
 

 

 

Date: 23rd September 2020 

To, 

The Director, 

Ministry of Health (ISP), 

Chile. 

 

Subject:  Declaration letter for the stability of product Piperacillin and Tazobactam for Injection USP 

(4.5 gm) 30 ml Glass Vial - Zepita 4.5gm 

 

Respected Sir/Madam, 

 

We, Baxter Pharmaceuticals India Private Limited, would like to register our product Piperacillin and 

Tazobactam for Injection USP (4.5 gm) 30 ml Glass Vial - Zepita 4.5gm with your esteemed authority 

ISP, Chile. 

 

We are submitting the stability data of three batches as mentioned in table below in registration dossier. 

We, hereby declare that Zeiss Pharmaceuticals Pvt. Ltd is the manufacturer of the batches provided in 

the stability study and also charged and performed the analysis of stability batches. 

 

Stability 

Condition 

Storage 

Condition 

Batch No. Stability data 

submitted up to 

Stability Study 

status 

Accelerated 40°C ± 2°C & 

75%RH ± 5% RH 

PIZ16001ZB 6 months Study Completed 

PIZ16002ZB 6 months Study Completed 

PIZ16003ZB 6 months Study Completed 

Real time 25°C ± 2°C & 

60% RH ± 5% RH 

PIZ16001ZB 36 months Study Completed 
PIZ16002ZB 36 months Study Completed 
PIZ16003ZB 36 months Study Completed 

 

Other relevant information are presented in table below: 

 

Details related to Information 

Formulation Label Claim: 

Each vial contains: 

Piperacillin Sodium USP  

Equivalent to Piperacillin ………..4g 

Tazobactam Sodium  

Equivalent to Tazobactam ……500 mg 

Batch manufacturing, analysis 

and stability site 

Zeiss Pharmaceuticals Pvt. Ltd. 

Plot no.72, EPIP-1 Jharmajri, Baddi,  

Distt. Solan (H.P.), India. 

Name of API supplier used to 

manufacture stability batches  
Aurobindo Pharma Limited, India. 

Proposed Shelf Life 24 Months 

 

We request your esteem authority to consider above facts and accept our application. 

 

For, Baxter Pharmaceuticals India Private Limited. 

 

 

 

Authorized Signatory 

DocuSign Envelope ID: 71DE5249-6846-4170-8F80-1C654FE5F11E

September 23, 2020
















