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Online testing and monitoring of quality of medicines and consumables







ABSTRACT
· Suitable technological module for testing and monitoring of quality of medicines and consumables being received in hospitals would be required so that the system ensures necessary compilance and rejection of low quality supplies without manual intervention
· 











CHAPTER-1
INTRODUCTION
· The SARS-CoV-2 pandemic has highlighted the need to develop and maintain robust, efficient and resilient processes in response to unpredictable and catastrophic scenarios. On a positive note, the accelerated development of new vaccines has shown it is possible through more efficient system functioning to accelerate the development and launch of new medicines when the world needs them. 
· At all times, processes to ensure uninterrupted availability of safe and effective medicinal products to the public are the primary responsibility of marketing authorisation holders. 
· In the European Union (EU), confirmation that the active substance has been manufactured in accordance with good manufacturing practice (GMP) for medicinal products is the responsibility of qualified person (QP) as defined by the Community Code 2001/83/EC Art. 49.1 In addition, a responsible person exists who oversees good distribution practice (GDP).
· The responsibility for supervising the pharmacovigilance system and product safety profile lies with the QP responsible for pharmacovigilance (QPPV) as defined by Art. 
· 104 of the same Community Code. Although the QP and QPPV supervise different processes, requiring different knowledge/ skill-sets, and have distinct responsibilities, their interaction is increasingly common and is aimed to facilitate the identification of risks pertaining to a product or to specific batches.
·  Therefore, both the QP and QPPV have joint responsibilities to ensure quality and optimal benefit/risk profile of medicines over their life cycles.
· 








CHAPTER 2
2. SYSTEM ANALYSIS
2.1 EXISTING SYSTEM

· Despite this far-reaching definition, it is common practice for pharmaceutical companies to allocate most of their resources for pharmacovigilance departments mainly to the collection and assessment of individual case safety reports (ICSRs), for example, scientific literature, websites, EudraVigilance, FDA adverse event reporting system (FAERS) and so on, with the primary aim of identifying and reporting undesirable side effects in compliance with the applicable regulatory requirements and timelines. 
· A large proportion of these ICSRs represent well-known side effects of medicines. While this is important to detect unknown adverse drug reactions (ADRs) for several years after first approval of new chemical entities, regulations require that these activities are routinely undertaken for all products  including older medicines such as generic medicinal products with well-established safety profiles. 
· For the latter, in many instances, the risk management plans (RMPs) have removed risks that were considered important safety concerns based on the reasonable expectation that by that time the risks are already well characterised and managed by standard clinical practice.
· 
 
2.1.1 DRAWBACKS OF EXISTING SYSTEM ARE 
· Data Privacy and Security Risks: Storing sensitive information online can expose data to breaches and unauthorized access, potentially compromising patient confidentiality.
· Reliability of Internet Access: Dependence on stable internet connections can lead to disruptions in monitoring, especially in remote areas with limited connectivity.
· Technical Challenges: Issues such as software bugs, hardware malfunctions, and compatibility problems can hinder effective monitoring.
· Standardization Issues: Different regions may have varying regulations and standards, making it difficult to ensure uniform quality across borders.
· 
· 




2.2. PROPOSED SYSTEM
· This system will feature real-time data acquisition from advanced sensors and laboratory instruments, enabling continuous quality assessment throughout the production and supply chain. Key modules will include automated quality control testing, regulatory compliance tracking, and detailed analytics, which will facilitate immediate identification of quality deviations and streamline corrective actions. 
· A robust document management system will ensure easy access to standard operating procedures and compliance documentation, while an incident management module will systematically log and address quality-related incidents. User-friendly interfaces and training resources will support staff in effectively utilizing the system.
·  By incorporating predictive analytics, the platform will not only monitor current quality parameters but also forecast potential issues, promoting proactive management.
·  Overall, this innovative system will foster transparency, improve operational efficiency, and ensure that medicines and consumables meet the highest quality standards, ultimately safeguarding patient health and enhancing public trust in pharmaceutical products.
· 

2.2.1. ADVANTAGES OF PROPOSED SYSTEM
· Real-Time Monitoring: Continuous, real-time data collection allows for immediate identification of quality issues, enabling swift corrective actions.
· Increased Efficiency: Automation of testing processes reduces the time and labor involved in traditional quality control methods.
· Cost-Effectiveness: Over time, online monitoring can reduce operational costs by minimizing waste and improving resource allocation.
· Enhanced Transparency: Online systems can provide accessible data for stakeholders, fostering transparency and trust in the quality assurance process.
· 



2.3 FEASIBILITY STUDY
The feasibility Analysis is an analytical program through project manager determines the project success ratio and through feasibility study project manager able to see either project. The key considerations involved in the feasibility analysis are:
· Economic Feasibility
· Technical Feasibility
· Operational Feasibility
· Environmental Feasibility
2.3.1 ECONOMICAL FEASIBILITY
Hence this project is economically feasible there is no need to involve any cost for this project. 
2.3.2 TECHNICAL FEASIBILITY
Software Technologies used are PHP and MySql. In the educational institutions, it is possible to update the system in future. No special hardware is required for the purpose of using this system. Hence it is declared that this project is technically feasible.
2.3.3 OPERATIONAL FEASIBILITY
As the admin work mainly to maintain the Patient and Doctor .Doctor will predict patient cancer disease. Hence it is easy to operate with training. Therefore it is operationally feasible for implementation.




2.3.4 ENVIRONMENTAL FEASIBILITY
This project environment is correct as a admin has developed this system and no expenditure is involved under any head and this process is part of admin document management, this project environment is accessible.   


2.4 SYSTEM REQUIREMENTS
· System	:  Pentium IV 2.4 GHz.
· System	:  i3 processor
· Hard Disk	: 500 GB.
· Monitor	: 15 inch VGA Color.
· Mouse 		: Logitech Mouse.
· Ram		: 8 gb
· Keyboard	: Standard Keyboard
· 

2.4.1 HARDWARE REQUIREMENTS
             The Hardware of the computer consists of physical component such as Input Devices, Storage Devices, Processing & Control units and Output Devices.  Computer includes external storage unit to store data in programs.
           The Hardware Configuration involved in this project

2.4.2 SOFTWARE REQUIREMENTS 
 	Software is a group of programs that computers need to do a particular task.  It is an essential requirement of Computer System. The Software used to develop the project is
· Operating System	: Windows 10.
· Platform		: Python
· Front End		: html
· Back End		: SQL SERVER s









2.5 MODULE DESCRIPTION
· Data Acquisition Module
· Quality Control Testing Module
· Regulatory Compliance Module
· Document Management Module
· 

Data Acquisition Module
· Collects real-time data from various sources (e.g., sensors, laboratory instruments).
· Ensures data integrity and accuracy.


Quality Control Testing Module

· Conducts various quality tests (e.g., chemical analysis, microbiological testing).
· Automates sample testing and result logging.




Regulatory Compliance Moduleg
· Tracks and manages compliance with local and international regulations.
· Generates reports for regulatory submissions.


Document Management Module
· Organizes and stores essential documents (e.g., standard operating procedures, test protocols).
· Facilitates version control and easy access for audits.
· 







CHAPTER 4
TESTING AND IMPLEMENTATION

0. TESTING
 Implementation is the stage of the project when the theoretical design is turned into a working system. This is the final and important phase in the system life cycle It is actually the process of converting the new system into a operational one.

 4.1.1Unit Testing
	Unit testing comprises the set of tests performed by an individual programmer prior to integration of the unit into a larger system. The module interface is tested to ensure that information properly flows into and out of the program unit. The local data structure is examined to ensure that data stored temporarily maintains its integrity during all steps in an algorithm’s execution. Boundary conditions are tested to ensure that the module operates properly at boundaries established to limit or restrict processing. All independent paths through the control structure are tested. All error-handling paths are tested.

4.1.2 Block Box Testing
Black-box testing is a method of software testing that examines the functionality of an application without peering into its internal structures or workings. This method of test can be applied virtually to every level of software testing: unit, integration, system and acceptance. It is sometimes referred to as specification-based testing.




4.2 SYSTEM IMPLEMENTATION
Implementation is the stage of the project when the theoretical design is turned into a working system. This is the final and important phase in the system life cycle It is actually the process of converting the new system into a operational one. 


















CHAPTER 5
CONCLUSION 
CONCLUSION

· The data analyzed in this article suggest that the proportion of poor-quality medicines that were found in Asia to be counterfeit has decreased from a peak of over 40% of failed samples in 2005 to current low levels. To clarify, this statement does not include all medicines throughout Asia; rather, it refers to the anti-infective medicines collected in the participating countries, particularly antibiotics and antimalarials. 
· The decrease in counterfeit medicines may be attributed in part to corrective actions taken by regulatory authorities based on MQM findings and to harsher punishments for counterfeiters and local companies that import or distribute counterfeit medicines.17,18 There have been numerous successful campaigns to raise awareness about this issue and encourage patients to obtain their medicines from the public sector or a regulated private outlet.
· 19,20 The present global analysis of data from MQDB provides a snapshot of the quality of antimalarial, antituberculosis, and antibiotic medicines as represented in the database. Several sources of bias exist in the data. 
· First, the sample size required for verification and confirmatory testing is often too large for smaller private outlets, leading failures from the private sector to be dropped from the analysis. 
· 
