHKLINE SINGLE 

MEMBER A.E.B.E. 

GR 

Augmentin 875 mg/125 mg 
ep??a??µµ??a µe ?ept? 
?µ???? d?s??a 

DE/H/2868/002 1759911 GLAXOSMITHKLINE SINGLE 
MEMBER A.E.B.E. 

GR 

Augmentin 400 mg/57 
mg/5 ml κόνις για πόσιμο 

εναιώρημα (γεύση 
φράουλα) 

PT/H/2363/001 1759912 GLAXOSMITHKLINE SINGLE 
MEMBER A.E.B.E. 

GR 

Augmentin 500 mg/125 mg 
επικαλυμμένα με λεπτό 
υμένιο δισκία 

DE/H/6032/001 1759904 GLAXOSMITHKLINE SINGLE 
MEMBER A.E.B.E. 

GR 

Augmentin 250 mg/62.5 
mg/5 ml κόνις για πόσιμο 

εναιώρημα 

BE/H/0209/002 1759909 GLAXOSMITHKLINE SINGLE 
MEMBER A.E.B.E. 

GR 

Augmentin 875 mg + 125 
mg filmom obložene 
tablete 

not available HR-H-170450439 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

HR 

Augmentin 400 mg + 57 
mg/5 ml prašak za oralnu 

suspenziju s okusom voća 

DE/H/2868/006 HR-H-377920132 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

HR 
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Augmentin 250 mg/62,5 
mg/5 ml por belsoleges 
szuszpenzióhoz 

DE/H/2868/005 OGYI-T-1352/02 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

HU 

Augmentin DUO 400 
mg/57 mg/5 ml vegyes 
gyümölcsízu por belsoleges 

szuszpenzióhoz 

DE/H/2868/006 OGYI-T-1352/14 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

HU 

Augmentin DUO 400 
mg/57 mg/5 ml vegyes 
gyümölcsízu por belsoleges 
szuszpenzióhoz 

DE/H/2868/006 OGYI-T-1352/15 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

HU 

Augmentin DUO 875 

mg/125 mg filmtabletta 

DE/H/2868/02 OGYI-T-1352/08 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

HU 

Augmentin 250 mg/125 mg 

filmtabletta 

IE/H/0715/001 OGYI-T-1352/03 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

HU 

Augmentin 500 mg/125 mg 

filmtabletta 

DE/H/6032/001 OGYI-T-1352/04 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

HU 

Germentin 125 mg/31.25 

mg per 5 ml Powder for 
Oral Suspension 

not available PA 0577/034/002 MCDERMOTT LABORATORIES 

LTD 

IE 

Augmentin Paediatric 125 
mg/31.25 mg per 5 ml 

powder for oral suspension 

DE/H/2868/04 PA 1077/93/4 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

IE 

Augmentin Duo Mixed Fruit 

400 mg/57 mg/5 ml 
Powder for Oral Suspension 

DE/H/2868/006 PA 1077/19/6 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

IE 

Germentin 250 mg/125 mg 
Film-coated Tablets 

not available PA0577/034/003 MCDERMOTT LABORATORIES 
LTD 

IE 

Augmentin 875 mg/125 mg 
film-coated tablets 

DE/H/2868/002 PA 1077/19/5 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

IE 

Augmentin 250 mg/125 mg 
film-coated tablets 

IE/H/0715/001 PA 1077/93/7 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

IE 

Augmentin 500 mg/125 mg 
film-coated tablets 

DE/H/6032/001 PA 1077/19/3 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

IE 

CLAVULIN bambini 400 
mg/57 mg/5 ml polvere 

per sospensione orale 

not available 026138204 GLAXOSMITHKLINE S.P.A. IT 

CLAVULIN bambini 400 not available 026138216 GLAXOSMITHKLINE S.P.A. IT 
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mg/57 mg/5 ml polvere 
per sospensione orale 

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

not available 026138228 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 
polvere per sospensione 

orale in bustine 

IT/H/0270/001 026089324 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 

polvere per sospensione 
orale in bustine 

IT/H/0270/001 026089351 GLAXOSMITHKLINE S.P.A. IT 

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

IT/H/0270/001 026089336 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 
polvere per sospensione 

orale in bustine 

IT/H/0270/001 026089363 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 

polvere per sospensione 
orale in bustine 

IT/H/0270/001 026089348 GLAXOSMITHKLINE S.P.A. IT 

Augmentin bambini 400 
mg/57 mg polvere per 

sospensione orale in 
bustine 

IT/H/0270/002 026089375 GLAXOSMITHKLINE S.P.A. IT 

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

bustine 

IT/H/0270/002 026089146 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 

polvere per sospensione 
orale in bustine 

IT/H/0270/001 026089108 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 400 mg/57 
mg/5 ml polvere per 
sospensione orale (aroma 

frutti misti) 

DE/H/2868/006 026089514 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 400 mg/57 

mg/5 ml polvere per 

sospensione orale (aroma 

DE/H/2868/006 026089488 GLAXOSMITHKLINE S.P.A. IT 
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frutti misti) 

Augmentin 400 mg/57 

mg/5 ml polvere per 
sospensione orale (aroma 
frutti misti) 

DE/H/2868/006 026089464 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 400 mg/57 
mg/5 ml polvere per 

sospensione orale (aroma 
frutti misti) 

DE/H/2868/006 026089490 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 400 mg/57 
mg/5 ml polvere per 
sospensione orale (aroma 

frutti misti) 

DE/H/2868/006 026089502 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 400 mg/57 

mg/5 ml polvere per 
sospensione orale (aroma 
frutti misti) 

DE/H/2868/006 026089476 GLAXOSMITHKLINE S.P.A. IT 

Neoduplamox bambini 400 
mg/57 mg/5 ml polvere 

per sospensione orale 
(aroma frutti misti) 

not available 026141 200 VALEAS S.P.A. IT 

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

(aroma frutti misti) 

not available 026141 212 VALEAS S.P.A. IT 

Neoduplamox bambini 400 

mg/57 mg/5 ml polvere 
per sospensione orale 
(aroma frutti misti) 

not available 026141 224 VALEAS S.P.A. IT 

Neoduplamox bambini 400 
mg/57 mg polvere per 

sospensione orale bustine 

not available 026141 236 VALEAS S.P.A. IT 

Augmentin 875 mg/125 mg 
compresse rivestite con 
film 

DE/H/2868/002 026089211 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 
compresse rivestite con 

film 

DE/H/2868/002 026089223 GLAXOSMITHKLINE S.P.A. IT 
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Augmentin 875 mg/125 mg 
compresse rivestite con 
film 

DE/H/2868/002 026089235 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 
compresse rivestite con 
film 

DE/H/2868/002 026089247 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 

compresse rivestite con 
film 

DE/H/2868/002 026089250 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 
compresse rivestite con 
film 

DE/H/2868/002 026089262 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 
compresse rivestite con 

film 

DE/H/2868/002 026089274 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 

compresse rivestite con 
film 

DE/H/2868/002 026089312 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 
compresse rivestite con 
film 

DE/H/2868/002 026089286 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 

compresse rivestite con 
film 

DE/H/2868/002 026089298 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 
compresse rivestite con 
film 

DE/H/2868/002 026089300 GLAXOSMITHKLINE S.P.A. IT 

Augmentin 875 mg/125 mg 
compresse rivestite con 

film 

DE/H/2868/002 026089019 GLAXOSMITHKLINE S.P.A. IT 

Clavulin 875 mg/125 mg 

compresse rivestite con 
film 

not available 026138139 GLAXOSMITHKLINE S.P.A. IT 

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

PT/H/2363/001 026089110 GLAXOSMITHKLINE S.P.A. IT 

Augmentin bambini 400 

mg/57 mg/5 ml polvere 

PT/H/2363/001 026089122 GLAXOSMITHKLINE S.P.A. IT 
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per sospensione orale 

Augmentin bambini 400 

mg/57 mg/5 ml polvere 
per sospensione orale 

PT/H/2363/001 026089134 GLAXOSMITHKLINE S.P.A. IT 

Neoduplamox 875 mg /125 
mg compresse rivestite con 
film 

not available 026141 147 VALEAS S.P.A. IT 

CLAVULIN 875 mg/125 mg 
polvere per sospensione 

orale in bustine 

not available 026138192 GLAXOSMITHKLINE S.P.A. IT 

CLAVULIN bambini 400 

mg/57 mg polvere per 
sospensione orale in 
bustine 

not available 026138230 GLAXOSMITHKLINE S.P.A. IT 

Neoduplamox 875 mg/125 
mg polvere per 

sospensione orale bustine 

not available 026141 198 VALEAS S.P.A. IT 

Augmentin 400 mg/57 

mg/5 ml milteliai 
geriamajai suspensijai 

DE/H/2868/006 LT/1/98/3675/001 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

LT 

Augmentin 875 mg /125 
mg plėvele dengtos 

tabletės 

DE/H/2868/002 LT/1/98/3675/002 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 875 mg /125 

mg plėvele dengtos 
tabletės 

DE/H/2868/002 LT/1/98/3675/003 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

LT 

Augmentin 875 mg /125 
mg plėvele dengtos 
tabletės 

DE/H/2868/02 LT/1/98/3675/004 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 875 mg /125 
mg plevele dengtos 

tabletes 

DE/H/2868/02 LT/1/98/3675/005 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 875 mg /125 
mg plevele dengtos 
tabletes 

DE/H/2868/002 LT/1/98/3675/006 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 875 mg /125 
mg plevele dengtos 

tabletes 

DE/H/2868/002 LT/1/98/3675/007 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 



 

  
List of nationally authorised medicinal products  
EMA/759338/2022 Page 19/31 

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 

Augmentin 875 mg /125 
mg plėvele dengtos 
tabletės 

DE/H/2868/002 LT/1/98/3675/008 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 875 mg /125 
mg plevele dengtos 
tabletes 

DE/H/2868/002 LT/1/98/3675/009 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 875 mg /125 

mg plevele dengtos 
tabletes 

DE/H/2868/002 LT/1/98/3675/010 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

LT 

Augmentin 875 mg /125 
mg plevele dengtos 
tabletes 

DE/H/2868/002 LT/1/98/3675/011 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 875 mg /125 
mg plevele dengtos 

tabletes 

DE/H/2868/002 LT/1/98/3675/012 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 500 mg/125 mg 

plevele dengtos tabletes 

DE/H/6032/001 LT/1/98/3675/014 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

LT 

Augmentin 500 mg/125 mg 

plėvele dengtos tabletės 

DE/H/6032/001 LT/1/98/3675/015 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

LT 

Augmentin 500 mg/125 mg 
plėvele dengtos tabletės 

DE/H/6032/001 LT/1/98/3675/016 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 500 mg/125 mg 
plevele dengtos tabletes 

DE/H/6032/001 LT/1/98/3675/017 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 500 mg/125 mg 
plevele dengtos tabletes 

DE/H/6032/001 LT/1/98/3675/013 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 500 mg/125 mg 
plėvele dengtos tabletės 

DE/H/6032/001 LT/1/98/3675/018 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 500 mg/125 mg 
plėvele dengtos tabletės 

DE/H/6032/001 LT/1/98/3675/019 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 500 mg/125 mg 
plėvele dengtos tabletės 

DE/H/6032/001 LT/1/98/3675/020 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

LT 

Augmentin 500 mg/125 mg 

plėvele dengtos tabletės 

DE/H/6032/001 LT/1/98/3675/021 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

LT 

Augmentin 500 mg/125 mg 

plėvele dengtos tabletės 

DE/H/6032/001 LT/1/98/3675/022 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

LT 

Augmentin 500 mg/125 mg 

plėvele dengtos tabletės 

DE/H/6032/001 LT/1/98/3675/023 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

LT 

Augmentin 200 mg/28,5 DE/H/6223/001 LT/1/98/3992/001 GLAXOSMITHKLINE (IRELAND) LT 
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mg/5 ml milteliai 
geriamajai suspensijai 

LIMITED 

Augmentin P 500 mg/50 
mg Pulver zur Herstellung 
einer Injektions-
/Infusionslösung 

DE/H/2809/005 2001 09 6519 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

LU 

Augmentin 1.000 mg/200 

mg Pulver zur Herstellung 
einer Injektions-
/Infusionslösung 

DE/H/2809/003 2001 09 6521 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

LU 

Augmentin 2.000 mg/200 
mg Pulver zur Herstellung 

einer Infusionslösung 

DE/H/2809/004 2001 09 6522 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

LU 

Augmentin 1000 mg/200 

mg, poudre pour solution 
injectable/pour perfusion 

DE/H/2809/003 2001 09 6521 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

LU 

Augmentin 2000 mg/200 
mg, poudre pour solution 
pour perfusion 

DE/H/2809/004 2001 09 6522 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

LU 

Augmentin P 500 mg/50 
mg, poudre pour solution 

injectable/pour perfusion 

DE/H/2809/005 2001 09 6519 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

LU 

Augmentin P 1.000 mg/100 
mg Pulver zur Herstellung 
einer Injektions-
/Infusionslösung 

DE/H/2809/006 2001 09 6520 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

LU 

Augmentin P 1000 mg/100 

mg, poudre pour solution 
injectable/pour perfusion 

DE/H/2809/006 2001 09 6520 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

LU 

Augmentin 500 mg/125 
mg, poudre pour 
suspension buvable en 

sachet 

BE/H/0159/01 2001096526 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

LU 

Augmentin 500 mg/125 mg 

Pulver zur Herstellung 
einer Suspension zum 
Einnehmen in Beuteln 

BE/H/0159/01 2001096526 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

LU 

Augmentin 875 mg/125 mg DE/H/2868/02 2001 09 6529 GLAXOSMITHKLINE LU 
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Filmtabletten PHARMACEUTICALS SA 

Augmentin 875 mg/125 

mg, comprimés pelliculés 

DE/H/2868/02 2001 09 6529 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

LU 

Augmentin 500 mg/125 mg 

Filmtabletten 

DE/H/6032/001 2001 09 6523 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

LU 

Augmentin 500 mg/125 

mg, comprimés pelliculés 

DE/H/6032/001 2001 09 6523 GLAXOSMITHKLINE 

PHARMACEUTICALS SA 

LU 

Augmentin 250 mg/62,5 
mg/5 ml, poudre pour 
suspension buvable 

BE/H/0209/02 2001096525 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

LU 

Augmentin 125 mg/31,25 
mg/5 ml Pulver zur 

Herstellung einer 
Suspension zum 
Einnehmen 

BE/H/0209/01 2001096524 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

LU 

Augmentin 250 mg/62,5 
mg/5 ml Pulver zur 

Herstellung einer 

Suspension zum 
Einnehmen 

BE/H/0209/02 2001096525 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

LU 

Augmentin 125 mg/31,25 
mg/5 ml, poudre pour 

suspension buvable 

BE/H/0209/01 2001096524 GLAXOSMITHKLINE 
PHARMACEUTICALS SA 

LU 

Amoclane 875/125 mg 

poudre pour suspension 
buvable 

not available 2009010037 EUROGENERICS N.V./S.A. LU 

Augmentin Fruit 400 
mg/57 mg/5 ml pulveris 
iekšķīgi lietojamas 

suspensijas pagatavošanai 
(vairāku 
augļu garša) 

DE/H/2868/006 17-0184 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

LV 

Augmentin 875 mg/125 mg 
apvalkotas tabletes 

DE/H/2868/02 99-0035 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

LV 

Augmentin 500 mg/125 mg 
apvalkotās tabletes 

DE/H/6032/001 99-0034 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

LV 

Augmentin Duo 400 mg/57 

mg/5 ml powder for oral 

DE/H/2868/006 MA192/01505 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

MT 
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suspension (mixed fruit 
flavour) 

Augmentin 875 mg/125 mg 
film-coated tablets 

DE/H/2868/02 MA 192/01502 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

MT 

Augmentin 250 mg/125 mg 
film-coated tablets 

IE/H/0715/001 MA 192/01501 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

MT 

Augmentin DUO 400 
mg/57 mg/5 ml powder for 
oral suspension 

PT/H/2363/001 MA 192/01504 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

MT 

Augmentin 500 mg/125 mg 
film-coated tablets 

UK/H/4738/01 MA192/01503 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

MT 

Augmentin 100 mg/12,5 

mg/ml, poeder voor orale 
suspensie 

DE/H/2868/007 RVG 14740 GLAXOSMITHKLINE B.V. NL 

Augmentin 500 mg/125 
mg, filmomhulde tabletten 

DE/H/6032/001 RVG 09840 GLAXOSMITHKLINE B.V. NL 

Augmentin 400 mg/57 
mg/5 ml pulver til mikstur, 

suspensjon (blandet 

fruktsmak) 

DE/H/2868/006 16-11188 GLAXOSMITHKLINE AS NO 

Augmentin 500 mg/125 mg 

filmdrasjerte tabletter 

DE/H/6032/001 14-10121 GLAXOSMITHKLINE AS NO 

Augmentin ES, (600 mg + 
42,9 mg)/5 ml, proszek do 
sporzadzania zawiesiny 
doustnej 

PT/H/0684/001 12306 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

PL 

Augmentin MFF, (400 mg + 

57 mg)/5 ml, proszek do 
sporządzania zawiesiny 
doustnej 

DE/H/2868/006 24335 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

PL 

Augmentin, 875 mg + 125, 
mg tabletki powlekane 

DE/H/2868/02 R/7175 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

PL 

Augmentin, 250 mg + 125 
mg, tabletki powlekane 

IE/H/0715/001 R/0641 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

PL 

Augmentin, 500 mg + 125 
mg, tabletki powlekane 

DE/H/6032/001 R/3682 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

PL 

Noprilam, 500 mg/125 mg, 

comprimidos revestidos por 

not available 4717690 BIAL - PORTELA & Cª , SA PT 
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película 

Noprilam, 500 mg/125 mg, 

comprimidos revestidos por 
película 

not available 2273399 BIAL - PORTELA & Cª , SA PT 

Noprilam, 500 mg/125 mg, 
comprimidos revestidos por 
película 

not available 4715496 BIAL - PORTELA & Cª , SA PT 

Clavamox 250, 250 
mg/62,5 mg/5 ml, pó para 

suspensão oral 

not available 9596247 BIAL - PORTELA & Cª , SA PT 

Clavamox 250, 250 

mg/62,5 mg/5 ml, pó para 
suspensão oral 

not available 4727699 BIAL - PORTELA & Cª , SA PT 

Clavamox 250, 250 
mg/62,5 mg/5 ml, pó para 
suspensão oral 

not available 9596254 BIAL - PORTELA & Cª , SA PT 

Clavamox 250, 250 

mg/62,5 mg/5 ml, pó para 

suspensão oral 

not available 4727798 BIAL - PORTELA & Cª , SA PT 

Clavamox 500, 500 
mg/125 mg, comprimidos 
revestidos por película 

not available 4717591 BIAL - PORTELA & Cª , SA PT 

Clavamox 500, 500 
mg/125 mg, comprimidos 

revestidos por película 

not available 9588822 BIAL - PORTELA & Cª , SA PT 

Noprilam, 250 mg/62,5 

mg/5 ml, pó para 
suspensão oral 

not available 4727491 BIAL - PORTELA & Cª , SA PT 

Noprilam, 250 mg/62,5 
mg/5 ml, pó para 
suspensão oral 

not available 2273894 BIAL - PORTELA & Cª , SA PT 

Noprilam, 250 mg/62,5 

mg/5 ml, pó para 
suspensão oral 

not available 4727590 BIAL - PORTELA & Cª , SA PT 

Augmentin ES 600 
mg/42,9 mg/ 5 ml pó para 
suspensão oral 

PT/H/0684/001 5323688 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Augmentin ES 600 PT/H/0684/001 5323787 GLAXOSMITHKLINE - PT 
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mg/42,9 mg/ 5 ml pó para 
suspensão oral 

PRODUTOS FARMACEUTICOS, 
LDA 

Augmentin ES 600 
mg/42,9 mg/ 5 ml pó para 
suspensão oral 

PT/H/0684/001 5323886 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Augmentin ES 600 
mg/42,9 mg/ 5 ml pó para 

suspensão oral 

PT/H/0684/001 5323985 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 

LDA 

PT 

Augmentin 125 mg/31,25 

mg/5 ml, pó para 
suspensão oral 

DE/H/2868/04 8605014 GLAXOSMITHKLINE - 

PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Augmentin Forte 250 
mg/62,5 mg/5 ml, pó para 
suspensão oral 

DE/H/2868/005 8605006 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Augmentin Duo 400 mg/5 
ml + 57 mg/5 ml pó para 

suspensão oral (sabor 
misto de frutas) 

DE/H/2868/006 5738711 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 

LDA 

PT 

Augmentin Duo 400 mg/5 
ml + 57 mg/5 ml pó para 
suspensão oral (sabor 

misto de frutas) 

DE/H/2868/006 5738422 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Augmentin Duo 400 mg/5 
ml + 57 mg/5 ml pó para 
suspensão oral (sabor 
misto de frutas) 

DE/H/2868/006 5738414 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Augmentin Duo 400 mg/5 

ml + 57 mg/5 ml pó para 
suspensão oral (sabor 
misto de frutas) 

DE/H/2868/006 5738729 GLAXOSMITHKLINE - 

PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Clavamox 125, 125 
mg/31,25 mg/5 ml, pó 

para suspensão oral 

not available 9596239 BIAL - PORTELA & Cª , SA PT 

Clavamox 125, 125 

mg/31,25 mg/5 ml, pó 
para suspensão oral 

not available 4727897 BIAL - PORTELA & Cª , SA PT 

Clavamox 125, 125 

mg/31,25 mg/5 ml, pó 

not available 9596213 BIAL - PORTELA & Cª , SA PT 
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para suspensão oral 

Clavamox 125, 125 

mg/31,25 mg/5 ml, pó 
para suspensão oral 

not available 4823191 BIAL - PORTELA & Cª , SA PT 

Augmentin Duo 875 
mg/125 mg, comprimidos 
revestidos por película 

DE/H/2868/002 5751888 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Augmentin Duo 875 
mg/125 mg, comprimidos 

revestidos por película 

DE/H/2868/002 4714986 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 

LDA 

PT 

Augmentin Duo 400 mg/57 

mg/5 ml, pó para 
suspensão oral (sabor a 
morango) 

PT/H/2363/001 2922482 GLAXOSMITHKLINE - 

PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Clavamox DT 400, 400 
mg/57 mg/5 ml, pó para 

suspensão oral 

not available 2922698 BIAL - PORTELA & Cª , SA PT 

Clavamox DT 400, 400 

mg/57 mg/5 ml, pó para 
suspensão oral 

not available 2922789 BIAL - PORTELA & Cª , SA PT 

Augmentin 500 mg/125 
mg, comprimidos 

revestidos por película 

DE/H/6032/001 4717286 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 

LDA 

PT 

Augmentin 500 mg/125 

mg, comprimidos 
revestidos por película 

DE/H/6032/001 8604702 GLAXOSMITHKLINE - 

PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Augmentin 500 mg/125 
mg, comprimidos 
revestidos por película 

DE/H/6032/001 4714689 GLAXOSMITHKLINE - 
PRODUTOS FARMACEUTICOS, 
LDA 

PT 

Noprilam DT, 875 mg/125 
mg, comprimidos 

revestidos por película 

not available 4715595 BIAL - PORTELA & Cª , SA PT 

Noprilam DT, 875 mg/125 
mg, comprimidos 
revestidos por película 

not available 4715694 BIAL - PORTELA & Cª , SA PT 

Noprilam DT, 875 mg/125 
mg, comprimidos 

revestidos por película 

not available 2517696 BIAL - PORTELA & Cª , SA PT 
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Noprilam DT, 875 mg/125 
mg, comprimidos 
revestidos por película 

not available 4715793 BIAL - PORTELA & Cª , SA PT 

Noprilam, 125 mg/31,25 
mg/5 ml, pó para 
suspensão oral 

not available 4726899 BIAL - PORTELA & Cª , SA PT 

Noprilam, 125 mg/31,25 

mg/5 ml, pó para 
suspensão oral 

not available 2273993 BIAL - PORTELA & Cª , SA PT 

Noprilam, 125 mg/31,25 
mg/5 ml, pó para 
suspensão oral 

not available 4726998 BIAL - PORTELA & Cª , SA PT 

Clavamox DT, 875 mg/125 
mg, comprimidos 

revestidos por película 

not available 4716296 BIAL - PORTELA & Cª , SA PT 

Clavamox DT, 875 mg/125 

mg, comprimidos 
revestidos por película 

not available 4716395 BIAL - PORTELA & Cª , SA PT 

Clavamox DT, 875 mg/125 
mg, comprimidos 
revestidos por película 

not available 9766105 BIAL - PORTELA & Cª , SA PT 

Clavamox DT, 875 mg/125 

mg, comprimidos 
revestidos por película 

not available 4716494 BIAL - PORTELA & Cª , SA PT 

Clavamox ES 600 mg/42,9 
mg/ 5 ml pó para 
suspensão oral 

not available 5324082 BIAL - PORTELA & Cª , SA PT 

Clavamox ES 600 mg/42,9 
mg/ 5 ml pó para 

suspensão oral 

not available 5324181 BIAL - PORTELA & Cª , SA PT 

Clavamox ES 600 mg/42,9 

mg/ 5 ml pó para 
suspensão oral 

not available 5324280 BIAL - PORTELA & Cª , SA PT 

Clavamox ES 600 mg/42,9 
mg/ 5 ml pó para 
suspensão oral 

not available 5324389 BIAL - PORTELA & Cª , SA PT 

AUGMENTIN ES 600 

mg/42,9 mg/ 5 ml pulbere 

PT/H/0684/001 7850/2015/01 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

RO 
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pentru suspensie orala 

AUGMENTIN ES 600 

mg/42,9 mg/ 5 ml pulbere 
pentru suspensie orala 

PT/H/0684/001 7850/2015/02 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

RO 

AUGMENTIN ES 600 
mg/42,9 mg/ 5 ml pulbere 
pentru suspensie orală 

PT/H/0684/001 7850/2015/04 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

AUGMENTIN ES 600 
mg/42,9 mg/ 5 ml pulbere 

pentru suspensie orală 

PT/H/0684/001 7850/2015/03 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin FP 400 mg/57 

mg/5 ml pulbere pentru 
suspensie orală (aromă de 
fructe de pădure) 

DE/H/2868/006 11562/2019/01 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

RO 

Augmentin FP 400 mg/57 
mg/5 ml pulbere pentru 

suspensie orală (aromă de 
fructe de pădure) 

DE/H/2868/006 11562/2019/02 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

RO 

Augmentin FP 400 mg/57 
mg/5 ml pulbere pentru 
suspensie orală (aromă de 

fructe de pădure) 

DE/H/2868/006 11562/2019/03 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

RO 

Augmentin FP 400 mg/57 
mg/5 ml pulbere pentru 
suspensie orală (aromă de 
fructe de pădure) 

DE/H/2868/006 11562/2019/04 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

RO 

Augmentin FP 400 mg/57 

mg/5 ml pulbere pentru 
suspensie orală (aromă de 
fructe de pădure) 

DE/H/2868/006 11562/2019/08 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

RO 

Augmentin FP 400 mg/57 
mg/5 ml pulbere pentru 

suspensie orală (aromă de 
fructe de pădure) 

DE/H/2868/006 11562/2019/07 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

RO 

Augmentin FP 400 mg/57 
mg/5 ml pulbere pentru 
suspensie orală (aromă de 

fructe de pădure) 

DE/H/2868/006 11562/2019/06 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

RO 
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Augmentin FP 400 mg/57 
mg/5 ml pulbere pentru 
suspensie orală (aromă de 
fructe de pădure) 

DE/H/2868/006 11562/2019/05 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

RO 

Augmentin 875 mg/125 mg 
comprimate filmate 

DE/H/2868/002 8164/2015/01 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 875 mg/125 mg 

comprimate filmate 

DE/H/2868/002 8164/2015/02 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

RO 

Augmentin 875 mg/125 mg 

comprimate filmate 

DE/H/2868/002 8164/2015/03 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

RO 

Augmentin 875 mg/125 mg 

comprimate filmate 

DE/H/2868/002 8164/2015/04 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

RO 

Augmentin 875 mg/125 mg 
comprimate filmate 

DE/H/2868/002 8164/2015/05 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 875 mg/125 mg 
comprimate filmate 

DE/H/2868/002 8164/2015/06 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 875 mg/125 mg 
comprimate filmate 

DE/H/2868/02 8164/2015/07 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 875 mg/125 mg 
comprimate filmate 

DE/H/2868/02 8164/2015/10 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 875 mg/125 mg 
comprimate filmate 

DE/H/2868/02 8164/2015/11 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 875 mg/125 mg 
comprimate filmate 

DE/H/2868/02 8164/2015/12 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 875 mg/125 mg 
comprimate filmate 

DE/H/2868/02 8164/2015/08 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 875 mg/125 mg 

comprimate filmate 

DE/H/2868/02 8164/2015/09 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

RO 

Augmentin 500 mg/125 mg 

comprimate filmate 

DE/H/6032/001 8395/2015/01 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

RO 

Augmentin 500 mg/125 mg 

comprimate filmate 

DE/H/6032/001 8395/2015/02 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

RO 

Augmentin 500 mg/125 mg 
comprimate filmate 

DE/H/6032/001 8395/2015/03 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 500 mg/125 mg 
comprimate filmate 

DE/H/6032/001 8395/2015/04 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 500 mg/125 mg 

comprimate filmate 

DE/H/6032/001 8395/2015/05 GLAXOSMITHKLINE (IRELAND) 

LIMITED 

RO 
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Augmentin 500 mg/125 mg 
comprimate filmate 

DE/H/6032/001 8395/2015/06 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 500 mg/125 mg 
comprimate filmate 

DE/H/6032/001 8395/2015/07 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 500 mg/125 mg 
comprimate filmate 

DE/H/6032/001 8395/2015/08 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 500 mg/125 mg 
comprimate filmate 

DE/H/6032/001 8395/2015/09 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 500 mg/125 mg 
comprimate filmate 

DE/H/6032/001 8395/2015/10 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 500 mg/125 mg 
comprimate filmate 

DE/H/6032/001 8395/2015/11 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 500 mg/125 mg 
comprimate filmate 

DE/H/6032/001 8395/2015/12 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Augmentin 500 mg/125 mg 
comprimate filmate 

DE/H/6032/001 8395/2015/13 GLAXOSMITHKLINE (IRELAND) 
LIMITED 

RO 

Spektramox 500 mg/125 

mg filmdragerade tabletter 

not available 12415 VIATRIS AB SE 

Spektramox 875 mg/125 

mg filmdragerade tabletter 

not available 15979 VIATRIS AB SE 

Spektramox 50 

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

not available 10700 MEDA AB SE 

Spektramox 80 mg/ml+12 
mg/ml pulver till oral 
suspension 

not available 15980 MEDA AB SE 

Augmentin 875 mg/125 mg 

filmsko obložene tablete 

DE/H/2868/002 H/99/00239/001 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

SI 

Augmentin 875 mg/125 mg 

filmsko obložene tablete 

DE/H/2868/002 H/99/00239/002 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

SI 

Augmentin 875 mg/125 mg 

filmsko obložene tablete 

DE/H/2868/002 H/99/00239/003 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

SI 

Augmentin 875 mg/125 mg 
filmsko obložene tablete 

DE/H/2868/002 H/99/00239/004 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

SI 

Augmentin 875 mg/125 mg 
filmsko obložene tablete 

DE/H/2868/002 H/99/00239/005 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

SI 

Augmentin 875 mg/125 mg 

filmsko obložene tablete 

DE/H/2868/002 H/99/00239/006 GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

SI 
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Augmentin 875 mg/125 mg 
filmsko obložene tablete 

DE/H/2868/002 H/99/00239/007 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

SI 

Augmentin 875 mg/125 mg 
filmsko obložene tablete 

DE/H/2868/002 H/99/00239/008 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

SI 

Augmentin 875 mg/125 mg 
filmsko obložene tablete 

DE/H/2868/002 H/99/00239/009 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

SI 

Augmentin 875 mg/125 mg 
filmsko obložene tablete 

DE/H/2868/002 H/99/00239/010 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

SI 

Augmentin 875 mg/125 mg 
filmsko obložene tablete 

DE/H/2868/002 H/99/00239/011 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

SI 

Augmentin 875 mg/125 mg 
filmsko obložene tablete 

DE/H/2868/002 H/99/00239/012 GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

SI 

MEGAMOX 625 Forte 
Filmom obalené tablety 

not available 15/0109/99-S HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

SK 

Amoksiklav 600 mg prášok 
na injekcný/infúzny roztok 

not available 15/0063/20-S SANDOZ PHARMACEUTICALS 
D.D. 

SK 

Amoksiklav 1,2 g prášok na 

injekčný/infúzny roztok 

not available 15/0605/94-S SANDOZ PHARMACEUTICALS 

D.D. 

SK 

MEGAMOX 375 Filmom 

obalené tablety 

not available 15/0108/99-S HIKMA FARMACÊUTICA 

(PORTUGAL), S.A. 

SK 

MEGAMOX 375 Filmom 

obalené tablety 

not available 15/0108/99-S HIKMA FARMACÊUTICA 

(PORTUGAL), S.A. 

SK 

Augmentin ES 600 
mg/42,9 mg/5 ml prášok 
na perorálnu suspenziu 

PT/H/0684/001 15/0085/07-S GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

SK 

Augmentin DUO s 
príchutou miešaného 

ovocia 
400 mg/5 ml + 57 mg/5 ml 
prášok na perorálnu 
suspenziu 

DE/H/2868/006 15/0375/17-S GLAXOSMITHKLINE TRADING 
SERVICES LIMITED 

SK 

Augmentin 1 g 875 mg/125 

mg filmom obalené tablety 

DE/H/2868/002 15/0682/96-S GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

SK 

Augmentin 375 mg 250 

mg/125 mg filmom 
obalené tablety 

IE/H/0715/001 15/0141/84-C/S GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

SK 

Augmentin 625 mg 500 

mg/125 mg filmom 

DE/H/6032/001 15/0126/13-S GLAXOSMITHKLINE TRADING 

SERVICES LIMITED 

SK 



 

  
List of nationally authorised medicinal products  
EMA/759338/2022 Page 31/31 

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 

obalené tablety 

Amoksiklav 1000 mg 

granulát na perorálnu 
suspenziu 

IT/H/0245/001 15/0771/10-S SANDOZ PHARMACEUTICALS 

D.D. 

SK 

Augmentin 125/31 
Suspension 

DE/H/2868/04 PL 00038/0298 BEECHAM GROUP PLC XI 

Augmentin 250/62 
Suspension 

DE/H/2868/005 PL 00038/0337 BEECHAM GROUP PLC XI 

Augmentin Duo 400/57 
powder for oral suspension 

DE/H/2868/006 PL 10592/0303 SMITHKLINE BEECHAM LTD XI 

Augmentin 1 g Tablets DE/H/2868/002 PL 00038/0368 BEECHAM GROUP LTD XI 

Augmentin 375 mg Tablets IE/H/0715/001 PL 00038/0270 BEECHAM GROUP PLC XI 

Augmentin 400/57. PT/H/2363/001 PL 10592/0070 SMITHKLINE BEECHAM LTD XI 

Augmentin 625 mg Tablets DE/H/6032/001 PL 00038/0362 BEECHAM GROUP LTD XI 

Augmentin Duo 200/28 DE/H/6223/001 PL 10592/0072 SMITHKLINE BEECHAM LTD XI 

 


