Meropenem Pd. 1.S.Inf. 500mg, 1g & 2g / vial

Powder for solution for Injection or Infusion

Reference Product: Merrem® / ASTRA ZENECA

Description:

Meropenem is a Carbapenem Antibiotic indicated in pediatric patients and in adults for the treatment of the following

infections:

e Severe pneumonia and broncho pulmonary infections (in cystic fibrosis).

e Complicated Skin & Skin Structure Infections (Adult Patients &Pediatric Patients 3 Months of Age & Older Only)
due to Staphylococcus aureus (methicillin-susceptible isolates only), Streptococcus pyogenes, Streptococcus

agalactiae, viridans group streptococci,

Enterococcus faecalis (vancomycin-susceptible

isolates only),

Pseudomonas aeruginosa, Escherichia coli, Proteus mirabilis, Bacteroides fragilis, and Peptostreptococcus species.

e Complicated Intra-Abdominal Infections (Adult & Pediatric Patients): complicated appendicitis and peritonitis
caused by viridans group streptococci, Escherichia coli, Klebsiella pneumoniae, Pseudomonas aeruginosa,
Bacteroides fragilis, B. thetaiotaomicron, and Peptostreptococcus species.

e Bacterial Meningitis (Pediatric Patients 3 Months of Age & Older Only) caused by Haemophilus influenzae,
Neisseria meningitidis and penicillin-susceptible isolates of Streptococcus pneumoniae.

Dossier Status
Stability Studies
Shelf life

Batch Size

Pack Size

Meropenem Pd. L.S.Inf.
500mg/ Vial
EU CTD Available

Zone Il / Zone IVb

36 months (to be
extended to 48 months)
36.474 vials

BT x 1 or x10 vial(s)

Meropenem Pd. L.S.Inf. Meropenem Pd. L.S.Inf.

1g/ Vial 2g /Vvial

EU CTD Available EU CTD Available

Zone Il / Zone IVb Zone ll / Zone Vb

36 months (to be extended to = 36 months (to be extended to 48
48 months) months)

33.644 vials 2.222 / 15.555 vials

BT x 1 or x10 vial(s) BT x 1 or x10 vial(s)

Global Sales of Meropenem in Units

Unis x 1000

MS Data 2018

2018 WW Sales for Meropenem per Region

Interested to know more? Contact us at info@anfarm.com

Anfarm respects patent laws and carries out all transactions in conformity with the applicable patent
laws in the concerned countries. ANFARM provides CTD Dossiers in compliance with EU regulations.
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