EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

03 October 2024
EMA/461916/2024
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: ampicillin / sulbactam

Procedure no.: PSUSA/00000197/202402

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2024. Reproduction is authorised provided the source is acknowledged.



Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State
where product is

g, proszek do sporzadzania
roztworu do wstrzykiwan i infuzji

FARMACEUTYCZNE "POLFA"
SPOLKA AKCYINA

authorised
BEGALIN-P not available 13278 PFIZER HELLAS, A.E. CY
UNASYN 1,5 g préasek pro not available 15/139/89-C PFIZER SPOL. S R.O. cz
injek¢ni/infuzni roztok
UNACIM INJECTABLE 0,5 g/1 g, not available 34009 32953615 PFIZER HOLDING FRANCE FR
poudre pour usage parentéral
UNACIM INJECTABLE 1 g, poudre not available 34009 33373320 PFIZER HOLDING FRANCE FR
et solution pour usage parentéral
UNACIM INJECTABLE 0,5 g/1 g, not available 34009 329 5214 4 PFIZER HOLDING FRANCE FR
poudre pour usage parentéral
UNASYN 1,5 g préasek pro not available 15/139/89-C PFIZER SPOL. S R.O. cz
injek¢ni/infuzni roztok
Ampicillin Sulbactam TZF, 500 mg | not available R/0572 TARCHOMINSKIE ZAKtADY PL
+ 250 mg, proszek do FARMACEUTYCZNE "POLFA"
sporzadzania roztworu do SPOLKA AKCYINA
wstrzykiwan i infuzji
Ampicillin Sulbactam TZF, 1 g + not available R/0573 TARCHOMINSKIE ZAKtADY PL
500 mg, proszek do sporzadzania FARMACEUTYCZNE "POLFA"
roztworu do wstrzykiwan i infuzji SPOLKA AKCYINA
Ampicillin Sulbactam TZF, 2 g + 1 | not available R/0574 TARCHOMINSKIE ZAKtADY PL
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soluzione iniettabile/per infusione

UNASYN, 1000 mg/500 mg, suste- | not available 223798 PFIZER EUROPE MA EEIG EE
vOi infusioonilahuse pulber

UNASYN, 2000 mg/1000 mg, not available 223898 PFIZER EUROPE MA EEIG EE
sliste- voi infusioonilahuse pulber

BEGALIN-P not available 42504/14-10-2008 PFIZER HELLAS, A.E. GR
BEGALIN-P not available 42506/14-10-2008 PFIZER HELLAS, A.E. GR
Unacid 1.000 mg/ 500 mg, Pulver [ not available 6973.01.00 PFIZER PHARMA GMBH DE
zur Herstellung einer Injektions-/

Infusionslésung

Unacid 2.000 mg/ 1.000 mg, not available 11480.00.00 PFIZER PHARMA GMBH DE
Pulver zur Herstellung einer

Infusionslésung

Unacid 500 mg/ 250 mg, Pulver not available 6973.00.00 PFIZER PHARMA GMBH DE
zur Herstellung einer Injektions-/

Infusionslésung

Unasyn 1 g/0,5 g por oldatos not available OGYI-T-1475/01 PFIZER KFT. HU
injekcidhoz vagy infuziéhoz

Unasyn 2 g/1 g por oldatos not available OGYI-T-1475/02 PFIZER KFT. HU
injekcidhoz vagy infuziéhoz

Unasyn 1,59 - not available 1-18599 PFIZER CORPORATION AT
Trockenstechampullen AUSTRIA GES.M.B.H.

Unasyn 3 g - not available 1-18596 PFIZER CORPORATION AT
Trockenstechampullen AUSTRIA GES.M.B.H.

UNASYN 500 mg + 1 g polvere per | not available 026360091 PFIZER ITALIA S.R.L. IT
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UNASYN 1 g + 2 g polvere per not available 026360089 PFIZER ITALIA S.R.L. IT
soluzione iniettabile per uso
endovenoso

UNASYN 250 mg + 500 mg not available 026360103 PFIZER ITALIA S.R.L. IT
polvere per soluzione
iniettabile/per infusione

YHa3uH 1,0 g/0,5 g npax 3a not available 20030034 PFIZER EUROPE MA EEIG BG
WHXXEKLIMOHEH pa3TBop
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