ANNEXURE – B 
	Category-wise Manufacturing Machinery & Equipment Lists
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Undertaking
I/We hereby affirm and undertake the following:
1. The details of manufacturing machinery and equipment submitted are true, complete, and in accordance with the provisions of the Drugs and Cosmetics Act, 1940, including applicable rules, Schedule T requirements, and relevant Good Manufacturing Practice (GMP) guidelines. 
2. All listed manufacturing machinery and equipment are installed, operated, and maintained in accordance with prescribed regulatory guidelines and are suitable for their intended manufacturing processes. 
3. The layout and arrangement of all machinery and equipment are designed and maintained to comply with regulatory requirements, ensuring adequate controls and precautions to prevent contamination and cross-contamination. 
4. All machinery and equipment are subject to appropriate installation qualification (IQ), operational qualification (OQ), performance qualification (PQ), validation, calibration (where applicable), and periodic review, and records of the same are maintained as per applicable guidelines. 
5. Preventive maintenance and cleaning procedures are established and implemented to ensure consistent performance, product quality, and compliance with GMP requirements. 
6. I/We hereby declare that the details furnished above are true and correct to the best of my/our knowledge and belief. I/We undertake to inform the concerned authority immediately of any changes therein. In the event that any information provided is found to be false, misleading, or incorrect, I/we understand that I/we shall be held liable for the same. 
7. I/We further declare that this information has been submitted online using my/our authorized user ID and password. Although this document is not physically signed, I/we accept full responsibility for all information and documents submitted electronically and understand that I/we may be held liable for any discrepancies. 

Authorized signature & stamp 

