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1.Executive Summary

Wockhardt Limited provides a sustainability performance overview covering environmental management, operations, and corporate 

responsibility initiatives. The organization has set targets for emissions reduction, aiming for a 50% decrease in absolute 

emissions by 2030 and net-zero emissions by 2050, supported by the implementation of renewable electricity across operations. 

The environmental management systems align with ISO 14001 standards, with energy sub-metering infrastructure enabling 

resource consumption monitoring and optimization. The waste management protocols encompass e-waste and hazardous materials 

handling, incorporating recycling processes. Safety metrics indicate zero critical incidents across operations. The governance 

structure incorporates ESG (Environment, Social, and Governance) and Corporate Social Responsibility (CSR) Committees, which 

oversee the implementation of sustainability initiatives. These measures reflect Wockhardt Limited's approach to integrating business 

operations with environmental and social responsibility standards.

3.Description Of Organisation

Wockhardt Group globally operates Biotech and Pharma manufacturing, research and development centers  in India, UK, Ireland.  The 

consolidated ESG Environment Social Governance report includes the consolidated data and the actions being taken collectively  in 

Wockhardt Group entities in India, UK, Ireland.

3.1Description Of Processes

The Wockhardt Group operates through established processes to maintain operations across its global facilities. Wockhardt Limited's 

manufacturing capabilities include production of sterile pharmaceutical products, with facilities equipped for manufacturing 

cartridges, ampoules, and vials using both aseptic preparation and terminal sterilization methods. The Environmental, Health, and 

Safety (EHS) system integrates energy-efficient equipment, waste stream management protocols, and emissions control measures 

to address environmental impacts across air, land, and water mediums. The sustainability framework aligns with Paris Agreement 

parameters, incorporating decarbonization targets and establishing a specific goal to reduce organizational waste to less than 1% of 

material consumption by 2030. The operational infrastructure incorporates digital transformation through automation and AI 

implementation, advanced logistics and inventory management systems, alongside vendor engagement protocols that integrate 

sustainability criteria. The quality assurance framework includes internal audits, employee training programs, and management 

reviews to maintain compliance with international standards and facilitate continuous improvement. These operational and 

sustainability processes constitute the foundation of Wockhardt Limited's pharmaceutical manufacturing operations, supporting their 

continued participation in the pharmaceutical sector.

4.Environmental Profile

Wockhardt Limited's environmental management system aligns with ISO 14001 standards and includes externally audited registers 

to track direct and indirect environmental impacts. The organization has established environmental targets, which include 

transitioning to 100% renewable electricity usage and reducing emissions by 50% by 2030, with the long-term objective of 

achieving net zero emissions by 2050. The environmental framework incorporates quantifiable objectives, including a targeted 5% 

annual reduction in energy intensity per unit of turnover, an annual increase in green cover by 5% to align with global 

environmental standards, and maintaining waste generation below 1% of material consumption. The waste management protocols 

ensure complete recycling of e-waste and battery waste through authorized government channels. The environmental management 

framework incorporates regular audits, inspections, and improvement processes to maintain environmental standards and sustainable 

operational practices within the pharmaceutical sector. Wockhardt holds a valid E-Waste Management Certificate and is registered 

under the Extended Producer Responsibility (EPR) framework with the Central Pollution Control Board (CPCB), ensuring responsible 

disposal and management of electronic waste. (Refer Annexure for details)
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4.1Certifications And Endorsements

Across its entities, the Group holds certifications and adheres to international environmental standards, including:

• ISO 14001 certification.​

• Compliance with local and international waste management regulations.

• Wockhardt has achieved an EcoVadis Bronze rating, reflecting our ongoing commitment to improving sustainability 

performance across environmental, social, and ethical criteria.

• Wockhardt ensures compliance with the Central Pollution Control Board (CPCB), adheres to Extended Producer 

Responsibility (EPR) mandates, and conforms to both local and international waste management regulations.

5.Environmental Policy

Wockhardt Limited's Environmental Policy outlines the organization's approach to environmental protection, impact reduction, 

and sustainable development. The policy framework incorporates environmental criteria into business decisions, adhering to global 

standards through ISO 14001 certification and alignment with the Paris Agreement's 1.5°C global warming limitation target. 

The environmental objectives include achieving net zero emissions by 2050, with an intermediate target of 50% absolute 

emissions reduction by 2030. The policy encompasses multiple environmental management areas, including programs for energy 

intensity reduction, renewable energy adoption, and waste management protocols that maintain full compliance with recycling 

regulations for hazardous materials and electronic waste. The environmental framework extends to supply chain operations through 

integrated sustainability criteria. The policy undergoes systematic reviews and updates to maintain alignment with environmental 

requirements and organizational objectives within pharmaceutical manufacturing operations.

5.1Policy Objectives

• Energy Efficiency: Continuously optimise energy usage to reduce carbon intensity.

• Waste Management: Promote the reduction, reuse, and recycling of materials across operations.

• Compliance and Standards: Adhere to local and international environmental laws and standards.

• Stakeholder Engagement: Foster collaboration with employees, suppliers, and local communities to promote 

environmental awareness and action.

6.Outline Of Management System

Wockhardt Limited operates an Environmental, Health, and Safety (EHS) Management System to support operational and 

sustainability objectives. The system utilizes a multi-tiered framework that incorporates digital monitoring capabilities, 

management protocols, and compliance mechanisms across global facilities. The operational structure includes monthly senior 

management reviews, performance evaluations, and employee training programs to maintain alignment with international EHS 

standards. The organization implements sustainability practices throughout the value chain, utilizing digital systems for EHS 

performance monitoring and analysis. The framework incorporates vendor engagement to align supply chain operations with 

environmental objectives, supported by regular audits and compliance verification processes. The operational infrastructure integrates 

decarbonization initiatives within core processes to address environmental management requirements.
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6.1System Governance And Oversight

• Wockhardt's system of governance and oversight involves the ESG (Environment Social Governance) Committee, CSR 

(Corporate Social Responsibility) Committee, Risk Management Committee, and senior leadership teams, for responsibility 

and accountability.

• Regular internal audits, external certifications, and stakeholder feedback mechanisms are in place to maintain transparency 

and drive improvement. 

List Of Policies – Wockhardt Limited

Policy Name

Prohibition of Insider Trading Code 2024

Wockhardt Quality Policy

Wockhardt Cybersecurity Policy

Risk Management Policy

Prohibition of Insider Trading Code

Policy for Preservation of Documents

Forex Risk Management Policy

Code of Business Conduct and Ethics

Acceptable Usage Policy for IT Systems

Archival Policy

Anti-bribery and Anti-corruption policy

Anti-Trust and Fair Competition Policy

Business Responsibility and Sustainability Policy

Communications Policy

Code of Conduct for the members of the Board of Directors and 

Senior Management

Code of Conduct for Regulating, Monitoring and Reporting of 

Trading by Designated Persons

Corporate Social Responsibility Policy

Code for fair disclosure of Unpublished Price Sensitive 

Information

Diversity, Inclusion and Equal Opportunity Policy

Dividend Distribution Policy

Environment, Health, Safety & Sustainability Policy

Policy for Familiarisation Programmes for Independent 

Directors

Human Rights Policy

Policy for determining Material Subsidiaries

Policy on Related Party Transactions

Policy for determining materiality of events

Remuneration Policy

Stakeholders Relationship Policy

Template for Appointment of Independent Directors

Whistle Blower Policy

Link: https://www.wockhardt.com/investors/corporate-

governance/policies-codes/​
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6.2Key Outcomes

• Enhanced operational efficiency through streamlined EHS processes.

• Continuous improvement in energy usage, waste management, and emissions reductions.

• Stronger alignment with global environmental standards and stakeholder expectations.

The Wockhardt Group’s management systems form the backbone of its sustainability strategy, enabling the entities to deliver on their 

environmental commitments while fostering a culture of accountability and innovation.

7.Communication And Consultation

Wockhardt Limited maintains a stakeholder engagement framework that facilitates communication regarding environmental, 

social, and governance initiatives. The engagement infrastructure incorporates employee training programs, monthly review 

meetings, and feedback mechanisms through departmental channels. The organization provides transparency through annual 

sustainability reporting and maintains community engagement through sponsorships and partnerships. Internal communications 

utilize corporate newsletters and an intranet platform to distribute organizational information. The stakeholder engagement 

processes include periodic consultations with community members and vendors to align with sustainability objectives. The framework 

incorporates grievance mechanisms to address environmental and social impact concerns. The organization conducts 

environmental awareness programs and provides updates on legal and environmental requirements during employee orientation to 

support organizational knowledge and sustainability alignment.

7.1Stakeholder Consultation Framework

• Employees: Feedback sessions and training programs to build awareness and capability.

• Community: Collaborative initiatives to foster long-term partnerships and mutual benefits.

• Vendors: Regular dialogue is maintained to ensure their operations align with Wockhardt’s environmental, social, and 

governance standards.

7.2Key Highlights

• Transparent communication of key environmental metrics, including energy use, waste management, and emissions 

reductions.

• Inclusion of stakeholder inputs in policy and program development to ensure relevance and effectiveness.

• Active dissemination of ESG achievements and goals through sustainability reports and public disclosures.
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8.Environmental Aspects

Wockhardt Limited operates an Environmental, Health, and Safety (EHS) system to identify and manage environmental 

factors across global operations. The environmental aspect register undergoes annual updates to prioritize sustainability initiatives 

and track environmental performance metrics. The environmental targets include a 5% annual reduction in energy intensity for 

Scope 1 and Scope 2 emissions management, contributing to the organizational target of 50% emissions reduction by 2030. The 

waste management protocols maintain waste generation below 1% of material consumption, with established recycling systems 

and full compliance with hazardous waste recycling requirements through authorized government channels. The environmental 

monitoring framework includes air and water quality verification, with specific protocols for NOx and SOx emissions to meet 

regulatory standards. The operational infrastructure incorporates renewable electricity adoption and water conservation 

measures across facilities to address environmental impact requirements.

Table 1: Energy Consumption Data

Data Metrics Sub metric Units

Energy Data Total Energy Consumed from Renewable Sources (in GJ) 194,331.06

Total Energy Consumed (in GJ) 657,964.04

Renewable Energy Consumption % 29.54%

Total Emissions Saved 32002.77 tCO₂e

8.1Assessment And Prioritization

Environmental aspects are evaluated based on factors such as:

• Legislation: Compliance with local, national, and international environmental laws.

• Stakeholder Concerns: Addressing key issues raised by employees, communities, and regulators.

• Severity and Frequency: Assessing the potential environmental impact and likelihood of occurrence.

8.2Mitigation And Controls

1. Regular audits and inspections to ensure adherence to environmental standards.

2. Development and implementation of targeted objectives, such as energy sub-metering and waste reduction programs.

3. Focused efforts to reduce significant impacts through innovative solutions and employee engagement
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Emissions

Wockhardt Limited tracks and manages greenhouse gas (GHG) emissions across its global operations through data monitoring and 

targeted reduction initiatives. During the reporting period, the organization's total GHG emissions measured 1,40,352.57 metric tons 

CO2e, with Scope 1 emissions at 11,404.22 metric tons CO2e, Scope 2 emissions at 61,358.41 metric tons CO2e, and Scope 3 emissions 

at 67,589.94 metric tons CO2e. The climate action framework aligns with science-based targets, establishing objectives for net-zero 

emissions by 2050 and a 50% reduction in absolute emissions by 2030. The organization addresses Scope 2 emissions through 

renewable electricity implementation, with select facilities achieving complete transition to renewable power sources. The emissions 

management protocols for Scope 1 emissions incorporate fuel efficiency measures and alternative fuel adoption, supported by 

renewable energy infrastructure investments. The emissions tracking framework utilizes monitoring systems and reporting 

mechanisms that maintain alignment with international standards for climate action and environmental management requirements.

Table 2: Emission Data

Data Metrics Sub metric Unit

Emission Data Scope 1 11,404.22 tCO2e

Scope 2 61,358.41 tCO2e

Scope 3 67,589.94 tCO2e

Total Scope 1 and Scope 2 emission intensity per rupee of turnover (Total Scope 1 

and Scope 2 GHG emissions / Revenue from operations)

0.0000026 tCO2e/Rs

Total Scope 3 emissions per rupee of turnover 0.0000024 tCO2e/Rs

Table 3: Biotech Briquettes Boilers Emission Data From Jan 2013 To Mar 2025

Jan 2013 To Mar 2025

Savings at Biotech Park from Briquettes Boilers

Carbon Emissions from Briquettes 4127.39 tCO2e

Carbon Emissions from FO 70739.16 tCO2e

Carbon Emissions Saved 66611.77 tCO2e

Total Savings in INR 689954690.00 Rs

Total Cost Savings in US Dollars ($) 8068701.79 $
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Table 4: Shendra Briquettes Boilers Emission Data From Nov 2016 To Mar 2025.

Nov 2016 To Mar 2025

Savings at Shendra from Briquettes Boilers

Carbon Emissions from Briquettes 771.62 tCO2e

Carbon Emissions from FO 12294.49 tCO2e

Carbon Emissions Saved 11522.87 tCO2e

Total Savings in INR 71636621.00 Rs

Total Cost Savings in US Dollars ($) 837757.23 $

Key Performance Indicators

Table 5: Key Performance Indicators

Category Metric Wockhardt Group Level Value

Environmental 

Performance

Total Energy Consumption (in GJ) 657,964.04

Renewable Energy Consumption (in GJ) 194,331.06

Renewable Energy Consumption % 29.54%

Avoided Emissions 32002.77 tCO₂e *

Total Water Withdrawal (in kL) 858,580.05

Total Waste Processed (in metric tonne) 5,854.01

Waste Recycling Rate (%) 81.06%

Total Scope 1 and Scope 2 Emissions 

(tCO2e)

72,762.63

Scope 1 Emissions (tCO2e) 11,404.22

Scope 2 Emissions (tCO2e) 61,358.41

Water discharge by destination and level of 

treatment (in kilolitres)

303,258 kL Treated effluent send to common effluent 

treatment plant (CETP)

Rainwater Harvested 24 million litres

Social Metrics Female Employee Representation (%) 18.29%

ESG and Compliance Training Programs 

(count of programs annually)

213

Employees Trained in ESG (%) 78.5%

Critical Health and Safety Incidents 1

​
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Category Metric Wockhardt Group Level Value

Governance 

Metrics

Regulatory Compliance Full compliance with environmental and regulatory 

requirements.

ISO 14001, ISO 45001, ISO 13485:2016, GMP Certifications

Governance Framework Anti-bribery and corruption policies, stakeholder 

engagement, and community consultation mechanisms

Quality 

Assurance

Quality Assurance Certifications ISO 9001, ISO 14001, cGMP Certifications

* EF consideration

Ireland: ≈ 0.092 tCO₂e/GJ

India: ≈ 0.190 tCO₂e/GJ

UK: ≈ 0.060 tCO₂e/GJ
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Water Consumption

Wockhardt Limited implements water management protocols across its operations as part of its manufacturing activities. During the 

reporting period, the total water withdrawal reached 858,580.05 KL. The water management infrastructure incorporates closed-loop 

systems, process optimization measures, and treated wastewater utilization for landscaping and non-potable applications. The 

framework includes water audits and withdrawal source monitoring to maintain sustainable usage patterns, supported by wastewater 

treatment facilities that meet regulatory requirements. The organization tracks water intensity metrics and maintains community 

engagement regarding water resource access and ecosystem impact management. Additionally, rainwater harvesting initiatives have 

contributed 24 million litres to the overall water management efforts, further enhancing sustainability objectives. (Certificate in 

Appendix 4)

Table 6: Water Consumption Data

Data Metrics Sub metric Figures

Water Consumption Data (i) Surface water 453,949 kL

(ii) Ground water 31,446.79 kL

(iii) Third Party Water 276,599 kL

(iv) Seawater / desalinated water 0 kL

(v) Others 96585.25 KL

Total volume of water withdrawal (in kilolitres) (i + ii 

+ iii + iv + v)

858,580.05 KL

Total volume of water consumption (in kilolitres) 501,319.04 KL

Rainwater Harvested 24 million litres

Water intensity per rupee of turnover (Total water 

consumption / Revenue from operations)

0.000018 kL/Rs

Water discharge by destination and level of treatment 

(in kilolitres)

303,258 kL Treated effluent send to common 

effluent treatment plant (CETP)

Table 7 : Water Management Metrics And Objectives

Category Metric Value/Description

Purpose of Recycled Water Landscaping and non-potable applications

Infrastructure and 

Processes

Water Management 

Infrastructure

Closed-loop systems, process optimization measures

Wastewater Treatment Facilities meeting regulatory requirements

Operational 

Framework

Water Audits Conducted to ensure sustainable usage patterns

Withdrawal Source Monitoring Implemented
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Category Metric Value/Description

Environmental 

Metrics

Water Intensity Metrics Tracked

Community Engagement Ensures water resource access and ecosystem impact management

Environmental 

Objectives

Overall Goal Supports environmental management objectives and community 

considerations
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Waste Management

Our E-waste management protocol adheres to comprehensive environmental standards and regulatory compliance. All electronic waste 

is securely collected and stored for a two-year period before undergoing processing. The disposal process strictly follows local, state, 

and central government regulations, ensuring environmentally sustainable recycling and destruction methods. Documentation of 

compliance is maintained through E-waste certificates. (ref Appendix 5).

Table 8 : Waste Management Metrics 

Category Metric Value/Description

Waste Management 

Performance

Total Waste Processed (in metric tonne) 5,854.01

Recycling Rate 81.06%

Types of Recycled Waste Glass, electronic waste, and batteries

Waste Reduction Target Reduce waste generation to less than 1% of material consumption by 

2030

Operational 

Framework

Source Segregation Protocols Implemented

Partnerships Collaboration with government-certified vendors

Compliance Full compliance with hazardous waste management regulations

Employee Training Training on waste handling procedures and reduction 

methodologies

Process Optimization Measures in place to minimize waste generation

Environmental 

Impact

Landfill Utilization Reduced through recycling and waste management processes

Regulatory Alignment Maintained
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The Wockhardt Group ESG Objectives

The Wockhardt Group established a series of ambitious objectives, focusing on enhancing environmental sustainability, fostering social 

responsibility, and reinforcing governance practices. These objectives are aligned with the Group’s long-term sustainability vision and 

international standards.

Environmental Objectives:

1. Energy Management:

• Transition an additional 10% of energy consumption to renewable sources across all entities.

• Reduce energy intensity per unit of output by 5% compared to 2022 levels.

• Install solar panels at two additional manufacturing facilities.

2. Water Management:

• Increase water recycling rates by 10% to further reduce dependency on freshwater sources.

• Implement advanced water monitoring systems across all major sites.

• Reduce water withdrawal intensity by 8% from baseline levels.

3. Waste Management:

• Reduce hazardous waste generation by 10%.

• Achieve a 90% recycling rate across all waste streams.

• Eliminate non-compliant disposal practices through vendor and employee training.

4. Emissions Reduction:

• Reduce Scope 1 and Scope 2 GHG emissions by 5% each year as part of the Group’s science-based targets.

• Expand the use of electric vehicles for internal logistics at three facilities.

Social Objectives:

1. Employee Welfare:

• Conduct health and safety training for 100% of the workforce.

• Increase female representation in the workforce by 3%, focusing on leadership roles.

2. Community Engagement:

• Launch two new CSR initiatives focused on healthcare and education in local communities.

• Collaborate with local governments to support clean water and sanitation projects.

Governance Objectives:

1. Compliance and Transparency:

• Achieve external assurance for sustainability reporting across all entities.

• Conduct quarterly ESG reviews to monitor and address material issues proactively.

2. Stakeholder Engagement:

• Expand vendor engagement programs to ensure alignment with sustainability goals.

• Host two stakeholder consultations to gather feedback on the Group’s sustainability initiatives.

Key Milestones:

• Strengthening ESG integration across all business operations.

• Enhancing tracking mechanisms to measure progress against defined targets.

• Aligning short-term objectives with long-term goals of achieving net zero by 2050.
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The Future

The Wockhardt Group remains steadfast in its commitment to driving sustainability across all aspects of its operations. Looking ahead, 

the Group has outlined a visionary roadmap to address emerging challenges, leverage opportunities, and achieve long-term 

sustainability goals.

Environmental Goals:

1. Net Zero Commitment:

• Achieve net zero emissions by 2050, with interim targets including a 50% reduction in Scope 1 and 2 emissions by 

2030.

• Expand renewable energy usage to 75% of total energy consumption by 2035.

2. Water Stewardship:

• Attain 50% water recycling across all sites by 2030.

• Implement advanced water efficiency technologies to reduce water withdrawal intensity by 20% from baseline levels.

3. Circular Economy:

• Enhance waste management practices to achieve zero waste to landfill by 2040.

• Develop innovative recycling solutions for hazardous and non-hazardous waste streams.

Social Vision:

1. Employee Development:

• Increase female participation in leadership roles to 25% by 2030.

• Conduct comprehensive health and safety training for 100% of the workforce annually.

2. Community Engagement:

• Double the investment in CSR initiatives, focusing on education, healthcare, and environmental conservation.

• Partner with local governments and NGOs to scale impactful community programs.

Governance Enhancements:

1. Data Transparency:

• Integrate advanced digital tools to improve ESG data collection, analysis, and reporting.

• Achieve external assurance for all sustainability disclosures by 2025.

2. Stakeholder Collaboration:

• Host annual multi-stakeholder forums to gather diverse perspectives and feedback on sustainability efforts.

• Strengthen vendor and supply chain partnerships to align with evolving ESG expectations.

Key Strategic Focus Areas:

• Embracing innovation to accelerate sustainability initiatives.

• Strengthening stakeholder relationships to foster collective progress.

• Continuously adapting to regulatory and market dynamics to remain a leader in sustainable practices.
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Wockhardt Carbon Reduction Road Map

Wockhardt Net Zero Roadmap
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Introduction

Carbon footprints are used to present carbon emissions 

associated with an organization. This provides a basis for 

monitoring emissions in the future and for tracking progress 

towards carbon reduction targets and identifying hotspots to 

focus mitigation initiatives.

A carbon footprint refers to the total greenhouse gas emissions 

(GHGs) caused directly and indirectly by an individual, 

organization, event, or product. The Global Warming Potential 

(GWP) of each greenhouse gas may be expressed in CO₂ 

equivalents, see Table 1. As noted within the table, those gases 

with a high global warming potential can mean a small emission 

has a considerable impact. The GWP of a gas is its relative 

potential contribution to climate change over a 100-year period 

(where CO₂ = 1).

Carbon footprints are typically focused on direct and indirect 

emissions. Direct emissions arise from those sources that are 

owned or controlled by the organization. These are differentiated 

from indirect emissions that still result due to the organization’s 

activities; however, the releases occur at sources owned or 

controlled by other entities. By convention, assessment is based 

on the Greenhouse Gas (GHG) Protocol 

(https://ghgprotocol.org/) that focuses on scope 1, 2, and 3 

emissions as appropriate.

Scope 1

Stationary Combustion: Direct GHG emissions from stationary 

combustion. Stationary fuel combustion emission sources are 

typically devices that combust solid, liquid, or gaseous fuel.

Fugitive Emissions: From refrigeration and air conditioning 

result from leakage and service over the operational life of the 

equipment and from disposal at the end of the useful life of the 

equipment. The leakage of refrigerant gas is a small but 

significant source of GHG emissions because of a high GWP 

associated with these GHGs.

Mobile Combustion Emissions: From owned or leased mobile 

sources (both on-road and non-road vehicles) that are within the 

company’s inventory boundaries.

Scope 2

Emissions from Purchased Energy

Scope 3

All Other Indirect Emissions from activities of the organization, 

occurring from sources that they do not own or control. These 

are usually the greatest share of the carbon footprint, covering 

emissions associated with business travel, procurement, waste, 

and water.

Table 1: The Global Warming Potential Of The Greenhouse Gases

Kyoto Gas / Greenhouse Gas GWP

Carbon Dioxide (CO₂) 1

Methane (CH₄) 25

Nitrous Oxide (N₂O) 298

Sulphur Hexafluoride (SF₆) 22,200

Perfluorocarbons (PFCs) 4,800–9,200

Hydrofluorocarbons (HFCs) 12–12,000
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Boundary Of Assessment

Wockhardt Limited is undertaking its operational carbon footprint based on operational control. Therefore, the focus is on areas where 

Wockhardt Limited has full authority to introduce and implement operating policies.

The GHG Protocol Corporate Standard includes some indication as to what should be included under Scope 3, but there is also a 

guidance document available titled "Scope 3 Greenhouse Gas Emissions Calculation: Guidance for the Pharmaceutical Industry" from 

October 2020 available at: https://pscinitiative.org/resource?resource=779 that identifies a total of 15 scope 3 categories. Table 2 

shows how these Scope 3 emissions have been considered by Wockhardt Limited to date.

The guidance notes that ideally all categories should be calculated, but some are more relevant and significant. Therefore, a screening 

process was undertaken to ensure those of relevance to Wockhardt Limited operations were considered and are recorded in Table 2. 

The screening process will be undertaken on an annual basis to ensure applicability of the calculations undertaken for Scope 3.

Table 2: Boundaries For The Pharmaceutical Industry For Scope 3

Current Status Scope 3 Category Definition

Calculated using supplier 

survey responses.

PURCHASED GOODS AND 

SERVICES

Includes all upstream cradle-to-gate emissions from the 

production of products purchased or acquired by the reporting 

company in the reporting year.

Calculated for the first time 

in 2024 report – to be 

considered when capital 

goods are purchased in a year 

(of greater than 20k value)

CAPITAL GOODS Includes all upstream (i.e., cradle-to-gate) emissions from the 

production of capital goods purchased or acquired by the 

reporting company. Capital goods are final products that have an 

extended life and are used by the company to manufacture a 

product, provide a service, or sell, store, and deliver merchandise.

Included in Scope 1 

calculations

FUEL AND ENERGY - RELATED 

ACTIVITIES

Includes the emissions of the extraction, production, and 

transportation of fuels and energy purchased by the reporting 

company in the reporting year.

Mileage calculations done UPSTREAM TRANSPORTATION 

AND DISTRIBUTION

Includes emissions from the transportation and distribution of 

products purchased by the reporting company in vehicles/facilities 

not owned or operated by the reporting company.

Waste data included WASTE GENERATED IN 

OPERATIONS

Includes emissions from third-party disposal and treatment of 

waste that is generated in the company’s owned or controlled 

operations. This category includes emissions from disposal of both 

solid waste and wastewater. Only waste treatment in facilities 

owned or operated by third parties is included in scope 3.

20
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Wockhardt Limited Carbon Reduction Plan – March 2025

Current Status Scope 3 Category Definition

Car and flights included 

(train to do in 2024)

BUSINESS TRAVEL Includes emissions from the transportation of employees for business-related 

activities in vehicles owned or operated by third parties, such as aircrafts, trains, 

buses, and passenger cars.

Initial calculation on 

averages

EMPLOYEE 

COMMUTING

Includes emissions from the transportation of employees between their homes 

and their worksites. Emissions may arise from automobile travel, bus travel, rail 

travel, air travel (if any) or other modes of transportation.

Not applicable to 

Wockhardt Limited at this 

time

UPSTREAM LEASED 

ASSETS

Includes emissions from the operation of assets that are leased by the company 

and not already included in the company’s scope 1 or scope 2 inventories.

Distribution hub and on 

initial consideration

DOWNSTREAM 

TRANSPORTATION 

AND DISTRIBUTION

Includes emissions from transportation and distribution of products sold by the 

reporting company between the company’s operation and the end consumer, if 

not paid for by the reporting company, in vehicles and facilities not owned or 

controlled by the reporting company.

Not applicable to 

Wockhardt Limited at this 

time

PROCESSING OF 

SOLD PRODUCTS

Includes emissions from processing of intermediate products by third parties 

(e.g., manufacturers) after sale by the reporting company.

Not applicable to 

Wockhardt Limited at this 

time

USE OF SOLD 

PRODUCTS

Includes emissions from the use of goods and services sold by the reporting 

company in the reporting year. The scope 3 emissions from use of sold products 

include at least the scope 1 and 2 emissions of end users.

Not applicable (assume no 

waste) to Wockhardt 

Limited at this time

END OF LIFE 

TREATMENT OF 

SOLD PRODUCTS

Includes emissions from the waste disposal and the treatment of all products 

sold by the reporting company at the end of their life, during the reporting year.

Not applicable to 

Wockhardt Limited at this 

time

DOWNSTREAM 

LEASED ASSETS

This category is applicable to lessors, i.e., companies that receive payments 

from lessees. This category includes emissions from the operation of assets that 

are owned by the reporting company, acting as lessor, and leased to other 

entities in the reporting year that are not already included in scope 1 or scope 2.

Not applicable to 

Wockhardt Limited at this 

time

FRANCHISES This category includes emissions from the operation of franchises not included 

in scope 1 or scope 2. A franchise is a business operating under a license to sell 

or distribute another company’s goods or services within a certain location.

Pension considerations to 

be investigated

INVESTMENTS Includes emissions associated with the reporting company’s investments in the 

reporting year, not already included in scope 1 or scope 2. This category is 

mostly applicable to investors, i.e. companies that make an investment with the 

objective of making a profit, and companies that provide financial services.
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Table 3: NHS Scope 3 Categories

Scope 3 

Category

Category Description Minimum Boundary Wockhardt 

Calculation

Upstream 

transportation 

and distribution

Transportation and distribution of products purchased by the 

reporting company in the reporting year between a company’s tier 

1 suppliers and its own operations (in vehicles and facilities not 

owned or controlled by the reporting company) Transportation 

and distribution services purchased by the reporting company in 

the reporting year, including inbound logistics, outbound logistics 

(e.g., of sold products), and transportation and distribution 

between a company’s own facilities (in vehicles and facilities not 

owned or controlled by the reporting company)

The scope 1 and scope 2 

emissions of transportation 

and distribution providers that 

occur during use of vehicles 

and facilities (e.g., from energy 

use) Optional: The life cycle 

emissions associated with 

manufacturing vehicles, 

facilities, or infrastructure

Miles and km 

travelled by 

supplier goods 

Does not 

include sea 

freight – to be 

calculated in 

2025

Waste generated 

in operations

Disposal and treatment of waste generated in the reporting 

company’s operations in the reporting year (in facilities not owned 

or controlled by the reporting company)

The scope 1 and scope 2 

emissions of waste 

management suppliers that 

occur during disposal or 

treatment Optional: Emissions 

from transportation of waste

Data from 2 

waste 

companies 

provided

Business travel Transportation of employees for business related activities during 

the reporting year (in vehicles not owned or operated by the 

reporting company)

The scope 1 and scope 2 

emissions of transportation 

carriers that occur during use 

of vehicles (e.g., from energy 

use) Optional: The life cycle 

emissions associated with 

manufacturing vehicles or 

infrastructure

Company car 

Own car for 

business 

purposes 

Flights Hotels 

included 

Train travel to 

be calculated 

from 2025 

onwards

Employee 

commuting

Transportation of employees between their homes and their 

worksites during the reporting year (in vehicles not owned or 

operated by the reporting company)

The scope 1 and scope 2 

emissions of employees and 

transportation providers that 

occur during use of vehicles 

(e.g., from energy use) 

Optional: Emissions from 

employee teleworking

Mileage 

calculated 

based on 

number of 

staff and 

distance 

travelled for a 

year
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Scope 3 

Category

Category Description Minimum Boundary Wockhardt 

Calculation

Downstream 

transportation 

and distribution

Transportation and distribution of products sold by the reporting 

company in the reporting year between the reporting company’s 

operations and the end consumer (if not paid for by the reporting 

company), including retail and storage (in vehicles and facilities 

not owned or controlled by the reporting company)

The scope 1 and scope 2 

emissions of transportation 

providers, distributors, and 

retailers that occur during use 

of vehicles and facilities (e.g., 

from energy use) Optional: 

The life cycle emissions 

associated with manufacturing 

vehicles, facilities, or 

infrastructure

Transportatio

n to 

distribution 

hub (3 in 

total) have 

been 

calculated

Wockhardt Limited Carbon Reduction Plan – 

March 2025

Scope 1 And 2 Assessment

Wockhardt Limited has been calculating its energy usage in 

terms of Scope 1 and 2 since 2018. The baseline year 

considered for Scope 1 and 2 will be 2021. This is because 

there was an interruption to normal operating procedures 

during 2020 and then Covid vaccine production 

requirements were introduced from 2021.

Background

At present, the information available is focused on the 

main site, where there are 3 significant energy uses:

1. Production consisting of filling, inspecting, and 

packaging of sterile injectable products.

2. Analytical laboratories where the incoming, 

intermediate, and finished product testing of all 

products manufactured and distributed is 

performed.

3. Storage of raw material, intermediate, and finished 

goods at specific temperatures: frozen, chilled, and 

room temperature.

The site has six separate buildings. At the main site, 

significant energy use is considered to take place within 

building 4. Then, at some reduced level, buildings 3 and 5.

There are two significant utilities: mains natural gas and 

electricity. Natural gas is supplied directly to 2 and 4. 

Electricity is used in all six buildings, and there is only the 

potential to sub-meter building 5.

The rest of the facility is made up of a variety of office-

based departments that support the business in a number 

of ways.

The following are factors that are likely to impact energy 

usage:

1. Product mix

2. Downtime

3. Working hours and shift patterns

4. Workforce numbers

For the purposes of this report, vaccine production did not come into 

effect until 2021, although modifications to storage and the workforce 

began in 2020, which will have had some potential impact.

Changes in preparation for the vaccine included:

1. The validation and commissioning activities associated with 

the combi line to be used for manufacture, previously unused.

2. The installation, commissioning, and qualification and 

placing into beneficial use of the chiller compound located at 

the rear of building.

3. The installation, commissioning, and qualification of a frozen 

storage and freeze thaw processing area for the vaccine; this 

includes 21 freezers and 3 freeze thaw units.

Methodology

Scope 1 and 2 calculations for the Wrexham site of Wockhardt 

Limited are currently based on meter readings. The data 

moving forward will be checked, verified, and audited from 

the invoices. This data is provided on a weekly basis; however, 

the monthly totals are used for the purposes of this exercise, 

and this calculation will be audited and verified.

This method of reporting is considered an accurate measure 

of the fuels used, as they are mains supplied; there is no 

reason to consider ullages or losses.

The following fuels have been considered significant:

1. Natural Gas

2. Electricity

The following have been considered direct emissions that are 

insignificant:

1. Process gas for the sealing of ampoules

2. Boiler stack emissions

3. Process gas for the use of the laboratory

Please see exclusions for justification.

There are a number of other items that will be considered as 

fugitive and assessed accordingly.

1. Fire extinguishers

2. Air conditioning and chilling plant

3. Diesel generators

4. Lubricants and oils

5. Leaks
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The organization now operates two business streams:

1. Vaccine

2. CP Hospital products

There is a separate energy efficiency report that goes into 

greater detail on Scope 1 and 2 emissions.

Results

Calculations have been completed using Defra emission 

factors for the year assessed. Checks will be made on an 

ongoing basis on the calculation method and ensure 

generation as well as aspects such as transmission and 

distribution are included.

Short Term Goals

Impact and aspect assessment has identified energy as a 

significant opportunity:

• Wockhardt Limited have identified a cross-functional 

team comprising representation from engineering, 

environmental, health and safety, and finance to assess 

and review energy data.

• GHG data has been prepared for the past four years; 

however, the scope of the business substantially changed 

during COVID vaccine manufacture 2020 to 2022.

• An analysis of the current data highlights the need to 

increase the dedicated monitoring of the higher use of 

two of the buildings and further identify load and usage 

across all users.

• A system of monitoring is being procured and its 

positioning developed. This data will be reviewed Q3/4 

2024.

• ESOS phase three audit February 23. Full assessment 

and implementation plan of action based on 

recommendations change to reporting structure of 

ESOS.

• ISO14001 Gap Analysis audit completed and actions 

implemented.

• Perform an external baseline energy review on-site to 

identify efficiency savings including consideration of 

PIR lighting, inverter drives, slow or out-of-hours 

running conditions based on recommendations.

• All departments have been challenged to reduce energy 

e.g. printing, turning off lighting, and electrical items.

• All employees have had environmental awareness 

training.

• All employees are encouraged to report environmental 

initiatives via the reporting app.

• Approx 7% improvement noted in 2023, slightly below 

the requirement of 10%.

Short-Term Improvement Goal To Achieve A Reduction 

Of 10% For 2024/5 For Scope 1 And 2 Combined

Long Term Goals

• Ensure energy efficiency is included as a consideration 

in all new facility, processes, and equipment projects.

• Consider the use of solar energy, working with a 

consultant company to provide the site with a 

sustainable energy source by 2025.

Long-term improvement goals to achieve a site carbon 

footprint reduction of 30% by 2026.

All targets to be reviewed Dec 2025 following further 

investigations.

Scope 3

Upstream transportation

• Review of the supplier’s location and transport distance, 

opportunities for change limited. Review of supplier’s 

sustainability performance to be assessed.

Commuting

• Review of employee’s travel distances, needs to be 

further assessed based on working from home and shift 

patterns.

• Review data based on other transport modes.

• Encourage car sharing via engage app.

• Encourage cycling to work via engage app.

Waste

• The site has previously conducted waste stream 

evaluations and continues to aim to be zero to landfill.

• Review of locations of service providers to reduce 

transport distances.

• Review of all waste streams for reduction potential.

Business Travel

• Review of business travel performed; more data 

required for more accurate collection for 2025.

Conclusion

Wockhardt Limited has measured its Scope 1 and 2 performance since 2018. The baseline is set at 2021 due to operational changes that 

introduction of the vaccination manufacture program caused from 2021. The Scope 3 emissions have a baseline of 2024. Scope 3 

calculations have been completed using Defra emission factors from 2024. There are some assumptions and average data that have 

been used and will be improved on during 2025. It is expected that Scope 3 emissions may increase as data certainty improves. 

Wockhardt Limited note the need for product carbon footprints to be available by 2028 for the NHS and have a contractor who has 

access to life cycle software and database licenses, such as Ecoinvent, to ensure that the carbon reduction plan will proceed in a holistic 

manner covering operational and product requirements.
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Annexure 1. 

Energy & Water Conservation, Technology Absorption at Wockhardt Ltd in FY 2024 -25. 

Your Company operates in a safe and environmentally responsible manner for the long-term benefit of all stakeholders. 

The Company is committed to take appropriate measures to conserve energy and drive energy efficiency in its operations. 

Particulars of Energy Conservation, Technology Absorption and Foreign Exchange Earnings and Outgo required under Rule 8 

of the Companies (Accounts) Rules, 2014 are provided below: 

(A) CONSERVATION OF ENERGY: 

1) The Steps Taken or impact on Conservation of Energy, the Steps taken by the Company for utilising alternate 
sources of energy and the Capital investment in energy conservation equipments: 

ANKLESHWAR 

1. The power factor maintained 0.989 (requirement 0.95 above), which leads to saving of ₹ 6.93 Lakh. 

2. The high efficiency pump is installed at Cooling Tower pump, which leads to savings of 6 kW/hr. 

3. Initiated to maintain the DO Dissolved Oxygen in aeration, installed CCox Agitator. 

DAMAN 

HVAC system 

1. VFD installed in cooling water fan and interlocking done with inline temperature transmitter and achieved 

electrical unit saving by 6%. Energy Units saved 55874 KWH Per year, saved amount ₹ 3.35 Lakh. 

2. Replacement of V belt with flat belt system in phase wise manner. 

3. Chiller’s set point increased from 6.5 Deg. C to 7.0 Deg. C for reduction in power consumption. Energy Units 

saved 41,152 KWH, saved amount ₹ 2.46 Lakh. 

4. Installation of VFD in AC store III & IV to run AHU at reduced RPM and minimum required ACPH to save electricity 

also maintain temperature and RH as per design and user requirement. Energy Units saved in AC Store III and 

AC store IV area 91171 KWH per year, amount saved ₹ 5.47 Lakh per year. 

5. Installation of VFD in Finished Goods stores to Run AHU on 48.5 Hz in place of 50 Hz. Saved ₹ 1.29 Lakh per 

annum & Electrical Units saved 21,600 KWH per annum. 

6. For AHU modification for chiller plant shutdown on weekly off days 

I. Modification of 24 X 7 running AHU on DX to stop chiller plant, Cooling tower with Pump, Brine pump and 

condenser pump on non-productive hour and weekly off days for Incubator Room, Stability chamber and 

sample area AHU. 

II. Heater has been replaced with hot gas coil to avoid chiller operation on week day and holiday. Total Electric 

units saved 197,164 KWH per year. Amount saved ₹ 11.82 Lakh per year. 

7. Earlier AHU was running on 24 hours now as per area requirement of production plan, AHU Operation system 

(ON/OFF) is implemented and saving electrical units. Energy Units Saved 83,340 KWH and amount saved 

₹ 5.0 Lakh in a year. 

8. Phase wise replacement of old low efficiency motor with high efficiency motors. 

9. Heater has been replaced with hot gas coil to avoid chiller operation on weekly day and holiday and saving by 

consumption is ₹ 2.90 Lakh per year. 

Water System area 

1. Developed system for rain water collection to use in monsoon period (almost four months of every year plant 

run on rain water only). No need of water procurement. Saved 8.8KL water and amount saved ₹ 1.18 Lakh for 

4 months in a year. 

2. Purified rejected water used cooling tower and steam condensate has been used in boiler water instead of Soft 

water. Saved water 34.56 KL and saved ₹ 4.60 Lakh per year. 

3. UF water used for gardening purpose, saved water 16.5 KL and saved ₹ 2.64 Lakh. 

4. RO water has been used for wash room (raw water), water saved 30.0 KL and amount saved ₹ 4.80 Lakh. 

Utility area 

1. Utilized low capacity 35 CFM air compressor for water system in place of 505 CFM air Compressor on plant off 

days and Holidays, saving by consumption and saved energy units 148148 KWh and amount ₹ 8.88 Lakh saved. 

2. Reduced loading & unloading pressure of compressed air system and achieved electrical unit saving by 3%. 

Energy Units saved 18720 KWH and amount ₹ 1.12 Lakh per year. 

3. Reduced Boiler operating pressure and achieved fuel consumption up to 3%, fuel in liters saved 1120 Ltrs and 

amount saved ₹ 0.60 Lakh per year. 

4. CFL Lamps replaced by LED lamps in phase wise manner. 
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5. 36 Watt LED light replaced with 18 watts LED light in plant all area and achieved saving in electrical unit. Energy 

Units saved 247,898 KWH and amount saved ₹ 14.87 Lakh. 

6. Street light - CFL Lamps has been replaced by LED lamps and achieved saving in electrical unit. 

7. Power factor has been maintained through auto operation capacitor bank with unity power factor. 

8. Motion sensor has been installed on Air curtain to avoid continues operation and saved electrical unit. Energy 

Units saved 64.8 KWH and amount saved ₹ 3,000/-. 

9. Total 115,179 KWH solar units generated at Kadaiya plant from April, 2024 to March, 2025 from renewable solar energy. 

SHENDRA 

1. Electricity demand reduced to minimize the Electricity Bill by ₹ 30 Lakh / Year saved. 

2. Power factor maintained close to unity (0.999), resulting in cost saving ₹ 7 Lakh per year with energy units saved 
50,000 Kwh per year. 

3. Local vendor developed for repairing of electronic PCB & control systems, reducing cost by 50% compared to 

outside vendors saved amount ₹ 3.5 Lakh per year. 

4. Terminal Sterilizer along with pump connected to UPS to avoid DG Operation for critical Emrok TS Loads. Diesel 

cost reduced by ₹ 5.00 Lakh energy units saved 20,000 Kwh /year. 

5. AHUs of Warehouse area are kept OFF during no activity which result in saving of ₹ 4 Lakh/year and energy 
units savings of 35,000 kwh per year. 

6. ETP water used for gardening 26.8 Million ltr/year. 

7. 80% condensate recovery from plant to Boiler Feed water tank. 4.5 million Litre reused/year. 

R & D CENTRE 

1. EPO lab AHU kept off and run only when batch is planned in area. Saved 67,200 unit per year and saved amount 

₹ 8.06 Lakhs per year. 

2. AHU kept off in night time from 06:00 pm to 08:00 am and Saved 50,400 unit per year and 0.30 Lakhs per year 

saved. Biotech Main Lab - USP – AHU kept off from - 6.00 pm to 8.00 am – 14 hrs per day. 

3. 100 TR Trane chiller Evaporator chemical descaling done to achieve better approach i.e. below 3 Deg. Cel. (Load 

on 60%). By reducing with 2 Deg. C 5 % energy saving done, saved 2520 KWH units per year amount saved 

₹ 0.35 Lakhs. 

4. Diabetic area- Lab AHU kept off and run only when batch is planned in area. 

5. 90 TR (45 Tr Twin compressor) chiller installed in PDS building instead of 160 TR. We used L1 plant idle chiller 

instead of new procurement. 

6. R&D area all three chiller interlock with each other and kept one chiller off in night time. Save energy by keeping 

Cooling tower off, for this cooling tower we off water pump which have capacity of 10 kw, also cooling fan of 

cooling tower capacity is 7.5 kw for 14 Hours. Saved 58,800 units per year, amount saved ₹ 7.06 Lakhs per year.  

7. Pharma FRD area AHU kept off in night time from 06:00 pm to 08:00 am, Saved 50400 KWH units per year, 

amount saved ₹ 6.05 Lakhs per year. 

8. R&D area main Air compressor 310 cfm kept off in night & run small compressor in night time for biotech area 

batch. By using small compressor saved 7,680 KWH units per year, amount saved ₹ 0.92 Lakhs per year. 

9. AHU, Vacuum pump regular Preventive Maintenance for better efficiency & performance. 

10. Injection area - Lab AHU kept off and run only when batch is planned in area. 

11. PDL Bldg, R&D Bldg and Animal house chillers, chilled water pipeline interconnected, to share the load in night 

time & keep R&D building chiller OFF. 

12. AHU NO 04 off Disso lab and office area replaced chilled water coil by new for better efficiency. 

13. Steam supplied by running low capacity 600 Kg/hr instead of 800 kg/hr Boiler. 

14. LED Fixture fitted for all street light Pole, instead of sodium vapour lamp. Replaced 150 watt with 100 watt. Total 

number of light is 70. from this we save approx. 33 % energy i.e. (150watt-100watt=50watt saving) (50 watt*70 

nos. of lights = 3.5 kw). For 12 Hrs we save 42 KW, Saved 15,330 units per year and ₹ 1.84 Lakhs saved per year. 

15. Regular periodical preventive maintenance of transformer, DG set, air compressor chillers, cooling towers, 

split air conditioners done for better efficiency. 

16. Capacitor Bank - periodical Preventive Maintenance. 

17. Cassette AC - repairing and servicing done with replacement of new control card, blower motors for DRA & AVL 

department for better performance of AC units on CPB building 1st Floor. 

18. NDD Biology department - Walk in Cold room - Refrigeration system replaced by new and done hot standby 

unit of same capacity, for better efficiency. 

19. Offices/Laboratory Lights /Air conditioners - switched off manually, whenever not required and in night period. 

20. Replaced defective 165 TR chiller, in PDS building, with idle 90 TR chiller from L-1 site. We used old, idle 90 TR 

chiller from L-1 unit, instead of new Capex procurement. Approximately saved ₹ 35 Lakh by using idle chiller 

instead of new Capex procurement. 
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BIOTECH PARK 

EOU OSD 

1. Air compressor capacity 223 CFM replaced in Jan. 24 instead of earlier 600 CFM. Resulting 250 unit saving per 

day amount saved ₹ 10 Lakh /Year. 

2. Reduction in on roll manpower by 20 % and replace with Contractual labours to fulfil market requirement 

resulting cost saving. 

3. Power factor maintained close to unity (0.999), resulting in cost saving ₹ 4 Lakh per year. 

4. RM 2 warehouse AHU keep OFF and utilised RM 1 resulting ₹ 4 Lakh saving. 

5. Large FG warehouse AHU keep OFF and shift all finished goods in small FG warehouse as per requirement 

resulting ₹ 2 Lakh saving. 

API 

1. Maintain Unity PF (0.999) & saved unit in Electricity bill saved ₹ 15 Lakhs / month. 

2. SV lamp replaced with LED lamp saved energy 1,800 units/year (25 Nos of 70 Watt SV replaced with 50 w LED 

flood lights for 10 hrs running) 1,880 KWH units saved. 

3. Chiller No 4 & 9 condenser descaling done - 390 units / day saved total 142,350 KWH units saved. 

4. At E-coli product change over switch of Old Utility system one pump of CT pump, Sec Pump, Pri pump & CT fan 

(55+45+22+11KW) save @ 121kw /Hr for three months 261,360 KWH units saved. 

5. At E-coli product change over switch of New Utility system one pump of CT pump, Sec Pump, Pri pump & CT 

fan (55+45+18+15KW) save @ 133kw /Hr for three months 287,280 KWH units saved. 

6. Cooling water Pump Modification done Pump Impeller trimming done found 5 Kw/hr saving in each Pump So KW X 3 

Nos Pumps =15 Kw/Hr (15 KW X 24 X 365 days) means total @ ₹ 13.14 Lakhs saving done 131,400 KWH unit. 

7. Cooling tower - Cooling fan operation control in auto mode by temperature controller to maintain required 

temperature to chiller refrigerant cooling - 26 to 29 Deg. centigrade. 

(B) TECHNOLOGY ABSORPTION, ADAPTATION AND INNOVATION: 

1. The Efforts made towards technology absorption at different manufacturing units 

FORMULATION-2 

1. New Upgraded SAP System implemented for online activity of Preventive Maintenance, Breakdown, Calibration 

and Building Maintenance. 

2. Auto weighing Dispensing activity through the SAP system implemented. 

3. Cartridge Filling yield increased form 94.08 % to 96.0 % 

4. Vial Filling yield increased form 97.00 % to 98.0 % 

5. Continuous Particle Measurement System (CPMS) and Zwick make Cartridge leak test machine software 

upgradation work completed. 

6. Pack leader Labelling machine for Optical Character Reader system software upgradation work completed for 

label rejection in pkg. 

7. Alternate vendor development - Machine trial of Datwyler bottom plungers on cartridge sourced from India 

plant & Universal Medicap stopper on Vial line completed & found satisfactory 

8. Acoustic enclosure to Diesel Generator (DG) room at Biotech Park reduced the noise with insertion loss of 25 db 

in DG room made the workplace more comfortable. 

9. Replacement of old Blower (twin lobe Blower to energy saving trilobe blower for ETP Aeration tank 40 HP) 

resulted in 10% energy savings. 

10. Pre New Water Chiller resulted in energy savings. Furnace oil (FO) replaced by PNG (Pressurized natural gas) 

in RBI Boiler resulted in reduced greenhouse gas emission, improved air quality because PNG produces lower 

concentration of sulphur dioxide, Oxides of nitrogen. 

11. New equipment for WCK 5222 sterile plant blend manufacturing for NCE product plant upgradation. 

Upgradation of Plant for DMP product with glass lined reactor and rubber lined centrifuge and revamping of 

stability chamber. 
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N° 2018/79819.3 

 

 

 
11 rue Francis de Pressensé - 93571 La Plaine Saint-Denis Cedex - France - T. +33 (0)1 41 62 80 00 -  F. +33 (0)1 49 17 90 00 

                SAS au capital de 18 187 000 € - 479 076 002 RCS Bobigny - www.afnor.org 
 

 

 

 

  

AFNOR Certification certifies that the management system implemented by: 
AFNOR Certification certifie que le système de management mis en place par : 

 

 

WOCKHARDT LIMITED 

 

 
for the following activities: 
pour les activités suivantes : 

 

 
 

 

MANUFACTURING OF PHARMACEUTICAL FORMULATIONS 

 
 

 
has been assessed and found to meet the requirements of: 

a été évalué et jugé conforme aux exigences requises par : 
 

 

ISO 14001:2015 

 

 
and is developed on the following locations: 

et est déployé sur les sites suivants : 
 

 
 

PLOT NO. E-1/1, 6-A, MIDC SHENDRA, CHHATRAPATI SAMBHAJINAGAR,  
MAHARASHTRA - 431154, INDIA 

    
 

 

This certificate is valid from (year/month/day) 
Ce certificat est valable à compter du (année/mois/jour) 2024-09-02 

Until 
jusqu'au 2027-09-01 

 

    

 

  

 

 

 
                                       SignatureFournisseur 

 

  Julien NIZRI 
Managing Director of AFNOR Certification 

Directeur Général d’AFNOR Certification 

 
The electronic certificate only, available at www.afnor.org, attests in real-time that the company is certified. Seul le certificat électronique, consultable sur  www.afnor.org, 

 fait foi en temps réel de la certification de l’organisme. COFRAC accreditation n° 4-0001, Management Systems Certification,  Scope available on www.cofrac.fr  
Accréditation COFRAC n° 4-0001, Certification de Systèmes de management,  Portée disponible sur www.cofrac.fr 

AFAQ is a registered trademark. AFAQ est une marque déposée.  CERTI F 0956.9 – EN 07/2020 

Scan this QR code to 
check the validity of the 

certificate. 
Flashez ce QR Code 
pour vérifier la validité 

du certificat. 
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N° 2018/79820.5 

 

 

 
11 rue Francis de Pressensé - 93571 La Plaine Saint-Denis Cedex - France - T. +33 (0)1 41 62 80 00 -  F. +33 (0)1 49 17 90 00 

                SAS au capital de 18 187 000 € - 479 076 002 RCS Bobigny - www.afnor.org 
 

 

 

 

  

AFNOR Certification certifies that the management system implemented by: 
AFNOR Certification certifie que le système de management mis en place par : 

 

 

WOCKHARDT LIMITED 

 

 
for the following activities: 
pour les activités suivantes : 

 

 
 

 

MANUFACTURING OF PHARMACEUTICAL FORMULATIONS 

 
 

 
has been assessed and found to meet the requirements of: 

a été évalué et jugé conforme aux exigences requises par : 
 

 

ISO 45001:2018 

 

 
and is developed on the following locations: 

et est déployé sur les sites suivants : 
 

 
 

PLOT NO. E-1/1, 6-A, MIDC SHENDRA, CHHATRAPATI SAMBHAJINAGAR,  
MAHARASHTRA - 431154, INDIA 

 

 
 

 

This certificate is valid from (year/month/day) 
Ce certificat est valable à compter du (année/mois/jour) 2024-09-02 

Until 
jusqu'au 2027-09-01 

 

    

 

  

 

 

 
                                       SignatureFournisseur 

 

  Julien NIZRI 
Managing Director of AFNOR Certification 

Directeur Général d’AFNOR Certification 

 
The electronic certificate only, available at www.afnor.org, attests in real-time that the company is certified. Seul le certificat électronique, consultable sur  www.afnor.org, 

 fait foi en temps réel de la certification de l’organisme. COFRAC accreditation n° 4-0001, Management Systems Certification,  Scope available on www.cofrac.fr  
Accréditation COFRAC n° 4-0001, Certification de Systèmes de management,  Portée disponible sur www.cofrac.fr 

AFAQ is a registered trademark. AFAQ est une marque déposée.  CERTI F 0956.9 – EN 07/2020 

Scan this QR code to 
check the validity of the 

certificate. 
Flashez ce QR Code 
pour vérifier la validité 

du certificat. 
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Certificate IN24/00000540
The management system of

Wockhardt Ltd.

Biotech Park, H14/2, MIDC, Waluj, Aurangabad - 431136, Maharashtra, India

This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will be considered as
a copy. This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to
the limitation of liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or
falsification of the content or appearance of this document is unlawful.

Page 1 / 1

has been assessed and certified as meeting the requirements of
ISO 13485:2016
EN ISO 13485:2016
For the following activities
Design and Development, Manufacture and Distribution of unfilled disposable pens and Reusable Insulin
Pens

This certificate is valid from 26 June 2024 until 26 June 2027 and remains valid subject to satisfactory surveillance
audits.
Issue 1. Certified since 26 June 2024

Jonathan Hall
Global Head - Certification
Services

Authorised by

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t +44 (0)151 350-6666 - www.sgs.com
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APPENDIX 4:

Rain Water Harvesting 

Certificate 
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APPENDIX 5:

Waste Management 

Certificates
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Wockhardt Limited ESG Statement 2025

​

Packaging Waste Recovery
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E-Waste Certificate
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Packaging full producer verification form

Overview

Data Year 2023

Comply Direct membership number CD02/00485

NPWD code NPWD265833

Company details

Company name Wockhardt UK Ltd

Trading name (if different to above) Wockhardt UK Ltd

Company reg no 05835570

VAT number 879679725

Telephone 01978 661 261

Fax

Email Andrew.Kras@wockhardt.co.uk

Registered address line 1 Ash Road North

Registered address line 2 Wrexham Industrial Estate

Registered address line 3

Registered town Wrexham

Registered county Wrexham

Registered postcode LL13 9UF

Registered country Wales

Turnover

Turnover (in millions to 3 decimal places e.g. 12.751) 59.194

Business description and SIC code

SIC code 21.20

Registration type

Registration type Individual company

Registration subtype N/A

Primary contact

Title Mr

First name Andrew

Surname Kras
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Job title Senior Purchasing Officer

Address line 1 Ash Road North

Address line 2 Wrexham Industrial Estate

Address line 3

Town Wrexham

County Wrexham

Postcode LL13 9UF

Country Wales

Telephone 07776655861

Mobile

Fax

Email Andrew.Kras@wockhardt.co.uk

Audit contact

Title Mr

First name Andrew

Surname Kras

Job title Senior Purchasing Officer

Address line 1 Ash Road North

Address line 2 Wrexham Industrial Estate

Address line 3

Town Wrexham

County Wrexham

Postcode LL13 9UF

Country Wales

Telephone 07776655861

Mobile

Fax

Email Andrew.Kras@wockhardt.co.uk

Table 1a: Summary of UK Packaging activity (in tonnes)

  Paper Glass Aluminium Steel Plastic Wood Other
Raw material manufacturing 0 0 0 0 0 0 0

Conversion 0 0 0 0 0 0 0

Packing/filling 138 0 0 0 11 54 0

Selling 138 0 0 0 11 54 0

Table 2a: UK sourced packaging exported by you (in tonnes)

  Paper Glass Aluminium Steel Plastic Wood Other
Raw material manufacturing 0 0 0 0 0 0 0

Conversion 0 0 0 0 0 0 0

Packing/filling 5 0 0 0 1 5 0

Selling 5 0 0 0 1 5 0

Table 2b: UK sourced packaging exported by a third party (in tonnes)
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  Paper Glass Aluminium Steel Plastic Wood Other
Raw material manufacturing 0 0 0 0 0 0 0

Conversion 0 0 0 0 0 0 0

Packing/filling 0 0 0 0 0 0 0

Selling 0 0 0 0 0 0 0

Table 3a: Packaging imported (and remaining in the UK) for the 
purpose of the named activity (in tonnes)

  Paper Glass Aluminium Steel Plastic Wood Other
Conversion 0 0 0 0 0 0 0

Packing/filling 0 0 0 0 0 0 0

Selling 379 309 48 0 245 0 1

Table 3b: Imported packaging for which you are the end user (in 
tonnes)

  Paper Glass Aluminium Steel Plastic Wood Other
Transit packaging 14 0 0 0 8 0 0

Table 3c: Imported packaging which is subsequently exported (in 
tonnes)

  Paper Glass Aluminium Steel Plastic Wood Other
Imports exported 18 17 2 0 14 0 0

Main packaging activity

Main packaging activity Importing

Calculations methods

Supplier data Yes

Sales records Yes

Sample weighing Yes

Data prepared by a consultant Yes

Consultant name Comply Direct

Pareto analysis (eg. 80% of lines) Yes

Agreed protocols used No

Protocol details No protocol used

Statement of obligations

This section shows the level of obligation your company is responsible for. In particular, the minimum recycling 
target by material, total recovery obligation and total recycling obligation relate to the specific number of Packaging 
Recovery Notes that need to be purchased in order to ensure compliance.

  Paper Glass Aluminium Steel Plastic Wood Other
Obligated Tonnage by Material 324 161 25 0 144 42 1

Minimum Recycling Target by Material 269 132 17 0 88 15 N/A
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Recycling obligation 536

Total materials recycling 521

Net recycling (total recycling minus total of materials recycling) 15

Total Recycling Obligation 536

Declaration

It is an offence to deliberately give false or misleading information and you may be liable for prosecution.

I hereby declare that the information in this data form is true to the best of my knowledge and belief. I agree to 
inform Comply Direct of any changes to the information given in line with the Comply Direct standard terms 
and conditions of membership.
I declare that the data submitted as appears in this form is calculated in such a way that it meets the 
regulatory requirement of being as accurate as reasonably possible.
I declare that I have read the terms and conditions of membership as made available on the Comply Direct 
website and I agree to abide by the rules laid down by them.
I declare that I am an authorised representative for the company.

This form must be signed and dated by a Legal Director (as listed on Companies House), Company Secretary or 
partner.

Print name of appropriate person:

Signature of appropriate person:

Date:

Job title of appropriate person:

Please return this form by uploading into the member’s area of our website, or by email, fax or post to the below 
and please keep a copy for your own records.

Comply Direct Limited
The Old Saw Mill, Broughton Hall, Skipton, North Yorkshire BD23 3AE

W: www.complydirect.com T: 0844 873 1034 F: 0844 873 1035 E: info@complydirect.com
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WASTE DISPOSAL

1 INTRODUCTION

This procedure does not cover effluent discharges.

Waste materials can arise from a number of sources.  In all cases it is important that they 
are correctly segregated and fully identified.

References:

(1) The Collection and Disposal of Waste Regulations 1998

(2) The Carriage of Dangerous Goods and Use of Transportable 
Pressure Equipment Regulations 2009

(3) The (Classification, Packaging and labelling) Regulations 2009

(4) The Misuse of Drugs Regulations 2001

(5) The Genetically Modified Organisms (Contained Use) Regulations 
2014

(6) The Hazardous Waste (England and Wales) Regulations 2005.

(7)       Welsh Recycling Legislation 2024
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2 LIST OF WASTES

2.1 The routine waste streams are listed below, abnormal or unusual circumstances may need to be assessed using WM3 and service 
provider advice as guidance.

TYPE OF WASTE STREAM HANDLED ON SITE SEGREGATION CONTAINER METHOD OF DISPOSAL

GENERAL Disposal through the normal site skips.

Blue/green and black bin 

LABORATORY/
PRODUCTION
/ENGINEERING 
PRODUCTS

NON HAZARDOUS 
medicinal products that can 
be disposed of under waste 
code 18 01 09

Where safe to do so outer 
packaging should be 
removed for recycling

CONTROLLED DRUGS

Specific control over the witnessed 
destruction of Controlled drugs 

YES Red bin bags/yellow griff 
bins

Incineration

GENETICALLY MODIFIED 
ORGANISM

Specific controls over the 
deactivation 

YES Red bin bags/yellow 
griff bins

Incineration

OTHER

Other medicinal products

NO Red bin bags/yellow griff 
bins

Incineration

HAZARDOUS
medicinal products that 
should be disposed of under 
waste code 18 01 08

Products to be disposed of
in their packaging

CONTROLLED DRUGS

Specific control over the witnessed 
destruction of Controlled drugs 

YES Red bin bags/yellow griff 
bins

Incineration

GENETICALLY MODIFIED 
ORGANISM

Specific controls over the 
deactivation

YES Red bin bags/yellow griff 
bins

Incineration

OTHER

Other medicinal products

YES Red bin bags/yellow griff 
bins

Incineration
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TYPE OF WASTE STREAM HANDLED ON SITE SEGREGATION CONTAINER METHOD OF DISPOSAL

LABORATORY/
PRODUCTION
/ENGINEERING CHEMICALS

NON HAZARDOUS chemicals to be assessed based on their hazard 
properties

YES Appropriate for type, 
disposed of within 
container

Incineration

HAZARDOUS chemicals to be assessed based on their hazard 
properties

Specifically segregated based on their hazardous properties e.g. 
chlorinated solvents

YES
Appropriate for type, 
disposed of within original 
container

Solvents drum of an 
appropriate size

Incineration

LABORATORY/
PRODUCTION
/ENGINEERING OTHER

NON HAZARDOUS

Paper/Cardboard/Packaging materials/glass
None product contaminated consumables
Empty containers that can be confirmed as not contaminated

NO Griff bins

Cardboard skip

Recycling

NON HAZARDOUS

Sensitive printed matter will be segregated and shredded

YES Specific skip or bin

HAZARDOUS

Clinical and infections wastes

YES Sharps bins

Yellow or Orange bin 
bags/Griff bins
Including tag

Dedicated bin

Incineration or appropriate method

HAZARDOUS

Contaminated materials will be treated the same as the 
contaminating product or chemical

YES Red bin bags

Griff Bins

HAZARDOUS
Oils/lubricants/Greases/Fuels

YES Appropriate to item

HAZARDOUS
Aerosols

YES 205 litres drum or dolav
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TYPE OF WASTE STREAM HANDLED ON SITE SEGREGATION CONTAINER METHOD OF DISPOSAL

HAZARDOUS
Batteries are segregated and disposed of

YES Specified UN box

WASTE ELECTRICAL Electrical items will be assessed and disposed off

YES As required Appropriate method

METAL Metal items will be assessed and disposed off

YES Skip or small griff bin Recycling

Office recycling
Food
Paper and Cardboard
Metal, Plastic and Carton

YES Bins Recycling
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3 IDENTIFICATION FOR HAZARDOUS and NON-HAZARDOUS WASTE

3.1 Segregation must follow that outlined in sections 2 on separate waste summary forms
medicinal product or chemical clearly listing each item, concentration, quantity 
involved and type /size of container.  (Size by volume /weight is the most useful 
expression for this need).

Note: Concentration expressed as % of the active / hazardous contents in the product / 
material. Quantity should be total for disposal including packing i.e. vials, ampoules, 
finished packs.

Product / actives / chemicals should be a full description including such items as 
strength, vial, ampoule, pack, etc. where applicable.

3.2 All types of waste listed separately by following the above segregation must be placed 
in separate containers based on their hazardous properties. Incompatible materials 
e.g. acids/bases and oxidisers must be separated. Materials considered dangerous for 
transport must be separated.

3.3 All waste containers must be clearly identifiable with the waste type contained within.

3.4 If the waste is collated by the stores department, each box, drum or container must be 
identified and a waste summary form must be attached which identifies the contents.  
A second copy of the form should be added to allow processing. Specific information 
relating to the waste code and GMO will be required. No other labels or information 
must be attached or readable.

4 PACKAGING AND LABELLING 

Refer to ENV/003 for information concerning UN containers and their identification.  The 
waste disposal contractor supplies labels for transport with the necessary identification and 
hazard labelling.

4.1 All waste will need to be segregated for transport needs.

4.2 Controlled Drugs

Refer to WDOP/055 for the handling of any type of controlled substance waste.

A list of CD’s and Schedules can be found in WDOP/055.

Off-site witnessed destruction is required for the following: -

Schedule 2 All semi-finished product, finished product & raw material.
Schedule 3 All semi-finished product, finished product & raw material.
Schedule 4 Pt 1 All semi-finished product, finished product & raw material.
Schedule 4 Pt 2 All semi-finished product, finished product & raw material.

Use Form 1102.

Off-site witnessed destruction is not required for the following :-

Schedule 5 All semi-finished product, finished product & raw material.

Use Form 3728.

Waste CDs from production, QC, Micro and Development must be returned to the CD 
room in a Griff bin together with a completed form 1102.
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The Authorised Key Holder will receive the waste, check and sign form 1102.

Each department should be responsible for their own internal waste record.

Controlled CD waste must not be stored outside the CD room.

The company’s Authorised Person and Authorised Key Holders will be responsible for 
the off-site disposal of CD waste.  Details of this procedure can be found in 
WDOP/055.

5 DISPOSAL 

5.1 Hazardous, Non-Hazardous and Controlled Drug Waste

5.1.1 After completion of identification and packaging pass completed waste and 

waste forms to stores, use form 1102 for CD waste (except Schedule 5) and 

forms 3727 (chemicals) and 3728 (medicinal products) and for all other waste * 

ensure that the form has been signed.  

*Exception are Microbiological waste and waste from the surgery which is 
contained separately and not sent to the stores.  

Form 1102 should be checked and signed by a second person unless the form 
has been completed by an Authorised Key Holder who is permitted to 
countersign the form.

5.1.2 Stores will collate the griff bins into larger containers or pallets.

5.1.3 Stores will assess the form details, confirm segregation and allocate to a 

suitable pallet where necessary.

Incorrect pallets, containers or paperwork will result in material being 
returned to department concerned.

5.1.4 Stores will assemble and store pallets as instructed by the waste summary form.

On completion of a pallet, it will be overwrapped and the pallet number clearly 
displayed and the form completed and transportation labelled applied.

Movement of goods off site requires completion of a Consignment Note for the 
Carriage and Disposal of Waste.

In this case the company operating the removal will often arrange the 
documents.

5.1.5 In certain circumstances it may be necessary to have waste sorted by a 

specialist external chemist. This will be coordinated by the waste provider and

the department producing the waste. Sorting will take place in the reject area 

under supervision. PPE must be considered.

5.1.6 In all cases it is the waste producers responsibility, (i.e. CP) for correct 

procedures and safe disposal.

5.2 General Waste

5.2.1 Movement of goods off site requires the completion of waste transfer note.  This 

can cover a period rather than a single load.
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6 WASTE NOTIFICATION

All waste disposal sites are licensed.  These sites and the movement of goods are subject 
to strict procedures.

6.1 Consignment Notes (for Hazardous and Controlled Drug Waste)

6.1.1 Consignment notes can be completed electronically. Documentation is sent to 

Wockhardt via the waste portal.

6.1.2 If paper the set consists of 4 copies with completion and distribution as follows:

 White – Producer (CP/Wockhardt)

 Pink – Carrier

 Yellow – Consignee

 Blue - Records

6.1.3 Each delivery must have its own set of notes.  Each copy must be accompanied 

by the necessary set of relevant Waste forms (3727/3728 or 1102).  All Waste 

forms must have a page number and the consignment note number for the load.

6.1.4 Sections A and B are completed prior to collection.

6.1.5 When the delivery is collected the carrier must complete Section C and the 

Producer (CP) Section D.

6.1.6 Where paper based,three copies to be given to the driver in an envelope.

6.1.7 The final copy or returned copy is a file copy, which must be retained by CP for 

at least 5 years.

6.1.8 Consignee returns will be received for hazardous waste shipments.

6.1.9 The site holds a Hazardous Waste Registration renewed annually by the EHS 

department.

7 WASTE CONTAINERS

7.1 Empty containers and labels required for this process are maintained on stock and are 
requested by the department.

8 COLLECTION

8.1 All collection vehicles must report to the gatehouse for instruction from the person with 
authority to allow the movement of the waste concerned.
Waste chemicals/product - Stores
Clinical waste - Microbiological supervision
Other waste - Stores
Recycle Skip - Stores/Dispatch

Waste can arise from many sources.  The above is not a definitive list of sources / 
types or methods of disposal.  If any waste does not fit the above contact the EHS
department for advice. Waste produced by contractors will be their responsibility.
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9 FORMS

Form 3727 Waste Chemical Record
Form 3728 Waste Medicinal Product Record
Form 1102 Departmental CD Waste Record Form

10 REFERENCES

ENV/003 Packaging of Hazardous Waste
WDOP/055 Controlled Drugs – Safe Custody, Movement and Access

11 APPENDICES

Appendix 1 Hazardous Properties
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Hazardous Properties
Appendix I Page 1 of 1

HI Explosive substances and preparations, which may explode under the effect of flame or 
which, are more sensitive to shocks or friction than dinitrobenzene.

H2 Oxidizing substances and preparations which exhibit highly exothermic reactions when 
in contact with other substances, particularly flammable substances.

H3-A Highly flammable
Liquid substances and preparations having a flash point below 21C (including 
extremely flammable liquids), or 
Substances and preparations which may become hot and finally catch fire in 
contact with air at ambient temperature without any application of energy, or
Solid substances and preparations which may readily catch fire after brief contact 
with a source of ignition and which continue to burn or to be consumed after 
removal of the source of ignition, or
Gaseous substances and preparations which are flammable in air at normal 
pressure, or
Substances and preparations which, in contact with water or damp air, evolve 
highly flammable gases in dangerous quantities.

H3-B Flammable liquid substances and preparations having a flash point equal to or greater 
than 21C and less than or equal to 55C.

H4 Irritant non-corrosive substances and preparations which, through immediate, prolonged 
or repeated contact with the skin or mucous membrane, can cause inflammation.

H5 Harmful substances and preparations which, if they are inhaled or ingested or if they 
penetrate the skin, may involve limited health risks.

H6 Toxic substances and preparations (including very toxic substances and preparations) 
which, if they are inhaled or ingested or if they penetrate the skin, may involve serious, 
acute or chronic health risks and even death.

H7 Carcinogenic substances and preparations which, if they are inhaled or ingested or if 
they penetrate the skin, may induce cancer or increase its incidence.

H8 Corrosive substances and preparations which may destroy living tissue on contact.

H9 Infectious substances containing viable micro-organisms or their toxins which are known 
or reliably believed to cause disease in man or other living organisms.

H10 Teratogenic substances and preparations which, if they are inhaled or ingested or of 
they penetrate the skin, may induce non-hereditary congenital malformations or increase 
their incidence

H11 Mutagenic substances and preparations which, if they are inhaled or ingested or if they 
penetrate the skin, may induce hereditary genetic defects or increase their incidence.

H12 Substances and preparations which release toxic or very toxic gasses in contact with 
water, air or an acid.

H13 Substances and preparations capable by any means, after disposal, of yielding another 
substance, e.g. a leachate which posses any of the characteristics listed above.

H14 Ecotoxic substances and preparations which present or may present immediate or 
delayed risks for one or more sectors of the environment.
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WASTE DISPOSAL
Amendment History Page 1 of 1

Version No. 
and

Effective 
Date

Amendment History

1.0
06/05/11

Put document into Doc Compliance format
Form F1 changed Manager sign off to responsible person to meet current working regime

2.0
16/11/12

Included form F2 ‘Departmental CD waste record form’.
Included sections 8 and 9.
Reference to controlled drugs consolidated into a separate section (2.4).

3.0
08/01/16

3 year review.
All forms removed and association added to forms 1101 and 1102.
Included reference to WDOP/055 in section 9.

4.0
14/08/17

Additional completion notes added to Section 5.1.1 for Form 1102.
Minor text changes to Section 6.1.2. "Relevant" added and brackets moved.

5.0
Section 2.4 update to place CD waste in a Griff bin prior to taking to CD room.
The Authorised Key Holder will receive the waste, check and sign form 1102.  Refer to 
CAPA 5265.

6.0 Update to add GMO waste streams

7.0 Amendment to the waste code used for GMO waste streams

8.0
Removal of Special waste update to the list of wasters and update to notification process 
section 6.

9.0

Documents can be retrieved electronically and paper based consignment notes may not be 
required. Amendment to solvent and aerosol containers. Griff bins can be collated into 
larger containers or placed on pallets. Addition of office recycling

Amendments to all sections containing information about forms. Addition of receptacles for 
chemicals.
Addition of labelling for transport.
Addition of the use of external chemist support for sorting Section 5.1.5
Section 3.2 improved to define segregation of wastes and to consider materials dangerous 
for transport.
Addition of palletised waste.
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APPENDIX 6:

Quality Assurance 

Certificates (GMP)
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BIOLOGICAL  ACTIVE  PHARMACEUTICAL  INPUTS  LINE

CERTIFICATE  OF  GOOD  PRACTICES  FOR  INPUTS  MANUFACTURING

MINISTRY  OF  HEALTH

ACTIVE  PHARMACEUTICALS

NATIONAL  HEALTH  SURVEILLANCE  AGENCY

The  authenticity  of  this  document  can  be  checked  on  the  
website  https://sei.anvisa.gov.br/autenticidade,  informing  the  verification  code  2332134  and  
the  CRC  code  56940EB9.

Document  electronically  signed  by  Ana  Carolina  Moreira  Marino  Araujo,  General  
Manager  of  Sanitary  Inspection  and  Surveillance,  on  04/10/2023,  at  12:35  pm,  
according  to  official  Brasília  time,  based  on  §  3  of  art.  4  of  Decree  No.  10,543,  of  
November  13,  2020  http://www.planalto.gov.br/ccivil_03/_ato2019-  2022/2020/decreto/
D10543.htm.

CNPJ:

This  certification  is  valid  until  04/10/2025  and  may  be  canceled  if  the  competent  health  authority  
proves  non-compliance  with  the  requirements  established  by  the  current  rules  of  Good  Practice.

Manufacturer:  Wockhardt  
Limited  Address:  Biotech  Park,  H-14/2A,  MIDC  Waluj,  Aurangabad  431136,  Maharashtra  
State  Country:  India  Single  Code:  
A.000631  Requestor:  Farma  Vision  Importação  e  Exportação  de  Medicamentos  
Ltda  
09.058.502/0001-48  Imprint  
(s):  4820592/22-0  Certificate  of  Good  Manufacturing  Practices  for  Active  
Pharmaceutical  Ingredients:  Biological  active  pharmaceutical  ingredients:  insulin  glargine.

The  National  Health  Surveillance  Agency  -  ANVISA,  through  Resolution  RE  No.  1.218,  of  
04/06/2023,  published  in  the  Federal  Official  Gazette  (DOU)  on  04/10/2023,  certifies  that  the  
company  below  is  periodically  inspected  and  monitored  by  the  National  Sanitary  Surveillance  
System  and  which  complies  with  the  guidelines  for  Good  Manufacturing  Practices  given  by  
Brazilian  legislation,  which  is  in  line  with  the  recommendations  of  the  World  Health  Organization.

GMP  Certificate  of  Biological  API  COINS  2332134 SEI  25351.910968/2023-91 /  pg.  1

�� %&+"��/�+0)�1"!��6�
,,$)"
(Biotech API Certificates)

60



Medicines and Healthcare products Regulatory Agency

CERTIFICATE NUMBER : UK GMP 8913 Insp GMP 8913/12228-0008[H]

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER(1),(2)

Part 1

Issued following an inspection in accordance with :

Regulation 331A of The Human Medicines Regulations 2012 (SI 2012/1916)

The competent authority of United Kingdom confirms the following :

The Manufacturer : WOCKHARDT LIMITED

 

Site address :  WOCKHARDT LIMITED, 87/A SILVER INDUSTRIAL ESTATE, BHIMPORE, NANI DAMAN, DAMAN, IN-396210, INDIA 

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of the European Economic Area

in accordance with Part 16 of The Human Medicines Regulations 2012 (SI 2012/1916)

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 17/12/2018, it is considered

that it complies with

The principles and guidelines of Good Manufacturing Practice laid down in Regulation B17 of the Human Medicines Regulations

2012 (as amended)

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and should not be relied upon to

reflect the compliance status if more than three years have elapsed since the date of that inspection. However, this period of validity may

be reduced or extended using regulatory risk management principles by an entry in the Restrictions or Clarifying remarks field. This

certificate is valid only when presented with all pages and both Parts 1 and 2. The authenticity of this certificate may be verified in

MHRA-GMDP. If it does not appear, please contact the issuing authority.

(1) Guidance on the interpretation of this template can be found in the Help menu of MHRA-GMDP database.

(2) These requirements fulfil the GMP recommendations of WHO.

Part 2

Human Medicinal Products

  1. MANUFACTURING OPERATIONS

  [ 1.2 ] Non-sterile products

    [ 1.2.1 ] Non-Sterile Products (processing operations for the following dosage forms)

      [ 1.2.1.1 ] Capsules, hard shell

      [ 1.2.1.13 ] Tablets

Certificate Number: UK GMP 8913 Insp GMP 8913/12228-
0008[H] Page 1 of 2Page 1 of 2

(Daman Bhimpore)
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  [ 1.6 ] Quality control testing

    [ 1.6.2 ] Microbiological: non-sterility

    [ 1.6.3 ] Chemical/Physical

29/03/2019 Name and signature of the authorised person of the Competent Authority of United Kingdom

Confidential

Medicines and Healthcare products Regulatory Agency

Tel : Confidential

Certificate Number: UK GMP 8913 Insp GMP 8913/12228-
0008[H] Page 2 of 2Page 2 of 262
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EURASIAN ECONOMIC UNION 
 

MINISTRY OF INDUSTRY AND COMMERCE 
OF THE RUSSIAN FEDERATION 

 
CERTIFICATE 

 
OF CONFORMITY OF MANUFACTURING OF MEDICINAL PRODUCTS TO THE 

REQUIREMENTS OF THE GOOD MANUFACTURING PRACTICE REGULATIONS OF 
THE EURASIAN ECONOMIC UNION 

 
 
 

No. GMP/EAEU/RU/00925-2023 
Effective from 07.07.2023 to 06.07.2026 

 
Issued according to results of performance of a pharmaceutical inspection in 
accordance with the Regulation for Performing Pharmaceutical Inspections 
approved with Resolution of the Council of the Eurasian Economic Commission 
No.83 of November 3, 2016 
 

Ministry of Industry and Commerce of the Russian Federation 
(Minpromtorg of Russia) 

(full and abbreviated name of the authorized body) 
 

hereby confirms the following: 
 
the pharmaceutical inspection of the following entity has been performed: 
 

Wockhardt Limited 
(full name of the manufacturer) 

 

Plot No.87-A, Silver Industrial Estate, Bhimpore, Nani Daman 396 210, India 
(address of the manufacturing site) 

 
on the basis of application for issuance of a certificate of conformity of the 
manufacturer (non-resident manufacturer) of medicinal products for medical use to 
the requirements of the Good Manufacturing Practice Regulations of the Eurasian 
Economic Union No.299 of November 29, 2022. 
Based on the information obtained during the inspections, the last of which was 
performed from 03.07.2023 to 07.07.2023, it was established that this 
pharmaceutical manufacturing site complies with the requirements of the Good 
Manufacturing Practice Regulations of the Eurasian Economic Union, equivalent to 
the Principles and Guidelines of the European Union on Good Manufacturing 
Practice on medicinal products for medical and veterinary use and the principles of 
the Pharmaceutical Inspection Cooperation System (PIC/S). 

000001007 
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GMP/EAEU/RU/00925-2023 
 
This certificate shall display the status of the manufacturing site as of the time of the 
pharmaceutical inspection and, more than 3 years after the date of the last day of the 
last inspection, it can no longer be considered a document indicating the status of 
conformity. The effective term of the certificate may be reduced by applying 
appropriate risk management principles if an appropriate entry is made in the 
“Limitations or explanatory notes regarding the scope of this certificate” field. 
The certificate shall be deemed valid if all its sheets (both main sheets and additional 
sheets) are presented. 
The authenticity of this certificate can be checked in the database of the Ministry of 
Industry and Trade of Russia. 
If the certificate is not presented in the specified database, the authorized body that 
has issued it should be contacted. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Deputy Minister     (signed)  E. G. Prieszheva 
 
(Seal of the Ministry of Industry and Commerce of Russia) 
 
September 6, 2023 
Date of issue of the certificate 
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MINISTRY OF INDUSTRY AND COMMERCE 
OF THE RUSSIAN FEDERATION 

GMP/EAEU/RU/00925-2023 
 
X Medicinal products for medical use 
□ Medicinal products for clinical studies (trials) 
Code Name 

I. MANUFACTURING OPERATIONS – MEDICINAL PRODUCTS 
1.1 Sterile products 

 
1.1.1. Manufactured under aseptic conditions (processing operations for the following 
dosage forms): 

 1.1.1.1. Large volume liquid dosage forms 
 1.1.1.2. Small volume liquid dosage forms 
 1.1.1.3. Lyophilisates 
 1.1.1.4. Solid dosage forms and implants 
 1.1.1.5. Soft dosage forms 
 1.1.1.6. Other products manufactured under aseptic conditions 

 
1.1.2. Products subject to terminal sterilization (processing operations for the 
following dosage forms): 

 1.1.2.1. Large volume liquid dosage forms 
 1.1.2.2. Small volume liquid dosage forms 
 1.1.2.3. Solid dosage forms and implants 
 1.1.2.4. Soft dosage forms 
 1.1.2.5. Other products subject to terminal sterilization 
 1.1.3. Release quality control (batch release) 

1.2 Non-sterile products 

X 
1.2.1. Non-sterile products (processing operations for manufacturing of the 
following dosage forms): 

 1.2.1.1. Hard shell capsules 
 1.2.1.2. Soft shell capsules 
 1.2.1.3. Chewable dosage forms 
 1.2.1.4. Impregnated dosage forms 
 1.2.1.5. Liquid dosage forms for external use 
 1.2.1.6. Liquid dosage forms for internal use 
 1.2.1.7. Medical gases 
 1.2.1.8. Other solid dosage forms 
 1.2.1.9. Pressurized medicinal products 
 1.2.1.10. Radionuclide generating products 
 1.2.1.11. Soft dosage forms 
 1.2.1.12. Suppositories 

X 1.2.1.13. Tablets: tablets 
 1.2.1.14. Transdermal patches 

 
 
 
 
 
 
 

000003010 
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GMP/EAEU/RU/00925-2023 

 1.2.1.15. Other non-sterile medicinal products 
X 1.2.2. Release quality control (batch certification) 

1.3 Biological medicinal products 
 1.3.1. Biological medicinal products: 
 1.3.1.1. Blood products 
 1.3.1.2. Immunobiological products 
 1.3.1.3. Products based on somatic cells (products for somatic cell therapy) 
 1.3.1.4. Gene therapy products 
 1.3.1.5. Biotechnological products 
 1.3.1.6. Products derived from animal sources or human organs (tissues) 
 1.3.1.7. Tissue engineering products 
 1.3.1.8. Other biological medicinal products 
 1.3.2. Release control (batch certification) (list of product types): 
 1.3.2.1. Blood products 
 1.3.2.2. Immunobiological products 
 1.3.2.3. Products based on somatic cells (products for somatic cell therapy) 
 1.3.2.4. Gene therapy products 
 1.3.2.5. Biotechnological products 
 1.3.2.6. Products derived from animal sources or human organs (tissues) 
 1.3.2.7. Tissue engineering products 
 1.3.2.8. Other biological medicinal products 

1.4 Other medicinal products or manufacturing activities 
X 1.4.1. Manufacture: 
 1.4.1.1. Herbal products 
 1.4.1.2. Homeopathic products 

X 1.4.1.3. Other products: other groups of medicinal products: tablets 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Deputy Minister     (signed)  E. G. Prieszheva 
 
(Seal of the Ministry of Industry and Commerce of Russia) 
 
September 6, 2023 
Date of issue of the certificate 
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MINISTRY OF INDUSTRY AND COMMERCE 
OF THE RUSSIAN FEDERATION 

GMP/EAEU/RU/00925-2023 
 

 1.4.2 Sterilization of drug substances, excipients, finished products: 
 1.4.2.1. Filtration 
 1.4.2.2. Dry heat sterilization 
 1.4.2.3. Steam sterilization 
 1.4.2.4. Chemical sterilization 
 1.4.2.5. Gamma irradiation sterilization 
 1.4.2.6. Electronic irradiation sterilization 
 1.4.3. Other 

1.5 Packaging 
X 1.5.1. Primary packaging 
 1.2.1.1. Hard shell capsules 
 1.2.1.2. Soft shell capsules 
 1.2.1.3. Chewable dosage forms 
 1.2.1.4. Impregnated dosage forms 
 1.2.1.5. Liquid dosage forms for external use 
 1.2.1.6. Liquid dosage forms for internal use 
 1.2.1.7. Medical gases 
 1.2.1.8. Other solid dosage forms 
 1.2.1.9. Pressurized medicinal products 
 1.2.1.10. Radionuclide generating products 
 1.2.1.11. Soft dosage forms 
 1.2.1.12. Suppositories 

X 1.2.1.13. Tablets: tablets 
 1.2.1.14. Transdermal patches 
 1.2.1.15. Other non-sterile medicinal products 

X 1.5.2. Secondary packaging 
1.6. Quality control 

 1.6.1. Microbiological testing: sterility 
X 1.6.2. Microbiological testing: microbiological purity 
X 1.6.3. Chemical (physical) testing 
 1.6.4. Biological testing 
 2. IMPORT OF MEDICINAL PRODUCTS 

2.1 Quality control of imported medicinal products 
 2.1.1. Microbiological testing: sterility 
 2.1.2. Microbiological testing: microbiological purity 
 2.1.3. Chemical (physical) testing 
 2.1.4. Biological testing 

2.2 Certification of a batch of imported medicinal products 
 
 
 
 
 
 
 

000003011 
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GMP/EAEU/RU/00925-2023 
 

 2.2.1 Sterile products: 
 2.2.1.1. Manufactured under aseptic conditions 
 2.2.1.2. Subject to terminal sterilization 
 2.2.2 Non-sterile products: 
 2.2.3. Biological medicinal products: 
 2.2.3.1. Blood products 
 2.2.3.2. Immunobiological products 
 2.2.3.3. Products based on somatic cells (products for somatic cell therapy) 
 2.2.3.4. Gene therapy products 
 2.2.3.5. Biotechnological products 
 2.2.3.6. Products derived from animal sources or human organs (tissues) 
 2.2.3.7. Tissue engineering products 
 2.2.3.8. Other biological medicinal products 

2.3 Other import activities 
 2.3.1. Physical importation site 
 2.3.2. Import of intermediate products subject to further processing 
 2.3.3. Other 

 
MANUFACTURING OPERATIONS – DRUG SUBSTANCES 

 
Drug substance(s): 
 
3.1 Manufacture of drug substances by chemical synthesis 

 3.1.1. Manufacture of drug substance intermediates 
 3.1.2. Manufacture of crude drug substance 
 3.1.3. Salt formation (purification): please specify (e.g., recrystallization) 
 3.1.4. Other 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Deputy Minister     (signed)  E. G. Prieszheva 
 
(Seal of the Ministry of Industry and Commerce of Russia) 
 
September 6, 2023 
Date of issue of the certificate 

86



 

Page 7 of 8 

MINISTRY OF INDUSTRY AND COMMERCE 
OF THE RUSSIAN FEDERATION 

GMP/EAEU/RU/00925-2023 
 

3.2 Manufacture of drug substances by isolating them from natural sources 
 3.2.1. Isolation of drug substances from herbal sources 
 3.2.2. Isolation of drug substances from animal sources 
 3.2.3. Isolation of drug substances from human organs (tissues) 
 3.2.4. Isolation of drug substances from mineral sources 
 3.2.5. Modification of the isolated drug substance 
 3.2.6. Purification of the isolated drug substance 
 3.2.7. Other 

3.3 Manufacture of drug substances using biological processes 
 3.3.1. Fermentation 
 3.3.2. Manufacture using cell cultures 
 3.3.3. Selection (purification) 
 3.3.4. Modification 
 3.3.5. Other 

3.4 Manufacture of sterile drug substances 
 3.4.1. Drug substances manufactured under aseptic conditions 
 3.4.2. Drug substances subjected to terminal sterilization 

3.5 Terminal stages of manufacture of drug substances 
 3.5.1. Physical processing stages 
 3.5.2. Primary packaging 
 3.5.3. Secondary packaging 
 3.5.4. Other 

3.6 Quality control 
 3.6.1. Physical (chemical) testing 
 3.6.2. Microbiological testing (including sterility testing) 
 3.6.3. Microbiological testing (excluding sterility testing) 
 3.6.4. Biological testing 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

000003012 
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4. OTHER OPERATIONS – DRUG SUBSTANCES 
 
Limitations or explanatory notes concerning the scope of the certificate: 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Deputy Minister     (signed)  E. G. Prieszheva 
 
(Seal of the Ministry of Industry and Commerce of Russia) 
 
September 6, 2023 
Date of issue of the certificate 
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Wockhardt Limited ESG Statement 

2025
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Wockhardt Limited ESG Statement 

2025

​

95
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UNCONTROLLED COPY

VNo: WHO-GMP/22043238/ / B 
Commissioner 
Food & Drugs Control Administration, 
Gujarat State, Dr. Jivraj Mehta Bhavan 
Block No.8, 1st floor, Gandhinagar 
Date :

tK

1 2 APR 2022

>\ MUs WOCKHARDT LIMITED, 
w

PLOT NO. - 138, G.I.D.C., AT & POST - ANKLESHWAR, 
ANKLESHWAR -393 002, DIST.- BHARUCH

Sub Drugs & Cosmetics Act. 1940 & Rules thereunder. 
Issue of copies of WHO-GMP Certificate

Sir,

Ref:-Your letter Dated : 08/12/2021

I send herewith World Health Organisation — Good Manufacturing Practices Certificate (WHO-GMP) 

ONE copy as desired by you.

Copy forwarded t o :- .
1. Assistant Commissioner, jiH^RUCH Z '
2. C o p y  to Dy. Drugs CpiTfroller, CDS C O , Air C argo  Com plex, A hm ed ab ad
3. G -Branch . f

for CompTissioner
Food & Drugs,2ontrol Administration
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UNCONTROLLED COPY

jfoob $c JBrugsf Control ^bnuntetratton
BLOCK. NO- 8, i s* FLOOR, D>--JIVRAJ MLEITA BHAVAN, 
GANDHINAGAR, GUJARAT STATE., INDIA-PINoaioio

Certificate Mo. : 22043238

On the Basis of the inspection ca rr ie d  out on 24-25/01/2022 &  01/04/2022 w e c e r t i f y  
that the site indicated on this certificate compCies w ith  (good M anufacturing Trctctices  

fo r  the dosage forms, categories a n d  ac tiv itie s  Cisted in TaBCe l.

1 Marne & Address of site : WOCKHARDT LIMITED

PLOT NO. - 138, G.I.D.C., AT & POST - ANKLESHWAR,

CITY -  ANKLESHWAR - 393 002, DIST. -  BHARUCH 

GUJARAT STATE, INDIA

2 Manufacturer’s Licence 
num ber:

3 TaBCe : l

G/659 G /897

Dosage porm  (s) Category (ies) A c t iv i ty  (ies)
Bulk Drugs (APIs) General Manufacturer

The responsiBidty fo r  the quaCity of the mdividuaC Batches of the pharmaceziticaC 
products manufactured through this process Cies with the manufacturer.

This certificate remains vaCiduntd  07/04/2025 I t  Becomes invalid  if  the activities an d  
/o r  categories certified herewith are changed or if  the site is no Conger considered to Be 
in compdance w ith QMT

J o rm a t o f  this certificate is as p e r  "W3-C0 'TiRS Mb. go8 o f  2003.

Address of certifying authority

Food & Drugs Control Administration, Block 
No. 8, 1st floor, Dr. Jivraj Mehta Bhavan, 
Gandhinagar, Gujarat State, India. — Pin : 
382010

Mame & function of 
responsiBCe Terson

(Dr. M. (j. X O S d ttA )  
Commissioner

'.EmaiC 

Thone 

D ate

com fdca@ gujarat.gov. in  

9 1-79 -23253417, f a x : 91-79-232-53400 

08/ 04/2022
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Tw oCKHARDr I wlfis

LIST OF PRODUCTS FOR RENEWAL OF COPP AS PER WHO GMP GUIDELINES (FOR EXPO RT)

( Manufacturing License No.: G/659 in Form No. 25 and G/897 in Form No. 28 )

Sr. No. Product Name Quality Standard

1. (a) Dextromethorphan Hydrobromide IP
(b) Dextromethorphan Hydrobromide USP
(c) Dextromethorphan Hydrobromide BP
(d) Dextromethorphan Hydrobromide JP
(e) Dextromethorphan Hydrobromide EP

(f) Dextromethorphan Hydrobromide B P /U S P

2. Epinephrine USP

3. (a) Tamsulosin Hydrochloride EP

(b) Tamsulosin Hydrochloride USP

4. (a) Adenosine USP

(b) Adenosine EP

5. (a) Nicardipine Hydrochloride IH

(b) Nicardipine Hydrochloride USP

6. (a)

(b)

Azithromycin (j? f  J  

Azithromycin (Anhydrous) jijlj

USP

EP

7. (a) Nadifloxacin IH

(b) Nadifloxacin IP

8. (a) Donepezil Hydrochloride IH

(b) Donepezil Hydrochloride Monohydrate USP

9. Bethanechol Chloride USP

10. (a) Captopril USP

(b) Captopril EP

Authorized Signatory
e  8 a p r  m i t 6  E j  A P R  2 0 2 5

Contd..2..

W O C K H A R D T  LIM ITED « (Bu lk  D rug D iv isio n), Factory : Plot No. 133, G IDC Esta te , A n k lesh w a r-3 9 3 0 0 2 , D ist. Bharuch , G u ja ra t, India  
T: 91-2646-661444 • F: 91-2646-661555 • Regd. O ffice  : D-4 M IDC, C h ik a lth a n a , A u ran g ab ad -4 3  1006, India • T: 91-240-6632222  

F: 91-240-2489219 • w w w .w o c k h a rd t .c o m  • CIN: L24230M H 1999PLC120720
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Tw OCKHARDT I Wfl5i

: 2 :

LIST OF PRODUCTS FOR RENEWAL OF COPP AS PER WHO GMP GUIDELINES (FOR EXPORT) 

( Manufacturing License No.: G/659 in Form No. 25 and G/897 in Form No. 28 )

Sr. No. Product Name Quality Standard

11- (a) Diacerein IH

(b) Diacerein EP

12. Desvenlafaxine Succinate Monohydrate IH

13. Pidotimod IH

14. Fosaprepitant Dimeglumine - - .  ’ . / Xw  s '. -  •> IH

15. (a) Sitagliptin Phosphate //q-7 Y«[ IH

(b) Sitagliptin Phosphate | i l  v r  Js?|)
__________________________________ V-A r a t m  f  & I f____ USP

16. (a) 

(b)

ITT V iA  GUJARAT LTATE/>;,y
Deferasirox

Deferasirox

IH

EP

For Wockhardt Limited

Upendra Upadhyay
Authorized Signatory

Food & Drugs Control Administration 
Gujarat State, Gandhinagar

e  8 APR ZOZZ T °  S T  APR Z0Z5

W O C K H A R D T LIM ITED  • (Bu lk  D rug D iv isio n), F a c to r y : Plot No, 138, G IDC Esta te , A n k lesh w a r-3 9 3 0 0 2 , D ist. Bharuch , G u jarat, India  
T: 91-2646-661444 • F: 91-2646-661555 • R egd. O ffice  : D-4 M IDC, C h ik a lth an a , A u ra n g a b a d -4 3 1 0 0 6 , In d ia  • T: 91-240-6632222  

F: 91-240-2489219 * w w w .w o c k h a rd t .co m  • CIN: L24230M H 1999PLC120720
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COPY 

Certificate for notification of GMP compliance inspection result_TOWA PHARMACEUTICAL CO.,
LTD. 

Pharmaceuticals and Medical Devices Agency 
Certificate for notification of GMP compliance inspection result 

 

N
am

e 

General name  

Commercial name 
DEXTROMETHORPHAN HYDROBROMIDE 
POWDER 10％"TOWA" 
and one other item（As the attached sheet） 

Name of applicant TOWA PHARMACEUTICAL CO.,LTD. 

Approval application or approval date As the attached sheet 

Application date of GMP compliance inspection June 14, 2019 (Reiwa 1) 

Name of Manufacturing site inspected Wockhardt Limited 

Address of Manufacturing site inspected 
138,G.I.D.C.Estate,Ankleshwar 
-393 002,District Bharuch, 
Gujarat,India 

Name of Manufacturer  Wockhardt Limited 

Address of Manufacturer  

Wockhardt Towers,Bandra- 
kurla Complex,Bandra(East), 
Mumbai-400 051, Maharashtra, 
India 

License category of manufacture or category 

for accreditation of foreign manufacturer  

Article 36, Paragraph 1, Item 4 of the Pharmaceutical 

Affairs Law, Enforcement Regulations 

License number of manufacture or Site 
Accreditation number and date 

AG12300150 
October 29, 2019 (Reiwa 1) 

Inspection result 
As a result of the GMP compliance inspection by 
PMDA based on Article 14, Paragraph 6 of the 
Pharmaceutical Affairs Law, PMDA made judgments 
as no problem matters in particular. 

Remarks 
System Receipt No.: 5130108006205 
Regarding the GMP compliance inspection for the API 
“Dextromethorphan Hydrobromide Hydrate” (MF 
Registration No. 220MF10108). 

As mentioned above, it is herewith notified of the result of the GMP compliance 
inspection. 
 
February 13th, 2020 (Japanese calendar: Reiwa 2)  

 
Chairman of Pharmaceuticals and Medical Devices Agency 

 
 
To: Minister of Ministry of Health, Labour and Welfare 
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Certificate for notification of GMP compliance inspection result_TOWA PHARMACEUTICAL CO.,
LTD. 

                            
5130108006205 

(Exhibit) 

 
 

Name  
Approval application for partial 

changes date 
General name Commercial name 

 DEXTROMETHORPHAN 
HYDROBROMIDE POWDER 10％
"TOWA" 

June 22, 2017 (Heisei 29) 

 P DEXTROMETHORPHAN 
HYDROBROMIDE TABLETS 15mg 
"TOWA" 

June 22, 2017 (Heisei 29) 
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MINISTRY OF HEALTH

BRAZILIAN HEALTH REGULATORY AGENCY

GOOD MANUFACTURING PRACTICES CERTIFICATE

The Brazilian Health Regulatory Agency (ANVISA), under its duties, certifies the company indicated below is periodically Inspected and
monitored by the National Health Surveillance System and complies with the Good Manufacturing Practices guidelines given by Brazilian legislation, 
which is in accordance with the recommendations of the World Health Organization.

WOCKHARDT LIMITED

E-1/1, WOCKHARDT INFRASTRUCTURE DEVELOPMENT LTD, SEZ E-1, SHENDRA MIDC, FIVE STAR INDUSTRIAL AREA, SHENDRA 
AURANGABAD 431154, MAHARASHTRA STATE

AURANGABAD 

ÍNDIA 

Manufacturing Lines: 

1) Steriles: Aseptically Processed Small Volume Parenteral Solutions; Aseptically Processed Small Volume Parenteral Suspensions

Valid until: 10/16/2025

Published on the Brazilian Official Gazette – Resolution – RE n.º: 3.908, on: 10/16/2023

Requested by: GERAIS, COMÉRCIO E IMPORTAÇÃO DE MATERIAIS E EQUIPAMENTOS MEDICOS LTDA, CNPJ: 04.491.780/0001-70 

Document electronically issued at: 12:18:12 on 10/19/2023 (Date/Brasilia Time Zone - UTC/GMT -3 hours)

Safety Control Code: XRSQ.GH05.FBMA.A8NW.9VE3.T1FT.INY7.MWJJ.NPN2.P32G

Check the authenticity on: http://www9.anvisa.gov.br/Peticionamento/validarcertificadoBPF_BPDA/

Page 1 of 1GOOD MANUFACTURING PRACTICES CERTIFICATE

19/10/2023https://www9.anvisa.gov.br/peticionamento/sat/formularios/COIME/CertificadoCertid...

UNCONTROLLED COPY
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MINISTRY of HEALTH of the REPUBLIC of TURKEY 

TURKİSH MEDİCİNES AND MEDİCAL DEVİCES AGENCY 

CERTIFICATE of GOOD MANUFACTURING PRACTICE 

 

Certificate Number: 2024-200/1 Date of certificate: 23.05.2024 

Product Name(s): 
Glaritus 100 units/ml solution for injection in a cartridge 
(3mL) 

Active ingredient(s): Insulin glargine 

Name of the exporter company: Onko İlaç San. Ve Tic. A.Ş. 

Name of the Manufacturing facility Wockhardt Limited 

Adress of the Manufacturing facility 
Biotech Park H-14/2  MIDC, Waluj Aurangabad 431136 
Maharashtra State, India 

Activities performed at the 
manufacturing facility: 

Bulk production, primary packaging, secondary 
packaging, batch release process 

Inspection date: 08-11.08.2023 
 
 
Within the scope of subparagraph A (on-site inspection) of the “Guideline on the Applications to be 
Made for GMP Audits of Foreign Production Facilities”, which entered into force with the Authority 
Approval dated 05.10.2023 and numbered E-24931227-000-15235, it is the certificate that the process 
steps of the above-mentioned product in the mentioned facility are carried out in accordance with the 
“Good Manufacturing Practices (GMP)” rules. 
 
 

Dr. Asım HOCAOĞLU 
Head of the instution  

 
 
 
Note: This document is valid until 11.08.2026 and together with the GMP certificates issued for the  facilities where other 
production stages of the product(s) in question are carried out, if any, for which inspection is required under the relevant 
guidelines. 
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MINISTRY of HEALTH of the REPUBLIC of TURKEY 

TURKİSH MEDİCİNES AND MEDİCAL DEVİCES AGENCY 

CERTIFICATE of GOOD MANUFACTURING PRACTICE 

 

Certificate Number: 2024-201/1 Date of certificate: 23.05.2024 

Product Name(s): 
Glaritus Dispopen 100IU/mL Solution for injection in a 
pre-filled pen (3mL) 

Active ingredient(s): Insulin glargine 

Name of the exporter company: Onko İlaç San. Ve Tic. A.Ş. 

Name of the Manufacturing facility Wockhardt Limited 

Adress of the Manufacturing facility 
Biotech Park H-14/2 MIDC, Waluj Aurangabad 431136 
Maharashtra State, India 

Activities performed at the 
manufacturing facility: 

Bulk production, Primary packaging, secondary 
packaging, batch releases process 

Inspection date: 08-11.08.2023 
 
 
Within the scope of subparagraph A (on-site inspection) of the “Guideline on Applications to be made 
for GMP Audits of Foreign Production Facilities”, which entered into force with the Authority Approval 
dated 05.10.2023 and numbered E-24931227-000-15235, it is the certificate that the process steps of the 
above-mentioned product in the mentioned facility are carried out in accordance with the “Good 
Manufacturing Practices (GMP)” rules. 
 
 

Dr. Asım HOCAOĞLU 
Head of the instution  

 
 
 
Note: This document is valid until 11.08.2026 and together with the GMP certificates issued for the  facilities where other 
production stages of the product(s) in question are carried out, if any, for which inspection is required under the relevant 
guidelines. 
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MINISTRY OF HEALTH
BRAZILIAN HEALTH REGULATORY AGENCY

GOOD MANUFACTURING PRACTICES CERTIFICATE
Issued by Automatic Renewal foreseen in RDC 39/2013

The Brazilian Health Regulatory Agency (ANVISA), under its duties, certifies the company indicated below is periodically Inspected and 
monitored by the National Health Surveillance System and complies with the Good Manufacturing Practices guidelines given by Brazilian legislation, 
which is in accordance with the recommendations of the World Health Organization.

WOCKHARDT LIMITED

BIOTECH PARK, H-14/2, M.I.D.C. WALUJ, AURANGABAD 431136, MAHARASHTRA STATE

AURANGABAD 

ÍNDIA 

Manufacturing Lines: 

1) Steriles: Aseptically Processed Small Volume Parenteral Solutions

Valid until: 04/10/2025

Published on the Brazilian Official Gazette – Resolution – RE n.º: 1.212, on: 04/10/2023

Requested by: FARMA VISION IMPORTAÇÃO E EXPORTAÇÃO DE MEDICAMENTOS LTDA, CNPJ: 09.058.502/0001-48

Document electronically issued at: 07:16:16 on 04/11/2023 (Date/Brasilia Time Zone - UTC/GMT -3 hours)

Safety Control Code: PLRD.YV35.KKTP.UWEJ.2NIB.JU7S.QK5P.Y9A3.NVLT.SS7B

Check the authenticity on: http://www9.anvisa.gov.br/Peticionamento/validarcertificadoBPF_BPDA/

Page 1 of 1GOOD MANUFACTURING PRACTICES CERTIFICATE

11/04/2023https://www9.anvisa.gov.br/peticionamento/sat/formularios/COIME/CertificadoCertid...116



BADAN POM

BADAN PENGAWAS OBAT DAN MAKANAN
Jl. Percetokon Negoro No. 23 Jokorto Pusol 10560 lndonesio

Telp. (021) 4214755, 1215159,42883309, 42883462, 12883279; lox: l021l 1217196
Emoil : infopom@indo.net.id; Website : rarranr,.pom.go.id

Nomor
Lampiran
Perihal

: B-2.01.04.33.332.LO.2O.7OO Jakarta,T Oktober 2020
:-
: Fasilitas Pembuatan Obat lmpor Glaritus

(Wockhardt Limited, lndia) Mernenuhi Persyaratan CPOB

Yth. Pimpinan dan Apoteker Penanggung Jawab
PT lnfion
Puri Mansion Cluster Rukan A 37
Jl. Lingkar Luar Barat, Kembangan Selatan
Jakarta Barat 1 1610

Sehubungan dengan surat Saudara No. 094/lNF-REGA/llll20 tanggal 26 Agustus 2020 perihal

Permohonan Penilaian Dokumen Pra lnspeksi Fasilitas Wockhardt Limited, yang disampaikan
dalam rangka registrasi obat impor berikut:

Nama Obat Jadi
Nama Zat Aklif
Bentuk Sediaan
Pendafrar
Nama Produsen
Alamat
Produsen

Glaritus
lnsulin Glargine 100 lU/mL
lnjeksi
PT lnfion
Wockhardt Limited, lndia
Biotech Park, H-'14/2, M.|.D.C, Waluj, Aurangabad, Maharshtra -431 136,
lndia

dengan ini kami beritahukan bahwa berdasarkan hasil desktop inspection, fasilitas produksi
Wockhardt Limited, lndia dinyatakan memenuhi persyaratan CPOB sehingga prGes registrasi
obat impor Glaritus dari Wockhardt Limited, lndia dapat dilanjud<an.

Demikian kami sampaikan. }'$ Al O!,a,

Obat,
Prekursor

Dra. Nurma Hidayati, Apt, m.Epid.

Tembusan Yth.:
1. Deputi Bidang Pengawasan Obat Narkotika, Psikofopika, Prekursor dan Zat AdiKif
2. DireKur Reglstrasi Obat

D
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ISSN  1677-7042  #119,  Monday,  June  26,  2023

This  document  can  be  verified  at  http://www.in.gov.br/
autenticidade.html,  by  code  05152023062600146

Document  digitally  signed  in  accordance  with  MP  No.  2,200-2  of  08/24/2001,  
which  establishes  the  Brazilian  Public  Key  Infrastructure  -  ICP-Brasil.

Section  1

Municipality:  Rio  de  Janeiro  State:  RJ  
File(s):  5085918/22-3  Certificate  of  
Good  Manufacturing  Practices  for  Active  Pharmaceutical  Ingredients:  Biological  Active  Pharmaceutical  
Ingredients:  collagenase.

EMPRESA  FABRICANTE:  AGILERA  PHARMA  AS

CERTIFICATE  OF  GOOD  MANUFACTURING  PRACTICES  OF  MEDICINES:  Sterile  products

Address:  108  Meiliang  Road,  Mashan,  Binhu  District,  Wuxi,  214092  Country:  People's  
Republic  of  China  Single  Code:  A.001435  Requestor:  Brainfarma  Indústria  
Química  e  Farmacêutica  SA  CNPJ:  05.161.069/0001-10  File(s):  0498788/  23-7  Certificate  of  Good  Manufacturing  
Practices  for  Active  Pharmaceutical  
Ingredients:  Biological  active  pharmaceutical  ingredients:  Antigen  suspension  for  COVID-19  vaccine  
(recombinant,  adjuvant).

Manufacturing  Practices  for  Active  Pharmaceutical  Ingredients.

COMPANY:  GREEN  FARMACEUTICA  LTDA  EPP  -  CNPJ:  03.411.908/0001-86  -  AUTHORIZATION/MS:  1121971  -  
AE:  1121998  ADDRESS:  R  
BARAO  DO  RIO  BRANCO,  4677  MUNICIPALITY:  
TOLEDO  -  UF:  PR  -  FILE:  0446208/23-  0  CERTIFICATE  OF  GOOD  
DISTRIBUTION  AND/OR  STORAGE  PRACTICES:  Medicines

06.067.548/0001-35  -  AUTHORIZATION/MS:  1261652  
ADDRESS:  RUA  FRANCISCO  AMORIM  Nº  14  -  QD  75  CJ  CN  ET  1  
MUNICIPALITY:  MANAUS  -  UF:  AM  -  FILE:  1143457/22-6  CERTIFICATE  
OF  GOOD  DISTRIBUTION  PRACTICES  E/  OR  STORAGE:  Medicines

Art.  2nd  This  Certification  is  valid  for  2  (two)  years  from  its  publication.

Address:  via  Carnevale,  1  -  20054,  Segrate,  (Mi)  -  Country:  Italy  -  Single  Code:  A  .000532  Requesting  Company:  
Roche  
Chemicals  and  Pharmacists  SA  -  CNPJ:  33.009.945/0001-23  Authoriz/MS:  1001004  -  RECORD(S):  5029111/22-1  
CERTIFICATE  OF  
GOOD  MANUFACTURING  PRACTICES  OF  MEDICINES:  Non-
sterile  solids:  Capsules;  Pills;  Coated  Tablets

The  General  Manager  of  Sanitary  Inspection  and  Surveillance,  in  the  use  of  the  attributions  conferred  
by  art.  140,  combined  with  art.  203,  I,  §  1  of  the  Internal  Regulations  approved  by  the  Resolution  of  the  Collegiate  
Board  of  Directors  -  RDC  No.  585,  of  December  10,  2021;

MARCUS  AURÉLIO  MIRANDA  DE  ARAÚJO

Fabricante:  Dr.  Reddy's  Laboratories  Limited  (Chemical  Technical  Operations  -  Unit  V)  

Art.  1st  Grant  to  the  company(ies)  listed  in  the  ANNEX,  the  Certification  of  Good  Manufacturing  
Practices  for  Active  Pharmaceutical  Ingredients  through  its  automatic  renewal.

Manufacture,  solve:

RESOLUTION-RE  No.  2.266,  OF  JUNE  22,  2023

ADDRESS:  KARÁSEK  2229/1B  -  621  00  -  COUNTRY:  CZECH,  REPUBLIC  -  UNIQUE  CODE:  A  .001364  

REQUESTING  COMPANY:  CIPLA  BRASIL  IMPORTADORA  E  DISTRIBUIDORA  DE  MEDICAMENTOS  LTDA  -  
CNPJ:  18.268.051/0001-64  
AUTHORIZATION/MS:  1115411  -  SCHEDULE  (s):  0402341/23-6  
CERTIFICATE  OF  GOOD  MANUFACTURING  PRACTICES  OF  MEDICINES:  Sterile  Products  (Bulk):  Lyophilized  
Powders

.........................................  

MANUFACTURING  COMPANY:  ALMAC  PHARMA  SERVICES  LIMITED

Art.  1st  Grant  to  the  company(ies)  listed  in  the  annex,  the  Good

MARCUS  AURÉLIO  MIRANDA  DE  ARAÚJO

.........................................  

Address:  Road  No.  2,  km.  59.2,  Barceloneta,  PR  00617  Country:  Puerto  
Rico  (United  States)  Single  Code:  A.000003  Requestor:  Takeda  Pharma  
Ltda.  CNPJ:  60.397.775/0001-74  File(s):  5013137/22-5  Certificate  of  Good  
Manufacturing  Practices  for  Active  
Pharmaceutical  Ingredients:  Biological  active  pharmaceutical  ingredients:  vedolizumab.

COMPANY:  VIVA  FARMACEUTICA  SA  -  CNPJ:  10.447.355/0001-87  -  AUTHORIZATION/MS:  1099158  -  AE:  
1236005  
ADDRESS:  AV.  DOM  PEDRO  II  3.973  ROOM  702  
MUNICIPALITY:  BELO  HORIZONTE  -  State:  MG  -  FILE:  0601934/23-7  CERTIFICATE  
OF  GOOD  DISTRIBUTION  AND/OR  STORAGE  PRACTICES:  Medicines

MARCUS  AURÉLIO  MIRANDA  DE  ARAÚJO

Storage  recommended  in  current  legislation,  for  the  Medicines  area,  resolves:

ADDRESS:  INSTITUTTVEIEN  18,  NO-2007,  KJELLER  -  COUNTRY:  NORWAY  -  UNIQUE  CODE:  A  .000947  
APPLICANT  
COMPANY:  BAYER  SA  -  CNPJ:  18.459.628/0001-15  AUTHORIZATION/MS:  
1070568  -  REGISTRATION(S):  0469653/2  3  -0  CERTIFICATE  OF  
GOOD  MANUFACTURING  PRACTICES  OF  DRUG  PRODUCTS:  Sterile  Products  (Radiopharmaceuticals)  
(PARAMETRIC  RELEASE):  Small  Volume  Parenteral  Solutions  with  Terminal  Sterilization

(Bulk):  Lyophilized  Powders

Manufacturer:  Wockhardt  Limited  
Address:  Biotech  Park,  H-14/2A,  MIDC  Waluj,  Aurangabad  431136,  Maharashtra  State  Country:  India  Single  Code:  
A.000631  Requestor:  General,  Trade  and  
Import  of  Medical  Materials  and  Equipment  Ltd  CNPJ:  04.491.780 /0001-70  File(s):  5044488/22-4  Certificate  of  Good  
Manufacturing  Practices  for  Active  
Pharmaceutical  Ingredients:  
Biological  active  pharmaceutical  ingredients:  human  insulin.

The  General  Manager  of  Sanitary  Inspection  and  Surveillance,  in  the  use  of  the  attributions  conferred  
by  art.  140,  combined  with  art.  203,  I,  §  1  of  the  Internal  Regulations  approved  by  the  Resolution  of  the  Collegiate  
Board  of  Directors  -  RDC  No.  585,  of  December  10,  2021;

Fabricante:  Dr.  Reddy's  Laboratories  Ltd  (Cto-SEZ  Process  Unit-01)  

Art.  1º  Change  the  corporate  name  of  the  company  GREEN  CROSS  CORPORATION  (Unique  code:  
A.000287)  to  GC  BIOPHARMA  CORP.,  in  all  certifications  in  force  on  June  26,  2023.

The  General  Manager  of  Sanitary  Inspection  and  Surveillance,  in  the  use  of  the  attributions  conferred  
by  art.  140,  combined  with  art.  203,  I,  §  1  of  the  Internal  Regulations  approved  by  the  Resolution  of  the  Collegiate  
Board  of  Directors  -  RDC  No.  585,  of  December  10,  2021;

---------------------------------------------------------------------------------------------------  

Art.  3  This  Resolution  comes  into  force  on  the  date  of  its  publication.

.........................................  

Art.  3  This  Resolution  comes  into  force  on  the  date  of  its  publication.

--------------------------------------------------------------------------------------------------  

.........................................  

Address:  APIIC  Industrial  State,  Pydibhimavaram  (Village),  Ranasthalam  Mandal,  Srikakulam  District,  Andhra  
Pradesh  -  532409  Country:  India  Single  code:  B.000202  
File(s):  5110591/22-9  Certificate  of  Good  
Manufacturing  Practices  for  Active  
Pharmaceutical  Ingredients :  Active  pharmaceutical  ingredients  obtained  by  chemical  synthesis:  
glatiramer  acetate;  lurasidone  hydrochloride;  naratriptan  hydrochloride;  pioglitazone  hydrochloride;  sertraline  
hydrochloride;  decitabine;  sodium  divalproex;  sodium  ibandronate  monohydrate;  lenalidomide;  levetiracetam;  
linagliptin;  asenapine  maleate;  mirabegron;  oxalate  of  escitalopram;  rivaroxaban;  sodium  sugammadex;  ticagrelor;  
valsartan;  dabigatran  etexilate  mesylate;  quetiapine  hemifumarate;  voriconazole.

----------------------------------------------------------------------------------------.-----------  

Art.  3°  This  Resolution  enters  into  force  on  the  date  of  its  publication.

Art.  2nd  This  Certification  is  valid  for  2  (two)  years  from  its  publication.

Considering  compliance  with  the  requirements  of  Good  Manufacturing  Practices

COMPANY:  HEALTH  CARE  MED  DISTRIBUIDORA  LTDA  -  CNPJ:  41.109.944/0001-89  -  AUTHORIZATION/MS:  
1286592  ADDRESS:  RUA  
DO  IPIRANGA  Nº  56  -  SALA  112  MUNICIPALITY:  CAMPOS  
DOS  GOYTACAZES  -  UF:  RJ  -  FILE:  0297415/23-  9  CERTIFICATE  OF  GOOD  DISTRIBUTION  
AND/OR  STORAGE  PRACTICES:  Medicines

The  General  Manager  of  Sanitary  Inspection  and  Surveillance,  in  the  use  of  the  attributions  conferred  
by  art.  140,  combined  with  art.  203,  I,  §  1  of  the  Internal  Regulations  approved  by  the  Resolution  of  the  Collegiate  
Board  of  Directors  -  RDC  No.  585,  of  December  10,  2021;  Considering  compliance  

with  Good  Distribution  Practices  requirements  and/or

Manufacturing  Practices  for  Active  Pharmaceutical  Ingredients.

ADDRESS:  SEAGOE  INDUSTRIAL  ESTATE,  PORTADOWN,  CRAIGAVON,  BT63  5UA  -  COUNTRY:  UNITED  
KINGDOM  -  UNIQUE  CODE:  A.000027  
APPLICANT  COMPANY:  VERTEX  FARMACEUTICA  DO  BRASIL  LTDA.  -  CNPJ:  21.798.065/0001-  02  

AUTHORIZATION/MS:  1138239  -  FILE(s):  4866787/22-8  
CERTIFICATE  OF  GOOD  MANUFACTURING  PRACTICES  OF  MEDICINES:  Non-sterile  solids:  Coated  Tablets;  
Sprinkles

ADDRESS:  BRAY  BUSINESS  PARK,  KILRUDDERY,  BRAY,  CO.  WICKLOW  -  COUNTRY:  IRELAND  -  UNIQUE  
CODE:  A.000707  
REQUESTING  COMPANY:  PINT  PHARMA  PRODUTOS  MEDICO-HOSPITALARES  E  FARMACEU  TI  CO  S  LTDA  
-  CNPJ:  21.896.000/0001-91  
AUTHORIZATION/MS:  1139004  -  REGISTRATION(S):  2655671/  
22-8  CERTIFICATE  OF  GOOD  MANUFACTURING  PRACTICES  OF  DRUG  PRODUCTS:  Non-sterile  solids:  Coated  
Tablets

.........................................  

ATTACHMENT

ATTACHMENT

RESOLUTION-RE  No.  2.267,  OF  JUNE  22,  2023

.........................................  

Art.  1st  Grant  to  the  company(ies)  listed  in  the  ANNEX,  the  Certification  of  Good  Practices  for  
Distribution  and/or  Storage  of  Medicines.

RESOLUTION-RE  No.  2.269,  OF  JUNE  22,  2023

ATTACHMENT

Art.  2  This  Resolution  enters  into  force  on  the  date  of  its  publication.

Active  pharmaceutical  ingredients  obtained  by  chemical  synthesis  (cytotoxic  class):  enzalutamide;  bendamustine  
hydrochloride;  capecitabine;  dasatinib  (S)-propylene  glycol.

Address:  Peddadevulapalli,  Tripuraram  Mandal,  Nalgonda  District,  Telangana  -  508207  Country:  India  Single  
code:  B.000338  File(s):  0024633/23-2  
Certificate  of  Good  Manufacturing  
Practices  for  Active  Pharmaceutical  Ingredients:  Active  pharmaceutical  ingredients  obtained  by  
chemical  synthesis :  pregabalin,  ondansetron,  ondansetron  hydrochloride  dihydrate,  rabeprazole  sodium  and  
montelukast  sodium.

MARCUS  AURÉLIO  MIRANDA  DE  ARAÚJO

Manufacturer:  WuXi  Biologics  Co.,  Ltd.

---------------------------------------------------------------------------------------------------  

MANUFACTURING  COMPANY:  TAKEDA  IRELAND  LIMITED

Manufacturer:  Janssen  Pharmaceutical  Sciences  Unlimited  Company  Address:  Little  
Island  Industrial  Estate,  Little  Island,  Cork-  T45  P663  Country:  Ireland  Single  Code:  B.000326  
File(s):  4935010/22-3  Certificate  of  Good  
Manufacturing  Practices  for  Active  
Pharmaceutical  Ingredients :  Active  pharmaceutical  ingredients  obtained  by  chemical  synthesis:  
miconazole;  rilpivirine;  rilpivirine  hydrochloride.

Art.  3  This  Resolution  comes  into  force  on  the  date  of  its  publication.

.........................................  

ATTACHMENT

recommended  in  current  legislation,  for  the  area  of  Pharmaceutical  Inputs,  resolves:

---------------------------------------------------------------------------------------------------  

Art.  1st  Grant  to  the  company(ies)  listed  in  the  annex,  the  Good

---------------------------------------------------------------------------------------------------  

COMPANY:  VTMED  INDUSTRIA  E  COMERCIO  DE  MATERIAL  MEDICO  LTDA  -  CNPJ:

recommended  in  current  legislation,  for  the  area  of  Pharmaceutical  Inputs,  resolves:

MANUFACTURING  COMPANY:  DELPHARM  MILANO  SRL

Considering  compliance  with  the  requirements  set  out  in  art.  39,  da

RESOLUTION-RE  No.  2.270,  OF  JUNE  22,  2023

COMPANY:  DISFARMA  SAUDE  LTDA  -  CNPJ:  38.159.600/0001-70  -  AUTHORIZATION/MS:  1249835  -  AE:  
1249821  
ADDRESS:  RUA  CORONEL  ELPIDIO  N  231  
MUNICIPALITY:  PAULISTANA  -  UF:  PI  -  REGISTRATION:  0570544/23-8  
CERTIFICATE  ADO  DE  BOAS  DISTRIBUTION  AND/OR  STORAGE  PRACTICES:  Medicines

Art.  2nd  This  Certification  will  be  valid  for  4  (four)  years  from  its  publication.

The  General  Manager  of  Sanitary  Inspection  and  Surveillance,  in  the  use  of  the  attributions  conferred  
by  art.  140,  combined  with  art.  203,  I,  §  1  of  the  Internal  Regulations  approved  by  the  Resolution  of  the  Collegiate  
Board  of  Directors  -  RDC  No.  585,  of  December  10,  2021;

Fabricante:  Dr.  Reddy's  Laboratories  Limited  -  (Chemical  Technical  Operations  -  Unit  VI)  

Considering  the  need  to  change  the  Certification  of  Good  Practices  of

Manufacturer:  Patheon  Biologics  LLC  
Address:  4766  LaGuardia  Drive,  Saint  Louis,  Missouri  (MO)  63134-3116  Country:  United  
States  of  America  Single  Code:  A.000146  Requestor:  Astellas  Farma  
Brasil  Importação  e  Distribuição  de  Medicamentos  Ltda.  CNPJ:  07.768.134/0001-04  File(s):  0402166/23-0  Certificate  
of  Good  Manufacturing  
Practices  for  Active  Pharmaceutical  
Ingredients:  Biological  active  pharmaceutical  ingredients:  zolbetuximab.

MARCUS  AURÉLIO  DE  MIRANDA  DE  ARAÚJO

MANUFACTURING  COMPANY:  ONCOMED  MANUFACTURING  AS

.........................................  

Art.  2nd  This  Certification  is  valid  for  2  (two)  years  from  its  publication.

Collegiate  Board  Resolution  -  RDC  No.  497,  of  May  20,  2021,  resolves:

RESOLUTION-RE  No.  2.268,  OF  JUNE  22,  2023

Fabricante:  Abbvie  Biotechnology  Ltd.  

Considering  compliance  with  the  requirements  of  Good  Manufacturing  Practices

.........................................  

AUTHORIZATION/MS:  1006398  -  REGISTRATION(S):  5070075/22-5

Company:  Abbott  Laboratories  of  Brazil  Ltda.  CNPJ:  56.998.701/0012-79  Address:  Estrada  
dos  Bandeirantes,  n°  2400  Jacarepaguá
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Resoluci6n No. 2022500939 DEL 18 OE ABRIL DE 2022 
Por la cual se concede la Renovacion de la Certificaci6n de Buenas Practicas de Manufactura 

Farmaceutica a WOCKHARDT LIMITED., con numero de identidad Corporativa 11-120720 

El Director Tecnico de Medicamentos y Productos Biol6gicos del Institute Nacional de Vigilancia de 
Medicamentos y Alimentos, lnvima, en ejercicio de las facultades conferidas en el Decreto 549 de 2001 y 
Decreto 2078 de 2012, Ley 1437 de 2011, delegado por Resoluci6n Nro. 2012030788 del 19 de octubre de 
2012; y teniendo en cuenta los siguientes. 

ANTECEDENTES 

Que mediante Resoluci6n No. 2018025105 del 15/06/2018, el lnvima concedi6 la certificaci611 de Buenas 
Practicas de Manufactura Farmaceutica a WOCKHARDT LIMITED, ubicado en Biotech Park H14/2, MIDC, 
Waluj, Aurangabad, 431136, Maharashtra State India, PARA LA FABRICACIQN DE PRODUCTOS 
BOLCGICOS con los principios actives y las formas farmaceuticas que se relacionan a continuaci6n: 

ESTERILES 

PRINCIPIOS ACTIVOS FORMAS FARMACEUTICAS 
PRODUCTO BIOLOGICO: (Origen: Soluciones parenterales de pequerio volumen en 
Recombinante en levadura) lnsulina Uquidos 

Humana Reoular 
viales y carpules 

PRODUCTO BIOLOGICO: (Origen: Soluciones parenterales de pequerio volumen en 
Recombinante en levadura) lnsulina Uquidos 

Humana lsofana 
viales y carpules 

PRODUCTOS BIOLOGICOS: (De Origen Soluciones parenterales de pequerio volumen en 
de Recombinante en E. Coli) lnsulina Uquidos viales y carpules Glargina 

NOTAS ACLARATORIAS: 
1. Los productos biol6gicos requieren areas especiales para su elaboraci6n, entendiendose par ta!, 

instalaciones ff sicas independientes de otras areas de producci6n, incluidos equipos, sistemas y manejo 
de aire independiente, esclusas, acceso de personal y de materiales independientes, manejo de 
vestimenta y entrenamiento apropiado que incluya normas, procedimientos y precauciones a tomar para 
el personal que ingresa en dichas areas, con el fin de evitar riesgos de contaminaci6n desde y hacia 
dichas areas. 

2. Las soluciones y suspensiones esteriles son esterilizadas por filtraci6n esterilizante con posterior llenado 
aseptico. 

3. El empaque secundario de los carpules o cartuchos en algunos casos puede ser en forma de esfero para 
inyecci6n. 

4. Los productos Biol6gicos requieren cadena de frfo (2°C - 8° C). 
5. El anterior concepto tecnico, autoriza unicamente la fabricaci6n de los principios activos y producto 

terminado con los principios actives y las formas farmaceuticas anteriormente descritas. 
6. Cualquier modificaci6n que se haga en las condiciones evaluadas y certificadas durante la presente 

auditoria, respecto a equipos, areas, procesos productivos, personal tecnico principal o de las empresas 
con las que se contrat6 la realizaci6n de actividades criticas de producci6n y control de calidad, deberan 
ser notificadas al INVIMA con el fin de que este evalue y verifique si se requiere una visita de ampliaci6n 
o verificaci6n del concepto tecnico emitido, de acuerdo con las disposiciones de la Normatividad 
Sanitaria correspondiente, so pena de las acciones a que haya lugar. 

Que mediante radicado Nro. 20211091514 de 11/05/2021, la doctora Rubby Aristizabal en calidad de 
Apoderada de la empresa WOCKHARDT LIMITED, solicit6 visita tendiente a la renovaci6n de la 
certificaci6n en Buenas Practicas de Manufactura farmaceutica para WOCKHARDT LIMITED, ubicado en 
Biotech Park H14/2, MIDC, waluj, Aurangabad 431136, Maharashtra State India,, para lo cual anex6 entre 
otros documentos: la guia de lnspecci6n de Laboratories o Establecimientos de Producci6n Farmaceutica 
debidamente diligenciada, el expediente maestro del sitio y el soporte del pago electr6nico de tarifa 400612 
con Nro. de transacci6n 979305735 del BANCO BBVA COLOMBIA S.A., por concepto de pago de los 
derechos de la visita. 
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Resoluci6n No. 2022500939 DEL 18 OE ABRIL DE 2022 
Por la cual se concede la Renovaci6n de la Certificaci6n de Buenas Practicas de Manufactura 

Farmaceutica a WOCKHARDT LIMITED., con numero de identidad Corporativa 11-120720 

Que los dias 4, 5, 6, 7 y 8 de abril de 2022, profesionales de la Direcci6n de Medicamentos y Productos 
Biol6gicos del INVIMA realizaron visita tendiente a la renovaci6n de la certificaci6n de las Buenas Practicas 
de Manufacture Farmaceutica en el establecimiento WOCKHARDT LIMITED, ubicado en Biotech Park 
MIDC, H14/2, Waluj, Aurangabad, 431136, Maharashtra State India, emitiendo el siguiente concepto 
tecnico: "Una vez evaluado el cumplimiento de los requerimientos previstos en la Serie de lnformes 
Tecnicos de la OMS Serie 823, fnforme Tecnico 32: Buenas Practicas de Manufactura para Productos 
Farmaceuticos, adoptado por Resofuci6n 03183 de agosto de 1995, Decreto 549 de marzo de 2001, Gula 
de lnspecci6n de Laboratorios o Establecimientos de Producci6n Farmaceutica, adoptada por Resoluci6n 
1087 de Julio de 2001, Resoluci6n 3028 de agosto de 2008 y Decreto 2086 de junio de 2010 de/ Ministerio 
de la Protecci6n Social, el grupo de inspecci6n def lnstituto Naciona/ de Vigilancia de Medicamentos y 
Alimentos !NV/MA, adscrito al Ministerio de Salud y Protecci6n Social de la Republica de Colombia, 
conceptua que WOCKHARDT LIMITED, ubicado en Biotech Park, M/DC, H14/2, Waluj, Aurangabad 
431136, Maharashtra State, India, CUMPLE con fas BUENAS PRACTICAS DE MANUFACTURA PARA 
PRODUCTOS BIOLOGICOS, por lo tanto se RENUEVA el concepto tecnico PARA LA FABRICACION DE 
LOS PR/NCIP/OS ACT/VOS Y PRODUCTOS TERMINADOS, en las formas farmaceuticas que se 
relacionan a continuaci6n: 

ESTER/LES 
PR/NCIP/OS ACT/VOS FORMASFARMACEUTICAS 

PRODUCTO BIOLOGICO 
(Origen: Recombinante en Levadura: Lfquidos Soluciones parenterales de pequeflo 

Hansenulla polymorpha): volumen en via/es y carpufes de vidrio. 
lnsulina humana Requfar 
PROOUCTO BIOLOG/CO 

(Origen: Recombinante en Levadura: Uquidos Suspensiones parenterafes de pequeno 
Hansenulla polymorpha): volumen en via/es y carpules de vidrio. 
lnsulina humana lsofana 

PRODUCTOS BIOLOGICOS Sofuciones parenterales de pequeno (De origen de recombinante en E. Liquidos 
Coli): lnsufina Glaraina volumen en via/es y carpules de vidrio. 

NOTAS ACLARATORIAS 
1. Los productos bio/6gicos requieren areas especiafes para su e/aboraci6n, entendiendose por ta/, 

instalaciones fisicas independientes de otras areas de producci6n, incfuidos equipos, sistemas y 
manejo de aire independiente, esclusas, acceso de personal y de materiales independientes, manejo 
de vestimenta y entrenamiento apropiado que incluya normas, procedimientos y precauciones a tomar 
para el personal que ingresa en dichas areas, con el fin de evitar riesgos de contaminaci6n desde y 
hacia dichas areas. 

2. Las sofuciones y suspensiones esteriles son esteri/izadas por filtraci6n esterilizante con posterior 
flenado aseptico. 

3. El empaque secundario de los carpules en algunos casos puede ser en forma de "Dispopen" para 
inyecci6n. 

4. Los productos bio/6gicos requieren cadena de trio (2°C - 8°C). 
5. El anterior concepto tecnico incluye fa fabricaci6n de los pnnc1p1os activos: Recombinante en 

Levadura (Hansenulla polymorpha): lnsulina Humana Regular, Recombinante en Levadura 
(Hansenufla polymorpha): fnsufina humana lsofana, Recombinante en E.Cofi: lnsufina Glargina 

6. El anterior concepto tecnico, autoriza unicamente fa fabricaci6n de los principios activos y producto 
terminado con los principios activos y las formas farmaceuticas anteriormente descritas que requieren 
cadena de frio. 

7. Cualquier modificaci6n que se haga en las condiciones evafuadas y certificadas durante fa presente 
auditoria, respecto a equipos, areas, procesos productivos, personal tecnico principal o de las 
empresas con las que se contrat6 fa realizaci6n de actividades crfticas de producci6n y control de 
cafidad, deberan ser notificadas al /NV/ MA con el fin de que este evalue y verifique si se requiere una 
visita de ampliaci6n o verificaci6n def concepto tecnico emitido, de acuerdo con fas disposiciones de la 
Normatividad Sanitaria correspondiente, so pen a de fas acciones a que haya Jugar." 

ASS-AYC-FM025 - V05 - 2018-05-02 

Instit ute Nacional de Vigilancia de Medic:arnentos y Alimentos tnvima 
Oficina Principal: era 10 N" 64 28 Bogola 
Admlnistratlvo: era 10 N" 64 - 60 
(60){1) 74? ?1?1 
www.invima.gov.co 

Pagina 2 de 4 
152



Resoluci6n No. 2022500939 DEL 18 DE ABRIL DE 2022 
Por la cual se concede la Renovaci6n de la Certificaci6n de Buenas Practicas de Manufactura 

Farmaceutica a WOCKHARDT LIMITED., con numero de identidad Corporativa 11-120720 

CONSIDERACIONES 

Que el Articulo Primera del Decreto 549 de 2001, establece que los laboratorios fabricantes de 
medicamentos que se produzcan en el pa[s o se importen, deberan solicitar el certificado de Buenas 
Practicas de Manufactura. 

Que el Paragrafo Segundo del Articulo Segundo del Decreto 549 de 2001, expresa que, si del resultado de 
la visita se establece que el laboratorio de medicamentos cumple con las Buenas Practicas de Manufactura, 
el INVIMA expedira el certificado de cumplimiento de 8PM. 

Que el Articulo Sexto del Decreto 549 de 2001, menciona que le corresponde al INSTITUTO NACIONAL 
DE VIGILANCIA DE MEDICAMENTOS Y ALIMENTOS INVIMA 6 a quien este delegue expedir el 
certificado de cumplimiento de Buenas Practicas de Manufactura mediante resoluci6n. 

Que el Artlculo Sexto del Decreto 2086 de 201 0 que modifica el Articulo Septimo del Decreto 549 de 2001 
en cuanto a la vigencia del certificado de cumplimiento de las Buenas Practicas de Manufactura, establece 
que el certificado de cumplimiento de Buenas Practicas de Manufactura tendra una vigencia de tres (3) arias 
contados a partir de la fecha de ejecutorf a del acto que lo concede. 

Que el Paragrafo del Articulo Sexto del Decreto 2086 de 2010 que modifica el Artlculo Septimo del Decreto 
549 de 2001, establece que el certificado de cumplimiento de Buenas Practicas de Manufactura debera 
renovarse por un periodo igual al de su vigencia. 

Que profesionales de la Direcci6n de Medicamentos y Productos Biol6gicos conceptuaron en acta de visita 
practicada los dias 4, 5, 6, 7 y 8 de abril de 2022, que el establecimiento WOCKHARDT LIMllED, ubicado 
en Biotech Park H14/2, MIDC, waluj, Aurangabad 431136, Maharashtra State India, CUMPLE con las 
BUENA$ PRACTICAS DE MANUFACTURA FARMACEUTICA PARA PRODUCTOS BIOL6GICOS, en 
merito de lo anterior, este despacho, 

RESUELVE 

ARTiCULO PRIMERO. · Conceder la RENOVACION de la CERTIFICACION de cumplimiento de Buenas 
Practicas de Manufactura Farmaceutica para Productos BioI6gicos, por el termino de tres (03) afios 
contados a partir de la ejecutoria de la presente Resoluci6n al establecimiento WOCKHARDT LIMITED, 
ubicado en Biotech Park H14/2, MIDC, Waluj, Aurangabad 431136, Maharashtra State, India, PARA LA 
FABRICACION DE LOS PRINCIPIOS ACTIVOS Y PRODUCTOS TERMINADOS, en las formas 
farmaceuticas que se relacionan a continuaci6n: 

ESTERILES 
PRINCIPIOS ACTIVOS FORMAS FARMACEUTICAS 

PRODUCTO BIOLOGICO 
{Origen: Recombinante en Levadura: Uquidos 

Soluciones parenterales de pequefio 
Hansenulla polymorpha): volumen en viales y carpules de vidrio. 
lnsulina humana Reaular 
PRODUCTO BIOLOGICO 

{Origen: Recombinante en Levadura: Uquidos 
Suspensiones parenterales de pequefio 

Hansenulla polymorpha): volumen en viales y carpules de vidrio. 
lnsulina humana lsofana 

PRODUCTOS BIOLOGICOS Soluciones parenterales de pequerio 
(De origen de recombinante en E. Uquidos 

Coli}: lnsulina Glargina 
volumen en viales y carpules de· vidrio. 

NOTAS ACLARATORIAS 
1. Los productos biol6gicos requieren areas especiales para su elaboraci6n, entendiendose por tal, 

instalaciones flsicas independientes de otras areas de producci6n, incluidos equipos, sistemas y manejo 
de aire independiente, esclusas, acceso de personal y de materiales independientes, manejo de 
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Resoluci6n No. 2022500939 DEL 18 OE ABRIL DE 2022 
Por la cual se concede la Renovaci6n de la Certificaci6n de Buenas Practicas de Manufactura 

Farmaceutica a WOCKHARDT LIMITED., con numero de identidad Corporativa 11-120720 

vestimenta y entrenamiento apropiado que incluya normas, procedimientos y precauciones a tomar para 
el personal que ingresa en dichas areas, con el fin de evitar riesgos de contaminaci6n desde y hacia 
dichas areas. 

2. Las soluciones y suspensiones esteriles son esterilizadas por filtraci6n esterilizante con posterior llenado 
aseptico. 

3. El empaque secundario de los carpules en algunos casos puede ser en forma de "Oispopen" para 
inyecci6n. 

4. Los productos biol6gicos requieren cad en a de frf o (2°C - 8°C). 
5. El anterior concepto tecnico incluye la fabricaci6n de los principios activos: Recombinante en Levadura 

(Hansenulla polymorpha): lnsulina Humana Regular, Recombinante en Levadura (Hansenulla 
polymorpha): lnsulina humana lsofana, Recombinante en E.Coli: lnsulina Glargina 

6. El anterior concepto tecnico, autoriza (micamente la fabricaci6n de los principios actives y producto 
terminado con los principios activos y las formas farmaceuticas anteriormente descritas que requieren 
cadena de frio. 

7. Cualquier modificaci6n que se haga en las condiciones evaluadas y certificadas durante la presente 
auditoria, respecto a equipos, areas, procesos productivos, personal tecnico principal o de las empresas 
con las que se contrat6 la realizaci6n de actividades crfticas de producci6n y control de calidad, deberan 
ser notificadas al INVIMA con el fin de que este evalue y verifique si se requiere una visita de ampliaci6n 
o verificaci6n del concepto tecnico emitido, de acuerdo con las disposiciones de la Normatividad 
Sanitaria correspondiente, so pena de las acciones a que haya lugar. 

ARTiCULO SEGUNDO. - NOTIFICAR por medias electr6nicos, de conformidad con lo previsto en el Artf culo 
4 del Decreto 491 del 28 de marzo de 2020, al representante legal y/o apoderado de WOCKHARDT 
LIMITED, del contenido de la presente Resoluci6n, advirtiendole que contra ella precede el recurse de 
reposici6n que podra interponer dentro de los diez (10) dfas siguientes contados a partir de la notificacion de 
la presente Resoluci6n ante el Director Tecnico de Medicamentos y Productos Biol6gicos del lnvima, de 
conformidad con lo establecido en el Articulo 76 del C6digo de Procedimiento Administrative y de lo 
Contencioso Administrative, Ley 1437 del 2011. La notificaci6n quedara surtida a partir de la fecha y hora en 
que el administrado reciba el acto administrative. 

ARTiCULO TERCERO. - La presente Resoluci6n rige a partir de su ejecutoria. 

NOTIFiQUESE Y CUMPLASE 

l 

GUILLERMO JOSE PEREZ BLANCO 
Director Tecnico de Medicamentos y Productos Biol6gicos 

Proyect6: F. Cepeda (Biol.)~; 1~Qf/2022, Revision Tecnica: G. Hernandez (Q.F.) v/t>~ , Vo.Bo. E. Neira. Coordinadora GTM (/~ 
Revision Legal: E. Tellez (Abogada) ~. Archivo: Exp Nro. 360E. r · 
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< >fj State , Hindistan

! Urün adı/adları : G laritus S C Kullanım �çin Enjeksiyonluk Çözelti �çeren Kartu �  r
4 >100 �Ü/ml (3 ml)i[ Ji4 E tkin madde adı : fösülin glarjin >§ı. I�4 Uretim tesisinde er ekle tirilen faali etLer : E tkin madde üretimi, Kalite kontrol testleri ve Seri >
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GMPSertifikaNo :20l9-297/1
�thalatçı firma
Üretim tesisi adı

02.07.20l8 tarih ve E .2154 sayılı makam olunı ile yürürlü � e giren ?Yurt Dı � ı ÜretimTesislerinin GMP Denetimleri �çin Yapılacak Müracaatlara Dair Kılavıız " un A bendi(yerinde denetinı) kapsamında yııkarıda adı geçen ürünün bahsi geçen tesiste belirtilen i � lembasama � ımn " �yi Üretim Uygulamaları (GMP)" kuralları do � rultıısunda yapıldı � ına dairsertifikadır. 04/07/2019

Üretim tesisi adç?. Biotech Park H- 14/2 A MID C , Waluj Aurangabad 431136 Maharashtra
State , Hindistan

: G laritus Dispopen S C Enjeksiyonluk Çözelti �çeren Kullanıma
Hazır Enjeksiyon Kalemi 100 �Ü/ml (3ml)

: �nsülin glarjin

Üretim tesisinde gerçekle � tirilen faaliyet?er : E tkin madde üretimi, Kalite kontrol testleri ve Seri

Ürün adı/adları

E tkin madde adı

serbest bırakma .

Denetiın tarilıi

�Yi ÜR E T �M UY G ULAMALARI (GMP) S E RT � F �KASI

: 10-14.l2.20l8

: Mls. Wockhardt Limited
: Onko �laç Sanayi ve Ticaret A . � .

Dr. Hal
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(Pinewood Certificates)
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MANUFACTURERS AUTHORISATION

1. Authorisation number IMP00050/00001

2. Name of authorisation holder Pinewood Laboratories Limited

4. Legally registered address 
of authorisation holder

(Companies Registration Office Number: 56296) 
Ballymacarbry, Clonmel, Tipperary, E91 D434, E91 
D434, Ireland

5. Scope of authorisation and dosage 
forms

ANNEX 2

6. Legal basis of authorisation Art. 61 of Regulation (EU) No 536/2014

7. Name of responsible officer of the 
competent authority of the member 
state granting the manufacturing 
authorisation

Patrick Keating

8. Signature

9. Date 06 May 2025
10. Annexes attached ANNEX 1 - Scope of Authorisation

ANNEX 2 -Scope of Authorisation(Investigational 
Medicinal Products)

ANNEX 3 -Address(es) of Contract Manufacturing Site(s)

ANNEX 4 -Address(es) of Contract Laboratories

ANNEX 5 -Name(s) of Qualified Person(s)

ANNEX 6 -Names of persons responsible for quality 
control / production

ANNEX 7 -Date of Inspection on which authorisation 
granted

ANNEX 8 -Products authorised for import

Ballymacarbry, Clonmel, Tipperary, E91 D434, 
Ireland

Address(es) of manufacturing site(s) 
(All authorised sites should be listed if 
not covered by separate licences)

3.
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Requirements to be met by a Manufacturer’s Authorisation holder relating to manufacture or 
importation of investigational medicinal products for human use 

The holder of this Manufacturer’s Authorisation is reminded of the following obligations:
-     To comply with the requirements to be met by an authorisation holder manufacturing or importing 

investigational medicinal products, as detailed in Schedule IV of the European Union (Clinical Trials) 
Regulations 2022 (S.I. No. 99/2022)

-     To operate only within the scope and terms as detailed in this Manufacturer’s Authorisation and its 
Annexes

To comply with Principles and Guidelines of Good Manufacturing Practice relevant to investigational 
medicinal products which are published by the European Commission in Volume 4 of ‘The rules governing 
medicinal products in the European Union’
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SCOPE OF AUTHORISATION (Human Medicinal Products)                              ANNEX 
1

This annex is not applicable
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SCOPE OF AUTHORISATION(Investigational Medicinal Products)                  ANNEX 2

Name and address of the site: Pinewood Laboratories Limited, Ballymacarbry, Clonmel, 
Tipperary, E91 D434, Ireland

Human Investigational Medicinal Products

1 MANUFACTURING OPERATIONS

1.2 Non-sterile Products

1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.5 Liquids for External Use

1.2.1.6 Liquids for Internal Use

1.2.1.8 Other Solid Dosage Forms - Powders & Granules

1.2.1.11 Semi-Solids

1.2.2 Batch Certification

1.5 Packaging

1.5.1 Primary Packing

1.5.1.5 Liquids for External Use

1.5.1.6 Liquids for Internal Use

1.5.1.8 Other Solid Dosage Forms - Powders & Granules

1.5.1.11 Semi-Solids

1.5.2 Secondary Packing

1.6 Quality control testing

1.6.2 Microbiological ; Non Sterility

1.6.3 Chemical / Physical

Any restrictions or clarifying remarks related to the scope of Manufacturing operations (for 
registered users)

1.2 includes the manufacture of hormonal products.

Authorised Operations
MANUFACTURING OPERATIONS (according to part 1)
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ADDRESS(ES) OF CONTRACT MANUFACTURING SITES                                              ANNEX 3

This annex is not applicable
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ADDRESSES OF CONTRACT LABORATORIES                                                             
ANNEX 4

This annex is not applicable
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Name: Mr. James Sheehy

Qualifications: B.Sc., M.Sc., Post Graduate Diploma in Pharmaceutical Technology & 
Quality Systems

Name: Ms. Valeria Popova

Qualifications: Bachelors Degree in Chemistry, Masters Degree in Modern Spectral 
and Chromatographic Analytical Methods                                           
                              

Name: Mr. Daniel Geoghegan

Qualifications: Bachelors Degree in Applied Chemistry with Quality Managment, 
National Diploma in Applied Chemistry, M.Sc. in Pharmaceutical 
Analysis, Diploma in Pharmaceutical Manufacturing Technology

Name: Mr. Mark Hildebrand

Qualifications: M.Sc. in Industrial Pharmaceutical Science, Masters in Business 
Administration, MEngSc in Environmental Engineering Science

Name: Mr. Prasad Mandrekar

Qualifications: M.SC in Pharmaceutical Manufacturing Technology , Master of 
Business Administration , BSc in Pharmaceutical Science 

NAMES OF QUALIFIED PERSONS ANNEX 5
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Name: Mr Paul O’Dwyer

Qualifications: Diploma in Applied Chemistry, B.Sc in Applied Chemistry with 
Quality Management

NAMES OF PERSONS RESPONSIBLE FOR QUALITY CONTROL ANNEX 6

Name: Mr. Colum Honan

Qualifications: Bachelor of Engineering, Professional Certificate in Management, 
Professional Diploma in Management

NAMES OF PERSONS RESPONSIBLE FOR PRODUCTION
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DATE OF INSPECTION WHICH AUTHORISATION GRANTED                          ANNEX 7

This annex is not applicable
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PRODUCTS  AUTHORISED FOR IMPORT                                                                   
ANNEX 8

This annex is not applicable
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MANUFACTURERS AUTHORISATION

1. Authorisation number M00281/00001

2. Name of authorisation holder Pinewood Laboratories Limited

4. Legally registered address 
of authorisation holder

(Companies Registration Office Number: 56296) 
Ballymacarbry, Clonmel, Co. Tipperary, E91 D434, 
Ireland

5. Scope of authorisation and dosage 
forms

ANNEX 1

6. Legal basis of authorisation Art. 40 of Directive 2001/83/EC

7. Name of responsible officer of the 
competent authority of the member 
state granting the manufacturing 
authorisation

Patrick Keating

8. Signature

9. Date 06 May 2025
10. Annexes attached ANNEX 1 - Scope of Authorisation

ANNEX 2 -Scope of Authorisation(Investigational 
Medicinal Products)

ANNEX 3 -Address(es) of Contract Manufacturing Site(s)

ANNEX 4 -Address(es) of Contract Laboratories

ANNEX 5 -Name(s) of Qualified Person(s)

ANNEX 6 -Names of persons responsible for quality 
control / production

ANNEX 7 -Date of Inspection on which authorisation 
granted

ANNEX 8 -Products authorised for import

Ballymacarbry, Clonmel, Co. Tipperary, E91 D434, 
Ireland

Address(es) of manufacturing site(s) 
(All authorised sites should be listed if 
not covered by separate licences)

3.
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Requirements to be met by a Manufacturer’s Authorisation holder relating to manufacture or 
importation of medicinal products for human use 

The holder of this Manufacturer’s Authorisation is reminded of the following obligations:
-     To comply with the requirements detailed in the Schedules 2 and 3, as relevant, of the Medicinal 

Products (Control of Manufacture) Regulations 2007 (S.I. No. 539/2007), as amended.  
-     To operate only within the scope and terms as detailed in this Manufacturer’s Authorisation and its 

Annexes
-     To comply with the Principles and Guidelines of Good Manufacturing Practice relevant to medicinal 

products for human use which are published by the European Commission in Volume 4 of ‘The rules 
governing medicinal products in the European Union’
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SCOPE OF AUTHORISATION (Human Medicinal Products)                              ANNEX 1

Name and address of the site: Pinewood Laboratories Ltd, Ballymacarbry, Clonmel, Co. 
Tipperary, E91 D434, Ireland

Human Medicinal Products

1 MANUFACTURING OPERATIONS

1.2 Non-sterile Products

1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.5 Liquids for External Use

1.2.1.6 Liquids for Internal Use

1.2.1.8 Other : Powders & Granules

1.2.1.11 Semi-Solids

1.2.2 Batch Certification

1.5 Packaging

1.5.1 Primary Packing

1.5.1.5 Liquids for External Use

1.5.1.6 Liquids for Internal Use

1.5.1.8 Other : Powders & Granules

1.5.1.11 Semi-Solids

1.5.2 Secondary Packing

1.6 Quality control testing

1.6.2 Microbiological ; Non Sterility

1.6.3 Chemical / Physical

Any restrictions or clarifying remarks related to the scope of Manufacturing operations for 
Public users

Authorised Operations
MANUFACTURING OPERATIONS (according to part 1)

IMPORTATION OF MEDICINAL PRODUCTS (according to part 2)
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2 IMPORTATION OF MEDICINAL PRODUCTS

2.1 Quality control testing for imported medicinal products

2.1.2 Microbiological ; Non Sterility

2.1.3 Chemical / Physical

2.2 Batch certification of imported medicinal products

2.2.2 Non-sterile products

2.3 Other importation activities

2.3.1 Site of physical importation

The site is authorised to supply medicinal products in accordance with the provisions of Article 5 
of Directive 2001/83/EC providing that it would normally conduct a manufacturing activity, as 
listed above, for the product concerned.
Manufacture of products containing Antibiotics, Sulphonamides and Corticosteroids, but 
excluding Penicillins & Cephalosporins.
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SCOPE OF AUTHORISATION(Investigational Medicinal Products)                  ANNEX 
2

This annex is not applicable
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Name and address of the site: Athlone Laboratories Ltd, Ballymurray, Athlone, Co 
Roscommon, Ireland

1 MANUFACTURING OPERATIONS

1.2 Non-sterile Products

1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.1 Capsules, Hard Shell

1.2.1.17 Other non-sterile medicinal product - Powders

1.5 Packaging

1.5.1 Primary Packing

1.5.1.1 Capsules, Hard Shell

1.5.2 Secondary Packing

ADDRESS(ES) OF CONTRACT MANUFACTURING SITES60 ANNEX 3

Page 6 of 24 Case Number: 35730

An tÚdarás Rialála Táirgi Sláinte, Teach Kevin O’Malley, lonad Phort an larla, Ardán Phort an larla, Baile Átha Cliath 2, Éire
Health Products Regulatory Authority, Kevin O’Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, D02XP77, Ireland
T: +353 1 676 4971                                  F: +353 1 676 7836                             info@hpra.ie                         www.hpra.ie

184



Name and address of the site: Chanelle Medical Ireland Limited, Loughrea, Co. Galway, 
Ireland

1 MANUFACTURING OPERATIONS

1.2 Non-sterile Products

1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.13 Tablets

1.5 Packaging

1.5.1 Primary Packing

1.5.1.13 Tablets

1.5.2 Secondary Packing
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Name and address of the site: Pharmapac Ltd, Unit D1, Willow Drive, Naas Enterprise Park, 
Newhall, Naas, Co. Kildare, W91 E797, Ireland

1 MANUFACTURING OPERATIONS

1.5 Packaging

1.5.2 Secondary Packing
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Name and address of the site: Pinewood Healthcare , Unit 1 and Unit 2, M50 Business Park, 
Ballymount, Dublin 12, Ireland

1 MANUFACTURING OPERATIONS

1.4 Other products or processing activity

1.4.3 Other - Storage/Site of  Physical Importation
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Name and address of the site: Dexcel Limited, 1 Dexcel Street, Or Akiva, 3060000, Israel

1 MANUFACTURING OPERATIONS

1.2 Non-sterile Products

1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.1 Capsules, Hard Shell

1.5 Packaging

1.5.1 Primary Packing

1.5.1.1 Capsules, Hard Shell

1.5.2 Secondary Packing
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Name and address of the site: Ind-Swift Limited, Off NH-21, Village Jawaharpur, Tehsil Dera 
Bassi, District S.A.S. Nagar (Mohali), IN-140507, India

1 MANUFACTURING OPERATIONS

1.2 Non-sterile Products

1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.13 Tablets

1.5 Packaging

1.5.1 Primary Packing

1.5.1.13 Tablets

1.5.2 Secondary Packing
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Name and address of the site: IPCA Laboratories Limited, Plot No. 255/1, Village Athal, 
Union Territory of Dadra & Nagar Haveli, Silvassa, 396230, 
India

1 MANUFACTURING OPERATIONS

1.2 Non-sterile Products

1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.13 Tablets

1.5 Packaging

1.5.1 Primary Packing

1.5.1.13 Tablets

1.5.2 Secondary Packing
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Name and address of the site: Milan Laboratories Private Limited, Plot Nos: 
35/36/63/64/65/67/89, Jawahar Co-Op industrial Estate Ltd., 
Kamothe, Panvel (Navi Mumbai), Mumbai IN 410 209, India

1 MANUFACTURING OPERATIONS

1.2 Non-sterile Products

1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.13 Tablets

1.5 Packaging

1.5.1 Primary Packing

1.5.1.13 Tablets

1.5.2 Secondary Packing
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Name and address of the site: USV Private Limited, H-13, 16, 16a, 17, 18, 19, 20, 21 & E-22, 
Oidc Mahatma Gandhi Udyog Nagar, Dabhel, Daman, 396210, 
India

1 MANUFACTURING OPERATIONS

1.2 Non-sterile Products

1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.13 Tablets

1.5 Packaging

1.5.1 Primary Packing

1.5.1.13 Tablets

1.5.2 Secondary Packing
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Name of Contract 
Laboratory:

Almac Sciences Ireland Limited

Address: IDA Business & Technology Park, Garrycastle, Athlone, Co 
Westmeath, Ireland

Chemical / Physical

Name of Contract 
Laboratory:

Microchem Laboratories Limited T/A Eurofins Lancaster 
Laboratories 

Address: Clogherane, Dungarvan, Co Waterford, Ireland

Microbiological : Non Sterility

Chemical / Physical

Name of Contract 
Laboratory:

Complete Laboratory Solutions

Address: Units 3a & 8 IDA Small Business Centre, Tuam Road, Galway, 
H91 H520, Ireland

Microbiological : Non Sterility

Chemical / Physical

Name of Contract 
Laboratory:

Lucideon Limited

Address: BROOMS ROAD, STONE BUSINESS PARK, STONE, ST15 0SH, 
United Kingdom

Microbiological : Non Sterility

Chemical / Physical

Name of Contract 
Laboratory:

Analytisches Zentrum Biopharm GmbH Berlin

Address: Bitterfelder Str.19, 12681, Berlin, Germany

Chemical / Physical

Name of Contract 
Laboratory:

SGS International Services Laboratory Ltd

Address: Ringaskiddy, Cork, P43 FR63, Ireland

Chemical / Physical

Name of Contract 
Laboratory:

CP Pharmaceuticals Limited

Address: Ash Road North, Wrexham, LL13 9UF, United Kingdom

ADDRESS(ES) OF CONTRACT LABORATORIES ANNEX 4
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Chemical / Physical

Name of Contract 
Laboratory:

Flavine Pharma France

Address: 3 Voie d'Allemagne, Vitrolles, 13127, France

Chemical / Physical
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Name: Mr.  James Sheehy 

Qualifications: B.Sc., M.Sc. Postgraduate in Pharmaceutical manufacturing 
Technology

Name: Ms. Valeria Popova

Qualifications: Bachelors Degree in Chemistry, Masters Degree in Modern Spectral 
and Chromatographic Analytical Methods                                           
                              

Name: Mr. Daniel Geoghegan

Qualifications: Bachelors Degree in Applied Chemistry with Quality Managment, 
National Diploma in Applied Chemistry, M.Sc. in Pharmaceutical 
Analysis, Diploma in Pharmaceutical Manufacturing Technology

Name: Mr. Mark Hildebrand

Qualifications: M.Sc. in Industrial Pharmaceutical Science, Masters in Business 
Administration, MEngSc in Environmental Engineering Science

Name: Mr. Prasad Mandrekar

Qualifications: M.SC in Pharmaceutical Manufacturing Technology , Master of 
Business Administration , BSc in Pharmaceutical Science

NAMES OF QUALIFIED PERSONS ANNEX 5
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Name: Mr Paul O’Dwyer

Qualifications: Diploma in Applied Chemistry, B.Sc in Applied Chemistry with 
Quality Management

NAMES OF PERSONS RESPONSIBLE FOR QUALITY CONTROL ANNEX 6

Name: Mr. Colum Honan

Qualifications: Bachelor of Engineering, Professional Certificate in Management, 
Professional Diploma in Management

NAMES OF PERSONS RESPONSIBLE FOR PRODUCTION
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DATE OF INSPECTION WHICH AUTHORISATION GRANTED                          ANNEX 7

This annex is not applicable
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Name of Contract Manufacturer: Dexcel Limited

Address: 1 Dexcel Street, Or Akiva, 3060000

Country: Israel

Product 
Type:

Non-sterile products Dosage Form: Capsules, Hard Shell

Details of Imported Product

Description Strength Active Ingredient Activities by MIA holder

Hard shell capsules 100mg Minocycline Batch Certification Physical 
Importation

PRODUCT AUTHORISED FOR IMPORT                                                           ANNEX 8  

Products authorised to be manufactured/imported (in accordance with Article 41 and 42 of 
Directive 2001/83/EC and/or Article 45 and 46 of Directive 2001/82/EC, as amended).
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Name of Contract Manufacturer: Ind-Swift Limited

Address: Off NH-21, Village Jawaharpur, Tehsil Dera Bassi, 
District S.A.S. Nagar (Mohali), IN-140507

Country: India

Product 
Type:

Non-sterile products Dosage Form: Tablets

Details of Imported Product

Description Strength Active Ingredient Activities by MIA holder

Tablets 10mg Atorvastatin Batch Certification Physical 
Importation

Tablets 20mg Atorvastatin Batch Certification Physical 
Importation

Tablets 40mg Atorvastatin Batch Certification Physical 
Importation

Tablets 80mg Atorvastatin Batch Certification Physical 
Importation
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Name of Contract Manufacturer: IPCA Laboratories Limited

Address: Plot No. 255/1, Village Athal, Union Territory of 
Dadra & Nagar Haveli, Silvassa, 396230

Country: India

Product 
Type:

Non-sterile products Dosage Form: Tablets

Details of Imported Product

Description Strength Active Ingredient Activities by MIA holder

Tablets 10mg Cetirizine hydrochloride Batch Certification Physical 
Importation

Tablets 7.5mg Zopiclone Batch Certification Physical 
Importation
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Name of Contract Manufacturer: Milan Laboratories Private Limited, Plot Nos: 
35/36/63/64/65/67/89

Address: Jawahar Co-Op industrial Estate Ltd., Kamothe, 
Panvel (Navi Mumbai), Mumbai IN 410 209

Country: India

Product 
Type:

Non-sterile products Dosage Form: Tablets

Details of Imported Product

Description Strength Active Ingredient Activities by MIA holder

Paratabs 500mg Paracetamol Batch Certification N/A
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Name of Contract Manufacturer: USV Private Limited

Address: H-13, 16, 16a, 17, 18, 19, 20, 21 & E-22, Oidc 
Mahatma Gandhi Udyog Nagar, Dabhel, Daman, 
396210

Country: India

Product 
Type:

Non-sterile products Dosage Form: Tablets

Details of Imported Product

Description Strength Active Ingredient Activities by MIA holder

Tablets 500mg Metformin Batch Certification Physical 
Importation

Tablets 850mg Metformin Batch Certification Physical 
Importation

Tablets 1000mg Metformin Batch Certification Physical 
Importation
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UNION FORMAT FOR A WHOLESALE DISTRIBUTION AUTHORISATION

(MEDICINAL PRODUCTS FOR HUMAN USE)

 
 
1. Authorisation number W00190/00002

 
 

 

2. Name of authorisation holder Pinewood Laboratories Limited

 
 
3. Legally registered address of  authorisation holder
 
 
 

(Companies Registration Office Number: 56296)

Ballymacarbry, Clonmel, Co. Tipperary, E91 D434, Ireland

 
 

 

4. Address of site 
 

Unit 1­2, Ballymount, M50 Business Park, Dublin 12, D12

K6C5, Ireland

 
 
 
 
5. Scope of authorisation See Annex 1
 

 

 

6. Legal basis of authorisation Art. 77(1) of Directive 2001/83/EC.

 
 

 

7. Name of responsible officer of the competent authority of the member state granting the wholesaling authorisation

 
  Niamh O'Donnell

 
 
8. Signature                                                                       

 
 

 

9. Date of authorisation 22 April 2025

 
 

 

10. Annexes attached Annex 1 Scope of wholesale distribution authorisation

 
  Annex 3 Name(s) of responsible person(s)
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ANNEX 1

SCOPE OF WHOLESALE DISTRIBUTION AUTHORISATION  

Name and address of the site: Pinewood Laboratories Limited, Unit 1­2, Ballymount, M50 Business Park, Dublin

12, D12 K6C5, Ireland

 

1. MEDICINAL PRODUCTS

  1.1 With a Marketing Authorisation in EEA country(s)

  1.2 Without a Marketing Authorisation in the EEA and intended for EEA market*

  1.3 Without a Marketing Authorisation in the EEA and intended for exportation

*Art 5 of Directive 2001/83/EC or Art 83 of Regulation EC/726/2004

2. AUTHORISED WHOLESALE DISTRIBUTION OPERATIONS

  2.2 Holding

3. MEDICINAL PRODUCTS WITH ADDITIONAL REQUIREMENTS

  3.1. Products according to Art. 83 of 2001/83/EC [1]

  3.1.1 Narcotic or psychotropic products

  3.3 Other products: (please specify here or see remarks)

  3.3.1 Prescription only medicinal products

  3.3.2 Medicinal products for general sale

  3.3.3 Over the counter medicinal products for sale through pharmacies only

  3.3.4 Unauthorised medicinal products

  3.3.11 Exempt medicinal products

  3.3.12 Biological products

 
 
[1] Without prejudice to further authorisations as may be required according to national legislation

Annex 3

 
Name of Responsible Person: Mr. Conor O'Brien

   
Name(s) of Deputy Responsible

Person(s):
Ms. Lauren McCarthy
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Schedule 1

Requirements to be met by an authorisation holder as per Medicinal Products (Control of Wholesale Distribution)

Regulations 2007 (S.I. No. 538 of 2007)*

1. In this Schedule, the term ‘marketing authorisation’ includes a certificate of registration and a certificate of traditional­use registration.

2. (1) Subject to subparagraph (2), and paragraph 2A, the authorisation holder shall obtain his or her supplies of medicinal products only

from persons —

(a) who are themselves the holders of a manufacturer’s authorisation or a wholesaler’s authorisation in respect of such products, or

(b) who are the holders of an authorisation granted by the competent authority of another EEA State authorising the manufacture or the

wholesale distribution of such products.

2A. The authorisation holder shall only order and obtain his or her supplies of medicinal products which are intended for onward supply

through his or her wholesaler’s authorisation via an account or equivalent supply arrangement established with his or her supplier

exclusively for the purpose of obtaining medicinal products for wholesale distribution. 

(2) Where a medicinal product is directly received from a state other than an EEA State but not imported into the State —

(a) subparagraph (1) shall not apply, and

(b) the authorisation holder shall ensure that the medicinal product is obtained only from persons who are authorised or entitled to supply

medicinal products in accordance with the applicable legal and administrative provisions of the state concerned,

3.(1) Subject to subparagraph (2) and paragraph 17, the authorisation holder shall not sell by wholesale any medicinal product —

(a) other than a product to which the authorisation relates,

(b) unless there has been granted in respect of such product, a marketing authorisation which is for the time being in force, and

(c) unless the sale of such product is in conformity with the provisions of its marketing authorisation.

(2) Subparagraph (1)(b) and (c) shall not apply —

(a) until 30 April 2011, to the sale by wholesale of any traditional herbal medicinal product that was already on the market in the State, on the

date of the coming into force of these Regulations;

(b) to the sale by wholesale of an exempt medicinal product; and

(c) to the export to an EEA State, or supply for the purposes of such export, of a medicinal product which may be placed on the market in

that State without a marketing authorisation by virtue of legislation adopted by that State under Article 5.2 of the 2001 Directive.

4. The authorisation holder shall only sell medicinal products by wholesale to persons —

(a) who are themselves the holders of a wholesaler’s authorisation relating to those products,

(b) who are the holders of an authorisation granted by the competent authority of another EEA State authorising the wholesale distribution

of those products,

(c) who are the holders of a manufacturer’s authorisation for use in the manufacture of medicinal products to which the said manufacturer’s

authorisation relates,

(d) who are authorised or entitled to supply the said medicinal products to the public,

(e) who are lawfully entitled to administer those products to patients in the course of a professional practice or business as a hospital, or

(f) who are authorised or entitled to receive medicinal products for wholesale distribution or supply to the public in a state other than an

EEA State in accordance with the applicable legal and administrative provisions of the state concerned.

4A. In the case of paragraph 4(d), the authorisation holder shall only supply medicinal products via an account or equivalent supply

arrangement established with the recipient exclusively for the purpose of supply to the public and no further wholesale distribution of the

products shall take place. 

5. The authorisation holder shall provide and maintain such staff, premises, installations, equipment and procedures for the handling,

storage and distribution of the medicinal products that he or she handles, stores or distributes under his or her authorisation, as are

necessary to avoid deterioration of the products and he or she shall not use for such purposes premises other than those specified in his or

her authorisation.

5A. The authorisation holder shall maintain a quality system setting out responsibilities, processes and risk management measures in

relation to his or her activities.

6. (1) The authorisation holder shall at all times have at his or her disposal the services of a responsible person who possesses in the

opinion of the HPRA:

(a) knowledge of the activities to be carried out and of the procedures to be performed under the authorisation which is adequate for

performing the functions of the responsible person; and

(b) experience in those activities and procedures which is adequate for those purposes.

(2) The functions of the responsible person shall be to ensure that in relation to medicinal products —

(a) the conditions under which the wholesaler’s authorisation has been granted have been, and are being, complied with, and

(b) the quality of the products that are being handled by the authorisation holder is maintained in accordance with the requirements of the

marketing authorisation that are applicable to those products.

(3) The authorisation holder shall —

(a) notify the Authority of the name and address and degrees, diplomas or qualifications and experience of the person who will carry out the

functions of responsible person;

(b) notify the Authority of any change to the responsible person; and

(c) shall not permit any person to act as responsible person other than the person named in his or her authorisation as the responsible

person, or subject to subparagraphs (4) and (5) any other such person whose name is notified to the Authority.

(4) Where, after giving the authorisation holder and the person acting as the responsible person the opportunity of making representations

(either orally or in writing), the Authority is of the opinion that —

(a) the person so acting does not satisfy the provisions of subparagraph (1) as respects qualifications and experience, or 

(b) he or she is failing to carry out the functions referred to in subparagraph (2) adequately or at all, and has notified the authorisation
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holder accordingly in writing, the holder shall not permit that person to continue to act as the responsible person so long as the said

notification has not been withdrawn by the Authority.

(5) The Authority may require the authorisation holder to temporarily suspend the person acting as such responsible person upon the

commencement of administrative or disciplinary proceedings against him for failure to fulfil his or her functions as referred to in

subparagraph (2) and the authorisation holder shall not permit that person to act as the responsible person pending the determination of

such proceedings. However, nothing in this paragraph shall affect the right of the responsible person pursuant to his or her contract of

employment to receive full pay during the period of any such suspension.

7. The authorisation holder shall notify the Authority of any proposed structural alteration to, or discontinuation of use of, premises to

which the authorisation relates or premises that have been approved from time to time by the Authority.

8. (1) The authorisation holder shall keep available for inspection by officers of the Authority, for a period of not less than five years,

records giving for each transaction in respect of medicinal products received, dispatched or brokered at least the following information:

— the date of receipt, supply or brokering,

— the name of the medicinal product,

— the quantity received, supplied or brokered, and

— the name and address of the supplier, consignee or broker, as appropriate in the case of products required to bear safety features, the

batch number of the medicinal product received, supplied or brokered.

(2) The records referred to in subparagraph (1) may be provided via image medium or other data medium, provided that the data, when made

readable, match the original documentation in appearance and content, are available at all times, can be made readable without delay and

can be analysed by automated means.

9. The authorisation holder shall have an emergency plan which will ensure the effective implementation of any recall from the market of any

such product, or batch thereof, that may be ordered by the Authority or carried out in cooperation with the manufacturer or holder of the

marketing authorisation for the medicinal product concerned.

10. The authorisation holder, in making a sale by wholesale to persons referred to in paragraph 4(d), (e) and (f)), shall enclose with the

medicinal product a document that makes it possible for such persons to ascertain:

— the date on which the sale took place,

— the name and pharmaceutical form of the product supplied,

— the quantity of the product supplied, and

— the name and address of the supplier and consignor in the case of products required to bear safety features, the batch number of the

medicinal product.

11. The authorisation holder shall, in respect of a medicinal product that has actually been placed on the market in the State and within the

limits of his or her responsibility, ensure appropriate and continued supplies of that product to the persons referred to in paragraph 4(d) and

(e), so that the needs of patients in the State in respect of such medicinal product are covered.

12. Where an authorisation holder proposes to import from another EEA State a medicinal product in respect of which he is not the holder of

the relevant marketing authorisation or is not acting on behalf of such person, he or she shall notify the holder of the authorisation and —

(a) in the case of a marketing authorisation other than a Community marketing authorisation, notify the Authority and pay the appropriate

fee to the Authority in respect of the notification, or

(b) in the case of a Community marketing authorisation, notify the Agency and pay the appropriate fee to the Agency, in accordance with

Article 76(3) of the 2001 Directive.

13. The authorisation holder shall comply with the principles and guidelines of good distribution practice for medicinal products published

by the Commission pursuant to Article 84 of the 2001 Directive.

14. The authorisation holder shall, on being informed by the Authority or by the holder of the marketing authorisation, that any batch of

any medicinal product to which the wholesaler’s authorisation relates, has been found not to conform as regards the provisions of the

relevant marketing authorisation, or as regards the strength, quality or purity with the appropriate specification for that product, if so

directed, immediately withhold such batch from sale or exportation, and if so directed by the Authority, insofar as may be reasonably

practicable, immediately withdraw from sale any supplies of that batch held by him or her and immediately recall all supplies already sold or

distributed from that batch.

15. The authorisation holder shall, on being informed by the Authority that a medicinal product to which the wholesaler’s authorisation

relates, has been found to give rise to concerns in regard to its safety or efficacy, if so directed by the Authority, immediately withhold such

product from sale, supply or exportation and insofar as may be reasonably practicable, immediately recall all supplies already sold or

distributed by him or her.

16. The authorisation holder shall permit at all reasonable times such inspections, by officers of the Authority, as may be required to satisfy

the Authority that the conditions of the authorisation are being complied with.

17. (1) Where and insofar as the wholesaler’s authorisation relates to an exempt sourced medicinal products, the authorisation holder shall

only source such products —

17. (1) Where and insofar as the wholesaler’s authorisation relates to an exempt medicinal product, the authorisation holder shall only

source such product— 

(a) in response to an order, or in anticipation of an order, which satisfies the requirements of paragraph 2 of Schedule 1 to the Medicinal

Products (Control of Placing on the Market) Regulations 2007 (S.I. No. 540 of 2007)*; and

(b) where the conditions set out in subparagraphs (2) to (9) are complied with.

(2) The authorisation holder shall, in the case of each consignment of an exempt medicinal product 

received by him or her, make, and keep available for inspection by officers of the Authority, for a period of not less than five years, written

records showing the following particulars —

(a) the name of the medicinal product, being the brand name or the common name, or the scientific name, and any name, if different, under

which the particular medicinal product is to be sold or supplied in the State;

(b) the dosage form;

(c) the trading style or name of the manufacturer of the medicinal product;

(d) in respect of each active constituent of the medicinal product, any international non­proprietary name or the monograph name or, where

that constituent does not have an international non­proprietary name, the accepted scientific name or any other name descriptive of the true

nature of that constituent;

(e) the quantity of medicinal product which has been received;
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(e) the quantity of medicinal product which has been received;

(f) the batch number of the medicinal product which has been received; and

(g) the name and address of the manufacturer of that medicinal product in the form in which it was received and, if the person who supplied

the medicinal product is not the manufacturer, the name and address of such supplier.

(3) Where the authorisation holder sells or supplies an exempt medicinal product, he or she shall, in addition to those records mentioned in

paragraph 8(1) and subparagraph (2), make and maintain written records relating to —

(a) the batch number of the batch of the product from which each sale or supply was made;

(b) details of any suspected adverse reaction to the product so sold or supplied of which he or she becomes aware; and

(c) details of any quality defect relating to the product so sold or supplied of which he or she becomes aware.

(4) The authorisation holder shall not issue any advertisement, other than one that states only the trade name, pack size, price and dose,

relating to an exempt medicinal product or make any representations in respect of such product.

(5) The authorisation holder shall inform the Authority forthwith of any matter, including suspected adverse reactions and quality defects,

coming to his or her attention, in respect of an exempt medicinal product product that has been sourced by him or her.

(6) The authorisation holder shall cease supplying an exempt medicinal product if he or she has received a notice in writing from the

Authority directing that, as from a date specified in that notice, a particular product or class of products shall no longer be sourced or

supplied.

(7) The authorisation holder shall, on being informed by the Authority, or by the manufacturer or person who supplied the medicinal

product to the holder of the authorisation, that the medicinal product cannot be regarded either as a product which can safely be

administered to human beings or as a product which is of satisfactory quality or efficacy for such administration, immediately withdraw any

supplies of that product held by him or her and immediately recall all supplies already sold or distributed.

(8) With effect from the 1 January 2008, the authorisation holder shall, not later than seven days of his or her receipt of a consignment of an

exempt medicinal product, notify the Authority of each such receipt. Each such notification shall include the particulars set out in

subparagraph (2).

(9) With effect from the 1 January 2009, the notifications referred to in subparagraph (8) shall, except in exceptional circumstances, be

communicated electronically to the Authority and within a timeframe of two working days from the date of the receipt of each such

consignment.

(10) In this paragraph — ‘common name’ means the international non­proprietary name, or, if one does not exist, the usual common name;

‘international non­proprietary name’ means the international non­proprietary name recommended by the World Health Organisation; and

‘monograph name’ means the name or approved synonym which appears at the head of a monograph in the current edition of the European

Pharmacopoeia, the British Pharmacopoeia, or a foreign or international compendium of standards and ‘current’ in this definition means

current at the time the notice is sent to the Authority.

18. In paragraphs 3(1)(b) and (c), 4, 6(2)(b) and 13, every reference to a medicinal product shall be a reference to a medicinal product that is

intended to be placed on the market in the State or in another EEA State.

19. (1) Subject to subparagraph (2), the authorisation holder shall verify that the medicinal products received are not falsified by checking

any safety features on the outer packaging, in accordance with Regulation (EU) 2016/161. 

(2) Subparagraph (1) shall not apply where a medicinal product is directly received from a third country but not imported into the State.

20. The authorisation holder shall immediately inform the Authority and, where applicable, the holder of the relevant marketing

authorisation, certificate of registration certificate of traditional­use registration, or in the case of a product intended for a state other than

an EEA State the holder of the relevant authorisation in that state if he or she receives, is offered or sells by wholesale a medicinal product

and he or she knows, or subsequently becomes aware after having sold by wholesale the product, or there are sufficient grounds to

suspect, that the product is a falsified medicinal product.

21. Where a medicinal product is obtained from another wholesale distributor, the authorisation holder shall verify that the supplying

wholesale distributor —

(a) complies with the principles and guidelines of good distribution practice published by the Commission pursuant to Article 84 of the 2001

Directive, and

(b) holds a wholesaler’s authorisation, or an equivalent authorisation granted in another EEA State.

22. Where a medicinal product is obtained from a manufacturer or importer, the authorisation holder shall verify that the supplying

manufacturer or importer holds an appropriate marketing authorisation, certificate of registration, certificate of traditional­use registration or

in the case of a product obtained from a state other than an EEA State, the relevant authorisation issued in that state.

23. Where a medicinal product is obtained through brokering, the authorisation holder shall verify that the broker involved fulfils the

requirements set out in these Regulations and the 2001 Directive.

24. (1) Notwithstanding anything to the contrary in these Regulations 

(a) until 31 December 2024, the Board shall allow the import of medicinal products from parts of the United Kingdom other than Northern

Ireland by holders of a wholesaler’s authorisation that are not in possession of a relevant manufacturing authorisation following

submission of a request by the holders of the marketing authorisation for the medicinal products provided that all of the following

conditions are fulfilled­ 

(i) the medicinal products have undergone quality control testing either in the Union, as provided for in Article 51(3) of the 2001 Directive,

or in parts of the United Kingdom other than Northern Ireland in compliance with Article 20, first paragraph, point (b) of the 2001 Directive, 

(ii) the medicinal products have been subject to batch release by a qualified person in the Union in accordance with Article 51(1) of the 2001

Directive, or in parts of the United Kingdom other than Northern Ireland applying quality standards that are equivalent to those laid down

in Article 51(1) of the 2001 Directive, 

(iii) the marketing authorisation for the medicinal product concerned has been granted in accordance with Union Law, by the Board or by

the Commission, 

(iv) the medicinal products are only made available to patents or end­consumers in the State, and 

(v) the medicinal products bear the safety features referred to in Article 54, point (o) of the 2001 Directive. 

(2) Notwithstanding anything to the contrary in these Regulations, until 31 December 2024, Article 80, first subparagraph, point (b) of the

2001 Directive shall not apply to imports that fulfil the conditions laid down in paragraph (1).

This authorisation is subject to any other requirement specified as per the Medicinal Products (Control of Wholesale Distribution)
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UNION FORMAT FOR A WHOLESALE DISTRIBUTION AUTHORISATION

(MEDICINAL PRODUCTS FOR HUMAN USE)

 
 
1. Authorisation number W00190/00003

 
 

 

2. Name of authorisation holder Pinewood Laboratories Limited

 
 
3. Legally registered address of  authorisation holder
 
 
 

(Companies Registration Office Number: 56296)

Ballymacarbry, Clonmel, Tipperary, Ireland

 
 

 

4. Address of site 
 

Ballymacarbry, Clonmel, Tipperary, Ireland

 
 
 
 
5. Scope of authorisation See Annex 1
 

 

 

6. Legal basis of authorisation Art. 77(1) of Directive 2001/83/EC.

 
 

 

7. Name of responsible officer of the competent authority of the member state granting the wholesaling authorisation

 
  Niamh O'Donnell

 
 
8. Signature                                                                       

 
 

 

9. Date of authorisation 14 May 2025

 
 

 

10. Annexes attached Annex 1 Scope of wholesale distribution authorisation

  Annex 2 Address(es) of contract wholesale distribution

sites and their authorisation number

  Annex 3 Name(s) of responsible person(s)
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ANNEX 1

SCOPE OF WHOLESALE DISTRIBUTION AUTHORISATION  

Name and address of the site: Pinewood Laboratories Limited , Ballymacarbry, Clonmel, Tipperary, Ireland

 

1. MEDICINAL PRODUCTS

  1.1 With a Marketing Authorisation in EEA country(s)

  1.2 Without a Marketing Authorisation in the EEA and intended for EEA market*

  1.3 Without a Marketing Authorisation in the EEA and intended for exportation

*Art 5 of Directive 2001/83/EC or Art 83 of Regulation EC/726/2004

2. AUTHORISED WHOLESALE DISTRIBUTION OPERATIONS

  2.1 Procurement

  2.3 Supply

  2.4 Export

3. MEDICINAL PRODUCTS WITH ADDITIONAL REQUIREMENTS

  3.1. Products according to Art. 83 of 2001/83/EC [1]

  3.1.1 Narcotic or psychotropic products

  3.2 Products requiring low temperature handling

  3.3 Other products: (please specify here or see remarks)

  3.3.1 Prescription only medicinal products

  3.3.2 Medicinal products for general sale

  3.3.3 Over the counter medicinal products for sale through pharmacies only

  3.3.4 Unauthorised medicinal products

  3.3.11 Exempt medicinal products

  3.3.12 Biological products

 

Any restrictions or clarifying remarks related to the scope of these wholesaling operations:

 
Not all contract storage sites listed in Annex 2 are authorised to hold all categories of medicinal products listed in Section 3

 
[1] Without prejudice to further authorisations as may be required according to national legislation

Annex 2

 
Address(es) of contract wholesale

distribution sites and their

authorisation number

  Pinewood Laboratories Limited

Unit 1 & Unit 2

M50 Business Park

Ballymount

Dublin 12

Ireland

 

W00190/00002

United Drug Distributors Ireland Limited

United Drug House, Magna Drive

Magna Business Park

Citywest Road

Dublin 24, D24 XKE5

Ireland

 

W11902/00001

Interlink Ireland Ltd T/A DPD Ireland

Athlone Business Park

Dublin Road

Athlone

W11019/00001
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Westmeath

Ireland

 

Annex 3

 
Name of Responsible Person: Ms. Valeria Popova

   
Name(s) of Deputy Responsible

Person(s):
Mr. Conor O'Brien
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Schedule 1

Requirements to be met by an authorisation holder as per Medicinal Products (Control of Wholesale Distribution)

Regulations 2007 (S.I. No. 538 of 2007)*

1. In this Schedule, the term ‘marketing authorisation’ includes a certificate of registration and a certificate of traditional­use registration.

2. (1) Subject to subparagraph (2), and paragraph 2A, the authorisation holder shall obtain his or her supplies of medicinal products only

from persons —

(a) who are themselves the holders of a manufacturer’s authorisation or a wholesaler’s authorisation in respect of such products, or

(b) who are the holders of an authorisation granted by the competent authority of another EEA State authorising the manufacture or the

wholesale distribution of such products.

2A. The authorisation holder shall only order and obtain his or her supplies of medicinal products which are intended for onward supply

through his or her wholesaler’s authorisation via an account or equivalent supply arrangement established with his or her supplier

exclusively for the purpose of obtaining medicinal products for wholesale distribution. 

(2) Where a medicinal product is directly received from a state other than an EEA State but not imported into the State —

(a) subparagraph (1) shall not apply, and

(b) the authorisation holder shall ensure that the medicinal product is obtained only from persons who are authorised or entitled to supply

medicinal products in accordance with the applicable legal and administrative provisions of the state concerned,

3.(1) Subject to subparagraph (2) and paragraph 17, the authorisation holder shall not sell by wholesale any medicinal product —

(a) other than a product to which the authorisation relates,

(b) unless there has been granted in respect of such product, a marketing authorisation which is for the time being in force, and

(c) unless the sale of such product is in conformity with the provisions of its marketing authorisation.

(2) Subparagraph (1)(b) and (c) shall not apply —

(a) until 30 April 2011, to the sale by wholesale of any traditional herbal medicinal product that was already on the market in the State, on the

date of the coming into force of these Regulations;

(b) to the sale by wholesale of an exempt medicinal product; and

(c) to the export to an EEA State, or supply for the purposes of such export, of a medicinal product which may be placed on the market in

that State without a marketing authorisation by virtue of legislation adopted by that State under Article 5.2 of the 2001 Directive.

4. The authorisation holder shall only sell medicinal products by wholesale to persons —

(a) who are themselves the holders of a wholesaler’s authorisation relating to those products,

(b) who are the holders of an authorisation granted by the competent authority of another EEA State authorising the wholesale distribution

of those products,

(c) who are the holders of a manufacturer’s authorisation for use in the manufacture of medicinal products to which the said manufacturer’s

authorisation relates,

(d) who are authorised or entitled to supply the said medicinal products to the public,

(e) who are lawfully entitled to administer those products to patients in the course of a professional practice or business as a hospital, or

(f) who are authorised or entitled to receive medicinal products for wholesale distribution or supply to the public in a state other than an

EEA State in accordance with the applicable legal and administrative provisions of the state concerned.

4A. In the case of paragraph 4(d), the authorisation holder shall only supply medicinal products via an account or equivalent supply

arrangement established with the recipient exclusively for the purpose of supply to the public and no further wholesale distribution of the

products shall take place. 

5. The authorisation holder shall provide and maintain such staff, premises, installations, equipment and procedures for the handling,

storage and distribution of the medicinal products that he or she handles, stores or distributes under his or her authorisation, as are

necessary to avoid deterioration of the products and he or she shall not use for such purposes premises other than those specified in his or

her authorisation.

5A. The authorisation holder shall maintain a quality system setting out responsibilities, processes and risk management measures in

relation to his or her activities.

6. (1) The authorisation holder shall at all times have at his or her disposal the services of a responsible person who possesses in the

opinion of the HPRA:

(a) knowledge of the activities to be carried out and of the procedures to be performed under the authorisation which is adequate for

performing the functions of the responsible person; and

(b) experience in those activities and procedures which is adequate for those purposes.

(2) The functions of the responsible person shall be to ensure that in relation to medicinal products —

(a) the conditions under which the wholesaler’s authorisation has been granted have been, and are being, complied with, and

(b) the quality of the products that are being handled by the authorisation holder is maintained in accordance with the requirements of the

marketing authorisation that are applicable to those products.

(3) The authorisation holder shall —

(a) notify the Authority of the name and address and degrees, diplomas or qualifications and experience of the person who will carry out the

functions of responsible person;

(b) notify the Authority of any change to the responsible person; and

(c) shall not permit any person to act as responsible person other than the person named in his or her authorisation as the responsible

person, or subject to subparagraphs (4) and (5) any other such person whose name is notified to the Authority.

(4) Where, after giving the authorisation holder and the person acting as the responsible person the opportunity of making representations

(either orally or in writing), the Authority is of the opinion that —

(a) the person so acting does not satisfy the provisions of subparagraph (1) as respects qualifications and experience, or 

(b) he or she is failing to carry out the functions referred to in subparagraph (2) adequately or at all, and has notified the authorisation
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holder accordingly in writing, the holder shall not permit that person to continue to act as the responsible person so long as the said

notification has not been withdrawn by the Authority.

(5) The Authority may require the authorisation holder to temporarily suspend the person acting as such responsible person upon the

commencement of administrative or disciplinary proceedings against him for failure to fulfil his or her functions as referred to in

subparagraph (2) and the authorisation holder shall not permit that person to act as the responsible person pending the determination of

such proceedings. However, nothing in this paragraph shall affect the right of the responsible person pursuant to his or her contract of

employment to receive full pay during the period of any such suspension.

7. The authorisation holder shall notify the Authority of any proposed structural alteration to, or discontinuation of use of, premises to

which the authorisation relates or premises that have been approved from time to time by the Authority.

8. (1) The authorisation holder shall keep available for inspection by officers of the Authority, for a period of not less than five years,

records giving for each transaction in respect of medicinal products received, dispatched or brokered at least the following information:

— the date of receipt, supply or brokering,

— the name of the medicinal product,

— the quantity received, supplied or brokered, and

— the name and address of the supplier, consignee or broker, as appropriate in the case of products required to bear safety features, the

batch number of the medicinal product received, supplied or brokered.

(2) The records referred to in subparagraph (1) may be provided via image medium or other data medium, provided that the data, when made

readable, match the original documentation in appearance and content, are available at all times, can be made readable without delay and

can be analysed by automated means.

9. The authorisation holder shall have an emergency plan which will ensure the effective implementation of any recall from the market of any

such product, or batch thereof, that may be ordered by the Authority or carried out in cooperation with the manufacturer or holder of the

marketing authorisation for the medicinal product concerned.

10. The authorisation holder, in making a sale by wholesale to persons referred to in paragraph 4(d), (e) and (f)), shall enclose with the

medicinal product a document that makes it possible for such persons to ascertain:

— the date on which the sale took place,

— the name and pharmaceutical form of the product supplied,

— the quantity of the product supplied, and

— the name and address of the supplier and consignor in the case of products required to bear safety features, the batch number of the

medicinal product.

11. The authorisation holder shall, in respect of a medicinal product that has actually been placed on the market in the State and within the

limits of his or her responsibility, ensure appropriate and continued supplies of that product to the persons referred to in paragraph 4(d) and

(e), so that the needs of patients in the State in respect of such medicinal product are covered.

12. Where an authorisation holder proposes to import from another EEA State a medicinal product in respect of which he is not the holder of

the relevant marketing authorisation or is not acting on behalf of such person, he or she shall notify the holder of the authorisation and —

(a) in the case of a marketing authorisation other than a Community marketing authorisation, notify the Authority and pay the appropriate

fee to the Authority in respect of the notification, or

(b) in the case of a Community marketing authorisation, notify the Agency and pay the appropriate fee to the Agency, in accordance with

Article 76(3) of the 2001 Directive.

13. The authorisation holder shall comply with the principles and guidelines of good distribution practice for medicinal products published

by the Commission pursuant to Article 84 of the 2001 Directive.

14. The authorisation holder shall, on being informed by the Authority or by the holder of the marketing authorisation, that any batch of

any medicinal product to which the wholesaler’s authorisation relates, has been found not to conform as regards the provisions of the

relevant marketing authorisation, or as regards the strength, quality or purity with the appropriate specification for that product, if so

directed, immediately withhold such batch from sale or exportation, and if so directed by the Authority, insofar as may be reasonably

practicable, immediately withdraw from sale any supplies of that batch held by him or her and immediately recall all supplies already sold or

distributed from that batch.

15. The authorisation holder shall, on being informed by the Authority that a medicinal product to which the wholesaler’s authorisation

relates, has been found to give rise to concerns in regard to its safety or efficacy, if so directed by the Authority, immediately withhold such

product from sale, supply or exportation and insofar as may be reasonably practicable, immediately recall all supplies already sold or

distributed by him or her.

16. The authorisation holder shall permit at all reasonable times such inspections, by officers of the Authority, as may be required to satisfy

the Authority that the conditions of the authorisation are being complied with.

17. (1) Where and insofar as the wholesaler’s authorisation relates to an exempt sourced medicinal products, the authorisation holder shall

only source such products —

17. (1) Where and insofar as the wholesaler’s authorisation relates to an exempt medicinal product, the authorisation holder shall only

source such product— 

(a) in response to an order, or in anticipation of an order, which satisfies the requirements of paragraph 2 of Schedule 1 to the Medicinal

Products (Control of Placing on the Market) Regulations 2007 (S.I. No. 540 of 2007)*; and

(b) where the conditions set out in subparagraphs (2) to (9) are complied with.

(2) The authorisation holder shall, in the case of each consignment of an exempt medicinal product 

received by him or her, make, and keep available for inspection by officers of the Authority, for a period of not less than five years, written

records showing the following particulars —

(a) the name of the medicinal product, being the brand name or the common name, or the scientific name, and any name, if different, under

which the particular medicinal product is to be sold or supplied in the State;

(b) the dosage form;

(c) the trading style or name of the manufacturer of the medicinal product;

(d) in respect of each active constituent of the medicinal product, any international non­proprietary name or the monograph name or, where

that constituent does not have an international non­proprietary name, the accepted scientific name or any other name descriptive of the true

nature of that constituent;

Case Number: 36037

Page 5 / 7
223



(e) the quantity of medicinal product which has been received;

(f) the batch number of the medicinal product which has been received; and

(g) the name and address of the manufacturer of that medicinal product in the form in which it was received and, if the person who supplied

the medicinal product is not the manufacturer, the name and address of such supplier.

(3) Where the authorisation holder sells or supplies an exempt medicinal product, he or she shall, in addition to those records mentioned in

paragraph 8(1) and subparagraph (2), make and maintain written records relating to —

(a) the batch number of the batch of the product from which each sale or supply was made;

(b) details of any suspected adverse reaction to the product so sold or supplied of which he or she becomes aware; and

(c) details of any quality defect relating to the product so sold or supplied of which he or she becomes aware.

(4) The authorisation holder shall not issue any advertisement, other than one that states only the trade name, pack size, price and dose,

relating to an exempt medicinal product or make any representations in respect of such product.

(5) The authorisation holder shall inform the Authority forthwith of any matter, including suspected adverse reactions and quality defects,

coming to his or her attention, in respect of an exempt medicinal product product that has been sourced by him or her.

(6) The authorisation holder shall cease supplying an exempt medicinal product if he or she has received a notice in writing from the

Authority directing that, as from a date specified in that notice, a particular product or class of products shall no longer be sourced or

supplied.

(7) The authorisation holder shall, on being informed by the Authority, or by the manufacturer or person who supplied the medicinal

product to the holder of the authorisation, that the medicinal product cannot be regarded either as a product which can safely be

administered to human beings or as a product which is of satisfactory quality or efficacy for such administration, immediately withdraw any

supplies of that product held by him or her and immediately recall all supplies already sold or distributed.

(8) With effect from the 1 January 2008, the authorisation holder shall, not later than seven days of his or her receipt of a consignment of an

exempt medicinal product, notify the Authority of each such receipt. Each such notification shall include the particulars set out in

subparagraph (2).

(9) With effect from the 1 January 2009, the notifications referred to in subparagraph (8) shall, except in exceptional circumstances, be

communicated electronically to the Authority and within a timeframe of two working days from the date of the receipt of each such

consignment.

(10) In this paragraph — ‘common name’ means the international non­proprietary name, or, if one does not exist, the usual common name;

‘international non­proprietary name’ means the international non­proprietary name recommended by the World Health Organisation; and

‘monograph name’ means the name or approved synonym which appears at the head of a monograph in the current edition of the European

Pharmacopoeia, the British Pharmacopoeia, or a foreign or international compendium of standards and ‘current’ in this definition means

current at the time the notice is sent to the Authority.

18. In paragraphs 3(1)(b) and (c), 4, 6(2)(b) and 13, every reference to a medicinal product shall be a reference to a medicinal product that is

intended to be placed on the market in the State or in another EEA State.

19. (1) Subject to subparagraph (2), the authorisation holder shall verify that the medicinal products received are not falsified by checking

any safety features on the outer packaging, in accordance with Regulation (EU) 2016/161. 

(2) Subparagraph (1) shall not apply where a medicinal product is directly received from a third country but not imported into the State.

20. The authorisation holder shall immediately inform the Authority and, where applicable, the holder of the relevant marketing

authorisation, certificate of registration certificate of traditional­use registration, or in the case of a product intended for a state other than

an EEA State the holder of the relevant authorisation in that state if he or she receives, is offered or sells by wholesale a medicinal product

and he or she knows, or subsequently becomes aware after having sold by wholesale the product, or there are sufficient grounds to

suspect, that the product is a falsified medicinal product.

21. Where a medicinal product is obtained from another wholesale distributor, the authorisation holder shall verify that the supplying

wholesale distributor —

(a) complies with the principles and guidelines of good distribution practice published by the Commission pursuant to Article 84 of the 2001

Directive, and

(b) holds a wholesaler’s authorisation, or an equivalent authorisation granted in another EEA State.

22. Where a medicinal product is obtained from a manufacturer or importer, the authorisation holder shall verify that the supplying

manufacturer or importer holds an appropriate marketing authorisation, certificate of registration, certificate of traditional­use registration or

in the case of a product obtained from a state other than an EEA State, the relevant authorisation issued in that state.

23. Where a medicinal product is obtained through brokering, the authorisation holder shall verify that the broker involved fulfils the

requirements set out in these Regulations and the 2001 Directive.

24. (1) Notwithstanding anything to the contrary in these Regulations 

(a) until 31 December 2024, the Board shall allow the import of medicinal products from parts of the United Kingdom other than Northern

Ireland by holders of a wholesaler’s authorisation that are not in possession of a relevant manufacturing authorisation following

submission of a request by the holders of the marketing authorisation for the medicinal products provided that all of the following

conditions are fulfilled­ 

(i) the medicinal products have undergone quality control testing either in the Union, as provided for in Article 51(3) of the 2001 Directive,

or in parts of the United Kingdom other than Northern Ireland in compliance with Article 20, first paragraph, point (b) of the 2001 Directive, 

(ii) the medicinal products have been subject to batch release by a qualified person in the Union in accordance with Article 51(1) of the 2001

Directive, or in parts of the United Kingdom other than Northern Ireland applying quality standards that are equivalent to those laid down

in Article 51(1) of the 2001 Directive, 

(iii) the marketing authorisation for the medicinal product concerned has been granted in accordance with Union Law, by the Board or by

the Commission, 

(iv) the medicinal products are only made available to patents or end­consumers in the State, and 

(v) the medicinal products bear the safety features referred to in Article 54, point (o) of the 2001 Directive. 

(2) Notwithstanding anything to the contrary in these Regulations, until 31 December 2024, Article 80, first subparagraph, point (b) of the

2001 Directive shall not apply to imports that fulfil the conditions laid down in paragraph (1).

This authorisation is subject to any other requirement specified as per the Medicinal Products (Control of Wholesale Distribution)
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Regulations 2007 (S.I. No. 538 of 2007)*. *as amended 
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Union Format for a Good Distribution Practice Certificate (Medicinal Products for 
Human Use)
EMA/171905/2012 

Certificate No: 35646              1 / 2

Health Products Regulatory Authority

Certificate No: 35646

CERTIFICATE OF GDP COMPLIANCE OF A WHOLESALE DISTRIBUTOR

Issued following an inspection in accordance with Art. 111(1) of Directive 2001/83/EC

The competent authority of Ireland confirms the following:

The wholesale distributor (WDA): Pinewood Laboratories Limited

Site address: Unit 1, M50 Business Park, Ballymount Avenue, Dublin 12, D12 K6C5

OMS Identifiers:  (ORG-100001380 / LOC-100007625)

Has been inspected under the national inspection programme in connection with authorisation number

W00190/00002 in accordance with Art. 77(1) of Directive 2001/83/EC transposed in the following 

national legislation: Medicinal Products (Control of Wholesale Distribution) Regulations 2007 (S.I. No. 

538/2007), as amended

Scope of certificate: Human medicinal products

From the knowledge gained during inspection of this wholesale distributor, the latest of which was 
conducted on 2025-01-23, it is considered that it complies with the Good Distribution Practice 
requirements laid down in Article 84 of Directive 2001/83/EC.
This certificate reflects the status of the premises at the time of the inspection noted above and 
should not be relied upon to reflect the compliance status if more than five years have elapsed since 
the date of that inspection.  However this period of validity may be reduced using regulatory risk 
management principles, by an entry in the Restrictions or Clarifying Remarks field.

This certificate is valid only when presented with all pages. 

The authenticity of this certificate may be verified in the Union database.  If it does not appear please 

contact the issuing authority.

2025-07-02 Name and signature of the authorised person of the 
Competent Authority of Ireland

_______________________________________________
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Union Format for a Good Distribution Practice Certificate (Medicinal Products for 
Human Use)
EMA/171905/2012 

Certificate No: 35646              2 / 2

Confidential

Health Products Regulatory Authority
Confidential  
Confidential

Details of the authorisation can be found in the Union Database.
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Union Format for a Good Distribution Practice Certificate (Medicinal Products for 
Human Use)
EMA/171905/2012 

Certificate No: 34467              1 / 2

Health Products Regulatory Authority

Certificate No: 34467

CERTIFICATE OF GDP COMPLIANCE OF A WHOLESALE DISTRIBUTOR

Issued following an inspection in accordance with Art. 111(1) of Directive 2001/83/EC

The competent authority of Ireland confirms the following:

The wholesale distributor (WDA): Pinewood Laboratories Limited

Site address: Ballymacarbry, Clonmel, E91 D434, Ireland

OMS Identifiers:  (ORG-100001380 / LOC-100000597)

Has been inspected under the national inspection programme in connection with authorisation number

W00190/00003 in accordance with Art. 77(1) of Directive 2001/83/EC transposed in the following 

national legislation: Medicinal Products (Control of Wholesale Distribution) Regulations 2007 (S.I. No. 

538/2007), as amended

Scope of certificate: Human medicinal products

From the knowledge gained during inspection of this wholesale distributor, the latest of which was 
conducted on 2024-04-23, it is considered that it complies with the Good Distribution Practice 
requirements laid down in Article 84 of Directive 2001/83/EC.
This certificate reflects the status of the premises at the time of the inspection noted above and 
should not be relied upon to reflect the compliance status if more than five years have elapsed since 
the date of that inspection.  However this period of validity may be reduced using regulatory risk 
management principles, by an entry in the Restrictions or Clarifying Remarks field.

This certificate is valid only when presented with all pages. 

The authenticity of this certificate may be verified in the Union database.  If it does not appear please 

contact the issuing authority.

2024-07-29 Name and signature of the authorised person of the 
Competent Authority of Ireland

_______________________________________________

228



Eud
ra

GM
DP

 
Union Format for a Good Distribution Practice Certificate (Medicinal Products for 
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Confidential

Health Products Regulatory Authority
Confidential  
Confidential

Details of the authorisation can be found in the Union Database.

229


