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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(taking 2021 as the base year) 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 one 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.

2. Description Of Organisation

Wockhardt Group globally operates Biotech and Pharma manufacturing, research and development centres in India, UK and 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.

3.1 Description 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 AL
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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4.1 Certifications 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.

5.1 Policy 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.

Ve
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6.1 System 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

Acceptable Usage Policy for IT Systems
Anti-bribery and Anti-corruption policy
Anti-Trust and Fair Competition Policy

Archival Policy

Board Diversity Policy

Business Responsibility and Sustainability Policy
Code of Business Conduct and Ethics

Code of Conduct for Regulating, Monitoring and Reporting of
Trading by Designated Persons

Code for fair disclosure of Unpublished Price Sensitive

Information

Communications Policy

Corporate Social Responsibility Policy

Data Privacy Policy

Diversity, Inclusion and Equal Opportunity Policy
Dividend Distribution Policy

Environment, Health, Safety & Sustainability Policy
Forex Risk Management Policy

Human Rights Policy

Policy for Familiarisation Programmes for Independent

Directors

Wockhardt Limited ESG Statement 2025

Patent Policy

Policy for Preservation of Documents

Policy for determining materiality of events
Policy for determining Material Subsidiaries
Policy on Related Party Transactions

Risk Management Policy

Remuneration Policy

Stakeholders grievance Policy

Template for Appointment of Independent Directors
Whistle Blower Policy

Wockhardt Cybersecurity Policy

Wockhardt Quality Policy

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

governance/policies-codes/
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6.2 Key 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.

7.1 Stakeholder 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.

7.2 Key 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.

93
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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

Energy Data Total Energy Consumed from Renewable Sources (in GJ) 194,961.24
Total Energy Consumed (in GJ) 600,451.32
Renewable Energy Consumption % 32.47%
Total Emissions Saved (tCO2e) 37,040.76

8.1 Assessment 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.

8.2 Mitigation 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 monitors and manages its greenhouse gas (GHG) emissions across operations through structured data tracking
and targeted reduction initiatives. During the reporting period, total GHG emissions were 106,896.23 tCOze, comprising Scope 1
emissions of 13,022.86 tCO2e¢, Scope 2 emissions of 49,679.83 tCO2e¢, and Scope 3 emissions of 44,193.54 tCOze. The Company reports
a Scope 1 and Scope 2 emissions intensity of 0.037 tCOze per million INR of revenue, while Scope 3 emissions intensity stands at 0.026
tCOze per million INR.

The organization’s climate action framework aligns with science-based targets, with commitments toward achieving net-zero emissions
by 2050 and a 50% reduction in emissions by 2030. Scope 2 emissions are being addressed through increased adoption of renewable
electricity, including full transition at select facilities. Scope 1 emissions are managed through fuel efficiency improvements and
adoption of cleaner fuels, supported by investments in renewable energy infrastructure. The emissions management approach is
reinforced by robust monitoring systems and reporting mechanisms aligned with international standards for climate and
environmental management.

Table 2: Emission Data

Data Metrics

Emission Data Scope 1 13,022.86 tCO2e
Scope 2 49,679.83 tCO2e
Scope 3 44,193.54 tCO2e
Total Scope 1 and Scope 2 emission intensity per rupee of 0.037 tCO2e/Mn.Rs

turnover (Total Scope 1 and Scope 2 GHG emissions / Revenue

from operations)

Total Scope 3 emissions per rupee of turnover 0.026 tCO2e/Mn.Rs

Table 3: Biotech Briquettes Boilers Emission Data From Jan 2013 To Mar 2026

Jan 2013 To Mar 2025

Savings at Biotech Park from Briquettes Boilers

Carbon Emissions from Briquettes 4,571.47 tCO2e
Carbon Emissions from FO 73,103.90 tCO2e
Carbon Emissions Saved 68532.43 tCO2e
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Table 4: Shendra Briquettes Boilers Emission Data From Nov 2016 To Mar 2026.

Nov 2016 To Mar 2025
Savings at Shendra from Briquettes Boilers

Carbon Emissions from Briquettes 848.37 tCO2e
Carbon Emissions from FO 12,414.12 tCO2e
Carbon Emissions Saved 11565.72 tCO2e

Key Performance Indicators
Table 5: Key Performance Indicators

Wockhardt Group Level Value

Environmental  Total Energy Consumption (in GJ) 600,451.32

Performance

Renewable Energy Consumption (in GJ) 194,961.24

Renewable Energy Consumption % 32.47%
Avoided Emissions (in tCOze) 37,040.76*
Total Water Withdrawal (in kL) 911,887.05
Total Waste Processed (in metric tonne) 2,674.93
Waste Recycling Rate (%) 59.17
Total Scope 1 and Scope 2 Emissions 62,702.69
(tCO2¢)

Scope 1 Emissions (tCO2¢) 13,022.86
Scope 2 Emissions (tCO2e) 49,679.83
Total Water Withdrawal (in kilo liters ) 911,887.05

Water discharge by destination and level of 361,571 KL Treated effluent sent to common effluent

treatment (in kilolitres) treatment plant (CETP)
Rainwater Harvested 37.85 million litres
Social Metrics Female Employee Representation (%) 14.98%

ESG and Compliance Training Programs 533.00

(count of programs annually)

Employees Trained in ESG (%) 68.68%

Critical Health and Safety Incidents 0]
Governance Regulatory Compliance Full compliance with environmental and regulatory
Metrics requirements.

...........
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Governance Framework

Quality Quality Assurance Certifications

Assurance

* EF consideration

Ireland: = 0.0670 tCO2¢/GJ
India: = 0.1972tCO2¢/GJ
UK: ~0.0486tCO2¢/GJ

Wockhardt Limited ESG Statement 2025

1SO 14001, ISO 45001, ISO 13485:2016, GMP Certifications

Anti-bribery and corruption policies, stakeholder

engagement, and community consultation mechanisms

ISO 9001, ISO 14001, cGMP Certifications

...........
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Water Consumption

Wockhardt Limited implements structured water management protocols across its manufacturing operations. During the reporting
period, the total water withdrawal was 911,887.05 KL, primarily sourced from surface water (457,502.00 KL; ~50.2%) and third-party
water (290,941.53 KL; ~31.9%), followed by other sources (143,594.05 KL; ~15.7%) and groundwater (19,849.45 KL; ~2.2%), with no
dependence on seawater/desalinated water. The Company’s total water consumption stood at 493,352.54 KL. Its water management
approach integrates closed-loop systems, process optimization, and reuse of treated wastewater for landscaping and other non-potable
applications. The framework is supported by periodic water audits, source monitoring, and compliant wastewater treatment
infrastructure, with 361,571 KL of treated effluent discharged to CETP. Additionally, rainwater harvesting contributed 37.85 million
litres, reinforcing the Company’s commitment to sustainable water stewardship. Water intensity is maintained at 0.29 KL per million
INR of revenue, reflecting efficient resource utilization.

Table 6: Water Consumption Data

Data Metrics

Water Consumption Data (i) Surface water (in kilolitres) 457,502.00
(ii) Ground water (in kilolitres) 19,849.45
(iii) Third Party Water (in kilolitres) 290,941.53
(iv) Seawater / desalinated water (in kilolitres) 0
(v) Others (in kilolitres) 143,594.05

Total volume of water withdrawal (in kilolitres) (i +ii 911,887.05

+ 1ii + iv + V)

Total volume of water consumption (in kilolitres) 493,352.54
Rainwater Harvested (in million litres) 37.85
Water intensity per rupee of turnover (Total water 0.29

consumption / Revenue from operations) (In kL/Mn
Rs)

Water discharge by destination and level of treatment 361,571 kL Treated effluent sent to common

(in kilolitres) effluent treatment plant (CETP)

Table 7 : Water Management Metrics And Objectives

Category Value/Description

Purpose of Recycled Water Landscaping and non-potable applications
Infrastructure and ~ Water Management Closed-loop systems, process optimization measures
Processes Infrastructure

Wastewater Treatment Facilities meeting regulatory requirements
Operational Water Audits Conducted to ensure sustainable usage patterns

Framework
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Category Value/Description

Withdrawal Source Monitoring Implemented

Environmental Water Intensity Metrics Tracked
Metrics

Community Engagement Ensures water resource access and ecosystem impact management
Environmental Overall Goal Supports environmental management objectives and community
Objectives considerations

Sovg

G
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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

Value/Description

Waste Management |Total Waste Processed (in metric tonne)

Performance

Recycling Rate

Types of Recycled Waste

Waste Reduction Target
Operational Source Segregation Protocols
Framework

Partnerships

Compliance

Employee Training

Process Optimization
Environmental Landfill Utilization
Impact

Regulatory Alignment

Wockhardt Limited ESG Statement 2025

2,674.93

59.17 %
Glass, electronic waste, and batteries

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

2030

Implemented

Collaboration with government-certified vendors
Full compliance with hazardous waste management regulations

Training on waste handling procedures and reduction

methodologies
Measures in place to minimize waste generation

Reduced through recycling and waste management processes

Maintained
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Training & Awareness Programmes

Wockhardt Ltd undertakes structured training and awareness programmes for employees, management, and leadership to strengthen
organizational capabilities, enhance compliance awareness, and build future-ready skills. These programmes span key areas such as
POSH and business ethics, ESG, cybersecurity, data protection, leadership development, digital tools, and functional competencies.
During the reporting period, the Company conducted 50 training programmes, covering a total of 14,926 participants (13,307
male and 1,514 female employees), with an aggregate of 10,674.5 training hours. Key initiatives included POSH compliance
and business ethics (935 participants), ESG training (893 participants), DPDPA and cybersecurity programmes (727 participants each),
and large-scale engagement through LOGIQ quizzes (11,099 participants).

This extensive coverage reflects Wockhardt Ltd’s strong commitment to continuous learning, regulatory compliance, and employee
capability building, ensuring a well-informed and future-ready workforce.

Table 9 : Training And Awareness Metrics

Count

POSH Compliance and Business

Ethics
4 ESG Training 723 170 893 893
1 DPDPA 603 124 727 363.5
1 Cyber Security 603 124 727 363.5
4 Leveraging Al for Smart Work & 124 37 161 322
Communication
2 Ethics, Professional Conduct & 50 4 54 108

Corporate Responsibility

1 Goal Setting 17 3 20 40

1 Train the trainer 27 4 31 496

1 Leadership Qualities & Team 5 6 11 88
Management

1 Excel Dashboard 5 1 6 12

6 Sales Training Program 155 8 196 1372

18 LOGO quiz 10212 887 11099 5549.5

3 Refresher / Booster 64 2 66 132

50 Total 13307 1514 14926 10674.5
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Gender Pay Indicators

The Company conducts and discloses its gender pay analysis, which highlights pay differences across employee categories. While
women show comparatively higher earnings than men on mean and median measures at an overall level, significant variations exist at
specific levels — particularly at the executive level, where male base salaries are substantially higher than those of women. The absence
of cash incentives at management levels indicates that pay structures are primarily fixed in nature, reflecting both gaps and balances

within the compensation framework.

Table 10 : Gender Pay Indicators

Value/Description

Executive Level Pay Base Salary — Women 1,284,000 INR
Base Salary — Men 30,067,000 INR
Management Level Pay Base Salary — Women 2567732 INR
Base Salary — Men 2711246 INR
Non-Management Level Pay Base Salary — Women 742500 INR
Base Salary — Men 626963 INR
Gender Pay Gap Mean Difference Female (20.12%) higher
than Male
Median Difference Female (23.70%) higher
than Male
Mean bonus gap 7.31%
Median bonus gap 9.33%
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Hiring & Performance Appraisal

The Company continues to disclose transparent information on its hiring practices and employee evaluation framework. Hiring trends
indicate a calibrated approach with fewer new hires in FY 2024 compared to FY 2023, reflecting focused recruitment and optimized
internal mobility. The Company maintains cost-efficient recruitment practices with detailed disclosure of hires by age, gender, and
management levels. Performance appraisals are conducted annually, and the appraisal outcomes are finalized by the respective
Function Head, ensuring consistency, accountability, and fairness in employee assessments while aligning performance with
organizational objectives.

Table 11 : Hiring

Total number of new 838 503 884

employee hires

Percentage of open positions ~ 12.3% 12.4% 7.6% 2% 15.2%
filled by internal candidates

(internal hires)

Average hiring cost/FTE

0.0 0.06 0.068 0.086 0.071
Currency: INR 74 9 7

Table 12 : Hiring — Data Breakdown (FY 2024)

Sub-category Number of Hires

Age Group <25 years 173
26-30 years 363
31-35 years 182
36—40 years 84
41—45 years 49
>45 years 33

Gender Male 807
Female 77

Management Level Junior 829
Middle 47
Senior/Top 8

.........
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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%.
e 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 204o0.
«  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 Limited

Carbon Reduction Plan

PEOPLE

+ Valuing contribution from
all employees irrespective
of faith, belief or expression

CUSTOMERS g Empiore TRUST

Nurturing Employees
* Putting Customers First
+ Dedicated to achieving

the highest standards
of excellence

* Earning & Keeping Trust

* Ethical & Responsible
Conduct

* Integrity, Loyalty
& Commitment

WOCKHARDT COLLECTIVE
+ Contributing to Society VALUES STREN GTH
* Mindful of Corporate

Social Responsibility * Global Mindset

& Teamwork

INNOVATION QUALITY

+ Creativity

* Ensuring Health & Safety

* Being Systematic in
Processes & Solutions

« Committed to High
Quality Products &
Services

* Forward-thinking
& Innovative Outlook

+ Consistent Growth
& Change
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Wockhardt Carbon Reduction Road Map

Operational Data Checks and

base line calculation supplier data Refine Scope 3
Release of baseline data Focus on calculation Identifying missing
for scope 1, 2, and 3 checks and data data for scope 3 anq
(part of) that is within gathering from ensun:e con?prehenswe
Wockhardt operational suppliers of carbon Consideration
Control footprint data.

2024 2025 2026

50% reduction in Product data
Scope 1 and 2 Emissions release

Data gathering and
Clarification

Complete product

Organisation and :
carbon footprint data

product level carbon
footprint 8
Calculations

50% water recycling
across all sites

d Achieve interim targets
O by 2030

2027 - 2028

l
2050

Achieve Net Zero Emissions by 2050

Wockhardt Net Zero Roadmap

Operational Baseline Calculation —— [} 2024

Release of baseline data for Scope 1, 2, and partial
Scope 3 that is under operational control.

2025 [} Data Checks & Supplier Data

Focus on verifying calculations and gathering data

Reﬁne Scope 3 . 2026 from suppliers to ensure accurate carbon data.

Identify missing data for Scope 3 and ensure
comprehensive consideration of all relevant

sources. 2027 [J}—— Data Gathering & Clarification

Consolidate organization-level and product-level
carbon footprint calculations.

Product Data Release ——ff} 202:

Complete and release comprehensive product-
level carbon footprint data.
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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

Carbon Dioxide (CO2)
Methane (CH4)

Nitrous Oxide (N20)
Sulphur Hexafluoride (SFs)
Perfluorocarbons (PFCs)

Hydrofluorocarbons (HFCs)

Wockhardt Limited ESG Statement 2025

1
25

208

22,200
4,800-9,200

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

Calculated using supplier PURCHASED GOODS AND Includes all upstream cradle-to-gate emissions from the
survey responses. SERVICES production of products purchased or acquired by the reporting

company in the reporting year.

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

in 2024 report — to be production of capital goods purchased or acquired by the
considered when capital reporting company. Capital goods are final products that have an
goods are purchased in a year extended life and are used by the company to manufacture a

(of greater than 20k value) product, provide a service, or sell, store, and deliver merchandise.
Included in Scope 1 FUEL AND ENERGY - RELATED Includes the emissions of the extraction, production, and
calculations ACTIVITIES transportation of fuels and energy purchased by the reporting

company in the reporting year.

Mileage calculations done UPSTREAM TRANSPORTATION Includes emissions from the transportation and distribution of
AND DISTRIBUTION products purchased by the reporting company in vehicles/facilities

not owned or operated by the reporting company.

Waste data included WASTE GENERATED IN Includes emissions from third-party disposal and treatment of
OPERATIONS 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.
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about:blank

Wockhardt Limited Carbon Reduction Plan — March 2025

Car and flights included

(train to do in 2026)

Initial calculation on

averages

Not applicable to
Wockhardt Limited at this
time

Distribution hub and on

initial consideration

Not applicable to
Wockhardt Limited at this
time

Not applicable to
Wockhardt Limited at this
time

Not applicable (assume no

waste) to Wockhardt

Limited at this time

Not applicable to
Wockhardt Limited at this

time

Not applicable to
Wockhardt Limited at this
time

Pension considerations to

be investigated

BUSINESS TRAVEL

EMPLOYEE
COMMUTING

UPSTREAM LEASED
ASSETS

DOWNSTREAM
TRANSPORTATION
AND DISTRIBUTION

PROCESSING OF
SOLD PRODUCTS

USE OF SOLD
PRODUCTS

END OF LIFE
TREATMENT OF
SOLD PRODUCTS

DOWNSTREAM
LEASED ASSETS

FRANCHISES

INVESTMENTS

Wockhardt Limited ESG Statement 2025

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.

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.

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.

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.

Includes emissions from processing of intermediate products by third parties

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

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.

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.

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.

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.

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.

LiFE
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Table 3: NHS Scope 3 Categories

Scope 3 Category Description Minimum Boundary Wockhardt
Category Calculation

Upstream

transportation

and distribution

Waste generated

in operations

Business travel

Employee

commuting

Downstream

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)

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)

Transportation of employees for business related activities during
the reporting year (in vehicles not owned or operated by the

reporting company)

Transportation of employees between their homes and their
worksites during the reporting year (in vehicles not owned or

operated by the reporting company)

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

Wockhardt Limited ESG Statement 2025

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

The scope 1 and scope 2
emissions of waste
management suppliers that
occur during disposal or
treatment Optional: Emissions

from transportation of waste

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

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

The scope 1 and scope 2
emissions of transportation
providers, distributors, and

retailers that occur during use

55
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Miles and km
travelled by
supplier goods
Does not
include sea
freight — to be
calculated in

2026

Data from 2
waste
companies

provided

Company car
Own car for
business
purposes
Flights Hotels
included
Train travel to
be calculated
from 2026

onwards

Mileage
calculated
based on
number of
staff and
distance
travelled for a

year

Transportatio
nto
distribution
hub (3 in
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Scope 3 Category Description Minimum Boundary Wockhardt
Category Calculation

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

not owned or controlled by the reporting company)

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
The organization now operates two business streams:

1. Vaccine

2. CP Hospital products

Wockhardt Limited ESG Statement 2025

of vehicles and facilities (e.g., total) have
from energy use) Optional: been
The life cycle emissions calculated

associated with manufacturing
vehicles, facilities, or

infrastructure

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
There is a separate energy efficiency report that goes into greater
detail on Scope 1 and 2 emissions.

Results
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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:

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%.

Conclusion

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 Improvement Goal To Achieve A Reduction
0Of 10% For 2025/6 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.

+  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 2026.

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 2025. There are some assumptions and average data that have
been used and will be improved on during 2026. 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.

Wockhardt Limited ESG Statement 2025
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APPENDIX OVERVIEW

Appendix

Appendix 1 Assurance Certificate and Uk Carbon Reduction Report
Appendix 2 Energy Conservation & Technology Absorption at Wockhardt Ltd FY 2025-2026
Appendix 3 Renewable Energy Certificates

- Renewable Energy Certificate

Appendix 4 ISO Certificates

- ISO Certificates
Appendix 5 Rain Water Harvesting Certificate
Appendix 6 Waste Management Certificates

- Packaging Waste Recovery
- E-Waste Certificate
- Packaging full producer verification form
- ENV-007- Waste Disposal
Appendix 7 Quality Assurance Certificates (GMP)
- Biotech API Certificates
- Daman Bhimpore
- Daman Kadaiya
- Ankleshwar
- GMP Certificates
- Pinewood Certificates

- GDP Certificates

...........
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SGS India Private Limited +91 080 6938 8888
4B, Adi Shankaracharya Marg, +91 22 6640 8388
Vikhroli (West), Mumbai — 400083 www.sgs.com

INDEPENDENT ASSURANCE STATEMENT

Independent Assurance Statement to Wockhardt Limited on its BRSR Core Report for the FY 2025-26

The Board of Directors,

Wockhardt Limited,
Wockhardt Towers, Bandra Kurla Complex,
Bandra (East), Mumbai 400 051, Maharashtra, India.

Nature of the Assurance

SGS India Private Limited (hereinafter referred to as ‘SGS India’) was engaged by Wockhardt Limited (the ‘Company’) to conduct
an independent assurance of the Company’s Business Responsibility and Sustainability Reporting (BRSR) (the ‘Core Report’) for
the reporting period of April 1, 2025, to March 31, 2026. SGS India has conducted a Reasonable level of Assurance for the BRSR
core indicators. This assurance engagement was conducted in accordance with International Standard on Assurance
Engagements (ISAE) 3000 (Revised) and ISAE 3410.

Reporting Framework

The Report has been prepared following

1. Master Circular for compliance with the provisions of the Securities and Exchange Board of India (Listing Obligations
and Disclosure Requirements) Regulations, 2015 by listed entities: BRSR Core and Non-Core Framework for Assurance
and ESG Disclosures for Value Chain (Circular No. HO/49/14/14(7)2025-CFD-POD2/1/3762/2026), dated 30 January
2026.

Greenhouse Gas Protocol: A Corporate Accounting and Reporting Standard.
ISO 14064-1:2018 Standard.

Intended Users of this Assurance Statement

This Assurance Statement is provided with the intention of informing all Wockhardt Limited internal and external Stakeholders.
Responsibilities

The information in the report and its presentation is the responsibility of the management of the Company. SGS India has not been
involved in the preparation of any of the material included in the report.

Our responsibility is to express an opinion on the text, data, and statements within the defined scope of assurance, aiming to
inform the management of the Company, and in alignment with the agreed terms of reference. We do not accept or assume any
responsibility beyond this specific scope. The Statement shall not be used forinterpreting the overall performance of the Company,
except for the aspects explicitly mentioned within the scope.

Assurance Standard

SGS has conducted a Reasonable level of Assurance for BRSR core parameters under 9 ESG Attributes, including all essential
indicators as specified under BRSR standards and amendments made as on date. This engagement was performed in accordance
with the International Standard on Assurance Engagement (ISAE) 3000 (revised) and ISAE 3410 (Assurance Engagements other
than Audits or Reviews of Historical Financial Information).

Our evidence-gathering procedures were designed to obtain a ‘Reasonable’ level of assurance, which is a high level of assurance
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in accordance with ISAE 3000(revised) standard, but is not absolute certainty. It involves obtaining sufficient appropriate evidence
to support the conclusion that the information presented in the report is fairly stated and is free from material misstatements.

Statement of Independence and Competence

The SGS Group of companies is the world leader in inspection, testing, and assurance, operating in more than 140 countries and
providing services including management systems and service certification; quality, environmental, social, and ethical auditing
and training; and environmental, social, and sustainability report assurance. SGS India affirms our independence from Wockhardt
Limited, being free from bias and conflicts of interest with the organization, its subsidiaries, and stakeholders.

The assurance team was assembled based on their knowledge, experience, and qualifications for this assignment, and comprised
auditors registered with 1ISO 26000, ISO 20121, ISO 50001, SA8000, RBA, QMS, EMS, SMS, GPMS, CFP, WFP, GHG
Verification, and GHG Validation Lead Auditors, and experience on the SRA Assurance.

Scope of Assurance

The assurance process involved assessing the quality, accuracy, and reliability of BRSR Indicators, including all KPIs within the
report, for the period from April 1, 2025, to March 31, 2026. The reporting scope and boundaries include Wockhardt Limited office,
Shendra Manufacturing Facility, Biotech Park Facility, R&D Facility, Ankleshwar Facility, Daman Bhimpore Facility, Daman
Kadaiya Facility within India.

Assurance Methodology

The assurance comprised a combination of desktop review, interactions with key personnel involved in developing the report, on-
site visits, and remote data verification. Specifically, SGS India undertook the following activities:

o Assessment of the suitability of the applicable criteria in terms of their comprehensiveness, reliability, and accuracy.

o Interaction with key personnel responsible for collecting, consolidating, and calculating the BRSR core and essential
indicators, and assessing the internal control mechanisms in place to ensure data quality.

o Application of analytical procedures and verification of documents on a sample basis for the compilation and reporting
of the KPlIs.

e Assessing the aggregation process of data at the Head Office level.

o Critical review of the report regarding the plausibility and consistency of qualitative and quantitative information related
to the KPIs.

Limitations

SGS India did not come across any limitation to the agreed scope of the assurance engagement. SGS India verified data on a
sample basis; the responsibility for the authenticity of the data entirely lies with the Company. The assurance scope excluded
forward-looking statements, product- or service-related information, external information sources, and expert opinions. SGS India
has not been involved in the evaluation or assessment of any financial data/performance of the company. Our opinion on financial
indicators is based on the third-party financial reports audited by the Company. SGS India does not take any responsibility for the
financial data reported in the audited financial reports of the Company.

The assurance scope excludes:

Disclosures other than those mentioned in the assurance scope.

Data reviews outside the operational sites as mentioned in the reporting boundary.

Validation of any data and information other than those presented in “Findings and Conclusions.”

The assurance engagement considers an uncertainty of 5% based on the materiality threshold for Assumption/

estimation/measurement errors and omissions.

e The Company’s statements that describe the expression of opinion, belief, aspiration, expectation, aim to future
intention provided by the Company, and assertions related to Intellectual Property Rights and other competitive issues.

e Mapping of the Report with reporting frameworks other than those mentioned in the Reporting Criteria above.
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Findings and Conclusions
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Based on the procedures we have performed and the evidence we have obtained, we are satisfied that the information presented
by the Company in its report (as per the table below) is complete, accurate, reliable, fairly stated in all material respects, and is
prepared in line with the BRSR requirements.

The list of BRSR Core Indicators that were verified within this assurance engagement is given below:

Sr.No.

BRSR Core Attribute

BRSR Core Indicator

Greenhouse gas (GHG) footprint

Total scope 1 emissions
Total scope 2 emissions
GHG emission intensity (scope 1 +2)

Water footprint

Total water consumption
Water consumption intensity
Water discharge by destination and levels of treatment

Energy footprint

Total energy consumed
% of energy consumed from renewable sources
Energy intensity

Embracing circularity

Plastic waste

E-waste

Bio medical waste

Construction and demolition waste

Battery waste

Radioactive waste

Other hazardous waste

Other non-hazardous waste

Total waste generated

Waste intensity

Each category of waste generated, total waste recovered through recycling,
re-using or other recovery operations.

For each category of waste generated, the total waste disposed of by the
nature of the disposal method

Employee well-being and safety

Spending on measures towards the well-being of employees as a % of the
total revenue of the Company
Details of safety-related incidents for employees

Enabling gender diversity in
business

Gross wages paid to females as % of wages paid.
Complaints on POSH

Enabling inclusive development

Input material sourced from MSMES/ small producers as % of total
purchases.

Job creation in smaller towns: Wages paid to people employed in
smaller towns as % of total wage cost

Fairness in engaging with
customers and suppliers

Instances involving loss/breach of data of customers as a percentage of
total data breaches or cybersecurity events.

Number of days of accounts payable

Openness of business

Concentration of purchases & sales done with trading houses, dealers, and
related parties

Loans and advances & investments with related parties

Page no.3


tel:%20+91%20080%206938%208888
tel:%20+91%2022%206640%208888

SGS India Private Limited +91 080 6938 8888
4B, Adi Shankaracharya Marg, +91 22 6640 8888
Vikhroli (West), Mumbai — 400083 WWW.Sgs.com

For and on behalf of SGS India Private Limited

» L
Kalpesh Thombare Chirag Bafna
Technical Reviewer and National Manager — ESG & Lead Verifier and Senior Technical Associate — ESG &
Sustainability Services, SGS India. Sustainability Services, SGS India.
Team Member: Ms. Vaibhavi Kulkarni (Technical Associate)
26t June 2026. 26t June 2026.
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GHG Assurance Statement

Wockhardt Limited

Wockhardt Towers, Bandra Kurla Complex,
Bandra (East), Mumbai 400 051, Maharashtra, India.

SGS India Private Limited (hereinafter referred to as SGS India) was contracted by Wockhardt Limited (the
‘Company’) to conduct an independent assurance of its annual Greenhouse Gas (GHG) inventory for Scope 1,
Scope 2, and Scope 3 pertaining to the reporting period of 01t April 2025 to 315 March 2026. The Company has
developed its GHG inventory in accordance with the GHG Protocol Corporate Accounting and Reporting Standard
and ISO 14064-1 standard. SGS India has conducted Reasonable Level Assurance for Scope 1 and Scope 2 and
Limited Level Assurance for Scope 3 Data. This assurance engagement was conducted in accordance with the

“International Standard on Assurance Engagements (ISAE) 3410”.
SGS India verified the following parameters given in the Table below:

Scope 1, Scope 2, and Scope 3 Data

Scope Actual emission (tCo2)
Scope 1 GHG emissions in metric tons of CO2 eq 10430.89
Scope 2 GHG emissions in metric tons of CO2 eq 49637.06
Scope 3 GHG emissions in metric tons of CO2 eq 10319.93

Verification Statement no: BA_ESG_ 2397879_GHG_V1
Statement Date: 26" June 2026.

This Statement is issued, on behalf of Client, by SGS India ("SGS") under its General Conditions for ESG Assurance Services. A full
copy of this statement may be consulted at SGS India. This Statement does not relieve Client from compliance with any regulations
that applied to it. Stipulations to the contrary are not binding on SGS and therefore SGS shall have no responsibility vis-a-vis parties

other than its Client.

This Statement is not valid without the full verification scope, objectives, criteria and findings available on the Statement.
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SGS India Private Limited +91 080 6938 8888
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Independent Assurance Statement to Wockhardt Limited on its GHG Inventory for FY 2025-26

The Board of Directors,

Wockhardt Limited

Wockhardt Towers, Bandra Kurla Complex,
Bandra (East), Mumbai 400 051, Maharashtra, India.

Nature of the Assurance

SGS India Private Limited (hereinafter referred to as SGS India) was contracted by Wockhardt Limited (the ‘Company’) to
conduct an independent assurance of its annual Greenhouse Gas (GHG) inventory for Scope 1, Scope 2, and Scope 3
pertaining to the reporting period of 015t April 2025 to 315t March 2026. The Company has developed its GHG inventory in
accordance with the GHG Protocol Corporate Accounting and Reporting Standard and 1ISO 14064-1 standard. SGS India has
conducted Reasonable Level Assurance for Scope 1, and Scope 2, and Limited Level Assurance for Scope 3 data. This
assurance engagement was conducted in accordance with the “International Standard on Assurance Engagements (ISAE)
3410".

Intended Users of this Assurance Statement

This Assurance Statement is provided with the intention of informing all Wockhardt Limited’s Stakeholders.
Responsibilities

The information in the report and its presentation are the responsibility of the management of the Company. SGS India has not
been involved in the preparation of any of the material included in the report.

Our responsibility is to express an opinion on the text, data, calculation, and statements within the defined scope of verification,
aiming to inform the Management of the Company, and in alignment with the agreed terms of reference. We do not accept or
assume any responsibility beyond this specific purpose, and it is not intended for use in interpreting the overall performance
of the Company, except for the aspects explicitly mentioned within the scope. The Company holds the responsibility for
preparing and ensuring the fair representation of the verification scope.

Assurance Standard

SGS India has conducted Reasonable Level Assurance for Scope 1 & Scope 2, and Limited Level Assurance for Scope 3
data. This engagement was performed in accordance with the International Standard on Assurance Engagement (ISAE) 3410.
Our evidence-gathering procedures were designed to obtain a ‘Reasonable Level of assurance’, which involves the underlying
assumption that the control environment and controls are reliable.

Statement of Independence and Competence

The SGS Group of companies is the world leader in inspection, testing and assurance, operating in more than 140 countries
and providing services including management systems and service certification; quality, environmental, social and ethical
auditing and training; environmental, social and sustainability report assurance. SGS affirm our independence from Wockhardt
Limited, being free from bias and conflicts of interest with the organization, its subsidiaries and stakeholders.

The assurance team was assembled based on their knowledge, experience and qualifications for this assignment, and
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comprised auditors registered with ISO 26000, ISO 20121, ISO 50001, SA8000, RBA, QMS, EMS, SMS, GPMS, CFP, WFP,
GHG Verification and GHG Validation Lead Auditors and experience on the SRA Assurance.

Scope of Assurance

The assurance exercise included the evaluation of quality, accuracy, and reliability of the GHG Inventory on Scope 1, Scope
2 and Scope 3 data for the period 015t April 2025 to 315t March 2026.

The scope of verification covers the following aspects:

The reporting scope and boundaries include Wockhardt Limited office, Shendra Manufacturing Facility, Biotech Park Facility,
R&D Facility, Ankleshwar Facility, Daman Bhimpore Facility, Daman Kadaiya Facility within India.

Assurance Methodology

The assurance comprised a combination of pre-assurance research, interaction with the key personnel engaged in the process
of developing the company’s GHG inventory, on-site visits, and remote desk review & verification of data. Specifically, SGS
India executed the following activities:

e Interaction with key personnel from the head office and selected manufacturing locations to understand and review
the current processes in place for developing the Company’s GHG inventory.

Assessment of internal control mechanism to ensure the reliability and accuracy of emission data.

Review of the data management system used for collection and consolidation of emission data.

Review of consistency of data/information within the GHG inventory and between the inventory and source.
Evaluation of the appropriateness of the quantification methods used to arrive at Scope 1, Scope 2, and Scope 3
emissions with respect to the specific requirements of the GHG Protocol.

¢ Assurance of emission data on a sample basis, including conversion factors and emissions factors.

Limitations
The assurance scope excludes:

Disclosures other than those mentioned in the assurance scope.

Data review outside the operational sites as mentioned in the reporting boundary.

Validation of any data and information other than those presented in “Findings and Conclusion.”

The assurance engagement considers an uncertainty of +3% based on materiality threshold for Assumption/

estimation/measurement errors and omissions.

e The Company’s statements that describe the expression of opinion, belief, aspiration, expectation, aim to future
intention provided by the Company, and assertions related to Intellectual Property Rights and other competitive
issues.

e Strategy and other related linkages expressed in the Report.

e  Mapping of the Report with reporting frameworks other than those mentioned in Reporting Criteria above.

SGS India verified data on a sample basis; the responsibility for the authenticity of data entirely lies with the Company. The
assurance scope excluded forward-looking statements, product- or service-related information, external information sources
and expert opinions.

Findings and Conclusions

Scope 1, Scope 2 and Scope 3 inventory:

Based on the procedures we have performed and the evidence we have obtained, nothing has come to our attention that
causes us to believe that the information presented by the Company in its GHG Inventory report is not prepared, in all material

respects, in accordance with the reporting criteria.

SGS India verified the following parameters given in the Table below:
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Scope 1, Scope 2 and Scope 3 Data:

Description

FY 2025-26

Scope 1: Direct carbon emissions from owned/controlled operations- Unit-tCO2Eq

a. Direct emissions from stationary combustion 4613.55
b. Direct emissions from mobile combustion 38.20
c. Direct emissions from fugitive consumption 5679.77
d. Direct emissions from process consumption 99.38
Scope 1 Total Emission 10430.89
Scope 2: Indirect carbon emissions- Unit-tCOzEq
a. Indirect emissions from purchased/acquired electricity 49,637.06
Scope 2 Total Emission 49,637.06
Scope 3: Indirect carbon emissions- Unit-tCO2Eq
Category 1: Purchased goods and services 223.30
Category 5: Waste generated in operations 1.84
Category 9: Downstream Transportation and Distribution 10094.79
Scope 3 Total Emission 10319.93

For and on behalf of SGS India Private Limited

)

Chirag Bafna
Kalpesh Thombare

Lead Verifier and Senior Technical Associate — ESG &

Technical Reviewer and National Manager — ESG & Sustainability Services, SGS India.

Sustainability Services, SGS India. Team Member: Ms. Vaibhavi Kulkarni (Technical
Associate)

26t June 2026. 26 June 2026.
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INDEPENDENT LIMITED ASSURANCE STATEMENT

Independent Limited Assurance Statement to Wockhardt Limited on its Sustainability Report for FY 2025-26
The Board of Directors,

Wockhardt Limited
Wockhardt Towers, Bandra Kurla Complex,
Bandra (East), Mumbai 400 051, Maharashtra, India.

Nature of the Assurance

SGS India Private Limited (hereinafter referred to as ‘SGS India’) was engaged by Wockhardt Limited (the ‘Company’) to
conduct an independent assurance of the disclosures under the Sustainability Report (the ‘Report’) pertaining to the reporting
period of April 1, 2025, to March 31, 2026. The Sustainability Report has been prepared in line with the Global Reporting
Initiatives (GRI) Standards. This Limited level of assurance engagement was conducted in accordance with International
Standard on Assurance Engagements (ISAE) 3000 (Revised) and Assurance Engagements on Greenhouse Gas Statements
3410 and GRI principles.

Intended Users of this Assurance Statement

This Assurance Statement is provided with the intention of informing all Wockhardt Limited’s Stakeholders.
Responsibilities

The information in the report and its presentation are the responsibility of the management of the Company. SGS India has not
been involved in the preparation of any of the material included in the report.

Our responsibility is to express an opinion on the text, data, and statements within the defined scope of assurance, aiming to
inform the management of the Company, and in alignment with the agreed terms of reference. We do not accept or assume any
responsibility beyond this specific scope. The Statement shall not be used for interpreting the overall performance of the
Company, except for the aspects explicitly mentioned within the scope. The Company holds the responsibility for preparing and
ensuring the fair representation of the assurance scope.

Assurance Standard

SGS has conducted a Limited level Assurance engagement in accordance with the International Standard on Assurance
Engagement (ISAE) 3000 (Assurance Engagements other than Audits or Reviews of Historical Financial Information),
Assurance Engagements on Greenhouse Gas Statements 3410 and GRI principles. Our evidence-gathering procedures were
designed to obtain a ‘Limited level of assurance’. The procedures performed in a limited assurance engagement are designed to
support expectations regarding the direction of trends, relationships and ratios rather than to identify misstatements with the
level of precision expected in a reasonable assurance engagement.

Statement of Independence and Competence

The SGS Group of companies is the world leader in inspection, testing and assurance, operating in more than 140 countries
and providing services including management systems and service certification; quality, environmental, social and ethical
auditing and training; environmental, social and sustainability report assurance. SGS affirms our independence from Wockhardt
Limited, being free from bias and conflicts of interest with the organisation, its subsidiaries and stakeholders.

The assurance team was assembled based on their knowledge, experience and qualifications for this assignment, and
comprised auditors registered with ISO 26000, ISO 20121, ISO 50001, SA8000, RBA, QMS, EMS, SMS, GPMS, CFP, WFP,
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GHG Verification and GHG Validation Lead Auditors and experience on the SRA Assurance
Scope of Assurance

The assurance process involved assessing the quality, accuracy, and reliability of ESG Indicators within the Sustainability report
for the period April 1, 2025, to March 31, 2026. The reporting scope and boundaries include Wockhardt Limited, and its regional
offices spread across Central, North, East, West and South in the different states of India.

Assurance Methodology

The assurance comprised a combination of desktop review, interaction with the key personnel engaged in the process of
developing the report, on-site visits, and remote verification of data. Specifically, SGS India undertook the following activities:

o Assessment of the suitability of the applicable criteria in terms of their comprehensiveness, reliability, and accuracy.

e Interaction with key personnel responsible for collecting, consolidating, and calculating the ESG KPIs and assessing
the internal control mechanisms in place to ensure data quality.

o Application of analytical procedures and verification of documents on a sample basis for the compilation and reporting
of the KPIs.

o Assessing the data reporting process at the office level and the aggregation process of data at the Head Office level

o Critical review of the report regarding the plausibility and consistency of qualitative and quantitative information related
to the KPlIs.

Limitations
The assurance scope excludes:

Disclosures other than those mentioned in the assurance scope.

Data reviews outside the operational sites as mentioned in the reporting boundary.

Validation of any data and information other than those presented in “Findings and Conclusions.”

The assurance engagement considers an uncertainty of +5% based on the materiality threshold for

Assumption/ estimation/measurement errors and omissions.

e The Company’s statements that describe the expression of opinion, belief, aspiration, expectation, aim to future
intention provided by the Company, and assertions related to Intellectual Property Rights and other competitive issues.

e Strategy and other related linkages expressed in the Report.

e Mapping of the Report with reporting frameworks other than those mentioned in the Reporting Criteria above.

SGS India verified data on a sample basis; the responsibility for the authenticity of data entirely lies with the Company The
assurance scope excluded forward-looking statements, product- or service-related information, external information sources
and expert opinions. SGS India has not been involved in the evaluation or assessment of any financial data/performance of the
company. Our opinion on financial indicators is based on the third-party audited financial reports of the Company. SGS India
does not take any responsibility for the financial data reported in the audited financial reports of the Company.

Findings and Conclusions

Based on the procedures we have performed and the evidence we have obtained, nothing has come to our attention that
causes us to believe that ESG KPIs (listed below) presented by the Company in its Sustainability report are not prepared, in all
material respects, in accordance with the reporting criteria.

The list of ESG KPlIs that were verified within this assurance engagement is given below:

GRI Indices Description
GRI 201: Economic Performance 2016
201-1 Proportion of spending on local suppliers
201-3 Defined benefit plan obligations and other retirement plans
201-4 Financial assistance received from the government
GRI 205: Anti-corruption 2016
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2051 Operations assessed for risks related to corruption
205-2 Communication and training about anti-corruption policies and procedures
205-3 Confirmed incidents of corruption and actions taken

GRI 302: Energy 2016

302-1

Energy consumption within the organization

302-3

Energy intensity

GRI 303: Water

and Effluents 2018

303-3

Water withdrawal

303-4 Water Discharge

303-5 Water consumption

GRI 305: Emissions 2016

305-1 Direct (Scope 1) GHG emissions

305-2 Energy indirect (Scope 2) GHG emissions

305-3 Other indirect (Scope 3) GHG emissions

305-4 GHG emissions intensity

305-5 Reduction of GHG emissions

305-7 Nitrogen oxides (NOx), sulfur oxides (SOx), and other significant air emissions
GRI 306: Waste 2020

306-2 Management of significant waste-related impacts

306-3 Waste Generated

306-4 Waste diverted from disposal

306-5 Waste is directed to disposal

GRI 401: Employment 2016

401-1 New employee hires and employee turnover

401-2 Benefits provided to full-time employees that are not provided to temporary or part-time employees
401-3 Parental leave

GRI 402: Labor/

Management Relations 2016

402-1

Minimum notice periods regarding operational changes

GRI 403: Occupational Health and Safety 2018

403-1 Occupational health and safety management system

403-2 Hazard identification, risk assessment, and incident investigation

403-3 Occupational health services

403-4 Worker participation, consultation, and communication on occupational health and safety

403-5 Worker training on occupational health and safety

403-6 Promotion of worker health

403-7 Prev_entior_1 and mitigation of occupational health and safety impacts directly linked by business
relationships

403-8 Workers covered by an occupational health and safety management system

403-9 Work-related injuries

403-10 Work-related ill health

GRI 404: Training and Education 2016

404-1

Average hours of training per year per employee

404-2

Programs for upgrading employee skills and transition assistance programs

GRI 405: Divers

ity and Equal Opportunity 2016

405-1

Diversity of governance bodies and employees
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GRI 407: Freedom of Association and Collective Bargaining 2016

407-1 gtpriesrztions and suppliers in which the right to freedom of association and collective bargaining may be
GRI 408: Child Labour 2016

408-1 l Operations and suppliers are at significant risk of incidents of child labour

GRI 409: Forced or compulsory labor

409-1 l Operations and suppliers at significant risk for incidents of forced or compulsory labor

GRI 410: Security Practices 2016

410-1 l Security personnel trained in human rights policies or procedures

GRI 413: Local Communities 2016

413-1 l Operations with local community engagement, impact assessments and development programs
GRI 416: Customer Health and Safety 2016

416-2 l Incidents of non-compliance concerning the health and safety impacts of products and services
GRI 418: Customer Privacy 2016

418-1 l Substantiated complaints concerning breaches of customer privacy and losses of customer data

For and on behalf of SGS India Private Limited

Kalpesh Thombare

Chirag Bafna

Lead Verifier and Senior Technical Associate — ESG &

Technical Reviewer and National Manager — ESG & Sustainability Services, SGS India.

Sustainability Services, SGS India.

15t July 2026. 15t July 2026.
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Wockhardt UK Carbon Reduction Plan — April 2026

Cabinet Office

CARBON REDUCTION PLAN

Supplier name: ...Wockhardt UK.............cccooeeiiiiiiiiiiiiiiiiiiiee
Publication date: ...April 2026............cocoioeeeeeeeeeeeeeeeeeeeeeeeen

Commitment to achieving Net Zero

Wockhardt UK (including all subsidiaries) are committed to achieving Net Zero emissions by
2050.

Baseline Emissions Footprint

Baseline emissions are a record of the greenhouse gases that have been produced in the past
and were produced prior to the introduction of any strategies to reduce emissions. Baseline
emissions are the reference point against which emissions reduction can be measured.

Baseline Year: 2021 (Scope 1 & 2) 2024 (Scope 3)

Additional Details relating to the Baseline Emissions calculations.

Scope 1 and 2 have a base year of 2021 — this takes into account operational changes
associated with vaccination production processes. Scope 3 has a base year of 2024 but please
note: some aspects of Scope 3 are subject to further development and checking with additional
categories and operational areas

Baseline year emissions:

EMISSIONS TOTAL (tCOze)
Scope 1 1739.6 (2021)
Scope 2 1807.43 (2021)
Scope 3 24596.94 (2024)
(Included Sources)

otal Emissions 28143.97
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Wockhardt UK Carbon Reduction Plan — April 2026

Current Emissions Reporting

Reporting Year: 2025

EMISSIONS TOTAL (tCO2e)
Scope 1l 1724.57

Scope 2 42.77

Scope 3 23,401.94
(Included Sources)

Total Emissions 25,169.29 tonnes

Emissions reduction targets

In order to continue our progress to achieving Net Zero, we have adopted the following carbon
reduction targets.

We aim for a 30% reduction of Scope 1 and 2 emissions by 2026.

We project that total carbon emissions must decrease over the next five years to 15,867 tCO,e
by 2029. This is a total reduction of 40%

Progress against these targets can be seen in the graph below:

Target Reduction for Wockhardt [ALL] from
2024
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Wockhardt UK Carbon Reduction Plan — April 2026

Carbon Reduction Projects

Completed Carbon Reduction Initiatives

The following environmental management measures and projects have been completed or
implemented since the 2021 (Scope 2) base year. The purchase of renewable energy certificates
for Scope 2 emissions. The carbon emission reduction achieved by these schemes equate to
1807.4tCO.e, a 100%ge reduction against the 2021 base year for Scope 2 and the measures will
be in effect when performing the contract.

Use of renewable energy certificates has substantially reduced our Scope 2 emissions. The
remaining emissions are limited to Unit 10.

We have continued the process of calculating all our Scope 3 emissions and identified areas
where calculation has been improved. The coverage of Scope 3 emissions is considered to be
comprehensive and to cover all areas applicable to the business. We use monthly review of
data and have senior management support for this important initiative.

We have an environmental management plan that includes key aspects such as switching off
redundant equipment and mindful purchase of company vehicles.

In the future we hope to implement further measures such as:

Work on calculation of individual product carbon footprints is on-going in keeping with the NHS
target in place of 2028. This questionnaire response is included in our Carbon Reduction Plan
that will be maintained to communicate savings and positive measures in place within
Wockhardt UK.
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Wockhardt UK Carbon Reduction Plan — April 2026

Declaration and Sign Off

This Carbon Reduction Plan has been completed in accordance with PPN 06/21 and associated
guidance and reporting standard for Carbon Reduction Plans.

Emissions have been reported and recorded in accordance with the published reporting
standard for Carbon Reduction Plans and the GHG Reporting Protocol corporate standard” and
uses the appropriate Government emission conversion factors for greenhouse gas company
reporting®.

Scope 1 and Scope 2 emissions have been reported in accordance with SECR requirements,
and the required subset of Scope 3 emissions have been reported in accordance with the
published reporting standard for Carbon Reduction Plans and the Corporate Value Chain
(Scope 3) Standard®.

This Carbon Reduction Plan has been reviewed and signed off by the board of directors (or
equivalent management body).

Si igedpehalf of the Supplier:

....... Kawi [maye
RS

Date: e

-//ghgprotocol.org/corporate-standard
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PINEWOOD
@

Ballymacarbry, Tel.: +353 52 6186000
Clonmel, Co. Tipperary, | Website: www.pinewood.ie
Ireland, E91 D434.

Document Reference: ENG/2026/CRP-001

Date : 06 August 2026

Pinewood Healthcare Carbon Reduction Plan

Pinewood Healthcare is committed to reducing the Green House Emissions in line with Irish Government
approved Climate Action Plan 2025.

Since the year 2022, we have only procured Renewable Electricity from the Grid to service its power
demand for both Ballymacarbry and Ballymount sites.

See attached certificate issued by Captured Carbon for Renewable Electricity purchased in the year
2025.

In 2026, we are implementing roof solar system to self-generate renewable solar power on the
Ballymacarbry site. The installation is capable of generating 904 kwP power and estimated in further
reduction of carbon footprint by 176,783 kg/year.

There is continued emphasis on the site to monitor our energy demands and projects are evaluated on
ongoing basis to further reduce our Green House Emissions.

Signature: Nagesh Naik

Nagesh Naik (Aug 6, 2026 16:50:00 GMT+1)

Email: n.naik@pinewood.ie

Name: Nagesh Naik
Designation: Head of Engineering
Address:

Pinewood Healthcare
Ballymacrbry

Co Waterford IE

E91 D434

Directors: Ajay Sahni (Belgian) (Managing) - Ravi Limaye (Indian)-Amelia Fernandes (Indian) (Non-Executive)
Pinewood Healthcare is a registered business name of Pinewood Laboratories Limited, a company incorporated in Ireland.
VAT No. |IE 8276272 G Reg. N0.56296
Dublin Office: Pinewood Healthcare, Unitl, M50 Business Park, Ballymount, Dublin 12, D12 K6C5
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ANNEXURE VII TO THE BOARD’S REPORT

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

the Companies (Accounts) Rules, 2014

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:

1)

196

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

ANKLESHWAR

1.
2.

The power factor maintained 0.996 (requirement 0.95 above), which leads to saving of ¥ 9.87 Lakh.

40 Watt LED light fixtures replaced in place of old HPMV lamps which leads to saving 0.12 KWH per fixture
(Total 231 LED fixtures replaced in financial year 2025-2026 total saving per annum energy units saved 9979
KWH leading to saving of to ¥ 10.15 Lakh)

Changeover of utility from Chilled brine to chilled water to stop chilled brine compressor energy units saved
12798 KWH leading to saving of to ¥ 33.15 Lakh.

Initiated to maintain the Dissolved Oxygen in aeration, installed CCox Agitator in July, 2025 and from August,
2025 to March, 2026 power and fuel saved leading to saving of ¥ 60 Lakh.

ETP MEE plant ATFD rotor assembly with blade modification done due to this arrangement eliminate the
recirculation of liquid salt from ATFD to MEE, annual power and steam saved amounting to ¥ 14.55 Lakh.

DAMAN
HVAC system

1.

4,

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.

Installation of VFD in AC store Il & 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 Il and

AC store IV area saved 51960 KWH per Year amount saved % 3.18 Lakh per year.

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.

Il.  Heater has been replaced with hot gas coil to avoid chiller operation on weekly day and holiday. Total
Electric units saved 197164 KWH per year amounting to ¥ 11.82 Lakh per year.

AHU condensate water has been used in the cooling tower water instead of raw water and saved % 0.29 Lakh per year.

Water System area

1.

Pre - treatment (high efficiency RO plant) to be installed after the borewell to reduce hardness and TDS of water
prior to main storage tank, used for water purification system which is help to reduction in Water Tanker, saved
water 15072 KL and saved % 20.09 Lakh also reduction in softener regeneration and saved ¥ 3.58 Lakh and
resulting in total saving of ¥ 23.67 Lakh.

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 3.33 KL water and amount saved ¥ 0.41 Lakh for
4 months in a year.

Purified rejected water used cooling tower and boiler instead of soft water also RO and UF water used for
gardening and wash room (raw water) purpose, saved water 7767 KL and amounting to ¥ 9.71 Lakh.

Utility area

1.

Utilized low capacity 35 CFM air compressor in Bhimpore Plant for water system in place of 505 CFM air
Compressor on plant off days and Holidays and saving by consumption, saved energy units 45915 KWh
amounting to  3.88 Lakh.

Utilized low capacity 35 CFM air compressor in Kadaiya Plant for water system in place of 300 CFM air Compressor
on plant off days and Holidays and saving by consumption, saved energy units 45915 KWh amounting to
¥ 2.81 Lakh.

Total 116405 KWH solar units generated at Kadaiya plant from April, 2025 to March, 2026 from renewable solar energy.
95% condensate recovery from Boiler and equipment condensate water has been used in Boiler feed water tank
to maintained the temperature and saved the water amounting to saving of ¥ 0.7 Lakh per year.
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ETP area

1.

ETP treated water used for gardening: 15.06 Million Lit/yr. at Bhimpore Plant.

2. ETP treated water used for gardening: 0.825 Million Lit/yr. at Kadaiya Plant.

SHENDRA

1. Chiller Plant Optimization
Enhanced operational efficiency by improving the specific power consumption from 0.74 to 0.65 kw/TR. This
technical optimization resulted in a significant annual saving of ¥ 28 Lakh.

2. ETP Power Reduction via Process Innovation
By transitioning to an aspirator-based aeration system in the Effluent Treatment Plant, daily power consumption
was slashed by over 50%, yielding a cost benefit of ¥ 14 Lakh per annum.

3. Zero-Investment Set-Point Calibration
Optimized ambient temperature set-points by a margin of 3°C. This strategic adjustment achieved a saving of
1.68 Lakh units of electricity, valued at ¥ 18 Lakh, with zero capital expenditure.

4. Boiler System & Draft Efficiency
Improved thermal efficiency by right-sizing the Induced Draft fan and reducing ducting length. This initiative
lowered annual briquette consumption by 150-180 tons, saving of ¥ 8 Lakh per year.

5. WFI (Water for Injection) Process Optimization
Refined the pressure settings for the Bosch washing machine units, leading to a substantial process-related
saving of ¥ 30 Lakh.

6. Water Recovery & Condensate Management
Strengthened the circular water economy by integrating MCDP recycling and increasing condensate recovery
to 95%. This reduced raw water dependency, saving ¥ 4.2 Lakh in procurement costs and reclaiming 630 KL of
high-grade hot water for reuse.

7. Power Factor Management
Through consistent monitoring and maintaining a near-unity Power Factor, the facility successfully secured
¥ 13 Lakh in utility incentives and efficiency savings.

R & D CENTRE

1. NDD Biology/Toxicology Laboratory, AHU Nos. 04, 06, 09, and 13 are switched off during night hours, from 6:00
p.m. to 8:00 a.m. Electricity savings of ¥ 4.17 Lakh.

2. 100TRTrane chiller Evaporator and condenser - chemical descaling done to achieve better approach temperature
i.e. below 3 Deg. Cel Electricity savings of ¥ 3.15 Lakh.

3. Main R&D building, air compressors of 310 CFM and 150 CFM capacity are switched off during night hours. For
biotech fermentation batches, a 50 CFM air compressor is operated.. Electricity savings of ¥ 1.3 Lakh.

4, Formulation and Development lab, AHU No - 3, 24, 25 are switched off and operated as per batches planned in
area. Electricity savings of ¥ 9.07 Lakh.

5. LED fixtures have been installed on street light poles in place of sodium vapour lamps. A total quantity of
35 units of 75-watt fixtures have been fitted, resulting in electricity savings of ¥ 0.65 Lakh.

6. Periodical preventive maintenance of transformer, DG set, Air compressor, Chillers, Cooling towers, Split AC units
done for better efficiency. Electricity savings of ¥ 1.55 Lakh.

7. Cassette AC - repairing and servicing done with replacement of new control card, blower motors for DRA & AVL
department. For better performance of AC units in CPB building. Electricity savings of ¥ 5.61 Lakh.

8. Offices / Laboratory Lights / Air conditioners - Switched off manually, in night period. Electricity savings of
% 0.43 Lakh.

9. R&D area three chillers & chilled water pipeline interlocked with each other, Enabling to switch off one Chiller,
associated Cooling water pump and CT Fan motor. Electricity savings of ¥ 3.31 Lakh.

10. AHU, Vacuum pump regular Preventive Maintenance done for better efficiency & performance. Electricity
savings of ¥ 1.02 Lakh.

11. NDD Biology - Installed - 02 x 1.5 TR Split AC of Blue star make of 5 star rating. Electricity savings of ¥ 0.08 Lakh.

12. Wet Chemistry lab -NCE -Installed - 02 x 1.5 TR Split AC of Blue star make of 5 star rating savings of ¥ 0.10 Lakh.

13. Replaced 2 old ac units with 3 star ac units in IT server room - R&D building. Electricity savings of ¥ 0.25 Lakh.

14. Replaced 2 TR old AC's with new 3 star rated AC's in NCE —AVL. Electricity Savings of ¥ 0.25 Lakh.

15. Replaced 1.5 TR old AC unit with 3 star ac unit in CRL HOD cabin. Electricity Savings of ¥ 0.04 Lakh.

16. APFC panel - Capacitor Bank - periodical preventive maintenance. Improvement in average PF lag 98.95 up to
lag 99.93 PF. Electricity savings of % 5.5 Lakh..

17. Annual saving by load management in low tariff slot - TOD (Time of day). Electricity savings of ¥ 6.65 Lakh.
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BIOTECH PARK

1. Initiation of condensate recovery from F2 Plant. Reduction in fuel and water Consumption. savings - % 13 Lakh/year

Process air & Instrument air leakages rectification in Plant—saving - ¥ 12 Lakh/year

Installation of Economizer in old Briequtte Boiler.- saving ¥ 12 Lakh/year

Chilled water system Insulation repairing—savings % 5 Lakh/year

Cooling water pump Modification for energy saving-The cooling tower has Three pumps, in Pump impeller

Modification done pump Pump Impeller Trimming done from 410 MM To 370 MM After Pump modification

each pump has taken power 55 KW/hour - ¥ 5.25 Lakh.

6. Power Factor (PF) Management - Through consistent monitoring and maintaining a near-unity Power Factor, the
facility successfully secured ¥ 20 Lakh in utility incentives and efficiency savings. Also Maintain KWH & KVAH
difference is less than 0.2%.

7. Lighting Innovation - Existing light fixture is use & throw we have innovate & retrofit kit used & save new light
fixture cost @ T 10 Lakh.

8. DG Set - One of our DG set was failed @ six month, that time we have managed the load on other DG set &
reduce rent DG set cost @ % 12 Lakh.

voAwN

The efforts made towards technology absorption at different manufacturing units

1.

iAW

11.

New Upgraded SAP System implemented for online activity of preventive maintenance, breakdown, calibration and
building maintenance.

Auto weighing Dispensing activity through the SAP system implemented.

Cartridge Filling yield increased form 94.08% to 96.0 %

Vial Filling yield increased form 97.00% to 98.0%

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

Pack leader Labelling machine for Optical Character Reader system software upgradation work completed for label
rejection in pkg.

Alternate vendor development - Machine trial of Datwyler bottom plungers on cartridge sourced from India plant &
Universal Medicap stopper on Vial line completed & found satisfactory

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.

Replacement of old Blower (twin lobe Blower to energy saving trilobe blower for ETP Aeration tank 40 HP) resulted
in 10% energy savings.

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.

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.

Imported Technology (imported during the last 3 years reckoned from the beginning of the financial year):

The Company has not imported any technology.

The expenditure incurred on Research and Development:

(% in Crore)
Particulars Consolidated Standalone
Capital 210 321
Revenue 120 125
Total 330 446

During the year, the Foreign Exchange Earnings was ¥988.67 Crore (Previous year ¥715 Crore) and Foreign Exchange
Outgo was % 460.3 Crore (Previous year ¥ 220.99 Crore).

For and on behalf of the Board of Directors
Dr. Habil Khorakiwala

Chairman
DIN: 00045608
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CERT No. CCL/ROI/LCC/25/000049
GENERATED: 27/07/2026 13:53:50.003

(Renewable Energy Certificate)

Captured
Carbon -

CERTIFICATE OF RENEWABLE
ELECTRICITY SUPPLY

This certificate is presented to

PINEWOOD HEALTHCARE LTD

1t JANUARY 2025 - 31*t DECEMBER 2025

This certificate confirms that the electricity consumed by the Consuming Company;
PINEWOOD HEALTHCARE LTD, as a client of Supply Company; GO Power, has been
verified as being sourced from 100.00% renewable electricity generation by Captured
Carbon for the period outlined above.

The renewable electricity generation is verified by certified Renewable Energy Certificates. The
locations of consumption are listed in the table below, which forms part of this Certificate and

includes 3 MPRN(s). This certificate extends across 1 page(s).

10000081096 BALLYMACARBRY, CLONMEL,
10002442677  UNIT 2, M50 BUSINESS PARK, BALLYMOUNT, DUBLIN 24,
10002442689  UNIT 1, M50 BUSINESS PARK, BALLYMOUNT, DUBLIN 24,

Page 1 of 1
For more information contact: www.capturedcarbon.com
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AFNOR CERTIFICATION

(ISO Certificates)

N° 2018/79819.3 Page1/1

AFNOR Certification certifies that the management system implemented by:
AFNOR Certification certifie que le systeme 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) Until

Ce certificat est valable a compter du (année/mois/jour) 2024 09 02 jusqu'au 2027 09 01
cofrac .
CERTIFICATION
DE SYSTEMES
DE MANAGEMENT

™ Ce document est signé électroniquement. Il constitue un original électronique 4 valeur probatoire.

PORTEE This document is electronically signed. It stands for an electronic original with probationary value.
DEPONBIE SUR
WWNCORAC T
H Scan this QR code to
. . Julien NIZRI . X check the validity of the
Managing Director of AFNOR Certification | hcertlflcgte.c )
. ) . Flashez ce QR Code
- 5
Directeur Général d’AFNOR Certification pour vérifier la validité
du certificat.
The electronic certificate only, available at www.afnor.org, attests in real-time that the company is certified. Seul le certificat que, sur www.afnor.org,
fait foi en temps réel de la de I' COFRAC n° 4-0001, Systems Certificati Scope available on www.cofrac.fr
Accréditation COFRAC n° 4-0001, Ct de Systémes de Portée disponible sur www.cofrac.fr

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

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 a l n 0 r

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



AFNOR CERTIFICATION

N° 2018/79820.5 Page1/1

AFNOR Certification certifies that the management system implemented by:
AFNOR Certification certifie que le systeme 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) 2024-09-02 Until 2027-09-01

Ce certificat est valable a compter du (année/mois/jour) jusqu'au

cofrac .
CERTIFICATION
DE SYSTEMES
DE MANAGEMENT
"‘ﬁmfw Ce est signé é Il constitue un original électronique a valeur probatoire.
Rt This document is electronically signed. It stands for an electronic original with probationary value.
CISPONBIE SUR
WAWCORACR
i Scan this QR code to
i i Julien NIZRI . X check the validity of the
Managing Director of AFNOR Certification certificate.
B ry P Flashez ce QR Code
P 5
Directeur Général d’AFNOR Cettification pour vérifier la validité
du certificat.
The electronic certificate only, available at www.afnor.org, attests in real-time that the company is certified. Seul le certificat que, sur www.afnor.org,
fait foi en temps réel de la de I' COFRAC n° 4-0001, Systems Certificati Scope available on www.cofrac.fr
Accréditation COFRAC n° 4-0001, Ct de Systémes de Portée disponible sur www.cofrac.fr

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

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 a l n 0 r

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



Certificate IN24/00000540

The management system of

Wockhardt Ltd.

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

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

ke, 1, ot

Authorised by

Jonathan Hall
Global Head - Certification
Services

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

)

UKAS

\
Ok
0005

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
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Certificate IN25/00000032

The management system of

Wockhardt Limited

E -1/1, Wockhardt Infrastructure Development Ltd., Special Economic Zone (SEZ), E-1, Shendra
MIDC Five Star Industrial Area, Shendra, Chhatrapati Sambhajinagar, Maharashtra - 431154,
India

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities
Manufacture and Distribution of unfilled disposable pens and Reusable Insulin Pens

This certificate is valid from 13 January 2025 until 13 January 2028 and remains valid subject to satisfactory surveillance
audits.

Issue 1. Certified since 13 January 2025

(. Moran

Authorised by

Liz Moran
Business Manager

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

MANAGEMENT \\
SSSS\Zzzz=,
SYSTEMS CN’TIONaRA“G‘

0005

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
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APPENDIX 5:
Rain Water Harvesting
Certificate
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APPENDIX 6:
Waste Management
Certificates



G ,
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Packaging Waste Recovery
Member No: 100783 -

REPAK

PROUDLY SUPPORTING
A CIRCULAR ECONOMY

CERTIFICATE OF COMPLIANCE
2025

It is hereby certified on behalf of Repak Limited, an approved body
for the European Union (Packaging) Regulations 2014, as amended, that

Pinewood Healthcare ﬂ

is participating in a satisfactory manner in the scheme operated by Repak Limited,
for the recovery of packaging and packaging waste and is accordingly exempt from
the requirements of regulations 10, 11 and 25 of those Regulations.

This certificate is valid from the date of grant below until
the 315t day of December of the same year unless earlier revoked

in accordance with the membership rules of the scheme.

Issued on behalf of Repak Limited

Zoe Kavanagh
Chief Executive Officer, Repak

5 T ;
e h_
1
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b
QF030A V5
w

61



5202Z/90/97 : 9ied

: BT RIRETY
BA\- 109}10 Y% 249

JuawuonAug uaas v 0y Surimqrguod ur poffo amoh aewaadde apn

IDUURL A[PUDLL JUDLUUOIIAUD U ul A)1[10R) paidisidal 1no e pasodsip Ajajes udaq sey

§51 1 &1 Prybumangs lpg) Frofo QIATNG V%5 V095 /115
(P25 P1798) VIS PPN Y

wod .|
[esodsip 10] paA1anal aisem-a jey) AJ1ad 01 S SIy |

TVSOdSId .,ls
ALSVA-A 40 %ﬁ.&v e

LVIIALLY MU

ﬁ.

€ - oN MDY 50 61900090ZT/0D/SFILTI0000ON VNIVOH-OU/)" 1IBULIO] = ON U250 HOdI
s ki) lanb At EE.__.wEm._.zEthueau.:& [JrewW “ZTOTROSKSR “LLLINYIS 16 “ON 10BIUO)
i 1001 € pequauRIny “eueyeNIy) “DAIN “1/8-V 'ON 10ld @ .—. 394419 n_
.h

@ ¢y399423Y ILSUM-T 1234434 > B .-

Y :mare.

62



E-Waste Certificate

 ERTATICaq,,

(1D 3F
RESPONSIBUE R (A@ULUNGB
ISSUED TO
x _.
i WeerHagor LTD
% This document certifies that E-Incarnation Recycling Private Limited, process'es recycles,
& ﬂ destroys and displaces the received material in an environmentally sustainable manner

that is in accordance with all local, state and central Government regulations. Further
E-Incarnation Recycling Private Limited certifies that all intellectual client data will be
destroyed or erased properly from the hard drives and other media.

E-Incarnation Recycling Private Limited assumes ownership, possession, title, responsibility

and control of the materials received on || -0 - 2a2a ;listed in Section A of this
Certification.
Contact: Te KL

_BanoRA EasT MumBey 400-0S|

Section A: Materials Received for processing

ERPL Customer ld;_ S 85 Transactionld;___ |0 89

Materials Received Quantity

As Peg sy A1racueo

Reg. No.: MPCB/RO(HQ)/Reg./15/E-waste/HWMD-258

E-Incamation Recycling Pvt. Ltd. Mardia House, 96, C. P. Tank Road, Mumbai - 400 004.
Tel - 022 66251300-33. Fax - 022 23877102, E-Mail - recycle@E-Incarnation.com. Web - www.E-Incamation.com.

N

e

A)




Tel : 022 66251300-33

Email : info@e-incarnation.com
Web : www.e-incarnation.com
CIN No. : U51101MH2010PTC210228

Fincarnation

breathing life into a greener future

E-Incarnation Recycling Pvt. Ltd.

1304, Lodha Supremus, Opp. World One, Senapati Bapat Marg, Lower Parel (W), Mumbai - 400 013.

Receipt No. - 1089 Date - 11/01/2020

Received from — Wockhardt LTD

Particulars —

zg Description Qty
1 IBM TS 3500 Tape Library 1
2 IBM Empty RACK 1
3 IBM X Series 346 1 o
4 IBM E Series P5 3
R 5 IBM Storage 146.8 GB x 10 1
6 IBM Storage 146.8 GB x 11 1
7 IBM Storage empty Chassis 1
8 IBM Empty RACK 1
9 IBM X Series 346 1
10 | IBM P5 146GB x 3, 142GB x 2, 73GB x2 1
11 IBM x 366 Series 73.4GB x 4 1
12 | IBM E Series P5 73GB x 2 4
13 | Screen with Keyboard 1
14 | IBM E Series P5 73GB x 2 2
15 | IBM e Series 146Gb x 3, 73GB x1 1
16 | IBM e Server P5 73GB x 6 1
17 | IBM e Series P573.4 GB x 4 1 *
18 | Empty Rack 1
- 19 | Screen with Keyboard 1
20 | IBM X Series 346 73.4 GB x2 1
21 | Empty Rack 1
22 | Cisco C370 Email Security Appliance 2
23 | Dell Power edge 2950 146GB x 2 1
24 | Dell Power edge 1950 146GBx2 1 B
o5 E)ell Power edge 2950 146GB x 2, 300GB x 1 ‘
26 | Empty Rack 1
27 | HP Pro liant DL380 146.8GB x4 1
28 | IBM X Series 346 73.4 GB x2 1
29 | HP Pro liant DL380 146.8GB x2 1
30 | IBM Empty Rack 1 -




31 | IBM System P5 146GBx2

32 | Screen with Keyboard

33 | IBM System Storage 146GBx14

34 | IBM SAN Controller DS4800

35 | IBM System P5 9133-55A

36 | IBM Storage 450GB x 16

37 | IBM Storage 146GBx16

38 | IBM System Storage Controller DS5100
39 | IBM 570 Server

40 | Screen with Keyboard

41 | IBM DAT Drive

42 | Dell PowerEdge 146GBx2, 300 GBx4
43 | Dell PowerEdge 146GBx4

44 | HP ProLiant DL 180G5 1TBx6

»

ADQlmalama Al 2N W 22—~

Congratulations!!! On being an Environmentally & Socially Responsible
Organization and abiding by the GOI, E-waste Rules.

You have taken the initiative, and we shall ensure that your E-Waste is treated and disposed
in the most efficient manner with a Zero Emission Policy to conserve and protect our
environment

E-Incarnation Recycling Private Limited assumes ownership, possession, title,
responsibility and control over the received materials.

Thanking You,
For, E-Incarnation Recycling Pvt. Ltd.

/
]ﬂ AL ‘}‘Zﬁ

Auyl/i rized Signatory Company Seal



i1 S

Al -

-If V‘:\’ VI 'f’f o L ! AN ..':-"::"Lil".ﬂt-;{‘.;‘tu"' ! {Afi' '.':'.i. il i\ "I N \I ?*m
SSITE

A4
*RLE%iB@Ng?JL@ﬂ!E !REQIQL!EJN(&

ISSUED TO

WNOKHARDT LIMITED,

This document certifies that E-Incarnation Recycling Private Limited, processes, recycles,
destroys and displaces the received material in an environmentall{ sustainable manner
that is in accordance with all local, state and central Government regulations. Further
E-Incarnation Recycling Private Limited certifies that all intellectual client data will be
destroyed or erased properly from the hard drives and other media.

E-Incarnation Recycling Private Limited assumes ownership, possession, title, responsibility
and control of the materials received on }9.03.9024 listed in Section A of this
Certification.

Contact: WoCKHARDT  ToweRs AANORR WuRIRA camPlex

RANORE Qe , MUMBAT - Loo0SE.

Section A: Materials Received for processing

ERPL Customer|d: SAf% Transaction Id:

Materials Received Quantity
A% PeR \ts -

L4

Reg. No. MPCB/ROHQ/HSMD/Autho./21/EW-23.

E-Incarnation Recycling Pvt. Ltd. Mardia House, 96, C. P. Tank Road, Mumbai - 400 004.
Tel - 022 66251300-33. Fax - 022 23877102. E-Mail - recycle@E-Incarnation.com. Web - www.E-Incamation.com.




= o Tel : 022 66251300-33
E I n C a. r n at I O n Email :info@e-incarnation.com
breathing life into a greener future Web . Www.e-incarnation.com

E-Incarnation Recycling Pvt. Ltd. CIN No. : U51101MH2010PTC210228

1304, Lodha Supremus, Opp. World One, Senapati Bapat Marg, Lower Parel (W), Mumbai - 400 013.

Receipt No. — 1507 Date — 19/03/2022

Received from — Wockhardt Limited.

Particulars —
Particulars Qty *
Laptop 354
| Desktop 23
LCD 63
Printer 9
Server 12
Server Chassi 2 |
Thineclient 178
Allin One PC 2|
Bluecoat Proxy 2
Firewall 2
DLP 1
Keyboard 23
Toner 10
Solt Tab 367

Congratulations!!! On being an Environmentally & Socially Responsible Organization and abiding by the GOIL E-
waste Rules.

You have taken the initiative, and we shall ensure that your E-Waste is treated and disposed in the most efficient
manner with a Zero Emission Policy to conserve and protect our environment.

E-Incamation Recycling Private Limited assumes ownership, possession, title, responsibility and control over the
received materials.

Thanking You,
For, E-Incarnation Recycling Pvt. Ltd.




complyd?rect

your environmental future

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 QUF

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 1la: 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 O 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)

69



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

70



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.

¢ | hereby declare that the information in this data form is true to the best of my knowledge and belief. | agree to
inform Comply Direct of any changes to the information given in line with the Comply Direct standard terms
and conditions of membership.

¢ | 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.

e | declare that | have read the terms and conditions of membership as made available on the Comply Direct
website and | agree to abide by the rules laid down by them.

¢ | declare that | 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

bsi ™\, 50 bsi. , 150 bei, ™ 150 .
oty 2300 3 14001 Al | 9001 ¥ % INVESTORS o
v Commty v [ v irees A %, INPEOPLE | 0T
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WASTE DISPOSAL

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)
(2)

The Collection and Disposal of Waste Regulations 1998

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

The (Classification, Packaging and labelling) Regulations 2009
The Misuse of Drugs Regulations 2001

The Genetically Modified Organisms (Contained Use) Regulations
2014

The Hazardous Waste (England and Wales) Regulations 2005.
Welsh Recycling Legislation 2024



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
Blue/green and black bin
GENERAL Disposal through the normal site skips.
CONTROLLED DRUGS YES Red bin bags/yellow griff Incineration
bins
NON HAZARDOUS Specific control over the witnessed
medicinal products that can destruction of Controlled drugs
be disposed of under waste
code 18 01 09 GENETICALLY MODIFIED YES Red bin bags/yellow Incineration
ORGANISM griff bins
Where safe to do so outer
packaging should be Specific controls over the
removed for recycling deactivation
OTHER NO Red bin bags/yellow griff Incineration
bins
LABORATORY/ Other medicinal products
PRODUCTION
/ENGINEERING CONTROLLED DRUGS YES Red bin bags/yellow griff Incineration
PRODUCTS bins
Specific control over the witnessed
HAZARDOUS destruction of Controlled drugs
medicinal products that
should be disposed of under | GENETICALLY MODIFIED YES Red bin bags/yellow griff Incineration
waste code 18 01 08 ORGANISM bins
Products to be disposed of Specific controls over the
in their packaging deactivation
OTHER YES Red bin bags/yellow griff Incineration

Other medicinal products

bins




TYPE OF WASTE STREAM HANDLED ON SITE SEGREGATION CONTAINER METHOD OF DISPOSAL
YES Appropriate for type, Incineration
) ) disposed of within
NON HAZARDOUS chemicals to be assessed based on their hazard container
properties
LABORATORY/ YES _ Incineration
PRODUCTION HAZARDOUS chemicals to be assessed based on their hazard Approprlatef fo.rr:.ype,. inal
/ENGINEERING CHEMICALS properties dlspo§ed of within origina
container
Specifically segregated based on their hazardous properties e.g.
chlorinated solvents Solventg d””!“ ofan
appropriate size
NO Griff bins Recycling
NON HAZARDOUS
Cardboard skip
Paper/Cardboard/Packaging materials/glass
None product contaminated consumables
Empty containers that can be confirmed as not contaminated
NON HAZARDOUS YES Specific skip or bin
Sensitive printed matter will be segregated and shredded
YES Sharps bins Incineration or appropriate method
HAZARDOUS Yellow or Orange bin
LABORATORY/ bags/Griff bins
PRODUCTION Clinical and infections wastes Including tag
/ENGINEERING OTHER
Dedicated bin
HAZARDOUS YES Red bin bags
Contaminated materials will be treated the same as the Griff Bins
contaminating product or chemical
HAZARDOUS YES Appropriate to item
Oils/lubricants/Greases/Fuels
YES 205 litres drum or dolav

HAZARDOUS
Aerosols




TYPE OF WASTE STREAM

HANDLED ON SITE

SEGREGATION

CONTAINER

METHOD OF DISPOSAL

HAZARDOUS YES Specified UN box
Batteries are segregated and disposed of
YES As required Appropriate method
WASTE ELECTRICAL Electrical items will be assessed and disposed off
YES Skip or small griff bin Recycling
METAL Metal items will be assessed and disposed off
Food YES Bins Recycling

Office recycling

Paper and Cardboard
Metal, Plastic and Carton




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 /

3.2

3.3
3.4

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.

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.

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

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.

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.



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

5.1.2
51.3

5.1.4

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.

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

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.

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.

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.

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.



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:

e White — Producer (CP/Wockhardt)
e Pink — Carrier

e Yellow — Consignee

e 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.



9

10

11

FORMS

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

REFERENCES

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

APPENDICES

Appendix 1 Hazardous Properties




HI

H2

H3-A

H3-B

H4

H5

H6

H7

H8
H9

H10

H11

H12

H13

H14

Hazardous Properties
Appendix | | Page 1 of 1

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

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

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.

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

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

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

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.

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

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

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

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

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.

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

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.

Ecotoxic substances and preparations which present or may present immediate or
delayed risks for one or more sectors of the environment.



WASTE DISPOSAL

Amendment History | Page 1 of 1

Version No.

and
Effective
Date

1.0
06/05/11

2.0
16/11/12

3.0
08/01/16

4.0
14/08/17

5.0

6.0

7.0

8.0

9.0

Amendment History

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

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

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.

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.

Update to add GMO waste streams

Amendment to the waste code used for GMO waste streams

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

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.



Luthra Group Company

GE PII.T
AN\

PROTECTING FUTURE

A Luthra Group Company
GREEN GENE ENVIRO PROTECTION AND INFRASTRUCTURE LIMITED
CIN - U73100MH2005PLC262100

Certificate

To whomsoever it may concern Certificate Nn 41 mm 5870
This is to certify that

WOCKHARDT LIMITED (BIOTECH PARK)

H-14-2, MIDC AREA,

GANGAPUR ROAD, WALUJ, AURANGABAD, MAHARASHTRA
CHHA. SAMBHAJI NAGAR

Maharashtra

is a valid member of

Ellr%ﬁ_lEENDGENE ENVIRO PROTECTION AND INFRASTRUCTURE

for Alternate Fuel Resource Facility.

This membership is valid for a period of
5 Years For, GREEN GENE EH‘.‘IRE:- F 0] I:TII:IN AND

Date of issue 1 29.07.2026
Date of expiration : 28.07.2031
Place of issue  : SURAT

Wasta Information

Type Of Waste " Sign B N
1 ANY PROCESS OR 10,000 | 2 CHEMICAL SLUDGE FROM 10.000
DISTILLATION RESIDUE - 36.1 WASTE WATER TREATME - 35.3

Total Sign Qty (TPA) 30.000
Unit Location Corporate Office Registered Office
Plot No. B-18, COE Building, Gujarat Eco Textile Park, Unit 1817, 18th Floor, Lodha Codename No. 1,
Shalgaon Bombalewadi Industrial Area, Block No. 181/B, Village Baleshwar, One Lodha Place, Senapati Bapat Marg,
Sangli, Sangli, Maharashtra, 415304 Taluka Palsana, Surat - 394315 Upper Worli, Lower Parel, Delisle Road, Mumbai,
Phone : +9163521 13258 Phone : +91 70690 84907 Mumbai-400013, Maharashtra

Email : karad@luthraindia.com Website : www.luthraindia.com



Manifest No: 3058373

), Gepil y
Manifest Date: 23/09/2025

iy X 1 WK
Recyeling Solution Pyt Ltd.(Lessee
(Leaser\owner) - [13376]
( Hazardous Waste Manifest )

. - 5 ant iSpos: azardous
To be returned by the operator of the facility to the occupier after treatment and disposal of haz

material/waste.

Sender’s Details

Wockhardt Limited - [15879]

138, GIDC Estate,GIDC City :138, GIDC Estate Taluka
GPS Coordinates Lat: .Long:

Sender Name

-ANK Distict: ANK Pin n0:393002

Address

9428326378, RSura@wockhardt.com

Guardian Detail Rohit H Sura. Sr.Executive, 9428326378, rsura@wockhardt.com
S

Receiver’s Details

Contact Details

State Gujarat Type of Facility Pre- processing
seveline 1 Dy SQQP 3 =
Facility Details Recyceling S(ﬂutmn Pvt Ltd.(Lessee), I emedi Rty
. Gepil (Leaser\owner) - [13376]
Lat: 21.569852283399893, Long:
Contact Details 7069028761, pankaj.sinha@RS-PL.com [GPS Coordinates 72 9964256286621 1

223 ,GIDC, Estate City :Panoli, Taluka :ANK Distict: ANK Pin no:394116

Address
Waste Details

Waste Details [-28~28.1~Process Residue and wastes~—

Waste Intended for PPRO Total Qty 6.010MT Consistency semi solid

Transporter Details

Name RSPL Contact Details 7069028650 prashant.bansarirs-pl.com

Address PLOT 223 GIDC ESTATE PANOLI ANKLEHWAR GIDC PANOLI ANKLESHWAR
Vehicle Details

Vehicle no GJ16AU9752(IMEI No:869310060632117) GPS Enabled Yes

Driver name SHAMBHUNATH  |Driver Contact No | 7874277257 Type of Vehicle Truck 5.

Waste Transportation Details
Vehicle Depart. Number of Drums 27 Loose Waste 6,010
Remarks Process Residue No of bags 0]

Sender’s Declaration:
(1) Thelabove contents of hazardous/ other wastes consignment are fully and accurately described above by proper shipping name and are
categorized, .p-acked, marked and labeled, and are in all respects in proper conditions for it transport from aforcmentioned location to
common facility or captive facility or actual user by way of road transportation in accordance with the applicable central as well as state
government regulations. (2) | have obtained membership of common facilities/ carried out agreement with actual user for disposal/getual i

= ot iy Vvl dl USC

lufl nazz‘m:‘ous wlaste having aW) Jzation under Rule-9. (3 isdlo hereby verify that no part of manifest is false and nothing has heen edhegled
e ; . ; : £ R €N ey qlec
Ny Information sprouts to %gﬁ‘g\}' gd responsible for the consequences under HOWM Rules/ 2016 and ™%,

amendments thereof, PLOT NO. 138, G.I.D.ésESTATE i
. SR ANKLESHWAR - 393002. .
Name and stamp of sender: . ' 2 Date: A f
. Fp:x__:ozm_“.'m Date: 9 :)) Y oa(‘ Lo L~ Slgnaturult e //
Transporter’s Acknowledgement of Receipt of Waste
Stamp: =]
Date: 23, 4. 20 XU Slgna‘tux ';*;LY
4

Receiver’s Certification of Receipt of Hazardous Waste

[, hereby are the said waste is i ili i i

p ¢ ] df? are that the said waste is reccived at the facility/unit for which I have valid CCA (under Rule-9 1n case of 4
Sposa e ails s1¢ aty il - y = i

: p ‘ utihization. Lalso declare this information to be true failing which I will be held responsible for the ¢ A ‘“/&

Rules, 2016 and amendments thereof. [ hereby, accept/ reject the manifest - e

Stamp:
Dates mg 51gnulur{'§l ;




APPENDIX 7:
Quality Assurance
Certificates (GMP)



Machine Translated by Google

(Biotech API Certificates)

s

MINISTRY OF HEALTH

NATIONAL HEALTH SURVEILLANCE AGENCY

Certificate of Good Manufacturing Practices for Raw Materials
ACTIVE PHARMACEUTICALS

LINE OF ACTIVE BIOLOGICAL PHARMACEUTICAL INGREDIENTS

The Brazilian National Health Surveillance Agency - ANVISA, through Resolution RE No. 991, of March 13, 2026, published
in the Official Gazette of the Union (DOU) on March 16, 2026, certifies that the company below is periodically inspected and
monitored by the National Health Surveillance System and that it complies with the Good Manufacturing Practices guidelines
given by Brazilian legislation, which is in line with the recommendations of the World Health Organization.

Manufacturer: Wockhardt Limited
Address: Biotech Park, H-14/2A, MIDC Waluj, Chhtrapati Sambhajinagar 431136, Maharashtra State

Country: India Unique code: A.000631

Applicant: Farma Vision Importagdo e Exportacdo De Medicamentos Ltda.
CNPJ: 09.058.502/0001-48 File(s):

1455540/24-2 Certificate of Good
Manufacturing Practices for Active Pharmaceutical Ingredients: Biological active pharmaceutical
ingredients: insulin glargine.

This certification is valid until March 16, 2028 , and may be cancelled if the competent health authority verifies non-
compliance with the requirements stipulated by current Good Manufacturing Practices standards.

This document was electronically signed by Renata de Lima Soares, General Manager of Sanitary
Inspection and Enforcement, on March 18, 2026, at 3:27 PM, Brasilia time, pursuant to § 3 of Article 4 of
Decree No. 10,543, of November 13, 2020 http://www.planalto.gov.br/ccivil_03/_ato2019-2022/2020/decreto/
D10543.htm.

1
SEeI ¢
?
assinatura
eletrénica

y The authenticity of this document can be verified on the website https:/

v} sei.anvisa.gov.br/autenticidade. providing the verification code 4142680 and the CRC code 620245EF.


http://www.planalto.gov.br/ccivil_03/_ato2019-2022/2020/decreto/D10543.htm
https://sei.anvisa.gov.br/sei/controlador_externo.php?acao=documento_conferir&id_orgao_acesso_externo=0

(Daman Bhimpore)

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 (S| 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 (S| 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 2



[ 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 2



U.T. ADMINISTRATION OF DNH, DAMAN & DIU
DRUGS LICENSING AUTHORITY
DRUGS CONTROL DEPARTMENT
PRIMARY HEALTH CENTRE
MOTI DAMAN-396220

LICENCE VALIDITY CERTIFICATE
(See rule 72 and 84 C)

2 Ref: No. Nil dated 23/12/2021.

1) A Licence No. DD/61 & DD/62 granted on 18/10/1994 to M/S. WOCKHARDT
LIMITED., situated at 87-A, Silver Industrial Estate, Bhimpore, Daman -396 210,
INDIA, in Form 25 and Form 28 shall remain perpetually Valid upto
31/12/2026 as the licencee has deposited a licence retention fee vide Challan
No. 001642 dated 22/12/2021 as per the Drugs & Cosmetics Rules, 1945.

2) Names of drugs: As per list attached.

3) Names of approved competent technical staff: As per list attached.
4) Firm shall comply to the D & Cosmetics Act, 1940 & Rules 1945

thereunder.
r. V. K. DAS)

Director,

Medical & Health Services,
Drugs Licensing Authority
UT of DNH, Daman & Diu

Daman.

Dated:

15 FEB 2022

e

1) In Form 25 for paragraph 3, the following paragraph shall respectively be
substituted, 3. “The Licence unless sooner suspended or cancelled shall remain
valid perpetually. However, the compliance with the conditions of licence and
the provisions of the Drugs & Cosmetics Act, 1940 (23 of 1940) and Drugs and
Cosmetics Rules, 1945 shall be assessed not less than once in three years or
as needed as per risk based approach”.

Q)

)

2) In Form 28 for paragraph 4, the following paragraph shall respectively be
substituted, “The licence, unless sooner suspended or cancelled, shall remain
valid perpetually. However, the compliance with the conditions of licence and
the provisions of the Drugs & Cosmetics Act, 1940n (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shall be assessed not less than once in three years
or as needed as per risk based approach”.
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UNCONTROLLED COPY

COIR.
CO3

'EPCTBO HPOMBI HUIEHHOCTY ¥ TOPTOBIY
POCCHHCKOU ®EIEPA EEZ8S1

e

CEPTHUOUKAT

o OOTBETCTBIA IIPOUSBONICTBA JIEKAPCTBEHHBIX CPE/ICTR TPEEOBAHIMSM [IPABMT
- HAJTEXCATIEH [TPOM3BOJICTBEHHOI PAKTHKE EBPASHICKOTO SKOLOMELY ECKOI'O COIO3A

Ne GMP/EAEU/RU/00925-2023
Cpox neiictaus ¢ 07.07.2023 1o 06.07.2026

Bertan  no  wroram  nposenenus (apmanesTHuecKod  mHCTICKIMN B
coorsercrsun ¢ [IpaBunamu NpOBCACHHUA  GapMaLIEBTUYCCKUX — MHCHCKILI.
;J"{""’ _\;‘TBC]))KHQHHI)IMH Pemwennem Cosera Espasuiickolt  sKoHOMHUECKO KOMHCCHH
I or3 Hos6pst 2016 r. Ne 83

- \ MUIHHCTEPCTBO NPOMBITIIIEHHOCTH 1 Topro.itu Poccniickoit ®epepatuin

(Munnpomropr Poccuu)
{(nonHoe n COKPAILEHHOE HAWMEHOBAHNS YTOAHOMOUEHHOrO opraHa)

il l‘:on'raepm}_[ae'r ClieayIolee:

fipeBejicHa hapMateBTHIECKas HHCITEKI

Bokxapa JIumuren
(I']OJ]HOC HauMEHOBaHHe l'lpOM'BBOIlMTCJ’IH) el
Vuacrok No 87-A. Cunbep Mnpactpuan Jcreiir, bxumnop. Hanu Jlaman 396 210.
‘ Unans / i
{anpec npowsBoacTBeHRO MAOWAIKH)

,li‘a OCHOBAHNKM 3ajBICHUS O BblJ[a4e CEPTH(GUKATA COOTBETCTRHS MPOU3BOHTC! IS
~:_v""v(:jf'l'pou33011n'1‘em} HEPC3U/EHTA) JICKAPCTBEHHBIX CPEACTB  JuIs ,rwemmxmcrcoi‘b_}
‘fjifl“lpmweuem-m TpeboBanusam  Ilpasun  Hamrexameit IPOU3BOJCTBEHHON  LPAKTHUKI
l};pra'mHCKoro IKOHOMHYECKOT'O cor3a o1 29.11.2022 Ne 299. ;

Ha ocHoBanuu ceenenmit, | NOTYYCHHBIX 1IPH  TIPOBENCHMM  HMHCIEKTHPORAIIS,
HOCIE/IHEE H3 KOTOPBIX GBUIO  TpoBeaeHo 03.07.2023 - 07.07.2023. ycranosneno. uro
aiioe  papmanesTHYCCKOe NPOU3BOACTBO  COOTBETCTBYET TpeGoBanmsam [ Ipasui

Crpanuua 1 u3 8
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N

HLUICHKAIEN 1IPOM3BOACTBEHHOM NPAKTHKH Eppasuiickoro skonomnueckoro cosa,

DKBUBaNEHTHBIX [punuunam u Pyxosoxctey Epporeiickoro comwsa 0 HaJuIeKaIeH
HPOMSBOICTBEHHOM [PaKTHKE JIeKAPCTBEHHBIX CPEACTB  JUI  MEAMLHHCKONO |
BCTCPHHAPHOIO  NpUMEHeHUs | Mpunnunam  CHCTEMBI  COTPYHMUCCTEA
thapmaneBTHUECKHX MHCTIEKIMI (PIC/S).

Hacrosmwmii  cepruduxar OTP@KAET CTATYC TPOM3BOACTBEHHON NIOMAIKH
Had MOMCHT TIpOBENEHHS (PapMalleBTHYECKON HHCTIEKIMH 1 1O ucteueHuu 6onee 3 jer
OT JlaThl NOCHENHETO [HS TOCIEAHEro UHCIIEKTUPOBAHUS HE MOXKET CUYMTAThCS
AOKYMEHTOM.  CBH/ETEAbCTBYIOMUM O CTATYCE COOTBETCTRMUSL. Cpok  jeiter

B sE
ceprupukara  Moxker ObITh COKpalieH

IIpy  UCTIONBE30BaAHUH COOTBETCTBYIOIHM X
HPHHUMIIOBR YHpaBiieHust PHCKaMH I1ipH Hajinuyuu COOTBC’T’CTBleUJ,Gﬁ 3alicKu B 1oJie

<<()l"|)illil'll{€l>ll(l}l WIIH TTOSICHUTEJIbHbBIE 3aMeTKH, Kacarouecss obaactTu TMPUMEHEHH 51

HACTOAWEro ¢ Cp’l‘l/l(bl/l Karan.

Ceprudurar seasercs neiicTBuTeNbHbIM B Clly4ae MpeicTaBlienus BCex ero
JIMCTOB (KAK OCHOBHBIX JINCTOB, TaK U JOMONHUTENBHBIX JIUCTOB).

AYTEHTHYHOCTS (MIOMTMHHOCT) HACTOSIIErO CepTUDUKATA MOIKHO HPOBEPHTE 13
ase jannpix Munnpomropra Poccun.

Eciu ceprudurar ne NpEUCTABICH B YyKa3aHHOM 0aze JaHHbIX. cieyer
00paTUTLCS B YIONHOMOYEHHBIH Opras, €ro BhIAaBLIMIA.

E.I". TIpuesxena

: 00 Cenmabps 2023 r, ,' /
w(damia gbidauu cepmucpuxama) \/ j
W &

15

i
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B J]eKapCTBeHHble CpeacTea NIt MEHIHHCKOT0 MPUHMEHeH 5T

[ JlekapeTBenHbie mpenapath! s KITHHHYECKHX HCCIeI0BAHNI (MCTbITamuii)

Ko Hamvenosanue

I. MPOU3BOJACTBEHHBIE OTNIEPAIIUU — JIEKAPCTBEHHAS
NPOAYKIIUA

1.1 | CrepusibHas npo/iyKuus

CACAYIOIMX JIEKAPCTBEHHBIX (HOpM ):

I.1. Xupxue nexapcrpennsie HopMbl GOTBUION0 00beMa
1.2. JKujakue jiexapcTBeHHbie pOpMbI MAJIOro 06bema

1.3. Jluopunuzarer
1
1.

4. Tsepaple nekapcTBeHHbIE HOPMBI M HMILIAHTAThI

5. Msrkue iekapcTBeHHbIe (HOpMBI :
1.1.6. [lpouas nponyKuus, MpOU3BOIMMAs B ACETITHUCCKIX yummm,\ :
I.1.2. Tlonsepraemas QMHMINHON cTepuauzaumu (onepaimu obpad OTKH
CICTYIOUIMX JIEKAPCTBEHHBIX (OpM):

y
1.
I,
L,
1.
1

|
1.
I
1.
I
ks

1.1.2.1. Xunkue nekapcTBeHHbIE GOPMBI HOTBIIONO 06HeMa

[.1.1 Ilponseogumas B acentHyeckux yciosusx (onepauun o6paboTKI /11

L: 15

1.1.2.2. )Kuzkue JekapcTBeHHbie GOpMBI MAIoOro oosemMa

-3. Treppbie AekapcTBeHHble HOPMBI U HMIVIAHTATHI

l\) l\) T\J

4. Msrkue JIeKapcTBeHHbIE POPMBI

o B
112
L.k

L.1.3. Boinyckatoumii KOHTposih KauecTsa (BBITYCK CEpHH)

1.2 | HectepuibHasi HpoayKuus

1.2.1. HecrepuibHasi npPoayKUHS (TeXHONOTHYECKHe onepauHu
NOJy4eHH CJIeAYIOUIHX JeKapCTBEHHBIX (hopm):
1.2.1.1. KancyJisl B TBepioii 06oiouke
[.2. KancyJiel B MsITKo# 060s04Ke
1.3. JKepaTe ibHBIC JIGKAPCTBEHHbIE (POPMBI
1.4. MMnperaupoBaHHbIe JIEKapCTBEHHbIE (HOPMbI

) folfofiolto SIS

I
1
1
I
|
I

1.7, MenuuuacKue ra3sl

1.2.1.8. ITpoune TBepIbie JeKapCTBEHHEBIE HOPMBI

1.2.1.9. Ilpenapatsl, HaXOAILMECS TIOJ] JABIEHUEM

1.2.1.10. PapuioHyKuiHble reHEPATOPD

1.2.1.11. Markue fiekapcTBeHHbie Gopmbl
1.2.1.12. Cpeyn (cyrmosuropun)

1.2.1.13. Tabmerku: Tabnerku
1.2.1.14. TpascaepMaibHble MIacTHpy

Crpannua 3 u3 8
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£ el Bl LB e et A AT
| 1.2.1.15. Tpoyas HCCTepuiibHAs OpoayKius |

X120 Brinyckaromuii konrposs KauecTsa (ceprupukanus cepum) T ;’
JICKapCTBEHHAS ITPOAYKIIMs

1.3 | bronorudeckas

1. 1.3.1. Buosiornueckas JIEKAPCTBEHHAS IPOYKITHSL: e

~pL.3.1.1. lpoaykret kposu e e e

1 1.3.1.2. ImMynoGHOm0rueckas PO KLLAS ‘““_«__ Q gl
1.3.1.3. Iponyxkuus Ha ocHoBe coma

THYCCKHX KICTOK (MPOMYKIMS s TepaIiu il
COMATUYCCKUMH KJIETKAMH) b
| 2P a P ICCKUMH KIIETKam

| 1.3.1.4. 'enorepanenTuuccras HPOAYKIHsT r _____, i i
__ 1 L.3.1.5. Buorexnonoruueckas OPOAYKIHS Ji

L.3.1.6. Hpomyxius, BBINICNICHHAS M3 MUBOTHBIX HCTOYHUKOB MWLM OpIaHOR
_| (TKaueit) uenopexa

. 1.3.1.7. Txaneurkenepuas NPOAYKIMs (IIPOJyKLIHS TKAHEBOI] MHKCHEpHH)
.| 1.3.1.8 I'lpoyas 6uonoruueckas JICKAPCTBEHHAS IPOAYKL{HS
[.3.2. Bouinyckaioumii  xon

TpoJb  (cepTudukauus cepun) (mepedeHs Ruion
S KITHH):

| _1.3.2.1. Tlposykrer kposu i

| 1.3.2.2. UMMyHO6BHOTOrMYECKAs IIPOJYKLIHSI

1.3.2.3. ITpomykuus Ha ocHoBe COMATHYECKUX KJIETOK

| Tepaliy COMaTHYECKMMH KJIeTKaMMu) O
_ | 1.3.2.4 Tenorepanertuueckas NPOAYKLIMs e

:— [.3.2.5. buorexHonoruueckas IPOAYKIUS

1.3.2:6 [Tponyxums,, Beinenennas us JKUBOTHBIX HCTOUHHKOR
(TxaHeli) yejioBeka

13.2.7. Tkaueumkenepuas MPOYKIMS (IPOAYKIHS TKAHEBO MHOKEHEpUH )
1:3.2

) 8. llpouast Guonoruyeckas JICKADCTBEHHAN [IPOIYKL{HSE P e
1.4 | llpoyas nexapersennas npoa

( npouyxuuﬁ s

(8]

WM OpraHos | li

YKIUSI MM DPOH3BOACTBEHHAS AEATENHLHOCTL i
| B | 1.4.1. Opoussogcrso: S i
_1.4.1.1. PacturenbHas nposykuus el |
s LAt F OMEONIaTUYCCKas MPOIY KIS

l

1.4.1.3. Tlpouan nmpoaykums: TIPOYHE TPYIIIbI JIEKAPCTBEHHBIX 1IPCHAPATOL
TadJIeTKu

Crpanuua 4 u3 8
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1.4.2.  Crepuiusanms cbapMauequecxmx CyOCTAHIMIA, -~ BCTOMOTATENLITHIX
BEUIECTB, TOTOBOI MPOIYKIVH:

1.4.2.1. Ounbrpaimus

1.4.2.2. CyxoKapoBasl CTepHIN3aLys

1.4.2.3. Crepunuzaiyist napom

1.4.2.4. Xumuueckas Crepuin3aiiys
1.4.2.5. Crepunusanius raMMa-u3jry4eHnem

1.4.2.6. CTepmn'sauMﬂ YJICKTPOHHBIM W3JYUEHHEM
1.43 . Ipouee

Ynaxkoska

1.5.1. llepBuunas ynakosika:

1.5.1.1. KancyJisl B TBep/io#i obosouke
1.5.1.2. Kancysl B MaTKol 060nouke

1.5.1.3. JKeBarenbHble JiIeKapCTBEHHBIE HOPMBI
1.5.1.4. VimMiiperHUpOBaHHbIE JE€KapCTBEHHbBIE HOPMBI
.1.5. FKupkue nekapcTBeHHEbIE GOPMBI ISl HAPYIKHOTO TIPUMENCHHS

'Jl

._.
'J\

.3.1.6. Wunaxne sekapcTBeHHEIE GOPMbI JUIS BHYTPEHHETO [IPUMEHCIHSI

'\JN(J,

1.7. Meanuuackue rasnbi

.1.8. [Ipoune TBEpABIC JIEKAPCTBEHHBIC (JOPMBI

1.9, Ilpenaparel, HAXOAALIKECS 10/, AABACHUEM

LI\ U\

.1.10. PaiHORYKJINIHbIC TEHEPATOPLI
111, Msrkue nekapcTBeHHBIE POPMbBI

.....-—-—-)-—a-—d__,.
’J\

AUI

1 .5 1.12. Cpeun (cymnmnosuropun)

1.5.1.13. Tabnerku: TabneTku

1.5.1.14. TpancaepmanbHbie IWIaCThHIpH
[.5.1.15. Ilpouas necTepmiibHAs JEKAPCTBEHHAA TIPOAY KIS
l 5.2. Bropuunas ynakoBka

KOHTponb Ka4ecTBa

1.6.1. MUKPOOHOIOTHIECKUE UCITBLITAHHS: CTEPHILHOCTD b

1.6.2. MuKpoOHOI0OrHYeCKHe HCOBITARMS: MUKPOOHOIOrHUECKas tmuom

1.6.3. Xumuyeckue (pusnyeckne) HCNbITAHUS

1.6.4. buonoruyeckue UCIbITaHKUA
2. UMITOPT JEKAPC TBEHHOI/I MPOAYKIIUN

1 Konrponb Ka4ecTBa UMITOPTHPYEMOH JIEKAPCTBEHHOM POy KL

2.1.1. MUKPOOMONOTHYECKHE UCIIBITAHMS: CTEPUIBHOCTD

2.1.2. MukpoOuonoruueckue UCTBITAaHWS MUKPOOMOIOrYecKast YuCT ma

2.1.3. Xumuyeckue (GU3HUECKUE) UCTIBITAHUS

2.1.4. buonoruyeckue UCIBLITAHMS

1o |

i to

| Ceprudukanus cepuy IMIOPTHPYEMOA JIEKAPCTBEHHOI OPOAYKLIMH

Crpannua 5 u3 8
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2.2.1 CrepunbHas PO LY KIS :
2.2.1.1. llpousBoiMas B acerruyeckux ycaoBusix
i

2.1.2. Toxsepraemas GpunumHoLi CTEPUIMBALIN
2.2.2. HecrepwibHas npoayKimus
2.2.3. buosornyeckas JICKAPCTBEHHAS IIPOJYKIHA:
2.3.1. TIpoayKThi KpoBH
.2.3.2. UMMmyHOGHOTOrHYEeCKas NPOAYKIHSA
-2.3.3. Tlpoay ks Ha OCHOBE COMATHYECKIX KIIGTOK (TpoayKLHs U151 Teparivii
COMATHYCCKHMH KIIETKaMu )
| 2.2.3.4 T'enorepanepruueckas NpOAYKIIHS
“ | ._2.2.3.5. buoTexHonorndeckas npoyKIis
2.2.3.6. lponykums, BoljeneHHas H3 KUBOTHBIX MCTOYHHKOB HlH Gpmnm»;
o | (rkaneii) uegoBexa
2.2.3.7. TxaHeuHKeHEpHAs TPOy KIS (HPOYKLHS TKaHEBOT mi}kci 1epuin)
_ | _2.2.3.8. Tlpoyas 6uonornyeckas jekapcrseHHas OPOAYKUMSA i
2.3 | Ilpoyas gesrenbHOCTS 110 UMITOPTY (BBO3Y)
2.3.1. Tlnowazka dpusnueckoro UMIIOpTa (BBO3A)
2.3.2. WMnopt npoMexyTodHoi HPOAYKIMU, HOABEPralOeincs jgalibieiieii
0bpabdorke
2.3.3. llpouee

|

B 3. IPOU3BOJICTBEHHBIE OXIEPALIUH - ®APMALEBTUYECKUE
o CYBCTAHIIUA

DapmaunepTuyeckas cybcTaHms (cyberanimm):

3.1 | [1pousBoncTso (hapmaneBTHYECKHX CYOCTaHIMM METOLOM XHMHUECKO!'0 CHITe3a

3.1.1. TIpoMs3BOJACTBO  mPOMEKYTOUHMBIX IOPOAYKTOB  (hapMaleBTUYECKOM
i cybcTaHuun

3.1.2. I1pou3BOACTEO HEOUNILIEHHO (apmanesTHUecKoi cybcranumy AR
3.1.3. Coneobpasopauue (04MCTKA): YKa3aTh (nanpumep: NEpEKpUCTAILINZALINS) |
3.1

4. Tlpouee
// P
////‘2%/ / E.I'. puesxena

,f'////y!/

SRACHRR IS

v

§06 cenrabps 2023 r.
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| Hpoussoncrro (apmanesTHYeCKIX CYOCTaHUMIt MeTomamMu  BhLiEHCHIs 13
|| IPHPOIHEIX MCTOYHHKOR e
l 3.2.1.  Brizenenye (hapmanesTnueckux cybctanmmit w3 werounukos
b PACTUTENBHOTO IPOUCK 0K IEHUS :

{ o 3.2.2. Boigenenne hapmatesTHUecKNX cyOcTaHuit u3 MeTouHnKon ')I(I/IB()'I‘I-IOI‘«_)‘}
_| HPOHCXOXKIEHUS

|.3:2.3. Bulienenne papmanestuyeckux cybcranuuit u3 opranos (Traneit) HCIIOBCKS

3.2.4. Brigenenue (apmalieBTnaeckmy CyOCTaHIIMI U3 UCTOUHUKOR M MHEPAILITOTO el

IPOUCXOKACHNMS e Bl

| 3.2.5. Moaugwikanus Beienennol (apmaLeBTHYeCKO cyOcranumnu o 1)
3.2.6. OuHCTKA BBIENEHHON (BapMALCETHICCKOM cybcTaHmnm I

327 Tpowee - |
3.3 | Ilpoussoacteo hapmauesTiyecknx cybetanimii ¢ uenosm3osanen

_| Guonornyeckux nporeccon

3.3.1. depmenTauns e

|.3.3.2. IlponsBoscTBo ¢ Henmonb3oBanuem KIETOYHBIX KyALTYp

|.3.3.3. Briztesienne (ouncria)

| 3:3.4. Monnduxaums

3.3.5. Tpouce

3.4 | 1Ipom3BOACTBO crepuibHpIx hapmaneBTHYeCKHX cyGCTanImii T

3.4.1.  dapmanesruveckue cyGeranmmL [IPOU3BOIMMBIE B aCeITHUYCCKIIN

YCIIOBHSIX e

| 3.4.2. dapmaneBTHueckue CyOCTaHIMM, MOJIBEpraeMbie PUHMILHOI CTEPUAN3ALHH
3.5 | 3aBepnaromue cragun TPOM3BO/ICTBA apMalIeBTHUECKITX cyOcrannmit

13.5.1. Cramnu dusuueckoii oGpaborkn

| 3.5.2. TepBuunas ymakoska

_13.5.3. Bropuunas ynakoska

o ity ‘ i

| Kourposs kauecrpa

3.6.1. Dusuyeckue (XUMHUECKHUE) HCTTBITAHNS 7
_ 3.6.2. Mukpobuonoruueckme UCTIBITAHMS (BKIIFOYAS UCTIBITAHNIE Ha CTEPWILHOCTE)
Y 3.6.3.  Muxkpobuonoruueckue HCTIBITAaHMA  (MCKJIOYAs  MCHBITAHME 14
Erdl CTEPHIILHOCTD)

. L |3.64. buonoruueckue ucnbITanus

Crpannua 7 u3 8
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4. IPOYME ONEPALIUHU - DPAPMALIEBTUYECKUE
CYBCTAHIIUA

Orpannyenns Wik MOSCHUTEbHbIE 3aMETKH, KacCarOLUMEeCsl 00JaCTH HPUMEHCITHS
o ceprudukara: - !

-

-

ot

3ameernrens Munucrpa - E.I'. [1puessxesa
G\ TOPTOgR,, 8,
1_43‘ A * Op . \

o
o\t
A




UNCONTROLLED COPY

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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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

Page 2 of 8
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MINISTRY OF INDUSTRY AND COMMERCE
OF THE RUSSIAN FEDERATION
GMP/EAEU/RU/00925-2023

X Medicinal products for medical use
m] Medicinal products for clinical studies (trials)
Code | Name

L. 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

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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1.2.1.15. Other non-sterile medicinal products

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

1.4.1. Manufacture:

1.4.1.1. Herbal products

1.4.1.2. Homeopathic products

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

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

1.2.1.13. Tablets: tablets

1.2.1.14. Transdermal patches

1.2.1.15. Other non-sterile medicinal products

1.5.2. Secondary packaging

Quality control

1.6.1. Microbiological testing: sterility

1.6.2. Microbiological testing: microbiological purity

olle

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

Page 5 of 8
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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
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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

34

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

Page 7 of 8
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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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EURASTAN 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 No0.299 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
O 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

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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1.2.1.15. Other non-sterile medicinal products

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

1.4.1. Manufacture:

1.4.1.1. Herbal products

1.4.1.2. Homeopathic products

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

Page 4 of 8




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

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

1.2.1.13. Tablets: tablets

1.2.1.14. Transdermal patches

1.2.1.15. Other non-sterile medicinal products

1.5.2. Secondary packaging

Quality control

1.6.1. Microbiological testing: sterility

1.6.2. Microbiological testing: microbiological purity

ollte

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

Page 5 of 8
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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
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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

Page 7 of 8
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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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No. DCD/D&D/LA/2023-2024/1 2. OF 2

U.T. Administration of Dadra & Nagar Haveli
and Daman & Diu,

Assistant Drugs Controller &

Licensing Authority,

Drugs Control Department,

Primary Health Centre,

Moti Daman — 396 220.

Dated: - [6& /12/2023.

T

l{ /S. WOCKHARDT LIMITED.
Survey No. 87-A,
Silver Industrial Estate,
Bhimpore, Daman - 396 210.

SUB: - GRANT OF SCHEDULE M - GMP CERTIFICATE - REG.

The subject inspection was carried out by the Drugs Inspector of this office on
16/11/2023 for issue of REVISED SCHEDULE M -GMP CERTIFICATE as per stipulated
guidelines of Drugs & Cosmetics Act and Rules, 1945 and he has recommended for the

Category of Tablets (coated & uncoated), Capsules & Small Volume Parenterals.

A—

(S. Asker Ali) IAS
Assistant Drugs Controller /
Licensing Authority,

UT of Dadra & Nagar Haveli and
Daman & Diu,

Daman.
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U.T. ADMINISTRATION OF DADRA & NAGAR HAVELI AND DAMAN & DIU
ASSISTANT DRUGS CONTROLLER (1/C) &
LICENSING AUTHORITY
DRUGS CONTROL DEPARTMENT
PRIMARY HEALTH CENTRE
MOTI DAMAN-396220

NO. DCD/D&D/LA/2023-2024/ 17 O ' 3 DATED: /| § /12/2023

SCHEDULE M - G.M.P CERTIFICATE

THIS IS TO CERTIFY THAT M/S. WOCKHARDT LIMITED., SITUATED AT SURVEY NO. 87-4,
SILVER INDUSTRIAL ESTATE, BHIMPORE, DAMAN- 396210 ARE HOLDING LICENCE IN
FORM 25 AND FORM 28 BEARING LICENCE NO. DD/61 AND DD/62 DATED 18/10/1994
RENEWED UPTO 31/12/2026 FOR MANUFACTURER FOR SALE OR DISTRIBUTION OF DRUGS
APPROVED BY THIS DEPARTMENT. THE FIRMS IS SUBJECTED TO PERIODICAL INSPECTION
BY THIS DEPARTMENT.

THE FIRM, BY AND LARGE, IS FOLLOWING GOOD MANUFACTURING PRACTICES AS
STIPULATED UNDER THE PROVISIONS OF R&VISED SCHEDULE “M” OF DRUGS AND COSMETICS
RULES, 1945 FOR THE CATEGORY OF TABLETS (COATED & UNCOATED), CAPSULES &
SMALL VOLUME PARENTERALS.

THE FIRM SHOULD, HOWEVER CARRY OUT SELF INSPECTION FROM TIME TO TIME TO
ENSURE THAT THE REQUIREMENTS OF GOOD MANUFACTURING PRACTICES ARE

COMPLIED WITH.

THIS CERTIFICAQK LS 3.0 EAR FROM THE DATE Of ISSUE. !

(S. ASKER ALL) [4S
ASSISTANT DRUGS CONTROLLER &
LICENSING AUTHORITY,

UT OF DADRA & NAGAR HAVELI &
DAMAN & DIU,

DAMAN.
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U.T. ADMINISTRATION OF DADRA & NAGAR HAVELI AND DAMAN & DIU
ASSISTANT DRUGS CONTROLLER &
LICENSING AUTHORITY
DRUGS CONTROL ADMINISTRATION,
OLD GOVT. PRIMARY SCHOOL, VARLIWAD, JAMPORE,
MOTI DAMAN - 396 220

G. L. P. CERTIFICATE

This is to certify that Wockhardt Limited., situated at 87-A, Silver Industrial Estate,
Bhimpore, Nani Daman-396210, INDIA is holding valid manufacturing license in
Form No. 25 & Form No. 28 bearing license No. DD/61 & DD/62 valid up to
31/12/2026 for manufacture and sale or distribution of drugs specified in schedule C

and C (1) excluding those specified in schedule X.

1. The firm is having well equipped Quality Control Laboratory for testing of
drugs: Tablets (coated & uncoated), Capsules & Small Volume Parenterals
dosage form and following Good Laboratory Practices, as stipulated under the
provisions “Revised Schedule L-1” of drugs and Cosmetic Rules 1945.

2. This certificate is issued on the request of the firm for submitting the same to
various Government Hospital, Corporations, Defense and Supply to Non-
regulated markets and institutions for tender purpose.

3. This certificate is valid for One Year from the date of issue.

X

Sd/-
Assistant Drugs Controller &
Licensing Authority,
UT of Dadra & Nagar Haveli and
Daman & Diu,
Daman.

N Wockhardt Limited.
87-A, Silver Industrial Estate,
Bhimpore, Nani Daman-396210, INDIA

i
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| INDUSTRIAL ESTATE, BHIMPORE, NANI DAMAN - 396 210, INDIA IS HOLDING VALID

| LICENCE NO. DD/61 & DD/62, DATED 18/10/1994 RESPECTIVELY, ISSUED BY THIS

| MANUFACTURE AND SELL THEIR PRODUCTS COVERED UNDER THE CATEGORIES OF |
| GENERAL: TABLETS, CAPSULES AND SMALL VOLUME PARENTERALS. : |

| THE FIRM HAS EMPLOYED COMPETENT PERSONS IN MANUFACTURING AND QUALITY 11
| CONTROL DEPARTMENTS. THE FIRM IS FOLLOWING GOOD MANUFACTURING l
| PRACTICES AS PER WORLD HEALTH ORGANIZATION RECOMMENDATIONS IN THE |I ‘

| TABLETS, CAPSULES AND SMALL VOLUME PARENTERALS.

| COMPETENT AUTHORITY UNDER THE ACT.

UNCONTROLLED COPY

U.T. ADMINISTRATION OF DADRA & NAGAR HAVELI AND DAMAN AND DIU
ASSISTANT DRUGS CONTROLLER (1/C) &
LICENSING AUTHORITY
DRUGS CONTROL DEPARTMENT
PRIMARY HEALTH CENTRE
MOTI DAMAN-396 220

B

WHO-GMP CERTIFICATE

THIS IS TO CERTIFY THAT M/S. WOCKHARDT LIMITED., PLOT NO. 87-4&, SILVER |
DRUG MANUFACTURING LICENCES IN FfORM NO. 25 & IN FORM NO. 25, BEARING

ADMINISTRATION UNDER THE PROVISIONS OF DRUGS & COSMETICS ACT, 1940 AND |

RULES THEREUNDER. UNDER THE SAID LICENCES THE FIRM IS PERMITTED TO ‘

MANUFACTURING AND TESTING OF THE SAID CATEGORIES OF PRODUCTS GENERAL: S

THE MANUFACTURING PLANT IS SUBJECT TO REGULAR INSPECTION BY THE I .

LICENSING AUTHORITY
UT OF DADRA & NAGAR HAVELI AND
DAMAN & DIU

DAMAN
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GOVERNMENT OF INDIA
CENTRAL DRUGS STANDARD CONTROL ORGANIZATION
WEST ZONE
Directorate General of Health Services
Ministry of Health and Family Welfare
4" Floor, Zonal FDA Bhawan, GMSD Compound
Bellasis Rd, Mumbai Central, Mumbai-400 008
Tel: (+91-22) 2300 2215, 2300 2279

H;g‘—s‘ W’ 3@37400008 Fax : (+91-22) 2300 2271
1SO 9001:2015 Certified Email: wzmumbai@cdsco.nic.in
File No. WZ1-11011(11)/24/2026-eoffice (36656) By: E-mail only Date: 07.07.2026

To,

The Assistant Drugs Controller & Licensing Authority,
UT of Dadra & Nagar Haveli and Daman & Diu, Daman,
Drugs Control Department, Moti Daman-396220.

Subject: Compliance verification report of M/s Wockhardt Limited, Survey No. 87-A, Silver Industrial Estate,
Bhimpore, Nani Daman, Daman for grant and revalidation of COPP under WHO certification Scheme- reg.

References:

1. Firm’s ONLS application vide no. DD/WHOGMP/2026/00048 dt. 05.05.2026.

2. This office letter vide no. WZ1-11011(11)/33/2025-eoffice dated 21.05.2026

3. Joint inspection report dated 28.05.2026 and 29.05.2026.

4. Compliance dated 25.06.2026 submitted by the firm and received to this office vide e-mail dated 25.06.2026.

Sir,

With reference to subject cited above, this is to inform you that the subject firm was jointly inspected comprising
of Drugs Inspectors of this office and DCA, Daman on 28.05.2026 and 29.05.2026 for grant and revalidation of
COPP under WHO-GMP Certification Scheme for applied products. The joint inspection team reported various
shortcomings/deficiencies which were communicated to firm for submission of compliance report along with
supporting documents.

Firm has submitted compliance report / CAPA along with supporting documents vide ref. no. 4 which were desktop
reviewed by the Drugs Inspectors of this office. It is reported that firm has submitted acceptable level of compliance /
CAPA along with supporting documents for reported observations.

In view of above, it is recommended that the firm's application for grant and revalidation of the Certificate of
Pharmaceutical Product (COPP) under the WHO-GMP Certification Scheme for the applied products listed in the
Annexure-l and Il may be considered.

Further, it is informed that the firm shall obtain the requisite Export No Objection Certificate (Export NOC) for the
products a) Paracetamol 500mg and Caffeine 65mg b) Aspirin, Paracetamol & Caffeine c) Paracetamol 500mg
Capsules and d) Aspirin 75mg Gastro-resistant tablets prior to obtaining the COPP from the Drugs Control Department
(DCD), Daman, and before commercializing these products for export purpose.

This is for your kind information and necessary action.

Encl.: Compliance verification report.
Yours faithfully,

SANTOSH Digitally signed by SANTOSH
VITTHALRAO VITTHALRAO INDRAKSHA

Date: 2026.07.07 14:47:31
INDRAKSHA +05'30'
Deputy Drugs Controller (India)
CDSCO, West Zone, Mumbai

Copy to: M/s Wockhardt Limited, Survey No. 87-A, Silver Industrial Estate, Bhimpore, Nani Daman, Daman —
396210, (Jsingh@wockhardt.com, Prakashtandel@wockhardt.com)

(Hindi version next Page and English version will prevail)
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GOVERNMENT OF INDIA
CENTRAL DRUGS STANDARD CONTROL ORGANIZATION
WEST ZONE
Directorate General of Health Services
Ministry of Health and Family Welfare
4" Floor, Zonal FDA Bhawan, GMSD Compound
Bellasis Rd, Mumbai Central, Mumbai-400 008
Tel: (+91-22) 2300 2215, 2300 2279
Fax : (+91-22) 2300 2271

Email: wzmumbai@cdsco.nic.in

File No. WZ1-11011(11)/24/2026-eoffice (36656) By: E-mail only Date: 07.07.2026
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Objection Certificate (Export NOC) WW@TH— a) Paracetamol 500 mg and Caffeine 65 mg b) Aspirin, Paracetamol
& Caffeine c) Paracetamol 500 mg Capsules d) Aspirin 75 mg Gastro-resistant Tablets
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Yadiy,
SANTOSH Digitally signed by

SANTOSH VITTHALRAO

VITTHALRAQ INDRAKSHA

Date: 2026.07.07

INDRAKSHA 14:47:44 +0530

ufaferfu:
A9 Wockhardt Limited, Survey No. 87-A, Silver Industrial Estate, Bhimpore, Nani Daman, Daman - 396210
(E-mail: Jsingh@wockhardt.com, Prakashtandel@wockhardt.com)
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( Daman Kadaiya)

U.T. ADMINISTRATION OF DADRA & NAGAR HAVELI AND DAMAN & DIU
ASSISTANT DRUGS CONTROLLER (1/C) &
LICENSING AUTHORITY
DRUGS CONTROL DEPARTMENT
PRIMARY HEALTH CENTRE
MOTI DAMAN-396220

——— e P T T o o o o= T mm . we o e
e e e e e - T

M/S. WOCKHARDT LIMITED.
SURVEY NO. 106/4-5-7,
DAMAN INDUSTRIAL ESTATE,
KADAIYA, DAMAN -396 210.

SUB: - DRUGS AND COSMETICS ACT, 1940 & RULES THEREUNDER
RETENTION OF LICENCE UNDER THE........

I AM ENCLOSING HEREWITH THE LICENCE VALIDITY CERTIFICATE OF LICENCE
BEARING NO. DD/206 & DD/207 GRANTED ON 22/12/1999 TO YOU ON FORM 25 &
FORM 28 UNDER THE PROVISION OF DRUGS AND COSMETICS ACT » 1940 AND RULES
THEREUNDER ALONG WITH LIST OF PRODUCTS AND LIST OF APPROVED TECHNICAL
STAFF. FURTHER ENCLOSED HEREWITH LICENCE VALIDITY CERTIFICATE FOR THE
PERIOD FROM 01/01/2023 TO 31/12/2027 LE. FIVE YEARS ONLY.

ENCL: &S ABOVE.

(DR. DHA RAWAL)
GS CONTROLLER (I/C) &
LICENSING AUTHORITY,
UT OF DADRA & NAGAR HAVELI AND
DAMAN & DIU
DAMAN
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U.T. ADMINISTRATION OF DADRA & NAGAR HAVELI AND DAMAN & DIU
ASSISTANT DRUGS CONTROLLER (1/C) &
LICENSING AUTHORITY
DRUGS CONTROL DEPARTMENT
PRIMARY HEALTH CENTRE
MOTI DAMAN-396220

Z—E=====S=S=SSSSSS=SSSSSSSSSSSSSSSSSSSSSSo oS SSSSSSS=DSSS=SS=S=========

LICENCE VALIDITY CERTIFICATE
(SEE RULE 72 AND 84 C)

REF: NO. NIL DATED 23/12/2022.

1) A LICENCE NO. DD/206 AND DD/207 GRANTED ON 22/12/1999 TO
M/S. WOCKHARDT LIMITED; SITUATED AT SURVEY NO. 106/4-5-7, DAMAN
INDUSTRIAL ESTATE, KADAIYA, DAMAN -396 210, INDLA, IN FORM 25 AND FORM 28
SHALL REMAIN PERPETUALLY VALID UPTO 81/12/2027 AS THE LICENCEE HAS
DEPOSITED A LICENCE RETENTION FEE VIDE CHALLAN INVOICE NO. 002600 DATED
28/12/2022 AS PER THE DRUGS & COSMETICS RULES, 1945.

2) NAMES OF DRUGS: &S PER ATTACHED.

THEREUNDER.
DATED:
[1 7 MAR 2023 LICENSING AUTHORITY,
UT OF DADRA & NAGAR HAVELI AND
DAMAN & DIU
DAMAN

NOTE:

1) IN FORM 25 FOR PARAGRAPH 3, THE FOLLOWING PARAGRAPH SHALL
RESPECTIVELY BE SUBSTITUTED, 3. “THE LICENCE UNLESS SOONER SUSPENDED OR
CANCELLED SHALL REMAIN VALID PERPETUALLY. HOWEVER, THE COMPLIANCE
WITH THE CONDITIONS OF LICENCE AND THE PROVISIONS OF THE DRUGS &
COSMETICS ACT, 1940 (23 OF 1940) AND DRUGS AND COSMETICS RULES, 1945
SHALL BE ASSESSED NOT LESS THAN ONCE IN THREE YEARS OR AS NEEDED AS
PER RISK BASED APPROACH".

2) IN FORM 28 FOR PARAGRAPH 4, THE FOLLOWING PARAGRAPH SHALL
RESPECTIVELY BE SUBSTITUTED, “THE LICENCE, UNLESS SOONER SUSPENDED OR
CANCELLED, SHALL REMAIN VALID PERPETUALLY. HOWEVER, THE COMPLIANCE
WITH THE CONDITIONS OF LICENCE AND THE PROVISIONS OF THE DRUGS &
COSMETICS ACT, 1940N (23 OF 1940) AND THE DRUGS AND COSMETICS RULES,
1945 SHALL BE ASSESSED NOT LESS THAN ONCE IN THREE YEARS OR AS NEEDED
AS PER RISK BASED APPROACH".
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Wockhardt Limited ESG Statement

2025

Medicines and Healtheare Products Regulatory Agency
CERTIFICATE KUMBER : UK (GMP 8913 {ncp GMP S9I35 7855 70009

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Fart 1

lssued folbowing an mspection in accordance with :

The competent autharity of United Kingdom confirms the folbowing:

The manufzctarer : FOCEMARDT LIMITED

Siie address SURVEY NOL M AT, KADATEA, NANT DAMAN, INT062 16, Tediir

(85 Location :

Has been inspecied in connection with marketing astharisationds ) listing manufsctorers located outside of
the European Economic Area i acoordance with Art 11114) of Directive 300 183/EC transposed in the
fiolbowing natbonal legislation:

The Human Medicimes Regulansns 3003 (87 20120871 6)

From the knowledge gained dunng inspection of this manufaciurer, the latest of which was conducted on
V8= d 20 it s considered that it complies with

This centificaie reflects the staies of the manufsctonng sie at the time of the mspection noded above and
should not be relied wpom io reflect the compliance status if more than three years have elapsed since the daie
of thal mspection. However, this period of validity may be reduced or extended uing regulmiory risk
managemeni principles by am endry in the Festrictions or Clarifying remarks field. This certificaie is valid
only when presented with all pages and both Paris | and 2. The avthenticity of this certificate may be verified
in EudraGMIOP. If 1l does not appear, please contact the isswing sathonty

'J’.\.'.'.Tq'h-'w.'.l'maw JIIFE of Dirverrer 007 0EES o’ S80S0 Cirsene JB0UELET rilai] ades dvr wousinae! Rwr LT
iy S S S e o st e

rl’.:.....lﬂ-.'..'m il ANTEPEIAE of il sespianr o b Sand b the Pielp swee o Eaadeadr IV dovaifamr
l’m."ﬁ.'.-l'-'-'lu_h'll'l'l-i AP rercRasancas af BIAE

Onira EsdrnGRI0F, Refkey “THET b ewrecw- Do 30 £3-000- 20 Sigurery - Tonfcerinl Pags f ol &
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Wockhardt Limited ESG Statement

2025

Fart 2

I MANUFACTURING OPERATIONS

12 Mon-sterile products
X1 Nonesterile prodiicts (processing aperadsans for the following docage forms)
1.21.15 Tahleis
14 Packaging
152 Secondary packaging
1. Cranlity comtrol testing
1.2 Microbiolegical: man-sreriliny
6T Chemical ."'ﬁ_'..'m. i
JOre-03-28 Mam: and Sgnanire of the sithonsed person of the
Compesen Authenity ol Linined BKsgdoss
CuniafRaintid
Efaalivins amd Haialibears Prodhacrs Reg ey Afeacy
Tl Cove sl
Fao an e snial
Orirs EcdesCRIDF, Rt kg -HET b e w- Do 20 03 00-28 Ggmesy - Doenfriserasl Pope: 2ol 2
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GMPC or Non- Inspection Date

Certificate Number Site Details Country
compliance

UK GMP 8913 Insp GMP 8913/378537- WOCKHARDT LIMITED, SURVEY NO. 106/4-5-7, KADAIYA, NANI DAMAN, IN-

0009[H] GMPC 396210, INDIA INDIA 2001272018

Due to the restrictions caused by COVID-19, the period of validity GMP and GDP certificates issued by MHRA is automatically extended until the end of 2024,
except where clarifying remarks in the document state otherwise. Manufacturers, importers and distributors must continue to comply with GMP/GDP and all
other legal obligations. On-site inspections are now being conducted and scheduling of these inspections may be independent of the extended validity period
stated above. MHRA reserve the right to perform risk based supervision of sites by either on-site inspections or distant assessments and, based on the
outcome, may continue to issue, withdraw or restrict GMP and GDP certificates, as appropriate.

a9

Medicines & Healthcare products
Regulatory Agency

Terms and Conditions | Privacy Notice

Swing s

Years

Wockhardt Limited ESG Statement %VO CKHARDT
2025
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No. DCA/D&D/LA/2026-2027/ S Ff 2—

U.T. Administration of Dadra & Nagar Haveli
and Daman & Diu,

Drugs Licensing Authority,

Drugs Control Administration,

Old Govt. Primary School,

Varliwad, Jampore,

Moti Daman — 396 220.

Dated: - | 2—/05/2026.

OCKHARDT LIMITED.
Plot No. 106-4/5/1,
Daman Industrial Estate,
Kadaiya, Daman - 396 210.

SUB: - GRANT OF SCHEDULE M - GMP CERTIFICATE - REG.

The subject inspection was carried out by the Drugs officer of this office on
1 APR ?ﬂ?ﬁr issue of REVISED SCHEDULE M -GMP CERTIFICATE as per stipulated
guidelines of Drugs & Cosmetics Act and Rules, 1945 and he has recommended for

the Category of Tablets (Coated & Uncoated).

(Arav iKarishna) IAS.
Seeretary (Health)/
Drugs Licensing Authority,
UT of Dadra & Nagar Haveli and
Daman & Diu,

Daman.
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U.T. ADMINISTRATION OF DADRA & NAGAR HAVELI AND DAMAN & DIU
DRUGS LICENSING AUTHORITY
DRUGS CONTROL ADMINISTRATION
OLD GOVT. PRIMARY SCHOOL, VARLIWAD, JAMPORE,
MOTI DAMAN-396220

dadra Q daman
R

SCHEDULE M - G.M.P CERTIFICATE

THIS IS TO CERTIFY THAT WOCKHARDT LIMITED., SITUATED AT PLOT NO. 106/4-5-7, DAMAN

INDUSTRIAL ESTATE, KADAIYA, DAMAN- 396210 ARE HOLDING LICENCE IN FORM 25 AND FORM '.
; 28 BEARING LICENCE NO. DD/206 AND DD/207 DATED 22/12/1999 RENEWED UPTO

31/12/2027 FOR MANUFACTURER FOR SALE OR DISTRIBUTION OF DRUGS APPROVED BY THIS

DEPARTMENT. THE FIRMS IS SUBJECTED TO PERIODICAL INSPECTION BY THIS DEPARTMENT.

| THE FIRM, BY AND LARGE, IS FOLLOWING GOOD MANUFACTURING PRACTICES AS STIPULATED
UNDER THE PROVISIONS OF REVISED SCHEDULE “M” OF DRUGS AND COSMETICS RULES, 1945 FOR
THE GENERAL CATEGORY OF MANUFACTURING OF GENERAL -TABLETS (COATED &
UNCOATED).

8| THE FIRM SHOULD, HOWEVER CARRY OUT SELF INSPECTION FROM TIME TO TIME TO ENSURE THAT
| THE REQUIREMENTS OF GOOD MANUFACTURING PRACTICES ARE COMPLIED WITH.

THIS CERTIFICATE IS VALID FOR ONE YEAR FROM THE DATE OF ISSUE.

(ARAVA RISHNA) IAS
SECRETARY (HEALTH)/
DRUGS LICENSING AUTHORITY,

UT OF DADRA & NAGAR HAVELI AND
DAMAN & DIU
DAMAN
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_ U.T. ADMINISTRATION OF DADRA & NAGAR HAVELI AND DAMAN & DIU
ASSISTANT DRUGS CONTROLLER &
LICENSING AUTHORITY
DRUGS CONTROL ADMINISTRATION,

OLD GOVT. PRIMARY SCHOOL, VARLIWAD, JAMPORE,

MOTI DAMAN - 396 220

G. L. P. CERTIFICATE

This is to certify that Wockhardt Limited., situated at Plot No. 106-4/5/7, Daman
Industrial Estate, Kadaiya, Nani Daman-396210, INDIA is holding valid manufacturing
license in Form No. 25 & Form No. 28 bearing license No. DD/206 & DD/207 valid
up to 31/12/2027 for manufacture and sale or distribution of drugs specified in

schedule C and C (1) excluding those specified in schedule X.

1. The firm is having well equipped Quality Control Laboratory for testing of
drugs: Tablets and Capsules dosage form and following Good Laboratory
Practices, as stipulated under the provisions “Revised Schedule L-1" of drugs
and Cosmetic Rules 1945.

2. This certificate is issued on the request of the firm for submitting the same to
various Government Hospital, Corporations, Defense and Supply to Non-
regulated markets and institutions for tender purpose.

3. This certificate is valid for One Year from the date of issue.

&

Sd/-
Assistant Drugs Controller &
Licensing Authority,
UT of Dadra & Nagar Haveli and
Daman & Diu,
Daman.

Wockhardt Limited.
Plot No. 106-4/5/1,
Daman Industrial Estate,

Kadaiya, Nani Daman-396210, INDIA

]
'l

127




12/13/23, 2:52 PM

Eudra GMP - Public Layout

(Ankleshwar)
EudraGMDP
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GMP Compliance Mena
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GMP Certificates

Non-Compliance Report

[Back To Search]

National Agency For The Safety Of Medicine And Health Products

CERTIFICATE NUMBER: T9MPPO06HPTO1
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER(1). (2)

Part 1

Issued following an inspection in accordance with
Art. 111(5) of Directive 2001/83/EC as amended

The competent autharity of France confirms the following:

The manufacturer: Wockhardt

Site address: Plot No. 138, G.1.D.C. Industrial Estate, Dist. Bharuch, Ankleshwar, Gujarat, 393002, India

Is an aclive substance manufacturer that has been inspected in accordance with Art. 111(1) of Directive 2001/83/EC.

Fram the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 2079-04-03, it is considered that it complies
with:

The principles of GMP for active substances (3) referred to in Article 47 of Directive 2001/83/EC

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. Updates to restrictions or clarifying remarks can be
i

identified through the EudraGMDP website (htip:/eudragmdp.ema.europa.eu/). This certificate is valid only when presented with all pages and both Parts
1and 2.

The authenticity of this certificate may be verified in EudraGMDP. If it does not appear, please contact the issuing authority.

(1) The certificate referred to in paragraph Art. 111(5) of Directive 2001/83/ECis also applicable fo imporiers.

(2) Guidance on the interpretation of this template can be found in the Interpretation of the Union format for GMP certificate.
(3) These requirements fulfil the GMP recommendations of WHO.

Part 2
Manufacture of aclive substance. Names of substances subject to inspection:
DIACEREIN(en)
DEXTROMETHORPHAN HYDROBROMIDE(en) |
ADENOSINE(en)

3. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance:DIACEREIN

3.1 | Manuf: e of Active Sub by Chemical Synth

3.1.3 Salt formaltion / Purification steps:

3.5 | General Finishing Steps

3.5.1 Physical processing steps: |
Milling, blending & sifting
3.5.2 Primary Packaging (enclosing / sealing the aclive substance within a packaging material which is in direct contact with the substance)

3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging material or container. This also includes any
labelling of the material which could be used for identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing |

Active Substance:DEXTROMETHORPHAN HYDROBROMIDE

3.1 | Manuf: of Active Sub by C ical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude aclive substance
3.1.3 Salt formation / Purification steps:

3.5 | General Finishing Steps

3.5.1 Physical processing steps:
Sieving & milling
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material which is in direct contact with the substance)

3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging material or container. This also includes any
labelling of the material which could be used for identification or traceability (lot numbering) of the active substance)

{

| 3.6 | Quality Control Testing
|

https://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPCompliance.do?ctri=searchGMPCResultControlList&action=Drilldown&param=55752 1/
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3.6.1 Physical / Chemical testing

Active Substance:ADENOSINE

3.1 | Manufacture of Active by Chemical Synthesis

3.1.1 Manufaclure of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps:

3.

©w

General Finishing Steps

3.5.1 Physical processing steps:
Sieving & milling

3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material which is in direct contact with the substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing

Clarifying remarks (for public users):

Signatory : Mr Guillaume Renaud, Deputy Director of inspection division — The ANSM does not issue hard copies of good practices
certificates

2019-08-13 Name and signature of the autharised person of the Competent Authority of France

Confidential
French National Agency for Medicines and Health Products Safety
Tel:Confidential

Fax:Confidential

The EudraGMDP database is maintained and operated by the EMA. Access to the general public is granted in arder to enhance availability of information related to the EMA mandate. The content of the database is
provided by the National Competent Authorities (NCA) of the EEA. For this reason, the EMA accepts no responsibility or liability whatsoever (including but not limited to any direct or consequential loss or damage it
might occur to you and/or any other third party) arising out of or in connection with the information on this database. Any questions about the content should be addressed to lhe relevant NCA. Please click here to
get list of NCA's.

Due to the restrictions caused by COVID-19, the period of validity of GMP and GDP certificates issued by EEA authorities is automatically extended until the end of 2024, except where clarifying remarks in the
document slate otherwise. Manufaclurers, importers and distributors must continue to comply with GMP/GDP and all other legal obligations. On-site i ions are now being conducted and scheduling of these

inspections may be independent of the extended validity period stated above. Competent authorities will continue to perform risk based supervision of sites by either on-site inspections or distant assessments and,
based on the outcome, may continue to issue, withdraw or restrict GMP and GDP cerlificates, as appropriate.

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NL.

Documents issued by UK authorities up to and including 31 December 2020 remain ilable for Itation in MDP. However, they are no longer included or updated from 1 January 2021,
with the exception of the documents pertaining to sites located in Northern Ireland.

As of 28 January 2022, the source of organisational data will change. Additional information and instructions are available on EMA's website

[EMA © 2014. EudraGMDP 6.5.1.4 build 2023/12/05 14:12]

https://feudragmdp.ema.europa.eu/inspections/gmpc/searchGMPCompliance.do?ctrl=searchGMPCResultControlList&action=Drilldown&param=55752 2/
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No: WHO-GMP/25045665/ /B
Commissioner

Food & Drugs Control Administration,
Gujarat State, Dr. Jivraj Mehta Bhavan,
Block No.8, 1* floor, Gandhinagar
Date :

0 3 APR 2025

To,
\MOCKHARDT LIMITED,
LOT NO. - 138, G..D.C., AT & POST - ANKLESHWAR,

ANKLESHWAR -393 002,
DIST.- BHARUCH . Bt

-
ﬂ«(’

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

Sir,

Ref:- Your letter Dated : 20/02/2025

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

as desired by you.

Yours faithfully,
Lot e
for Commissioner
Food & Drugs Control Administration

No: 0-GMP/25045665/ /B Gandhinagar Date

Copy forwarded to :-
1. Assistant Commissioner-BHARUCH
2. Copy to Dy. Drugs Conftroller, CDSCO, Air Cargo Co
3. G - Branch.

ex, Anmedabad

for Cmmissioner
Food & Drugs Control Administration



Food & Brugs Control Administration

BLOCKNO. 8,15 FLOOR, Dr. JINRAJMEHT ABHAVAN,
GANDHINAGAR, GUJARAT STATE, INDIAFIN: 382010

Certificate No. : 25045665

On the basis of the inspection carried out on 11-12/03/2025 & 02/04/2025 we certify
that the site indicated on this certificate complies with Good Manufacturing Practices
for the dosage forms, categories and activities listed in Table 1.

I Name & 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
G/659 G/897

number :

Table : 1

Dosage Form (s) Category (ies) Activity (ies)

Bulk Drugs [API's] General Manufacturer

The responsibility for the quality of the individual batches of the pharmaceutical
products manufactured through this process lies with the manufacturer.

This certificate remains valid until 02/04/2028 It becomes invalid if the activities and
/or categories certified hevewith are changed or if the site is no longer considered to be
in compliance with GMP

Format of this certificate is as per WHO TRS No. 908 of 2003.

Address of certifying authority
Food & Drugs Control Administration, Block @
No. 8, 15T floor, Dr. Jivraj Mehta Bhavan,
Gandhinagar, Gujarat State, India. — Pin : Name & function of : (Dr. H/G. KOSHIA)
382010 Veygongiﬁ[e Person Commissioner

Fmail comfdca@gujarat.gov.in

Phone : 91-79-23253417, Fax : 91-79-232-53400

Date : 03/02/2025
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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
1.  (a) Dextromethorphan Hydrobromide IP
(b) Dextromethorphan Hydrobromide USP
(c) Dextromethorphan Hydrobromide BP
(d) Dextromethorphan Hydrobromide JP
(e) Dextromethorphan Hydrobromide EP
() Dextromethorphan Hydrobromide BP/USP
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) Azithromycin USP
(b) Azithromycin (Anhydrous) EP
7. (a) Nadifloxacin IH
(b) Nadifloxacin P
8. (a) Donepezil Hydrochloride H
(b) Donepezil Hydrochloride Monohydrate USP
e. Bethanechol Chloride USP
10. (a) Captopril USP
(b) Captopril EP

For V\/{\ckhardt Limited

For Commissioner

e er
| Food & Drugs Control Administration
Ashees Vishnoi Gujarat State, Gandhinagar
Head - Quality

03 APR 2025700 2 APR 2028
Contd..2..

WOCKHARDT LIMITED e (Bulk Drug Division), Factory : Plot No. 138, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, Gujarat, India
T: 91-2646-661444 » F: 91-2646-661555 » Regd. Office : D-4 MIDC, Chikalthana, Aurangabad-431006, India  T: 91-240-6632222
F: 91-240-2489219 » www.wockhardt.com e CIN: L24230MH1999PLC120720



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 IH
15. Levonadifloxacin L-Arginine Tetrahydrate IH
16. Alalevonadifloxacin Mesylate IH
17. Nafithromycin IH

( 7A¢)-—/
iy
For Commissioner
Food & Drugs Control Administration

Gujarat State, Gandhinagar

03 APR 2025120 2 APR 2078

For \/%Ckhargt Limited
’ I }//) / A

Ashees Vishnoi

Head - Quality

WOCKHARDT LIMITED e {Bulk Drug Division), Factory : Plot No. 138, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, Gujarat, India
T: 91-2646-661444 = F: 91-2646-661555 ¢ Regd. Office : D-4 MIDC, Chikalthana, Aurangabad-431006, India ¢ T: 91-240-6632222
F: 91-240-2489219  www.wockhardt.com e CIN: L24230MH1999PLC120720



Pharmaceuticals and Medical Devices Agency

Certificate for notification of GMP compliance inspection result

General name

owreN

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.1.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

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

LTD.




5130108006205
(Exhibit)

Name

General name

Commercial name

Approval application for partial

changes date

DEXTROMETHORPHAN
HYDROBROMIDE POWDER 10%
"TOWA"

June 22, 2017 (Heisei 29)

P DEXTROMETHORPHAN
HYDROBROMIDE TABLETS 15mg
HTOWAH

June 22, 2017 (Heisei 29)

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

LTD.




7-5/2013/EU/WC-0075
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(International Cell)

FDA Bhawan, Kotla Road,
New Delhi-110002
Dated

To U 70CT 2054

M/s. Wockhardt Limited
Plot No. 138, G.I.D.C, Ankleshwar,
Dist. -Bharuch -393002, Gujarat State, India

SUB:- Written Confirmation of M/s. Wockhardt Limited, Plot No. 138, GIDC, Ankleshwar,
Dist. -Bharuch -393002, Gujarat State, India as per requirement of EU for import of active
substances imported into the European Union (EU) for medicinal products for human use,
in accordance with Article 46b(2)(b) of Directive 2001/83/EC from India-Reg.

Sir,

Please refer to your online application no. WC/RE/2025/10825 submitted to
CDSCO, Ahmedabad Zone office on CDSCO Sugam Portal, and the recommendation
received from DDC (I), Ahmedabad Zone on the above noted subject.

Written Confirmation as required for active substances imported into the European
Union (EU) for medicinal products for human use, in accordance with Article 46b(2)(b) of
Directive 2001/83/EC from India is herewith granted subject to the following conditions: -

1. The Active Pharmaceutical Ingredients shall confirm to Good Manufacturing
Practices mentioned in the EU directives or other equivalent (GMP of WHO/ICH
Q7).

2. The manufacturer is subject to regular, strict and transparent controls and to the
effective enforcement of Good Manufacturing Practice, including repeated and
unannounced inspections, so as to ensure a protection of public health equivalent
to that in the EU.

3. The manufacturer is required to follow the Guidance document for Issue of Written
Confirmation as issued by CDSCO.

4. Written Confirmation shall be produced by the Authorized Exporter as and when
required by the Drug Regulatory Authority.

5. The Written Confirmation will be withdrawn in the events of non-compliance of
Standards.

6. This Written Confirmation, unless it is sooner suspended or cancelled, shall be valid
for a period of three years.

136



7. In the event of any Non-Compliance observed during inspections conducted by
Local or International Drug Authorities, the same shall be forwarded to this office
within 7 days of receipt of report.

8. In the event of any drug found not of standard quality, the same shall be reported
to this office within 7 days of receipt of report.

9. The manufacturer is required to comply with the provisions of GSR 20(E), dated

18.01.2022

Please note that Written Confirmation issued is liable to be suspended / cancelled,
if any of the conditions stipulated above are not complied with or in case of violation of the
provisions of the Drugs & Cosmetics Act, 1940 and the Rules thereunder as the case may

be.

Please acknowledge the receipt.

Annexure No. | No. of Products Date of Issue Valid Upto
. " 070CT 2B 02.07.2028
1 8 0 70CT 2065 02.07.2028
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Yours faithfully,

Univn doithhd~
Ranga Cha?‘ngrlam'ntﬁ:

Joint Drugs Controller (India)-

e /Chandraghzkar
}'}: \.ﬂ.fﬁ.; Pt (W) / Joim D, lega
w2 sty s i‘a;mﬁrmt:mrﬂm‘ FET
e ;‘E;C.;;}(rm Dte. Generul of Healrh Services
e U SR/ Ministry of Health an Faag Weli
R, e v, e opna s b Blowan, Koty mhfm o
i-110002

nugs Controller(India)
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80 GOVERNMENT OF INDIA

WC-0075
MINISTRY OF HEALTH & FAMILY WELFARE .
Central Drugs Standard Control Organization CERTIFICATE NO. :

Written confirmation for active substances imported into the European Union (EU) for medicinal
products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC

1. Name and address of site: M/s. Wockhardt Limited
Plot No. 138, G.I.D.C, Ankleshwar,
Dist. -Bharuch -393002, Gujarat State, India

2. Manufacturer's licence number: G/659 and G/897

Regarding the manufacturing plant under (1) of the following Active substance(s) exported
to the EU for medicinal products for human use :

List of API(s):

as per list enclosed as Annexures
The issuing Regulatory Authority hereby confirms that:

The standards of good manufacturing practice applicable to this manufacturing plant are
at least equivalent to those laid down in the EU (= GMP of WHO/ICH Q7),

The manufacturing plant is subject to regular, strict and transparent controls and to the
effective enforcement of good manufacturing practice, including repeated and

unannounced inspections, so as to ensure a protection of public health at least equivalent
to that in the EU; and

=
R
11y -

S
|

In the event of findings relating to non-compliance, information on such findings is supplied

((f@ by the exporting third country without delay to the EU.

((((! Date of Inspection of the plant: 11.03.2025 & 12.03.2025

((((! The Written Confirmation remains valid until: 02.07.2028

((((! The authenticity of this written confirmation may be verified with the issuing regulatory
(@ authority.

P
R
X Iﬁ- i

This written confirmation is without prejudice to the responsibilities of the manufacturer to
ensure the quality of the medicinal product in accordance with Directive 2001/83/EC.

((((i Address of the issuing regulatory authority: Central Drugs Standard Control
((((1 Organisation

FDA Bhawan, Kotla Road,
New Delhi- 110 002, India

i
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e

Name and function of responsible person: Ranga Chandrashekar,
Joint Drugs Controller (India)

i

N
S

= E-mail: ranga.cs@cdsco.nic.in;
(@ Telephone no.: +91-11-23236965
(@ Fax no.: +91-11-23236973
@
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Stamp of the authority and date
Signature, 06 ‘NM i
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I/ GOVERNMENT OF INDIA

Gt An -
I\ MINISTRY OF HEALTH & FAMILY WELFARE NO. : &fé_%??;
Q8 Central Drugs Standard Control Organization CERTIFICATE NO. :

Written confirmation for active substances imported into the European Union (EU) for medicinal
products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC

1. Name and address of site: M/s. Wockhardt Limited
Plot No. 138, G.I.D.C, Ankleshwar,
Dist. -Bharuch -393002, Gujarat State, India

List of APls:
S. No. Active Substance(s) Activity(ies)

1. | Pidotimod IH Manufacturing & Packing
2. | Adenosine USP/Ph.Eur. Manufacturing & Packing

i

[

Tamsulosin Hydrochloride USP/Ph.Eur. Manufacturing & Packing

Dextromethorphan Hydrobromide BP/USP/Ph.Eur. Manufacturing & Packing

Nicardipine Hydrochloride IH/USP Manufacturing & Packing

Bethanechol Chloride USP Manufacturing & Packing

Diacerein Ph.Eur. Manufacturing & Packing

Desvenlafaxine Succinate Monohydrate IH Manufacturing & Packing
ITEM(S) EIGHT (08) ONLY

e
e
(" il

it

]

-

The Written Confirmation remains valid until: 02.07.2028

i
1

Dl i i

WMW Stamp of the authority and date
Signature =
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<English translation >

*Note: The Authorized Holder of this certificate is TOWA PHARMACEUTICAL CO., LTD.
This certificate is for your backup and may not be used for any other purpose without TOWA's prior

permission.

Certificate for GMP compliance inspection/review result

General name

aweN

Commercial name

DEXTROMETHORPHAN HYDROBROMIDE
TABLETS 15mg "TOWA"

Name of applicant

TOWA PHARMACEUTICAL CO., LTD.

Approval application or approval date

January 30, 2024 (Reiwa 6)
Application for partial changes

Application date of GMP compliance
inspection

January 31, 2024 (Reiwa 6)

Name of Manufacturing site inspected

Wockhardt Limited

Address of Manufacturing site inspected

138,G.1.D.C.Estate,Ankleshwar
-393 002,District Bharuch,
Guijarat,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

Non-sterile drugs

License number of manufacture or Site AG12300150
Accreditation number and date October 29, 2019 (Reiwa 1)
Inspection/Review result Conformed

Remarks

System Receipt No.: 5130608002617

Regarding the GMP compliance inspection for the API
“Dextromethorphan Hydrobromide Hydrate” (MF
Registration No. 303MF10152).

As mentioned above, it is herewith notified of the result of the GMP compliance inspection/review.

April 25, 2024 (Japanese calendar: Reiwa 6)

From Chairman of Pharmaceuticals and Medical Devices Agency (PMDA)

To TOWA PHARMACEUTICAL CO., LTD.

Certificate for GMP compliance inspection/review result TOWA PHARMACEUTICAL CO., LTD.



<English translation >

*Note: The Authorized Holder of this certificate is TOWA PHARMACEUTICAL CO., LTD..
This certificate is for your backup and may not be used for any other purpose without TOWA's prior

permission.

Certificate for GMP compliance inspection/review result

General name

aweN

Commercial name

DEXTROMETHORPHAN HYDROBROMIDE
TABLETS 15mg "TOWA"

Name of applicant

TOWA PHARMACEUTICAL CO., LTD.

Approval application or approval date

June 22, 2017 (Heisei 29) Approved

Application date of GMP compliance
inspection

June 14, 2024 (Reiwa 6)

Name of Manufacturing site inspected

Wockhardt Limited

Address of Manufacturing site inspected

138,G.1.D.C.Estate,Ankleshwar
-393 002,District Bharuch,
Guijarat,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

Non-sterile drugs

License number of manufacture or Site AG12300150
Accreditation number and date October 29, 2024 (Reiwa 6)
Inspection/Review result Conformed

Remarks

System Receipt No.: 5130608019545

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/review.

September 4, 2025 (Japanese calendar: Reiwa 7)

From Chairman of Pharmaceuticals and Medical Devices Agency (PMDA)

To TOWA PHARMACEUTICAL CO., LTD.

Certificate for GMP compliance inspection/review result TOWA PHARMACEUTICAL CO., LTD.
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COMMISSIONER, ~

{ Food & Drugs Control Administration,
s—&—iﬁ’ ~ka.Block No.8, 1 floor, Dr. Jivraj Mehta Bhavan, Gandhinagar. - 382 010.

FOCA %

BY REGD.A.D. . NO. LICENSE RETENTION/WOCKHARDT/2020/ /B, DATE :
o Lo 104s -39
WOCKHARDT LTD.
PLOT No. - 138, G.I.D.C., ANKLESHWAR, DIST. - BHARUCH - 393 002 3 D D EC 202\
SUB :. Retention of licence for the Period : 2022 - 2026
Sir,
REF : Your application in Form No. 24 & 27. Dated : 22/131/202%
Licence having following deteils has been retention for a period of Five Years.
Details of Licence :
Form # Licence # Date of Retention Period Category
. Licence From To
25 G/659 31/05/1986 01/01/2022 31/12/20256 | BULK DRUG
28 G/897 26/07/1994 01/01/2022 31/12/2026 | BULK DRUG

Approved Technical Person (Manufacturing Section)

1 AS PER LIST APPROVED AND
ANNEXED

Approved Technical Person (Testing Section)

1 AS PER LIST APPROVED AND
ANNEXED

Further you are also permitted to get your raw materials and finished products tested at any govt. Approved
public testing laboratories holding approval in form 37 under Drugs & Cosmetics Rules 1945 only for those tests.
which require sophisticated equipment’s.

You are requasted to get the products amended as per latest 1.P. wherever applicable.

Further you are asked for compliance with respect to DCGI notification dated 07/08/2014 for
products containing single ingredients (except for export purpose)

You are requested to apply for the Retention of the above license 3 months before their VALIDITY expires.
The above mentioned license need NOT be sent by the Dept.
Kindly acknowledge the receipt of this letter.

Subject to NO-CHANGE in Previous Constitution & Already approved Premises.

Technical Persons & Approved Products under said license are also retained tiil DE. - 31/12/2026.

The License shall not claim any equities or rights in the property under reference on strength of this Retention
Letter.

Food & Drugs trol Administration.

Encl:- 1. Countersigned list of Products
2. Countersigned list of Technical Person.

Copy with a copy of approved list of products forwarded to :-
1) The Assistant Cojmissioner, BHARUCH
2) The Statistical Cefl, (G-Branch)




s )

ON OF LICENCE

Retention of Licence to manufacture for sale (or for
dlstrlbutlon) of drugs other than those specified in Schedule C,
C(1)andX

Certified that Licence in Form 285, No: G/659 Granted on the Date: 31/05/ 1986

To M/s. WOCKHARDT LTD.,

for the manufacture of the following ca Legorles of drugs being drugs other than those
specified in Schedule C and C (1) and "X" to the Drugs and Cosmetics Rules, 1945
at the premises situated at PLOT Nop. - 138, G.1.D.C., ANKLESHWAR, DIST. -
BHARUCH - 393 002

has been retained from: 01 /01 /2022 To 31/12/2026

Name(s) of drugs as retained (each
item to be separately specified)
Names of approved competent
technical staff as retained

As per list Approved & Annexed

As per list Approved & Annexed

{Dr. H. G. KOSHIA)
Commyssioner,
Food & Drugs Control Administration,
Gujarat State

Date: 18/12/2021

Note: You are requested to apply for the Retention of the above licence in 3 months.
before its Validity Expires.



R

RETENTION OF LICENCE

Retention of Licence to manufacture for sale (or for
distribution) of drugs specified in.Schedule C, C(1) excluding
those specified in schedule X

Certified that Licence in Form 28, No: G/897 Granted on the Date: 26/07/ 1994

To M/s. WOCKHARDT LTD.,

for the manufacture of the drugs Specified in Schedule C and C (1) excluding those
specified in Schedule "X" to the Drugs and Cosmetics Rules, 1945, at the premises
situated at PLOT No. - 138, G.1.D.C., ANKLESHWAR, DIST. - BHARUCH - 393
002 .

has been retained from: 01/01 /2022 To 31/12/2026

Name(s) of drugs as retained (each
item to be separately specified)
Names of approved competent
technical staff as retained

As per list Approved & Annexed

As per list Approved & Annexed

{Dr. H. G, KOSHIA)
Commis&ioner,
Food & Drugs Control Administration,
Gujarat State

Date: 18/12/2021

Note: You are requested to apply for the Retention of the above licence in 3 months
before its Validity Expires.
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TwockrArDr |Wiltis
LIST OF PRODUCTS

List of Products to be manufactured by M/s Wockhardt Limited at Plot No.: 138, GIDC Estate,
Ankleshwar, District Bharuch under License No.: G/659 in Form No.: 25.

Page No. 1 of 4

Sr. Product Name Quality Remarks
No. Standard
1. Captopril USP For Export
2. Captopril EP For Export
3. Dextromethorphan Hydrobromide IP For Domestic
4, Dextromethorphan Hydrobromide USP For Export
5. Dextromethorphan Hydrobromide BP For Export
6. Dextromethorphan Hydrobromide JP For Export
T Dextromethorphan Hydrobromide ; EP For Export
8. Dextromethorphan Hydrobromide USP For Domestic Formulation use
9. Dextromethorphan Hydrobromide BP For Domestic Formulation use
10. Zolpidem Tartarate EP For Export
11. Zolpidem Tartarate BP For Export
12. Clopidogrel Bisulfate Form — | ) IH For Export
13. Clopidogrel Bisulfate USP For Export
14. Ziprasidone Hydrochloride IH For Export
15. Ziprasidone Hydrochloride Monohydrate USP For Export
16. Entacapone IH For Export
17. Entacapone For Export
18. Entacapone For Export
19. Venlafaxine Hydrochloride For Export
20. Granisetron Hydrochloride For Export
21. Granisetron Hydrochloride For Export
22. Tamsulosin Hydrochloride For Export
23. Tamsulosin Hydrochloride For Export
24. Tamsulosin Hydrochloride For Export
25. Divalproex Sodium (Bulk) For Export
26. Divalproex Sodium For Export

For Wockhardt Limited ,

L ) ForCommissioner
Flom i Food & Drugs Control Administration

Upendra Upadhyay Gujarat State, Gandhinagar
Authorized Signatory
Valid from 01.01.2022 to 31.12.2026

WOCKHARDT LIMITED = (Bulk Drug Division), Factory : Plot No. 138, GIDC Estate, Ankleshwar-393002, Dist. Bharuch, Gujarat, India
T: 91-2646-661444 » F: 91-2646-661555 « Regd. Office : D-4 MIDC, Chikalthana, Aurangabad-431006, India ° T: 91-240-6632222
F: 91-240-2489219 » www.wockhardt.com « CIN: L24230MH1999PLC120720
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Page No. 2 of 4

Sr. Product Name Quality Remarks
No. Standard
27. Lansoprazole USP For Export
28. Lansoprazole EP For Export
29. Desloratadine IH For Export
30. Desloratadine IH For Domestic
31. Adenosine USP For Export
32. Adenosine EP For Export
| 33. Zoledronic Acid IH For Export
34. Fluvastatin Sodium USP For Export
35. Duloxetine Hydrochloride IH For Export
36. Eszopiclone IH For Export
37. Eszopiclone IH For Domestic
38. Epinastine Hydrochloride IH For Export
39. Pramipexole Dihydrochloride Monohydrate IH For Export
40. Pramipexole Dihydrochloride Monohydrate USP For Domestic
41, Brimonidine Tartrate IH For Export
42. Tolterodine-L-Tartrate IH For Export
43. Aripiprazole IH For Export
44, Desvenlafaxine Succinate Monohydrate IH For Export
45. Desvenlafaxine Succinate Monohydrate IH For Domestic
46. Felodipine EP For Export
47. Pioglitazone Hydrochloride IH For Export
48. Pioglitazone Hydrochloride Joa—— USP For Export
49. Pantoprazole Sodium //4\//;“'*‘"6“ C”’“r\r;\ IH For Export
50. Pantoprazole Sodium /// Q F 2,\ USP For Export
51. Alfuzosin Hydrochloride 3( \’}, EP For Export
52. Alfuzosin Hydrochloride ¥ b\\cua,w\r SYAT / 1/ UsP For Export

For Wockhardt Limited
L
QW"’\“ \

Upendra Upadhyay
Authorized Signatory

g~

Fo

Food & Drugs Control Administration

Gujarat State, Gandhinagar

Valid from 01.01.2022 to 31.12.2026

WOCKHARDT LIMITED + (Bulk Drug Division), Factory : Plot No. 138, GIDC Estate, Ankleshwar-393002, Dist. Bharuch, Gujarat, India
T: 91-2646-661444 » F: 91-2646-661555 » Regd. Office : D-4 MIDC, Chikalthana, Aurangabad-431006, India * T: 91-240-6632222
F: 91-240-2489219 « www.wockhardt.com « CIN: L24230MH1999PLC120720
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Page No. 3 of 4

Sr. Product Name Quality Remarks
No. Standard
53. Valacyclovir Hydrochloride IH For Export
54. Valacyclovir Hydrochloride USP For Export
55. Nicardipine Hydrochloride IH For Export
56. Nicardipine Hydrochloride USP For Export
57. Donepezil Hydrochloride IH For Export
58. Donepezil Hydrochloride Monohydrate USP For Export
59. Clopidogrel Hydrochloride IH For Export
60. Chlorothiazide usP For Export
61. Diacerein IH For Export
62. Diacerein EP For Export
63. Olanzapine IH For Export
64. Fexofenadine Hydrochloride USP For Export
65. Fexofenadine Hydrochloride EP For Export
66. Fexofenadine Hydrochloride IP For Domestic
67. Ropinirole Hydrochloride IH For Export
68. Sitagliptin Phosphate IH For Export
69. Sitagliptin Phosphate USP For Export
70. Zonisamide USP For Export
71. Cinacalcet Hydrochloride IH For Export
72. Nadifloxacin IH For Export
73. Nadifloxacin P For Domestic
74. Nepafenac IH For Export
75. Nepafenac : IH For Domestic
76. Paliperidone Nt IH For Export
77. Palonosetron Hydrochloride IH For Export
78. Palonosetron Hydrochloride USP For Export
79. Palonosetron Hydrochloride USP For Domestic
For Wockhardt Limited @aﬂ
Qo —~ Fm
/ Food & Drugs Control Admi_nistration
Upendra Upadhyay Gujarat State, Gandhinagar
Authorized Signatory

Valid from 01.01.2022 to 31.12.2026

WOCKHARDT LIMITED  (Bulk Drug Division), Factory : Plot No. 138, GIDC Estate, Ankleshwar-393002, Dist. Bharuch, Gujarat, India
T: 91-2646-661444  F. 91-2646-661555 » Regd. Office : D-4 MIDC, Chikalthana, Aurangabad-431006, India * T: 91-240-6632222

F: 91-240-2489219 « www.wockhardt.com » CIN: L24230MH1999PLC120720
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Page No. 4 of 4

Sr. Product Name Quality Remarks
No. Standard )
80. Saxagliptin Hydrochloride IH For Domestic
81. Saxagliptin Hydrochloride IH For Export
82. Bethanechol Chloride USP For Export
83. Pidotimod IH For Export
84. Pidotimod IH For Domestic
85. Oxybutynin Chloride USP For Export
86. Tetrabenazine IH For Export
87. Fosaprepitant Dimeglumine . IH For Export
88. Tapentadol Hydrochloride IP For Domestic
89. Vildagliptin IH For Domestic
90. Dextropropoxyphene Napsylate IP For Domestic
91. Alalevonadifloxacin Mesylate IH For Export
92. Alalevonadifloxacin Mesylate IH For Domestic
93. Levonadifloxacin L-Arginine Tetrahydrate IH For Export
94.. Levonadifloxacin L-Arginine Tetrahydrate IH For Domestic
95. Deferasirox IH For Domestic
96. Deferasirox o IH E-Export
97. | Deferasirox N EP For Domestic
98. Deferasirox | \E\\ EP E-Export
We declare that above are the ofily productsTobe’ manufactured by us at present. Any additions there

to deletion there from shall not b ng k “prior permission of the Commissioner, Food & Drugs
Control Administration, Gandhinaggr\;éﬁwérﬁﬁ‘

We further declare that the products are safe for use in context of active ingredients, vehicles,
excipients, additives and pharmaceutical aids in the formulation.

The above applied products do not fall in the Class-Il and Class-IV of the BCS classification as per
the’ notification GSR 327 (E) Date 3™ April 2017. Hence, we are exempted from the submission of
bioequivalence data. In case if given information of applied products found false, erroneous, dummy
or unfaithful, given permission is liable to cancellation without any prior notice.

@ﬁV

For Commissioner
Food & Drugs Control Administration
Gujarat State, Gandhinagar

For Wockhardt Limited

Y
Upendra Upadhyay

Authorized Signatory

Valid from 01.01.2022 to'31.12.2026

WOCKHARDT LIMITED * (Bulk Drug Division), Factory : Plot No. 138, GIDC Estate, Ankleshwar-393002, Dist. Bharuch, Gujarat, India
T: 91-2646-661444 = F: 91-2646-661555 » Regd. Office : D-4 MIDC, Chikalthana, Aurangabad-431006, India ¢ T: 91-240-6632222
F:91-240-2489219 » www.wockhardt.com ¢ CIN: L24230MH1999PLC120720
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LIST OF PRODUCTS

List of Products to be manufactured by M/s Wockhardt Limited at Plot No.: 138, GIDC Estate,
Ankleshwar, District Bharuch under License No.: G/897 in Form No.: 28.
' Page No. 1 of 2

Sr. Product Name d Quality Remarks
No. Standard
1. Azithromycin uspP For Export
2, Azithromycin (Anhydrous) EP For Export
3. Azithromycin Dihydrate USP For Export
4. Clarithromycin USP For Export
5 Clarithromycin "EP For Export
6. Sterile Cefuroxime Sodium IP For Domestic
7. Sterile Cefuroxime Sodium Ph. Eur. - For Export
8. Sterile Cefuroxime Sodium USP For Export
9. Sterile Cefotaxime Sodium IP For Domestic
10. Sterile Cefotaxime Sodium USP For Export
1. Sterile Cefotaxime Sodium . Ph. Eur. For Export
12. Sterile Ceftazidime P For Domestic
13. Sterile Ceftazidime Ph. Eur. For Export
14. Cefepime for Injection (Sterile Bulk) UspP For Export
15. Sterile L-Arginine — For Captive Consumption USP For Export
16. Sterile Cefepime Hydrochloride — USP For Export
For Captive Consumption
17. Cefuroxime Axetil For Export
18. Cefuroxime Axetil For Export
19. Sterile Ceftazidime PentahydrateZ For Export
20. Sterile Ceftriaxone Sodium / For Export
21. Ceftriaxone Sodium (Sterile) For Domestic Formulation use

~
For Wockhardt Limited @%
(léfw"%d}t{ g ForCommissioner
Food & Drugs Control Administration
Upendra Upadhyay Gujarat State, Gandhinagar

Authorized Signatory
: Valid from 01.01.2022 to 31.12.2026

WOCKHARDT LIMITED ¢ (Bulk Drug Division), Factory : Plot No. 138, GIDC Estate, Ankleshwar-393002, Dist. Bharuch, Gujarat, India
T: 91-2646-661444 « F: 91-2646-661555 ¢ Regd. Office : D-4 MIDC, Chikalthana, Aurangabad-431006, India * T: 91-240-6632222
F: 91-240-2489219 « www.wockhardt.com « CIN: L24230MH1999PLC120720
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Page No. 2 of 2

Sr. Product Name Quality Remarks

No. . Standard :

22. Ceftazidime for Injection with Sodium USP For Export
Carbonate (Bulk Powder) )

23. Epinephrine ' USP For Export

24, Cefepime for Injection (Sterile Bulk) USP For Export

Sterile Mixture of Cefepime Hydrochloride
USP and L-Arginine USP

25. Cyanocobalamin IP For Domestic
26. Cyanocobalamin USP For Export
27. Cyanocobalamin BP For Export
28. Hydroxocobalamin Acetate . BP For Export
29. Mecobalamin . JP For Export
30. | Cefixime A USP For Export
31. Cefixime BP For Export

Control Administration, Gandhinagar, Gujarat.

We further declare that the products are safe for use in context of active ingredients, vehicles,
excipients, additives and pharmaceutical aids in the formulation.

The above applied products do not fall in the Class-Il and Class-IV of the BCS classification as per
the notification GSR 327 (E) Date 3™ April 2017. Hence, we are exempted from the submission of
bioequivalence data. In case if given information of applied products found false, erroneous, dummy
or unfaithful, given permission is liable to cancellation without any prior notice.

For Wockhardt Limited
Yty a4

E ommissioner
Upendra Upadhyay Food & Drugs Control Administration
Authorized Signatory Gujarat State, Gandhinagar

Valid from 01.01.2022 to 31.12.2026

WOCKHARDT LIMITED ¢ (Bulk Drug Division), Factory : Plot No. 138, GIDC Estate, Ankleshwar-393002, Dist. Bharuch, Gujarat, India
T: 91-2646-661444 « F: 91-2646-661555 » Regd. Office : D-4 MIDC, Chikalthana, Aurangabad-431006, India ¢ T: 91-240-6632222
F: 91-240-2489219 » www.wockhardt.com » CIN: L24230MH1999PLC120720
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LIST OF APPROVED TECHNICAL PERSONS

Sr . . S FDA Letter
No Name of Employee Qualification Section o, s
A. FOR MANUFACTURING:
1. Mr A K Khatri Bulk Drug Manufacturing 60943 | 07.10.94
2. Mr N J Patel Bulk Drug Manufacturing 67397 | 12.12.97
3. Mr S R Patil Bulk Brug Manufacturing 30745 | 11.05.05
4. Mr NV Borole Bulk Drug Manufacturing 30745 | 11.05.05
5. Mr Rajeshkumar Singh Bulk Drug Manufacturing 30745 | 11.05.05
6. Mr Sharad T Patil Bulk Drug Manufacturing - 24.10.11
¥ Mr Chirag K Pandya Bulk Drug Manufacturing - 24.10.11
8. Mr Ranjeet kumar Thakur Bulk Drug Manufacturing 79000 | 22.07.16
9. Mr Jvalantkumar C Shukal M. Sc. Chem Bulk Drug Manufacturing 79000 | 22.07.16
10.. | Mr Rajeshkumar P Sonavane -Bulk Drug Manufacturing 79000 | 22.07.16
11. Mr Rohitkumar S Patel Bulk Drug Manufacturing 79000 | 22.07.16
12. Mr Kantilal L Patel M. Sc. Chem Bulk Drug Manufacturing 03220 | 17.09.18
13. Mr Nikunj J Doshi M. Sc. Chem Bulk Drug Manufacturing 03220 | 17.09.18
B. FOR QUALITY CONTROL:
14. Mr S | Koya Chemical & Physico Chemical | 44946 28.07.92
testing.
15. Mr N | Patel Chemical & Physico Chemical 34357 25.06.98
testing.
16. Mr Kailash S Dhyani Chemical & Physico Chemical | 79000 22.07.16
testing.
17. Mr Kamleshkumar J Gajjar M. Sc. Chem. Chemical & Physico Chemical | 79000 22.07.16
testing.
18. Mr Vishal Kumar Verma Microbiology ?ssay Testing 03220 17.09.18
ection

For Wockhardt Ltd.

ot

Authorised Signatory

Y/
/

y O

widid [N

nery

i-"oa—“(

Food & Drugs Control Administration
Gujaral State, Gandhinagar,

131 DEC 2026
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GOOD MANUFACTURING PRACTICES CERTIFICATE Page 1 of 1
UNCONTROLLED COPY

(Shendra)

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

INDIA

Manufacturing Lines:

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

Valid until: 10/16/2027
Published on the Brazilian Official Gazette — Resolution — RE n.°: 3.983, on: 10/13/2025
Requested by: GERAIS, COMERCIO E IMPORTACAO DE MATERIAIS E EQUIPAMENTOS MEDICOS LTDA, CNPJ: 04.491.780/0001-70

Document electronically issued at: 10:28:29 on 10/14/2025 (Date/Brasilia Time Zone - UTC/GMT -3 hours)
Safety Control Code: RPOS.VFNP.46BG.V35|.DYTL.XUEF.3UJR.1D6N.9EBW.Q911

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

https://www9.anvisa.gov.br/peticionamento/sat/formularios/COIME/CertificadoCertid... 14/10/2025



EBPABMVICKHI SKOHOMHYECKNI €0I03

MHHI/ICTEPC’[ BO HPOMBINVIEHHOCTH U TOPTOBJIN
POCCHHCKON ®EIEPALIINA S

CEPTI/Id)I/IKAT

i COOTBETC,”I BUA HPOI/I?BOL[CTBA JIEKAPCTBEHHI)IX CPE}ICTB TPEBOBAHI/I}IM TIPABMIT |
HA,ZIJIE)KAIHEI/I IIPOI/BBO,ZIC TBEHHOM HPAKTI/IKI/I EBPA3UICKOIO SKOHOMHYECKOI'O COIO3A

Ne GMP/EAEU/RU/02438-2025

Cpok nerictBus ¢ 14.11.2025 o 13.11.2028

Beinan no utoram nposejienins papMaieBIH4eckoil HHCIEKIMN B COOTBETCTBUU
¢ IlpaBwiamu TpoBeneHHs  BapMaleBTHUCCKHX VHCIICKIUH, yTBEPKICHHBIMU
Pemennem Cogera Espasuiickoii YKOHOMUYECKON KOMHCCUU
oT 3 Hos16ps 2016 r“.\Ng;83 |

MI/IHI/IC’I epCIBO HOPOMBIULICHHOCTH U TOPIOBJIX PO(.(,HHCKOII d)eﬂepauldn
(Muunpomropr Poccin)

(rosiHoE H COKpalLEHHOE HAMMEHOBAH NS YHOJNHOMOYEHHOI'O opraHa)

NOATBEPIKIAET CEAYIONIEE:
HpOBeI[eHa;‘(bapMaLIeBTI/IquKa}I HHCIEK IS

Boxxapa JIumuren

(HOJ’IHOe HaMMEHOBaHME ﬂpOl’]'ﬁBOﬂ.MTCJ’lﬂ)

710817 -Boxxapa Jlumuren, E-1/1, «Bokxapn MHOPACTPYKTYPA IEBETONMEHT JIT I,
Oco6c151 dKoHOMHIYecKas 30Ha E-1. [ennpa MMJIC. IMpombiuntennas 3oua «Daiin
Crapy, lllennpa, Aypanraban 431154 lanyka: Aypanra6as 3oHa 2,
panon: Aypanrabaj 3ona 2, Unuus

(anpec npoU3BOACTBEHHOIN ITAOLLAIKH)

Ha OCHOBAHHHU 3asIBJICHUS O Bblﬂaqb LCpTI/I(l)I/IKaTd COOTBETCTBUA IIPOU3BOIUTEIIA

]j(npom.Boz[meJm HEPE3UJICHTa) JIEKAPCTBEHHDBIX  CPEJICTB IS MEJIMLIHCKOIO

| TIpUMeHeHus TpeGoBaHUAM [Tpapun nagnexained npon3BOACTBEHHOM NPaKTUKH
EBpasuiickoro sxoHOMIYECKOT0 cot03a 0T 20.03.2025 No 8/23.

Ha ocHoBanmu cBejleHmid, (10.1yueHIbIX IIPH TIPOBC/ICHUU I/IH(.IICKIHpOBaHI/IH ;
nocrneHee U3 KOTOPBIX ObLIO TpoBeaeHo 11.11.2025 - 14.11.2025. YCTaHOBJIEHO, YTO.
JaHHOE cbapMaueBanecKoe [POM3BOJICTBO COOTBETCTBYET 1pe6OBaHmM IIpaBHn '
Haﬂnemamen IPOU3BOJICTBEHHOM NpakTHKU EBpasuiickoro )K()HOMI/ILIC(,KOI 0 coroza,

Crparuua | n3 8
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GMP/EAEU/RU/02438-2025

oKBuBaneHTHBIX [Ipnuumnam u Pykosoictsy EBpolieHcKoro corwsa no Hajjexameit ;
NPOU3BONCTBEHHON TIPAKTHKE  JIEKAPCTBEHHBIX CPEICTB /15 MEIMIMHCKOrO U
BETCPUHAPHOTO ~ NIPUMEHEHMS ~ ¥ npunmmnam  CHCTEMBI  COTpYIHMYECTBA
bapmauesTHyeckux mucnekunil (PIC/S).

Hacrosmuit ceptudukar oTpakaeT CcTalyc HOPOH3BOJCTBEHHOH IUIOMIAAKU ,
Ha MOMEHT NPOBEICHHs papMaleBTHUECKON HHCIIEKIMH 1 110 UcTeueHun 6oee 3 JeT | 4
OT Jarhl IOCIEAHEro AHS MHOCJHSAHEro MHCIECKTUPOBAHHS HE MOXKET CUYMUTAThCA :
JIOKYMEHTOM, CBUIETENLCTBYIOIMM 0o craryce coorBercTBus. Cpox neicTeus
cepTHUKATA MOKET ObITh COKDAIIEH IPH HCIHOJIb30BAHMU  COOTBETCTBYIOIINX
MPUHLAIIOB yIIPABIEHHs PUCKAMU 1IPH HAJIMUUH COOTBETCTBYIOIIEH 3allMCH B IOJIE
«OrpaHuyenys WM [OSICHUTEIBHBIE 3aMETKH. Kacarollpecs o001acTd NpUMEHEeHUs
HaCTOAILETO cepTUpUKaTa.

BESEEN

CepTI/I(J]OI/IKa’[‘ ABJSIETCS JACUCTBUTENbHBIM B cirygae HpC,U,CTaB.HeHI/IH BCEX €Io
JINCTOB (KaK OCHOBHBIX JIUCTOB. TaK U JTOMOJHHUTEILHBIX HI’ICTOB).

i

AYTEHTUUHOCTB (IIOJUIMHHOCTD) HACTOSILIETO cepTUdHUKATAa MOKHO IPOBEPUTH B

0aze manHbix Munnpomropra Pocenn.

Ecnu ceprudukar HE [peACTaBICH B YKa3aHHOH 0ase JaHHBIX, CIelyer
00paTUTHCS B YIIOTHOMOUECHHBIH OPIaH, ero BblIaBIIHI.

3amecTuTe] b MUHHCTPA EF IlpuesxeBa
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BM NPOMBILIJAEHHOCTH U T@PFUBHM
OCCUHNCKON ®EAEPALIAN

(JMP/I ALU/RU/O7438 2025

E JleKapCTBeHHble cpeacnsa I.I.I'lﬂ MeIlI/IHI/lHCKOFO npnmeﬂemm

D JleKapCTBEHHEIE npenaparhl Juis 1 1<111/1anecr<nx HCCJICI0BAHNH (HCTIBITAHMIT)

K()ll | lanmel-mmun-ic
1. TIPOU3BOC TBEHHblE ()HFPAUI/IH J]FKAPCTBFHHA&I HPOHYKHMH
1.1 | CrepuibHas NpoayKuHsi ==

1.1.1. IlpousBoaumasi B acenTHYECKHUX yc.noamlx (omepauun 06padoTKH
AJIS CICAYIOIMX JIEKAPCTBEHHBIX hopm):
1.1.1.1. XKujkue nekapci BCHHbIE QOPMbI OOJIBILOIO 0OBEMa

DN )Kmmne JIEKapcTBEeHHbIe (hopMbl MaJIoro 00bema: pacTBop,
CyCIIEH3US

1.1.1.3. Jlnodpunusarsl

1.1.1.4. Teeparie JleKaleBGHHbIL (bOprl H UMIUTAHTATHL

1.1.1.5. Msrkue jiekapcTBeHHbIE (hopMbI

1.1.1.6. [1pouast npomykius, IIpOHSBOLII/IMdH B aceumqecmx YCIIOBUSX
VI A l’lomsepraemaﬂ q)mmmﬂon CTePHIIH3ALMH (OTepaluu oﬁpaﬁonm
AJIA CJIEJYIOIIHX JIEKAPCTBEHHBIX hopm): i

1.1.2.1. XKuaxne nexapce reeHnbie GopMbl GOIBIIONO 06EeMa

1.1.2.2. Kuaxne JIeKAPCTBEHHbIE d)oprl MaJjioro 00bema: pacrBop

1.1.2.3. TBepaple NekapcTBeHHbIC (OPMBI U AMILIAHTaThI

WINEZTE Masrkue HeKa:pLI‘BeHHbIC hOpMBbI ‘

1.1.2.5. lpouag mposykiust, noxsepraemas GUHHIIHON CTepUITH3ALIUH
1 1.3. Bolly ckaromuii KOHTPOJIb Ka4ecTBa (BBIMYCK cepHuH)
HecrepuiipHas npoayxims
1.2.1. HecrepuiibHas mpojiy Kumst (TEXHOIOrMUeCKHe Oepaliu 1Jis
NOYYEHHS CICAYIOIINX JIEKAPCTBEHHLIX GOpM):

1.2.1.1. Kancynsl B TBEP/10# 000I10uKe

1.2.1.2. Kancynsl B MsiIKoO# 06onoql<c

1.2.1.3. XKeBarenbnble JICKapCTBLHHbIC (boprl

Y I/Ianenmp()Bangrc JICKapCTBEHHbLE (b()pMBI

1.2.1.5. Kujxue jiexape1BeHnbie GOpMBbI Ui HapyKHOIO IIpI/IMeHeHI/m

1.2.1.6. XKunkue jiekapcrsetmbie bopmet st BHYTPEHHETO [IPUMEHEHHUS
1.2.1.7. Memuuunckue rassi

1.2.1.8. TIpoune TBep/ibIe MEKAPCTBEHHBIE c])oprl /
1.2.1.9. Ilpenaparsl. HaXOIAIIHECS 1101 aaBnelmeM
1.2.1.10 Pammnymmzmble [TeHepaTopbI

Crpania 3 13 §
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1.2.1.11. Markue jieKapCTBEHHBIE (OPMBI

1.2.1.12. Ceeun (cynmosuropuu)

1.2.1.13. TaGaerxu -

1.2.1.14. TpancaepManbHble MIACTHIPU |

1.2.1.15. [Ipouas HecTepuIbHas MPOLYKILHS

1.2.2. BeinycKkaromuii KOHTPOJIb KauecTBa (CepTU(UKaALIIA CEPUH)

N
buojiornyeckas jJieKapcTBeHHasi POAYKUHS

1.3.1. buosnornyeckas JiekapcTBeHHas IPOJYKIMS:

1.3.1.1. ITpoayKTBl KPOBH

1.3.1.3. Tlpoaykuusi Ha OCHOBE COMAaTHUECKMX KJIETOK (IIPOAYKIMS ISt

TCpalnnu COMATUYECKUMU KIIETKaMM )

1.3.1.4. I'enoTepanieBruyecKas mpoayKiins

1.3.1.5. BruoTrexHosoruveckasi NPOAyKIHA: [Ipovas
OMOTEXHOJIOIMYECKas! IPOJLY KIS PACTBOP. CYCNEH3Hs

1.3.1.6. Ilpoayxkimsl, Bbljle/leHHAs U3 JKHUBOTHBIX HCTOYHUKOB MJIM OPTaHOB
(TkaHe#) yesloBeKa ‘

1.3.1.7. TkaneumxeHepuas npoLyKuust (1poyKuus TKaHEBOH
VMH)KEHEPUH ) v

1.3.1.8. I[Ipouas OuomornuecKas JeKkapCTBeHHAs MPOIYKIVS

1.3.2. Beinyckalommii KOHTPoJb (cepTuduxanus cepun) (mepedeHb
BHUAOB NPOAYKIHH):

1.3.2.1. IlpoayKTsl Kb()ian

1.3.2.2. UmmyHOOHOTOTHYECKAS NPOLYKIMS

[.3.2.3. [TpoayKiust Ha OCHOBE COMATHUCCKIX KIIETOK (IIPOIYKLUS 1S
Tepanuy COMaTUYCCKHMU KJICTKaMH) .

1.3.2.4. I'eHoTepanesTuyeckas poOAyKIHs

1.3.2.5. buoTexHoornueckas NpojyKuus

1.3.2.6 IlpoayKityis. BbIACJICHHAS U3 KNBOTHBIX UCTOYHHUKOB WM OPraHOB
(TKaHEeN) uesloBeKa

E.I'. [Ipune3:xeBa

L. Sl

(ke




MHW{,TEMPQTBH NPOMBILIUWJIEHHOCTH " TOPF()BJTI/I
POCCUNUCKON ®EJEPALIAN

(JMI’/P ALL/RU/()243 8-2025

K3 2 7 rKdHeHIDKeHLpHd}I npom Kum (np(uwmum TKAHEBOM
MHKEHEPUN)

1.3.2.8. Ipouas 610101 uquxaﬂ JledeCIBCHIIdﬂ NPOAYKIIMS

Hpoqaﬂ ﬂeKapCTBeHHaﬂ NPOAYKIMA W l'lpOPBBO)lCTBeHHaH
ACATECIABHOCTH

1.4.1. IlpousBoacTso: S mlal

1.4.1.1. Pacnncnuma npo Lyxmm

1.4.1.2. Fomeouamuwkaﬂ upouyl\unﬂ

1.4.1.3. llpowast  mpoayKums: npmme FPyNIbl  JIEKAPCTBEHHBIX
TIPEIApaToB; PACTBOP '

1.4.2. Crepuamzanus dapManeBTHIeCKHX cyOCcTaHmMiA,
BCIIOMOTaTe/IbHBIX BEIIECTB, FOTOBOH NPOAYKUHH:

1.4.2.1. ®uabTpanus

1.4.2.2. Cyxoskaposas LleI/IJll/BdIIHH

1.4.2. 3. CTepnnmaunﬂ napom

1 4 2.4. Xumnueckas cwpnnmauua

1.4.2.5. Crepuiuzaiius 1aMMa-H3/IydeHIEM

1.4.2.6. Ctepuiinzanus 1€KTPOHHBIM H3JIyUCHHEM

1.4.3. ITpouee

Ynakoeka

1.5.1. TlepBuuras ylaKkoBka:

1.5.1.1. Karicyssl B TBEP;10ii 000:104Ke

1.5.1.2. Kancynsl B MAT'KOH 060ﬂ0tn<e

1.5.1.3. XKeBatennHble JIEKAPCTBEHHBIE (boprl

1.5.1.4. UmnperaupoBaHHble JIeKapCTBEHHBIE POPMBI

1.5.1.5. Kuakue jieKapCTBeHHbIC (OPMBI 1Sl HAPYKHOTO IIPUMEHEHHS

1.5.1.6. XKuaxue jrekapc rBeHHbIe GOPMBI JUIS BHY TPEHHETO IIpI/IMeHeHI/Iﬂ

1.5.1.7. Memumuackme rasbl

1.5.1.8. [Ipoune TBEpAbIC JIEKAPCTBEHHBIE (boprl

1.5.1.9. IIpenaparsl, HAXOJITUECS TIO/1 JABIEHHEM

1.5.1.10. PaquonyKiIHAHbIC TEHEPATOPD

1.5.1.11. Msarkue jiekapcTBeHHbIC (POPMbI

1.5.1.12. Cpeun (cymnmno3utopun)
1.5.1-13; Tabuetku

1.5.1.14. TpaunciepMaibHble IJ1aCTHLIPH

Crpamnna 5 i3 8
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1.5.1.15. Ilpoyast HecTepuIbHAsK TEKapCTBEHHAS PO KIS

X

1.5.2. Bropuynas ynakoBka

1.6

KoHTpoap KayecTBa ‘

X

1.6.1. MUKpOGHOIOTHYECKHE HCOBITAHMS: CTEPHILHOCTD

1.6.2. MUKpOOHOIOrHIECKUE HCIIBITAHUS: MUKPOOHOIOrUYecKas YUCTOTA

1.6.3. Xumuueckne (pusHIecKHe) HCNBLITAHAS

1.6.4. Buosornyeckue HCNbLITAHUSA

2. UIMIIOPT JIEKAPCTBEHHOM T1TPOIY KLU

G KOHTpOHB KayeCTBa HMH()p'TpreMOﬁ J'IEKZI]T)C'I'BCHH()ﬁ IPpOAYKIINH

2.1.1. MuxpoOuoIorudecKue UCIbITaHUs: CTEPHIBHOCTD

] MI/IKpO6I/IOHOFH‘ICCKI/IC HCIIbITaH K. 1\11/11<p06140normec1<aa YHUCTOTA

2.1.3. Xumunueckne (pU3n4ecKue) UCIbITaHNs

2.1.4. Buomornyeckue UCIbITaHus

2:2

CepTudukalus cepul UMIIOPTUPYEMOH JIEKapCTBEHHOM IIPO LY KLUK

2.2.1 CtepuiibHas IPOLYKIHUA:

2.2.1.1. IlpousBojiumas B aCENTUUECKUX Y CIIOBUIX

2.2.1.2. ITogBepraemas (PUHHUIIHON CTEPUIIN3ALNMN

2.2.2. HecrepunbHas pOJLy KLMs

2.2.3. buonorunyeckast JekapcTBEHHAs MPOLY KIMS:

2.2.3.1. IIpoyKThl KpOBH

2.2.3.2. UmMyHOOMOT0I HUECKas TIPOLY KIS

2.2.3.3. TlponyKuus Ha OCHOBE COMATHYECKHX KIETOK (MPOIYKIHA IS

Teparnuu COMaTHYECKUMU KIETKaMu)

2.2.3.4. 'enoreparneBTryecKast MpoayKIus

2.2.3.5. BuoTexHOJOruyuecKas Npory KUuus

2.2.3.6. IIpojtyKLms., BbIIE/ICHHAS U3 JKIBOTHBIX UCTOYHNUKOB MM OPIraHOB

(TkaHeN ) yeoBeKa

2.2.3.7. TkaHeHHKeHepHas POy KUK (IIPOLyKIKs TKAaHEBOM UHKEHEPUN )

2.2.3.8. [Ipouast OHOIIOIHUECKas ICKAPCTBEHHAS TIPOIY KLU

]

ITpouas QesaTeabHOCTb 110 UMIIOPTY (BBO3Y) .

E.I'. [Ipuesxena
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234 Hﬂomamca (pmnqeucmo HMHOpTa (BBO32)

23RA I/IMIIOpr IIPOMEKYTOUHON TIPOLYKIMH, T10]IBEpraromeiics L[a.HbHGI'II_IICI/I
oOpaboTke |

2.3.3. Ilpouee

3. ITIPOU3BOJCTBEHHBIE OIEPAIUU - ®APMAIEBTUYECKUE CYBCTAHLIMM |

- @apmalieBTHUECKas cy]6C’raH1um (cyOcTaHuu):

3.1

HpOI/ISBOIICTBO (bapMaleBTHUCCKIX  CYOCTaHLMIT METONOM  XIMUIHECKOTo
CHHTE3a

3.1.1. TIpOU3BOACTBO  HPOMEKYTOUHBIX HPOLYKTOB (bapmaueBanecxoﬁ

cybcTannun

SN2: HPQHSBOHC'I‘BO HEOUYUINEHHOMN (hapMalleBTHUECKOM CyOCTaHLINA

3.1.3. ConeobpazoBanue (OUHCTKA): yKasaTb (Harpumep:
IIEPEKPUCTAILIN3ALIUS)

3.1.4. ITpouee

HpOI/BBOI[CTBO Q)apMaueBlmecmx cy 6CTaHIlI/II/I METOLaMH BBIJACTICHUI 1/13
le/IpOI[HBIX HNCTOYHHMKOB

3.2.1. BeigeneHue  apmaleBTUYecknX  cyGCTAHIMA U3 MCTOYHUKOB
PaCTUTEIHFHOTO NPOUCXOIKICHHUSI i

3.2.2. Boizienienue  (apMaLeBTHUECKHX cy6CTaHum/1 U3  UCTOYHUKOB |

JKUBOTHOI'O IIPOMCXOMKICHHS

“323 Brienenne (bapMauwTwmcKm cyOcTaHImid M3 OpraHoB (TKaHei)
| yenoBeka ~

3.2.4. Boiienenue Q)apMal,LeBTmecmx CyOCTaHLMHA M3  UCTOYHHKOB

MUHEPAJILHOI'O IIPOUCXOXKACHUSA

3.2.5. Mopnudukanust BbméireHHoﬁQ)apMaueBTmecxoﬁ cyOcTaHIum

3.2.6. Ouucrka BBIIIC/ICHHOI C]JapMaIIeBFI/IlIeCKOH cybcranuuu

3.2.7. Ilpoyee

IpousBonctBo  dapmaneBTHYECKUX  cyOcTaHUMii ¢ HCIIOB30BAHIEM |
OUONOIMYECKIX NPOLECCOB |

3.3.1. depmenTaLys

3.3.2. lIpou3BOACTBO € MCTOIBb30BAHNEM KIETOYHBIX KYJIBTYP

3.3.3. Beigenenue (04ucTKa)

3.3.4. Mo muduxargis

3.3.5. [Ipoyce

Crpannua 7 n3 § :
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3.4 Hpoussoﬂm BO CTepImLme q)apMauequeCKHx cy6cTaHImit
3.4.1. GapmaneBTHYECKHE Cy6CTaHHHI/I MPOU3BOIMMBIE B ACENTHUECKUX
YCIOBHAX 2
3.4.2. DapMalEBTUYECKIE ‘cy6rcTaHu1/m,~7’ “‘\\ﬁonBepraeMLIe bUHUIIHOK
CTepUIIM3aLluU ] , il
3.5 | 3aBepiuarouiye cTaiuu npomBonc TBa cbapmauesmqecmx cyOcTaHuuit
3.5.1. Cranuu ¢puznyeckoit 00paboTku
3.5.2. IlepBuuHas yriakoBka
3.5.3. Bropuunast ynakoBKa
3.5.4. ITpouee
3.6 | KoHTpoib KayecTBa

3.6.1. ®usnyeckue (XUMUUECKUE) UCITBITAHUS

3.6.2. MukpoOHOJIOIMUECKHE  HUCIIBITaHMs  (BKJIHOYas  MCIBITAHUE  Ha
CTEPHIIBHOCTh)

3.6.3. MUKpOOHOIOIMYECKHEe  HCIBITaNMs  (MCKJIIOYas  HUCMbITAHUE  Ha
CTEPUWILHOCTD)

3.6.4. bruonornyeckue UCIbITaHus

4. TIPOYME OIEPALIMU - DAPMAIEBTUUECKUE CYBCTAHIIMKA

OrpaHuyueHuUs! WM HOSCHUTE/ILHDBIE 3aMETKH,
Kacarolmecs 00J1acTu IpUMEHEHUs cepTaduKara: —

E.I'. [Ipue3xena
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@3 NMRA

NATIONAL MEDICINES REGULATORY AUTHORITY

SRI LANKA.
120, Norris Canal Road, Colombo 10, Sri Lanka. 0\(’)0 /’9/
Telephone: +94 011 2698896/7 Fax: +94 011 2689704 //'\:\\

&

EVALUATION REPORT ON OVERSEAS PHARMACEUTICAL MANUFACTURING FACILITY
Application No NMRA/MP/701 '

Name of the E Wockhardt Limited,

Manufacturer ’

Site Address { E-1, Wockhardt Infrastruture Development Ltd, SEZ E -1, Shendra MIDC, Five
' Star Industrial Area, Shendra Aurangabad -431154, India

' Address, Wockhardt Tower, Bandra Kurla Complex, Mumbai-400051, India
. Head Office

‘ Local Agent Emerchemie NB (Ceylon) Limited, No.60, Maligawatte Road, Colombo 10

| Categories of ' Bio therapeutic products, S

—Products ASeptically prepared smalt volume parenterat soiution
dosage forms Aseptically prepared small ¥olume parenteral suspension

. Comments: ' Manufacturing site has been inspected by two PIC/s members such as Brazilian Health
Regulatory Agency (ANVISA) and Thailand Health Regulatory Authority.

Based on the GMP approval granted by above reference Authority site can be
considered for the approval excluding GMP inspection by NMRA, only for Human
Insulin which are originated from rDNA.

‘ -

|
[
\ Evaluator’s
|
\

-

' Recommendatio | Recommended to approve based on the GMP report issued by PIC/s Member country
I'n [

Evaluated by

: Date of ‘
et e S e a8 kSR R | evaluation | 09/12/2024

Recommendatio -le \
n of CP £ Mcg’wf"i/’f)m/&‘
: 28

evaluation 1

committee \ ‘
|

Final decision: ‘ The site i@condiﬁonaﬂy approved/ not approved/ decision awaiting

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

|
1
\
%’_ JIULL ‘U“

National Medicines Regulatory Authority

F-MFR-011]| Effective Date:17.02.2022|Rev, No:00, Issue 01
L & -

-

- 161 _ .
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Office of The Commissioner,

Food & Drugs Administration M.S.
Bandra — Kurla Complex,

Bandra (E),

Mumbai — 400 051

Date :-29 Jul 2023

FDA MAHARASHTRA

CERTIFICATE OF GOOD MANUFACTURING PRACTICES

This Certificate conforms to the format recommended by the World Health Organization.
(General instructions and explanatory notes attached).
Certificate No.: NEW-WHO-GMP/CERT/AD/126891/2023/11/46496

On the basis of the inspection carried out on 13/06/2023 & 14/06/2023 ,we certify that the
site indicated on this Certificate complies with Good Manufacturing Practices for the
dosage forms, categories and activities listed in Table 1.

WOCKHARDT LIMITED

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

ADO091 In Form 25,

ADOG3 In Form 28,

ADOO7 In Form 28D

1. Name of the Firm
Address

2. Licence No.

Table 1
Sr.No. Dosage Form(s) Categor(ies) Activity(ies)
1 General ( Other than Production, Filling, Packing,
Capsules Cephalosporins, Penicillin, labelling, Quality Control,
Cytotoxic, Hormones ) Quality Assurance
2 |External Preparation General ( Other than Production, Filling, Packing,
(Ointments / Creams / Cephalosporins, Penicillin, labelling, Quality Control,
Lotion/Gel) Cytotoxic, Hormones ) Quality Assurance
3 General ( Other than Production, Filling, Packing,
Injectables Cephalosporins, Penicillin, labelling, Quality Control,
Cytotoxic, Hormones ) Quality Assurance
4 Production, Filling, Packing,
Injectables Recombinant Vaccines / Drugs |labelling, Quality Control,
Quality Assurance
5 General ( Other than Production, Filling, Packing,
Liguid Orals Cephalosporins, Penicillin, labelling, Quality Control,
Cytotoxic, Hormones ) Quality Assurance
6 General ( Other than Production, Filling, Packing,
Tablets Cephalosporins, Penicillin, labelling, Quality Control,
Cytotoxic, Hormones ) Quality Assurance

The responsibility for the quality of the |nd|V|duaI batches of the pharmaceutical products

This certificate remains valid until 28 Jul 2026 .
categories certified herewith are changed or |

compliance with GMP.

e

activities and / or

—
Address of certifying authority ; ANma&% Authorised person : MR BHUSHAN-PATHC

Food & Drug Administrationgf ‘, 0

Bandra-kurla Comp[ex, ; Signature :

Bandra (E), Mumbai - 4 v P and Date : Joint Commissioner (HQ) & Controlling

Maharashtra,INDIA.

Tel: +91 22-2659236348 Authority

Food & Drug Administration, M.S.
Bandra (E), Mumbai.
Maharashtra State, India

WOCKHARDT LIMITED - NE -@{-GMP!CERT
1 Date:29 Jul 2023




Explanatory notes

(%]

This certificate which is in the format recommended by WHO, certifies the status of the site listed
in point | of the certificate.

The certification number should be traceable within the regulatory authority issuing the
certificate.

Where the regulatory authority issues a licence for the site , this number should be specified
record “not applicable” in cases where there is no legal framework for the issuing of a licence.

Table 1
List the dosage forms, starting materials, categories and activities. Examples are given below.

Example -1

Pharmaceutical Product (s)1

Category (ies)

Activity (ies)

Dosage form (s)

Tablets Cytotoxic Packaging
Hormone Praduction, Packaging, Quality
control.
Injectables Penicillin Repackaging & Labelling.

Cefalosporin

Aseptic preparation, Packaging,
Labelling.

Example - 2.

Pharmaceutical Product (s)1

Category (ies)

Activity (ies )

Starting material (s)2

Paracetamol

Analgesic

Synthesis, Purification,
Packing, Labelling.

Use, whenever available. International Nonproprietary Names (INNs) or otherwise national
nonproprietary names.

5. The certificate remains valid until the specified date. The certificate becomes invalid if the
activities and/or categories certified are changed or lf th g nger considered to be in
compliance with GMP, w\(’,‘w ~R

R

6. The requirements for good practices the ma c and quality control‘g?r
the certificate are those included in Quality gance of' maceutlcals;\
guidelines and related materials . Good mafifacturing

1999, World Health Organization, Geneva a dbsequent up



% e
LIST OF PRODUCT APPROVED UNDER WHO GMP!
No. of certificate NEW-WHO-GMP/CERT/AD/126891/2023/11  VALID UP TO :28 Jul 2026
il /46496
_ Name of Manufacturing Firm : WOCKHARDT LIMITED

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

- Drug License No : ADO091 In Form 25,
ADO63 In Form 28,
ADO007 In Form 28D

Sr.No. Name of the Product Composition
| 1
Adenosine 3mg/ml Solution for Each Vial contains
Injection Adenosine Ph.Eur 6.00 mg/2ml
Sodium Chloride Ph.Eur 0.9 %
| Water for Injection Ph.Eur gs
Pack : 2 mL Vial
For rapid intravenous injection only
For Single use only
2 Each ml contains:
{ Biphasic Isophane Insulin Injection |Human Insulin IP 100 IU
IP 100 IU/mL (30/70) (Recombinant |(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
DNA origin) Monocomponent m-Cresol (as preservative) USP 0.16 % w/v
Insulin Human Phenol (as preservative) IP 0.065 % w/v
Water for Injections IP gs
Pack: Penfill
3 Each ml contains:
| Biphasic Isophane Insulin Injection |Human Insulin IP 100 IU
IP 100 1U/mL (50/50) (Recombinant |(50% Soluble Insulin Injection & 50% Isophane Insuli
DNA origin) Monocomponent m-Cresol (as preservative) USP 0.16 % w/v
Insulin Human Phenol (as preservative) IP 0.065 % w/v
l Water for Injections IP gs
Pack: Penfill
4 Each Dispopen contains:
| Biphasic Isophane Insulin Injection |Each mL contains:
IP 200 1U/mL (30/70) (Recombinant |Human Insulin 1P 200 1U
DNA_origin) Monocomponent (30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
| Insulin Human m-Cresal (as preservative) USP 0.16 % w/v
Phenol (as preservative) IP 0.065 % w/v
Water for Injections IP gs
Pack: Dispopen containing 3 mL Cartridge
5 Each mL contains:
Biphasic Isophane Insulin Injection |Human Insulin IP 200 IU
IP 200 1U/mL (30/70) (Recombinant |(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
DNA origin) Monocomponent m-Cresol (as preservative) USP 0.16 % w/v
| | Insulin Human Phenol (as preservative) IP 0.065 % w/v
Water for Injections IP gs
Pack: 3 mL Cartridge
6 Each Dispopen contains one 3 mL cartridgg”of Insulin
Insulin Glargine Injection IP 100 |IU/mL:
IU/mL (Recombinant DNA origin)  |Each mL contains:
Insulin Glargine IP 100 IU
m-Cresol (as preservative) USP 0.27 % w/v Jolnt Commissioner (H.Q.}
Water for Injections IP gs Pend and Drugs Administraigs
Pack: Dispopen containing 3 mL Cartridge Wabarsrbtra State, Mrmb)




Insulin Glargine Injection IP 100
IU/mL (Recombinant DNA origin)

Each mL contains:

Insulin Glargine IP 100 IU

m-Cresol (as preservative) USP 0.27 % w/v
Water for Injections IP gs

Pack: 3 mL Cartridge

8 Each ml contains:
Insulin Injection IP 100 IU/mL Human Insulin IP 100 IU
(Recombinant DNA origin) Regular |m-cresol (as preservative) USP 0.25 % w/v
(Soluble / Neutral) Water for Injection IP gs
Monocomponent Insulin Human Pack: Penfill
123456789 Dl =t

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1COW94512689120230729

WOCKHARDT LIMITED - NEW -WHO-GMP/CERT
/AD/126891/2023/11/46496

Na

—

me of the Authorised person : MR ATIL , J.C

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India
Date:29 Jul 2023




LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate

—Name of Manufacturing Firm

Drug License No

NEW-WHO- -GMP/CERT/AD/126891/2023/11  VALID UPTO :28 Jul 2026
/46496

WOCKHARDT LIMITED

E-1/1, WOCKHARDT INFRASTRUCTURE
DEVELOPMENT LTD., SEZ E-1 , SHENDRA MIDC,
FIVE STAR INDUSTR!AL AREA SHENDRA
AURANGABAD 431154 MAHARASHTRA STATE,
INDIA

ADQ91 In Form 25,

ADO063 In Form 28,

ADO0O07 In Form 28D

(Soluble / Neutral)

Insulin Injection IP 200 1U/mL
{Recombinant DNA origin) Regular

Monocomponent Insulin Human

Sr.No. Name of the Product Composition

9 Each Dispopen contains:
Insulin Injection IP 200 JU/mL One 3 mL Carrtidge of Insulin Injection IP 200 1U/mL
(Recombinant DNA origin) Regular [Each mL contains:
(Soluble / Neutral) Human Insulin IP 200 U
Monocomponent Insulin Human m-Cresol (as preservative) USP 0.25 % w/v

Water for Injections IP as
W Pack: Dispopen cantaining 3 mL Cartridge
10 Each ml contains:

Human Insulin IP 200 U

m-Cresal {(as preservative) USP 0.25 % w/v (as preservative)
Water for Injections IP gs

Pack: 3mL Cartridge

|

Isophane Insulin Injection IP 100
IU/mL (Recombinant DNA origin)
NPH ~ Monocomponent Insulin

Each ml of Isophane suspension contains:
Human Insulin IP 100 U

m-Cresol (as preservative) USP 0.16 % w/v
Phenol (as preservative) IP 0.065 % w/v

Human Water for Injections IP qs
Pack: Penfill
12 |Aqueous Cream BP Contains:

Emulsifying Ointment 30 % w/w

(The ingredients of which are Cetostearyl Alcohol, Sodium Lauryl Sulphate,
Liquid Paraffin (Light) and white soft paraffin)

Phenoxyethanol 1 % w/w

and Purified water to 100 % w/w

IP 100 IU/mL (30/70)
(Recombinant DNA origin)

13 |Biphasic Isophane Insulin Injection

Monocomponent Insulin Human

Each mL contains:

Human Insulin IP 100 1U

(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
m-Cresol (as preservative) USP 0.16 % w/v

Phenol (as preservative) IP 0.065 % w/v

Water for Injections IP gs

Pack: 3mL Cartridge

IP 100 1U/mL (30/70)
{Recombinant DNA origin)

14 |Biphasic Isophane Insulin Injection

Monocomponent Insulin Human

Each mL contains:

Human Insulin IP 100 IU

(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
m-Cresol (as preservative) USP 0.16 % w/v

Phenal (as preservative) IP 0.065 % w/v

Water for Injections IP gs

Pack: 10 mL Vial

IP 100 IU/mL (50/50)
(Recombinant DNA origin)

15 |Biphasic Isophane Insulin Injection

Monocomponent Insulin Human

Each mL contains:
Human Insulin IP 100 1U

Phenol (as preservative) IP 0.0
Water for Injections IP gs
Pack: 3 mL Cartridge

Ssad and Drugs Administravos

beabarsrhera Scate, Mrmb)




16 |Biphasic Isophane Insulin Injection |Each mL contains:

IP 40 IU/mL (30/70) Human Insulin IP 40 IU

(Recombinant DNA origin) (30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
Monocomponent Insulin Human m-Cresol (as preservative) USP 0.16 % w/v

Phenol (as preservative) IP 0.065 % w/v

Water for Injections IP gs

Pack: 10 mL Vial

S [\ V]

123456789 B S & i JE R |
Address of certifying authority : Name of the Authorised person : MR BHUSHAN-PATIL . J.C
‘Food & Drug Administration, M.S.
Bandra-kurla Complex, Si 1

. gnature :

"I\BAZTI:II;ZéEt)rIaw;rS:f =400 051. Stamp and Date : Joint Ccnmmisslon.er. (HQ)_ & Controlling Authority
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.
1COW94512689120230729 Maharashtra State, India

OCKHARDT LIMITED - NEW-WHO-GMP/CERT 2
xongeaguzoz:/f?/qsqg‘g R Date:29 Jul 2023
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No. of certificate

Name of Manufacturing Firm

T Drug License No

LIST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-GMP/CERT/AD/126891/2023/11
/46496

WOCKHARDT LIMITED

E-1/1, WOCKHARDT INFRASTRUCTURE
DEVELOPMENT LTD., SEZ E- I, SHENDRA MIDC,
FIVE STAR INDUSTR.IAL AREA, SHENDRA
AURANGABAD 431154 MAHARASHTRA STATE,
INDIA

ADQ91 In Form 25,

ADO063 In Form 28,

ADQO7 In Form 28D

VALID UPTO :28 Jul 2026

Sr.No. Name of the Product Composition W
17 |Biphasic Isophane Insulin Injection |Each mL contains:
IP 40 1U/mL (50/50) Human Insulin IP 40 1U
W {Recombinant DNA origin) (50% Soluble Insulin Injection & 50% Isophane Insulin Injection)
Monocomponent Insulin Human m-Cresol (as preservative) USP 0.16 % w/v
Phenol (as preservative) IP 0.065 % w/v
Water for Injections IP gs
T Pack: 10 mL Vial
18 |Cetirizine 5 mg/s ml Oral Solution |Each 5 ml Contain:
Cetirizine Hydrochloride 5 mg
19 |Consegna 30/70 200 IU/mL Each mL contains:
Biphasic Isophane Insulin Injection |Insulin Human USP 200 IU
BP 200 IU/mL (Recombinant DNA (30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
origin) Monocomponent Insulin m-Cresol (as preservative) USP 0.16 % w/v
Blman Phenol (as preservative) USP 0.065 % w/v
Water for Injection USP gs
Pack: 3 mL Cartridge
20 |Consegna 30/70 200 IU/mL Each mL contains:
| Human Insulin Isophane Suspension|insulin Human USP 200 IU
and Human Insulin Injection USP  |(30% Soluble Insulin Injection & 70% Isophane Insulin Injection) s
200 1U/mL (Recombinant DNA m-Cresol (as preservative) USP 0.16 % w/v "09-
origin) Monocomponent Insulin Phenol (as preservative) USP 0.065 % wfv ‘_&W’f‘
Ll Water for Injection USP gs 'h'?a'(‘,
Pack: 3 mL Cartridge _‘-’5:' /
:9 {
21 |Consegna 30/70 Dispopen 200 Each Dispopen contains: one 3 ml cartridge of L
1U/mL Biphasic Isophane Insulin Injection BP 200 1U/mL et
Biphasic Isophane Insulin Injection Each mL contains: \_
BP 200 IU/mL (Recombinant DNA Insulin Human USP 200 1U \
origin) Monocomponent Insulin (30% Soluble Insulin Injection & 70% Isophane Insulin Injection) %‘7,‘ Sl
i fyan m-Cresol (as preservative) USP 0.16 % w/v \QLE
Phenol (as preservative) USP 0.065 % w/v
Water for Injection USP gs
Pack: Dispopen containing 3 mL Cartridge
22 |Consegna R 200 IU/mL Each mL contains:
Insulin Human Injection USP 200 |Insulin Human USP 200 1U
IU/mL (Recombinant DNA origin) | m-cresol (as preservative) USP 0.25 % w/v
Regular (Soluble / Neutral) Water for Injection USP gs
Monocomponent Insulin Human Pack: 3 mL Cartridge
23 |Consegna R Dispopen 200 IU/mL  |Each Dispopen contains
Insulin Human Injection USP 200 One 3 mL cartridge of Insulin Human Injection USP 200 IU/mL
1U/mL (Recombinant DNA origin) Each mL contains:
Regular (Soluble / Neutral) Insulin Human USP 200 1U
Monocomponent Insulin Human m-Cresol (as preservative) USP 0,
Water for Injection USP gs
Pack: Dispopen containing 3 mL Ba M

Joint Commissioner (H.Q.}
Food and Drugs Administravar
hutharerhtra State. Mo mbeh




24 {Glaritus 100 IU/mL Each mL contains:
Insulin Glargine Injection BP 100 Insulin Glargine Ph.Eur 100 IU
IU/mL (Recombinant DNA origin)  |m-Cresol (as preservative) Ph.Eur 0.27 % w/v
’ Water for Injections Ph.Eur gs
Pack: 3 mL Cartridge

123456789 O X

[ Address of certifying authority : Name of the Authorised person : MR BHUSHAN-PATILd:6— —
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Signature :
Bandra (E), Mumbai — 400 051. s s it : v
Maharashtra, INDIA. Stamp and Date : Joint Commlsswnel: (HQ) & Centrolling Authority
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.
TN Aolsaa 20230 Maharashtra State, India
WOCKHARDT LIMITED - NEW-WHOQ-GMP/CERT g
/AD/126891/2023/11/46496 Date:29 Jul 2023




LIST OF
No. of certificate :

Name of Manufacturing Firm

Drug License No

PRODUCT APPROYED UNDER WHO GMP!
NEW-WHO-GMP/CERT/AD/126891/2023/11
/46496

WOCKHARDT LIMITED

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

ADO091 In Form 25,

ADO063 In Form 28,

ADOO7 In Form 28D

VALID UP TO :28 Jul 2026

Sr.No. Name of the Product Composition
25 |Glaritus 100 IU/mL
. Insulin Glargine Injection USP 100 [Each mL contains :
IU/mL (Recombinant DNA origin)  |insulin Glargine USP 100 IU
m-Cresol USP 0.27 % w/v (as preservative)
Water for Injection USP gs
Pack: 3 mL cartridge
26 |Glaritus 100 IU/mL Each mL contains:
Recombinant Insulin Glargine Insulin Glargine 100 IU
Injection 100 IU/mL (Recombinant | m-Cresol (as preservative) USP 0.27 % w/v
DNA origin) Water for Injection USP gs
Pack: 3 mL Cartridge
27 |Glaritus Dispopen Each Dispopen contains one 3 mL Cartridge of Insulin Glargine Injection USP
Insulin Glargine Injection USP 100 100 IU/mL
IU/mL (Recombinant DNA origin)  [Each mL contains
Insulin Glargine USP 100 IU
m-Cresol USP 0.27 % w/v (as preservative)
Water for Injection USP gs
Pack : Dispopen containing 3 mL Cartridge
28  |Glaritus Dispopen 100 IU/mL Each Dispopen contains one 3 mL cartridge of Insulin Glargine Injection BP 100
Insulin Glargine Injection BP 100  [[U/mL:
IU/mL (Recombinant DNA origin) ~ |Each mL contains:
Insulin Glargine Ph.Eur 100 IU
m-Cresol (as preservative) Ph.Eur 0.27 % w/v
Water for Injections Ph.Eur gs
Pack: Dispopen containing 3 mL Cartridge
29 |Glaritus Dispapen 100 IU/mL Each Dispopen contains one 3 mL cartridge of Insulin Glargine Injection USP
Insulin Glargine Injection USP 100 100 IU/mL:
1U/mL (Recombinant DNA origin)  |Each mL contains;
Insulin Glargine USP 100 IU
m-Cresol (as preservative) USP 0.27 % w/v
Water for Injection USP gs
Pack: Dispopen containing 3 mL Cartridge
30 |insulin Injection IP 100 1U/mL Each mL contains:
(Recombinant DNA origin) Regular |Human Insulin IP 100 IU
(Soluble/Neutral) Monocomponent |m.cresol (as preservative) USP 0.25 % w/v
Insulin Human Water for Injections IP gs
Pack: 3 mL Cartridge
31 |Insulin Injection IP 100 IU/mL Each mL contains:
(Recombinant DNA origin) Regular |Human Insulin IP 100 IU
(Soluble/Neutral) Monacomponent | m-Cresol (as preservative) USP 0.25 % w/v
Insulin Human Water for Injections IP gs
Pack: 10 mL Vial
32 |insulin Injection IP 40 1U/mL Each mL contains:
(Recombinant DNA origin) Regular |Human Insulin IP 40 IU
(Soluble/Neutral) Monocomponent |m.cresol (as preservati
Insulin Human Water for Injectio
Pack: 10 mL Vial
8 . ’ f
& ) =
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Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai - 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1COW94512689120230729

WOCKHARDT LIMITED - NEW -W HO-GMP/CERT
/AD/126891/2023/11/46496

Name of the Authorised person : MR BFUSHAN PATIL , J.C

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India
Date:29 Jul 2023
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LIST OF PRODUCT APPROVED UNDER WHO GMP!
: NEW-WHO-GMP/CERT/AD/126891/2023/11  VALID UP TO :28 Jul 2026
/46496

Name of Manufacturing Firm : WOCKHARDT LIMITED

: E-1/1, WOCKHARDT INFRASTRUCTURE
DEVELOPMENT LTD., SEZ E-1, SHENDRA MIDC,

| FIVE STAR INDUSTRIAL AREA, SHENDRA
AURANGABAD 431154 MAHARASHTRA STATE,
INDIA

Drug License No : ADO091 In Form 25,

. i ADO063 In Form 28,

ADO07 In Form 28D

No. of certificate

Sr.No. Name of the Product Composition
33 |Isophane Insulin Injection IP 100 Each mL of Isophane Suspension contains:
IU/mL Human Insulin IP 100 IU

(Recombinant DNA origin), NPH- | m_Cresol (as preservative) USP 0.16 % w/v
Monocomponent Insulin Human  |ppang (as preservative) IP 0.065 % w/v
Water for Injections IP gs

Pack: 3 mL Cartridge

34 |Isophane Insulin Injection IP 100 Each mL of Isophane suspension contains:
1U/mL Human Insulin 1P 100 IU

(Recombinant DNA origin), NPH-  |m-Cresol (as preservative) USP 0.16 % w/v
Manocomponent Insulin Human o (as preservative) IP 0.065 % w/v
Water for Injections IP gs

Pack: 10 mL Vial

| 35 (Isophane Insulin Injection IP 40 Each mL of Isophane suspension contains:
1U/mL Human Insulin IP 40 1U

(Recombinant DNA origin), NPH- | m_Cresol (as preservative) USP 0.16 % w/v
Monocomponent Insulin Human  |ppang) (as preservative) IP 0.065 % w/v

Water for Injections IP gs
Pack: 10 mL Vial
36 |Omeprazole Delayed Release Each Delayed Release Capsule Contains:
Capsules USP 20 mg Omeprazole USP 20 mg
37 |Venlafaxine Hydrochloride Each Extended Release Tablet Contains:
Extended Release Tablets 150 mg  |Venlafaxine Hydrochloride equivalent to 150 mg of Venlafaxine
38 |Venlafaxine Hydrochloride Each Extended Release Tablet Contains:
Extended Release Tablets 225 mg  |Venlafaxine Hydrochloride equivalent to 225 mg of Venlafaxine
| 39  |Venlafaxine Hydrochloride Each Extended Release Tablet Contains:
Extended Release Tablets 37.5 mg  |Venlafaxine Hydrochloride equivalent to 37.5 mg of Venlafaxine
.

40  |Venlafaxine Hydrochloride Each Extended Release Tabtét Contains; )
Extended Release Tablets 75 mg Venlafaxine Hydrochl idee/qui\@é of Venlafaxine
Y A
123456789 N YN 2 ¢

Address of certifying authority : Name of the Authorised person : MR BHUSHAN PATH—d-€-
Food & Drug Administration, M.S.
Bandra-kurla Complex,

3 Signature :
az%:z:éﬁt)éaﬂ:g:fl SRR Stamp and Date : Joint Commission‘er (HQ) & Controlling Authority
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.
1COW94512689120230729 Maharashtra State, India
WOCKHARDT LIMITED - NEW-WHO-GMP/CERT '
JAD/126891/2023/11/46496 Date:29 Jul 2023




No. of certificate

Name of Manufacturing Firm

Drug License No

LIST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-GMP/CERT/AD/126891/2023/11

VALID UP TO :28 Jul 2026

146496

WOCKHARDT LIMITED

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

ADO091 In Form 25,

ADO063 In Form 28,
ADO07 In Form 28D

Sr.No.

Name of the Product

Composition

41

Wosulin 30/70 100 IU/mL
Biphasic Isophane Insulin Injection
BP 100 IU/mL {(Recombinant DNA
origin) Monocomponent Insulin
Human

Each mL contains

Insulin Human USP 100 IU

(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
m-Cresol (as preservative) USP 0.16 % w/v

Phenol (as preservative) USP 0.065 % w/v

Water for Injection USP gs

Pack: 3 mL Cartridge

42 |Wosulin 30/70 100 IU/mL Each mL contains:
Biphasic Isophane Insulin Injection {Insulin Human USP 100 IU
BP 100 IU/mL (Recombinant DNA  |(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
origin) Menocomponent Insulin m-Cresol (as preservative) USP 0.16 % w/v
Human Phenol (as preservative) USP 0.065 % w/v
Water for Injection USP gs
Pack: 10 mL Vial
43 |Wosulin 30/70 100 1U/mL Each mL contains:
Human Insulin Isophane Suspension|Insulin Human USP 100 IU
and Human Insulin Injection USP (30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
10.D.IU/mL (Recombinant DNA' m-Cresol (as preservative) USP 0.16 % w/v
E:ﬁl}r;LManocomponent Insulin Phenol (as preservative) USP 0.065 % w/v
Water for Injection USP gs
Pack: 3 mL Cartridge
44 \Wosulin 30/70 100 IU/mL Each mL contains:
Human Insulin Isophane Suspension|Insulin Human USP 100 IU
and Human Insulin Injection USP|(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
100 1U/mL (Recombinant DNA m-Cresol (as preservative) USP 0.16 % w/v
origin) Monocomponent Insulin Phenol (as preservative) USP 0.065 % w/v
R Water for Injection USP gs
Pack: 10 mL Vial
45 |Wosulin 30/70 200 IU/mL Each mL contains:
Biphasic Isophane Insulin Injection |Insulin Human USP 200 |U
BP 200 IU/mL (Recombinant DNA  |(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
origin) Monocomponent Insulin | cregol (as preservative) USP 0.16 % w/v
Hurnan Phenol (as preservative) USP 0.065 % w/v
Water for Injection USP gs
Pack: 3 mL Cartridge
46 |Wosulin 30/70 200 1U/mL Each mL contains:
Human Insulin Isophane Suspension|insulin Human USP 200 IU
and Human Insulin Injection USP|(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
200 |U/mL (Recombinant DNA m-Cresol (as preservative) USP 0.16 % w/v
origin) Monocomponent Insulin Phenol (as preservative) USP 0.065 % w/v
HimEn Water for Injection USP gs
Pack: 3 mL Cartridge
47 |Wosulin 30/70 40 1U/mL Each mL contains:

Biphasic Isophane Insulin Injection
BP 40 IU/mL (Recombinant DNA
origin) Monccomponent Insulin
Human

Insulin Human USP 40 IU

(30% Soluble Insulin Injection & 70% Isophang
m-Cresol (as preservative) USP 0.16 % w/v
Phenol (as preservative) USP 0.065 % w/v
Water for Injection USP gs

Pack: 10 mL Vial Feod and Drugs Admi

Waharsebtra State,




48  (Wosulin 30/70 40 IU/mL

Human Insulin Isophane Suspension|Insulin Human USP 40 1U

and Human Insulin Injection USP 40|(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
IU/mL (Recombinant DNA origin)

Monocomponent Insulin Human

Each mL contains:

m-Cresol (as preservative) USP 0.16 % w/v
Phenol (as preservative) USP 0.065 % w/v
Water for Injection USP gs

Pack: 10 mL Vial

— a 4
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Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1COW94512689120230729

WOCKHARDT LIMITED - NEW-WHO-GMP/CERT

/AD/126891/2023/11/46496

Name of the Authorised person : MR BHUSHAN PATIL; J.C

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India
Date:29 Jul 2023
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LIST OF PRODUCT APPROVED UNDER WHO GMP!
: NEW-WHO-GMP/CERT/AD/126891/2023/11  vALID UP TO :28 Jul 2026
146496
WOCKHARDT LIMITED
E-1/1, WOCKHARDT INFRASTRUCTURE
DEVELOPMENT LTD., SEZ E-1, SHENDRA MIDC,
FIVE STAR INDUSTRIAL AREA, SHENDRA
AURANGABAD 431154 MAHARASHTRA STATE,

No. of certificate

Name of Manufacturing Firm

» Drug License No

INDIA
ADOQ91 In Form 25,

ADO063 In Form 28,
ADO007 In Form 28D

Sr.No. Name of the Product

Composition

*49  'Wosulin 30/70 Dispopen 100 IU/mL
Biphasic Isophane Insulin Injection
BP 1001U/mL (Recombinant DNA
origin) Monocomponent Insulin

Human

Each dispopen contains one 3 mL cartridge of Biphasic Isophane Insulin
Injection BP, 100 IU/mL

Each mL contains:

Insulin Human USP 100 IU

(30% soluble insulin injection and 70% isophane insulin injection)
m-Cresol (as preservative) USP 0.16 % w/v

Phenol (as preservative) USP 0.065 % w/v

Water for Injection USP gs

Pack: Dispopen containing 3 mL Cartridge

50  |Wosulin 30/70 Dispopen 200 IU/mL
Biphasic Isophane Insulin Injection
BP 200 IU/mL (Recombinant DNA
origin) Monocomponent Insulin

Human

Each Dispopen contains

One 3mL Cartridge of Biphasic Isophane Insulin Injection BP 200 IU/mL
Each mL contains:

Insulin Human USP 200 IU

(30% Soluble Insulin Injection & 70% Isophane Insulin Injection)
m-Cresol (as preservative) USP 0.16 % w/v

Phenol (as preservative) USP 0.065 % w/v

Water for Injection USP gs

Pack: Dispopen containing 3 mL Cartridge

51  \Wosulin 50/50 Dispopen 100 IU/mL
Biphasic Isophane Insulin Injection
BP 100 IU/mL (Recombinant DNA
origin) Monocomponent Insulin
Human

Each dispopen contains one 3mL cartridge of Biphasic Isophane Insulin
Injection BP...1001U/mL Each mL contains:

Insulin Human USP 100 U

(50% soluble insulin injection and 50% isophane insulin injection)
m-Cresol (as preservative) USP 0.16 % w/v

Phenol (as preservative) USP 0.065 % w/v

Water for Injection USP gs

Pack: Dispopen containing 3mL Cartridge

52 |Wosulin 50/50 100 IU/mL
Biphasic Isophane Insulin Injection
BP 100 IU/mL (Recombinant DNA
origin) Monocomponent Insulin
Human

Each mL contains:

Insulin Human USP 100 IU

(50% Soluble Insulin Injection & 50% Isophane Insulin Injection)
m-Cresol (as preservative) USP 0.16 % w/v

Phenol (as preservative) USP 0.065 % w/v

Water for Injection USP gs

Pack: 3mL Cartridge

A
"3

53 |Wosulin 50/50 100 IU/mL

Human Insulin Isophane Suspension
and Human Insulin Injection USP
100 IU/mL (Recombinant DNA
origin) Monocomponent Insulin

Human

Each mL contains:

Insulin Human USP 100 IU

(50% Soluble Insulin Injection & 50% Isophane Insulin Injection)
m-Cresol (as preservative) USP 0.16 % w/v

Phenol {as preservative) USP 0.065 % w/v

Water for Injection USP gs

Pack: 3 mL Cartridge

54 |Wosulin 50/50 40 1U/mL

Human Insulin Isophane Suspension
and Human Insulin Injection USP 40
|IU/mL (Recombinant DNA origin)

Each mL contains:

Insulin Human USP 401U

(50% Soluble Insulin Injection & 50% Isophane Insulin Injection)
m-Cresol (as preservative) USP 0.16 % w/v

Phenol (as preservative) USP 0.065 % w/v

Water for Injection USP gs

Pack: 10 mL Vial

55  [Wosulin 50/50 40 1U/mL

Biphasic Isophane Insulin Injection
BP 40 IU/mL (Recombinant DNA
origin) Monocomponent Insulin
Human

|
Monocomponent Insulin Human

Each mL contains:

Insulin Human USP 40 IU

(50% Soluble Insulin Injection & 50% Is;
m-Cresol {as preservative) USP 0.16 %
Phenol (as preservative) USP 0.065 % w/v

phane

\
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Water for Injection USP gs

doInTCommissioner (H.

Pack: 10 mL Vial Ss94 and D-"UgS Administ




56 |Wosulin N 100 IU/mL Each ml of Isophane suspension contains:
Isophane Insulin Human Suspension|insulin Human USP 100 IU

USP 100 IU/mL (Recombinant DNA |m-Cresol (as preservative) USP 0.16 % w/v
0”3”.’) NPH-Monocomponent Phenol (as preservative) USP 0.065 % w/v
Insulin Human Water for Injection USP gs

Pack: 10 mL Vial

- [ | Fa)
123456789 SN A ' A

Address of certifying authority : Name of the Authorised person : MR BHUSHAN PATILC, J.C
Food & Drug Administration, M.S.
Bandra-kurla Complex, Si .

A gnature :
m’;‘;’;éﬁl’;ﬂ;ﬁﬁ' L Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Tel: +91-22-26592363/64 Foed & Drug Administration, M.S.
Fax: +91-22-26591959 i Bandra (E), Mumbai.

1COW94512689120230729

WOCKHARDT LIMITED - NEW-WHO-GMP/CERT Maharashtra State, India

/AD/126891/2023/11/46496 Date:29 Jul 2023




No. of certificate

Name of Manufacturing Firm

,Drug License No

L[ST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-GMP/CERT/AD/126891/2023/11
/46496

WOCKHARDT LIMITED

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

ADOS1 In Form 25,

ADO63 In Form 28,

ADO07 In Form 28D

VALID UP TO :28 Jul 2026

—_——

grl.No. Name of the Product

Composition

57 |Wosulin N 100 IU/mL

USP 100 IU/mL (Recombinant DNA
origin) NPH-Monocomponent
Insulin Human

Each mL of Isophane suspension contains:

Isophane Insulin Human Suspension|Insulin Human USP 100 IU

m-Cresol (as preservative) USP 0.16 % w/v
Phenol (as preservative) USP 0.065 % w/v
Water for Injection USP gs

Pack: 3 mL Cartridge

58 |Wosulin N 40 IU/mL

USP 40 IU/mL (Recombinant DNA
origin) NPH-Monocomponent
Insulin Human

Each mL of Isophane suspension contains:

Isophane Insulin Human Suspension|insulin Human USP 40 IU

m-Cresol (as preservative) USP 0.16 % w/v
Phenol (as preservative) USP 0.065 % w/v
Water for Injection USP gs

Pack: 10 mL Vial

59  |Wosulin N Dispopen 100 IU/mL
Isophane Insulin Human Suspenion
USP 100 IU/mL (Recombinant DNA
origin) NPH-Monocomponent
Insulin Human

Each Dispopen contains one 3 mL cartridge of Isophane Insulin Human
Suspension USP 100 IU/mL

Each mL contains:

Insulin Human USP 100 U

m-Cresol (as preservative) USP 0.16 % w/v

Phenol (as preservative) USP 0,065 % w/v

Water for Injection USP gs

Pack: Dispopen containing 3 mL Cartridge

60 |Wosulin R 100 IU/mL

Insulin Human Injection USP 100
1U/mL (Recombinant DNA origin),
Regular (Soluble / Neutral),
Monocomponent Insulin Human

Each mL contains:

Insulin Human USP 100 IU

m-Cresol (as preservative) USP 0.25 % w/v
Water for Injection USP gs

Pack: 10 mL Vial

61 [Wosulin R 100 IU/mL

Insulin Human Injection USP 100
1U/mL (Recomhinant DNA origin),
Regular (Soluble / Neutral),
Monocomponent Insulin Human

Each mL contains:

Insulin Human USP 100 IU

m-Cresol (as preservative) USP 0.25 % w/v
Water for Injection USP qs

Pack: 3 mL Cartridge

62  [Wosulin R 200 IU/mL

Insulin Human Injection USP 200
1U/mL (Recombinant DNA origin)
Regular (Soluble / Neutral)
Monocomponent Insulin Human

Each mL contains
Insulin Human USP 200 1U
m-Cresol (as preservative) USP 0.25 % w/v —

Water for Injection USP gs
Pack: 3 mL Cartridge

63  |Wosulin R 40 1U/mL

Insulin Human Injection USP 40
1U/mL (Recombinant DNA origin),
Regular (Soluble / Neutral),
Maonocomponent Insulin Human

Each mL contains:

Insulin Human USP 401U

m-Cresol (as preservative) USP 0.25 % w/v
Water for Injection USP gs

Pack: 10 mL Vial

64  [Wosulin R Dispopen 100 IU/mL
Insulin Human Injection USP 100
IU/mL (Recombinant DNA origin)
Regular (soluble/neutral)
Monocomponent Insulin Human

Each Dispopen contains one 3 mL cartridge of Insulin Human Injection USP
1001U/mL

Each mL contains:
Insulin Human USP 100 |U
m-Cresol (as preservative)

123456789

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1COW94512689120230729

WOCKHARDT LIMITED - NEW-WHO-GMP/CERT
/AD/126891/2023/11/46496

Name of the Authorised person : MR BHUSHAN_PATIL i

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai.
Maharashtra State, India
Date:29 Jul 2023
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate

‘Name of Manufacturing Firm

Drug License No

NEW-WHO-GMP/CERT/AD/126891/2023/11  VALID UP TO :28 Jul 2026
/46496

WOCKHARDT LIMITED

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

ADO091 In Form 25,

ADO063 In Form 28,

ADO007 In Form 28D

|

Sr.No.

Name of the Product

Composition

65

Wosulin R Dispopen 200 IU/mL
Insulin Human Injection USP 200
IU/mL (Recombinant DNA origin)
Regular (Soluble / Neutral)
Monocomponent Insulin Human

Each Dispopen contains
One 3 mL cartridge of Insulin Human Injection USP 200 J/mL
Each mL contains:

Insulin Human USP 200 IU

m-Cresol (as preservative) USP 0.25 % w/v

Water for Injection USP gs
Pack: Dispopen containing 3

123456789

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91

-22-26592363/64

Fax: +91-22-26591959
1COW94512689120230729
W OCKHARDT LIMITED - NEW -WHO-GMP/CERT

/AD/126891/2023/11/46496

Name of the Authorised person : MR BHU G

Signature :

Stamp and Datle : Joint Commissioner (HQ) & Controlling Authority

Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India
Date:29 Jul 2023




Office of The Commissioner,

Food & Drugs Administration M.S.
Bandra — Kurla Complex,

Bandra (E),

Mumbai — 400 051

Date :-25 Jun 2024

CERTIFICATE OF GOOD MANUFACTURING PRACTICES

This Certificate conforms to the format recommended by the World Health Organization.
(General instructions and explanatory notes attached).

Certificate No.: NEW-WHO-GMP/CERT/AD/132492/2024/11/50640

On the basis of the inspection carried out on 06/02/2024 & 07/02/2024 ,we certify that the
site indicated on this Certificate complies with Good Manufacturing Practices for the
dosage forms, categories and activities listed in Table 1.

1. Name of the Firm . WOCKHARDT LIMITED

Address . E-1/1, WOCKHARDT INFRASTRUCTURE

DEVELOPMENT LTD., SEZ E-1, SHENDRA MIDC,
FIVE STAR INDUSTRIAL AREA, SHENDRA
CHHATRAPATI SAMBHAJINAGAR 431154
MAHARASHTRA STATE, INDIA

2. Licence No. : ADO091 In Form 25,
ADO063 In Form 28,
ADOQ07 In Form 28D

Table 1
SrNo.

_DosageForm(s) | CategorGes) | Activityes)
|General ( Other than Production, Filling, Packing,
'Cephalosporins, Penicillin, labelling, Quality Control,

___Cytotoxic, Hormones ) _Quality Assurance

“Liquid Injections / Infusions (
LVP)

The responsibility for the quality of the individual batches of the pharmaceutical products
manufactured through this process lies with the manufacturer.

This certificate remains valid until 24 Jun 2027 . It becomes invalid if the activities and / or
categories certified herewith are changed or if the site is no longer considered to be in
compliance with GMP.

Address of certifying authority : Name of the Authorised person : D. R. GAHANE
Food & Drug Administration, M.S. (/'—C_)_
Bandra-kurla Complex, -

| Signature :
Bandra (E), Mumbai — 400 051. Stamp and Date : Joint Commissioner (HQ) & Controlling
Maharashtra,INDIA. Authority

Tel: +91-22-26592363/64 . .
Fax: +91-22-26591959 Food & Drug Adm||1.|strat|on, M.S.
Bandra (E), Mumbai.

1COW94513249220240625

WOCKHARDT LIMITED - NEW-WHO- Maharashtra State. India
¢}

Date:25 Jun 2024

GMP/CERT/AD/132492/2024/11/50640
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Explanatory notes

1.

(U5)

This certificate which is in the format recommended by WHO, certifies the status of the site listed
in point 1 of the certificate.

The certification number should be traceable within the regulatory authority issuing the
certificate.

Where the regulatory authority issues a licence for the site , this number should be specified
record “not applicable” in cases where there is no legal framework for the issuing of a licence.

Table 1
List the dosage forms, starting materials, categories and activities. Examples are given below.

Example -1

Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)

Dosage form (s)

Tablets Cytotoxic Packaging
Hormone Production,  Packaging,  Quality
control.
Injectables Penicillin Repackaging & Labelling.

Cefalosporin Aseptic preparation, Packaging,
Labelling.

Example - 2.

Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)

Starting material (s)2

Paracetamol . Analgesic Synthesis, Purification,

Packing, Labelling.

Use, whenever available. International Nonproprietary Names (INNs) or otherwise national
nonproprietary names. .

The certificate remains valid until the specified date. The cg:rt es invalid if the
activities and/or categories certified are changed or if the gt i
compliance with GMP.

The requirements for good practices the manufactur
the certificate are those included in Quality Assura
guidelines and related materials . Good manufac
1999. World Health Organization, Geneva and subse
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No. of certificate

Name of Manufacturing Firm

Drug License No

é
iLevonadifloxacin Injection (I.V.)
'800mg/100m|

i

2

f'PARACETAMOL INFUSION IP 10
gmg/ml

1

i
|

Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1COW94513249220240625
WOCKHARDT LIMITED - NEW-WHO-
GMP/CERT/AD/132492/2024/11/50640

LIST OF PRODUCT APPROVED UNDER WHO GMP!

et

_ Name of the Product _

Address of certifying authority :

NEW-WHO-
GMP/CERT/AD/132492/2024/11/50640
WOCKHARDT LIMITED

E-1/1, WOCKHARDT INFRASTRUCTURE
DEVELOPMENT LTD., SEZ E-1, SHENDRA MIDC,
FIVE STAR INDUSTRIAL AREA, SHENDRA
CHHATRAPATI SAMBHAJINAGAR 431154
MAHARASHTRA STATE, INDIA

ADO091 In Form 25,

ADO063 In Form 28,

ADO007 In Form 28D

VALID UPTO :24 Jun 2027

%Each 100 ml contains :
' Levonadifloxacin L-Arginine Tetrahydrate equivalent to Levonadifloxacin
1800mg

|L-Arginine IP gs

;fSodium Chloride IP gs

‘;Water for Injection IP gs

{Intravenous Injection (Single use)

%100 mL Infusion Bottle

|Paracetamol IP 10 mg

'Water for Injections IP gs

iPack: 100 ml single dose vial

" Name of the Authorised person : D. R. GAHANE

Signature : "
Stamp and Date : Joint Commissioner (HQ) & Cﬁ\trolling Authority
Food & Drug Administration, M{S.

Bandra (E), Mumbai.

Maharashtra State, India
Date:25 Jun 2024
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GOOD MANUFACTURING PRACTICES CERTIFICATE Page 1 of 1

GMP Certificates

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

BIOTECH PARK, H-14/2, M.1.D.C. WALUJ, CHHATRAPATI SAMBHAJINAGAR 431136, MAHARASHTRA STATE
CHHTRAPATI SAMBHAJINAGAR

INDIA

Manufacturing Lines:

1) Steriles: Aseptically Processed Small Volume Parenteral Solutions

Valid until: 04/10/2027
Published on the Brazilian Official Gazette — Resolution — RE n.°: 998, on: 03/16/2026
Requested by: FARMA VISION IMPORTAGAO E EXPORTAGAO DE MEDICAMENTOS LTDA, CNPJ: 09.058.502/0001-48

Document electronically issued at: 09:58:12 on 03/16/2026 (Date/Brasilia Time Zone - UTC/GMT -3 hours)
Safety Control Code: 87ST.UAOX.HVQI.PFNC.YYDA .WS6E.881N.GX2C.96JJ.WITO

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

https://www9.anvisa.gov.br/peticionamento/sat/formularios/COIME/CertificadoCertid... 16/03/2026



UNCONTROLLED COPY

NATIONAL \ AUTHORITY
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CERTIFICATE OF COMPLIANCE WITH GOOD MANUFACTURING PRACTICE
GUIDELINES

THE NATIONAL DRUG POLICY AND AUTHORITY ACT, CAP 206
Issued under Regulation 19(5) of the National Drug Policy and Authority (Licensing) Regulations,
2014

Certificate No. 100/GNMP/2022

This is to certify that the drug manufacturing facility:

Name of facility: = Wockhardt Limited.

Physical address of facility: E-1/1 Wockhardt Infrastructure Development Special
Economic Zone E-1 Shendra MIDC Five-star
Industrial Area, Shendra, Aurangabad — 431201, India.

License number of the manufacturer: AD/007 in form 28 D, Issued by Food and Drug
Administration of Maharashtra
Valid until 03/03/2023.

Has been inspected by the Authority for compliance with the Good Manufacturing Practice
Guidelines.

On the basis of the inspection carried out on 11" and 12" April 2022, it is certified that the
facility indicated on this certificate complies with Good Manufacturing Practice for dosage

forms listed in Table 1 below.
Table 1: Approved lines

No. | Dosage form Category Activities

i ?asgrr;g;zlsly(mlseji%mall Volume Liquids in vials and | Biologicals sl et Finishod
2, Terminally sterilized Smail Volume Liquids in vials Non-Beta ; (mzrgi?émglc);elgrtlo(?dct
3 Lyophilizates Lactam

The responsibility for the quality of the individual batches of the drugs manufactured through
this process lies with the manufacturer.

This certificate remains valid 12t April 2025. It becomes invalid if the activities or the
categories certified change or if the facility is no longer considered to be in compliance with
GMP.

Issue Date: 02" September 2022
NAT 3(}“”‘] DRUG AUTHORITY
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T.C.SAGLIK BAKANLIGI
TURKIYE ILA(; VE
TIBBI CIHAZ KURUMU

IYi URETIM UYGULAMALARI (GMP) SERTIFIKASI

- S

78;;iﬁka No: 2024-200/1 Se;‘tiﬁka Tarihi: 23.05.2024

kUrﬁn Ady/Adlan: | g:::::s(;;l ([):Ll)U/mL SC Kullamm igin Enjeksu‘/oTll;k Eozelt: fceren *
‘ » Etlganadde/Maddeler: | Insuhn g_l;';m‘ hn

{thalatcl Firma Ad: - Onko flag S_a; ve Tic. A'S. R ‘
| {Urctin; Tesisi Adi: > | Wockhardt Limited -~ ¥ ‘
. L 1 24 ol T - N
i Uretim Tesisi Adresi: g:;ii;‘si?::s]f;: :’/:.[ ll\:(:ggnWalm Aurangabad 431136

| Uretim Tesisinde Gercekle;fi;llen— Y Bulk iiretim, Primer amba;aija, Sekégdef:mbalajlam Seri {
l | Faaliyetler: ' serbest birakma

‘[ Denetim Tarihi: A [~ 4»();1-1—.;20;—3 e | 1 [/

05.10.2023 tarihli ve E-24931227-000-15235 sayih Makam Oluru ile yirirlige giren “Yurt Digt Uretim
Tesislerinin GMP Denetimleri Igin Yapilacak Miiracaatlara Dair Kilavuz’un A bendi (yerinde denetim)
kapsaminda yukanida adi gegen iriiniin bahsi gecen tesiste belirtilen islem basamaklarinin “lyi Uretim
Uygulamalari (GMP)” kurallan dogrultusunda yapildigina dair sertifikadr.

Dr. Asim HOCAOGLU
Kurum Bagkani

Not: Bu belge 11.08.2026 tarihine kadar ve soz konusu lininiin/iiriinlerin varsa ilgili kilavuz ¢ergevesince denetimi gerekli diger iiretim
asamalanmin gergeklestirildigi tesisler igin guzcajenmg olan GMP belgeleri ile birlikte gegerlidir.

Shi= § 8 g
E. N2 EN> S5 Eg=5 255
S 502 T S5 0E2 3T o E o=
ROV IR IS 520 222 OQGB&“M
o 3>§EN§ Mmeo .58 2 zbﬂgkg;\‘fgﬁ
. a R L < - =
D ERAY ES R Ew m=<&25%3
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MINISTRY of HEALTH of the REPUBLIC of TURKEY
TURKISH MEDICINES AND MEDICAL DEVICES 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 ila¢ San. Ve Tic. A.S.

Name of the Manufacturing facility Wockhardt Limited

Biotech Park H-14/2 MIDC, Waluj Aurangabad 431136

Adress of the Manufacturing facility Maharashtra State. India

Activities performed at the Bulk production, primary packaging, secondary
manufacturing facility: 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. Asim HOCAOGLU
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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CERTIFICATE OF COMPLIANCE WITH GOOD MANUFACTURING PRACTICE
GUIDELINES

THE NATIONAL DRUG POLICY AND AUTHORITY ACT, CAP 206
Issued under Regulation 19(5) of the National Drug Policy and Authority (Licensing) Regulations,
2014

Certificate No. 112/GMP/2023
This is to certify that the drug manufacturing facility:
Name of facility: =~ Wockhardt Biotech Park Limited.

Physical address of facility: Biotech Park, H-14/2, MIDC., Waluj, Aurangabad-431136
Maharashtra - India.

License number of the manufacturer: Form 28D —AD/004 State and Drugs
Administration Aurangabad Division MH State
India. Valid up to up to 07/04/2023.

Has been inspected by the Authority for compliance with the Good Manufacturing Practice
Guidelines.

On the basis of the inspection carried out on 17" and 18" October 2022, it is certified that
the facility indicated on this certificate complies with Good Manufacturing Practice for dosage
forms listed in Table 1 below.

Table 1: Approved lines

No. | Dosage form Category Activities

1. Aseptically filled Small Volume Parenteral
Liquids (packed in vials) ; 1 alr

2. | Aseptically filed Small Volume Parenteral | Dlologicals | Manufacture of Finished

o - i (Non-Beta Pharmaceutical (medicinal)

Liquids (packed in cartridges) Lactam) Product

3. Aseptically filled Small Volume Parenteral
Liquids (packed in Pre-filled syringes.

The responsibility for the quality of the individual batches of the drugs manufactured through
this process lies with the manufacturer.

This certificate remains valid until 18" October 2025. It becomes invalid if the activities or
the categories certified change or if the facility is no longer considered to be in compliance
with GMP. p

|
Issue Date: 27" October 2023iATIONAL DRUC AUTHORITY |
i

JLU 'Dénis Mwesigwa '
FOR'THE AUTHORITYW

|
|
1
1
|
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BADAN PENGAWAS OBAT DAN MAKANAN

JI. Percetakan Negara No. 23 Jakarta Pusat 10560 Indonesia
Telp. (021) 4244691, 4209221, 4263333, 4244755, 4241781, 4244819; Fox : (021) 4245139
BADAN POM Email : halobpom@pom.go.id; Website : www.pom.go.id

PERSETUJUAN IZIN EDAR
T-RG.01.03.32.322.02.26.42997/NE

Sesuai dengan Peraturan Kepala Badan Pengawas Obat dan Makanan Nomor 24 Tahun 2017 tentang Kriteria dan
Tata Laksana Registrasi Obat, sebagaimana telah beberapa kali diubah terakhir dengan Peraturan Badan
Pengawas Obat dan Makanan Nomor 23 Tahun 2025 tentang Perubahan Kelima atas Peraturan Kepala Badan
Pengawas Obat dan Makanan Nomor 24 Tahun 2017 tentang Kriteria dan Tata Laksana Registrasi Obat, dengan
ini diberikan persetujuan Pendaftaran Obat di bawabh ini:

Nama Obat : GLARITUS
Zat Aktif : Tiap ml mengandung:
- Insulin glargine 100 iu
Bentuk Sediaan . Injeksi
Kemasan . Dus, 5 dispopen + cartridge @ 3 ml
Nama Produsen : WOCKHARDT LIMITED, AURANGABAD, INDIA
Golongan Obat : Obat Keras

Dengan Nomor Izin Edar

DKI12158300143A1

Kepada Industri Farmasi Pendaftar : PT. INFION, PASURUAN
dengan ketentuan :
1. Informasi Produk dan/atau Label yang diedarkan harus sesuai dengan rancangan terlampir.
2. Formulir Registrasi, Informasi Produk dan/atau Label terlampir merupakan bagian yang tidak terpisahkan
dari Persetujuan Izin Edar ini.
3. Apabila di kemudian hari ada pihak lain yang lebih berhak atas Nama Obat sesuai dengan ketentuan
peraturan perundang-undangan, Pendaftar harus mengganti Nama Obat tersebut di atas.
Wajib mencantumkan nama generik sesuai dengan ketentuan peraturan perundang-undangan.
Wajib mencantumkan Harga Eceran Tertinggi sampai pada kemasan terkecil.
PT. Infion bertanggung jawab penuh terhadap khasiat, keamanan dan mutu Obat yang diedarkan.
Persetujuan ini dapat dibekukan dan/atau dicabut sesuai dengan ketentuan Pasal 63 Peraturan Kepala
Badan Pengawas Obat dan Makanan Nomor 24 Tahun 2017 tentang Kriteria dan Tata Laksana Registrasi
Obat.
8. Persetujuan Izin Edar DKI2158300143A1 yang dikeluarkan tanggal 01 April 2021 untuk Obat Glaritus,
injeksi 100 iu/mL (dus, 5 dispopen + cartridge @ 3 mL) tidak berlaku lagi dan harus dikembalikan ke Badan
Pengawas Obat dan Makanan.

No ok

Dikeluarkan . di JAKARTA
Tanggal 12 Februari 2026
Masa Berlaku . 12 Februari 2031

a.n. Kepala Badan Pengawas Obat dan Makanan
Deputi Bidang Pengawasan Obat, Narkotika,
Psikotropika, Prekursor, dan Zat Adiktif

g

dr. William Adi Teja, MD., BMed., MMed



http://www.tcpdf.org

BADAN PENGAWAS OBAT DAN MAKANAN

JI. Percetakan Negara No. 23 Jakarta Pusat 10560 Indonesia
Telp. (021) 4244755, 4245459, 42883309, 42883462, 42883279; Fax : (021) 4247496

BADAN POM Email : infopom@indo.net.id; Website : www.pom.go.id
Nomor  :B-PW.01.04.33.332.10.20.700 Jakarta,7 Oktober 2020
Lampiran : -

Perihal : Fasilitas Pembuatan Obat Impor Glaritus
(Wockhardt Limited, India) Memenuhi Persyaratan CPOB

Yth. Pimpinan dan Apoteker Penanggung Jawab
PT Infion

Puri Mansion Cluster Rukan A 37

JI. Lingkar Luar Barat, Kembangan Selatan
Jakarta Barat 11610

Sehubungan dengan surat Saudara No. 094/INF-REG/VIII/20 tanggal 26 Agustus 2020 perihal
Permohonan Penilaian Dokumen Pra Inspeksi Fasilitas Wockhardt Limited, yang disampaikan
dalam rangka registrasi obat impor berikut:

Nama Obat Jadi : Glaritus

Nama Zat Aktif  : Insulin Glargine 100 IU/mL

Bentuk Sediaan : Injeksi

Pendaftar : PT Infion

Nama Produsen : Wockhardt Limited, India

Alamat . Biotech Park, H-14/2, M.1.D.C, Waluj, Aurangabad, Maharshtra — 431 136,
Produsen India

dengan ini kami beritahukan bahwa berdasarkan hasil deskfop inspection, fasilitas produksi
Wockhardt Limited, India dinyatakan memenuhi persyaratan CPOB sehingga proses registrasi
obat impor Glaritus dari Wockhardt Limited, India dapat dilanjutkan.

Demikian kami sampaikan.

Dra. Nurma Hidayati, Apt., M.Epid.

Tembusan Yth.:
1. Deputi Bidang Pengawasan Obat, Narkotika, Psikotropika, Prekursor dan Zat Adiktif
2. Direktur Registrasi Obat
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Machine Translated by Google

DIARIO OFICIAL DA UNIAO - section 1

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

AUTHORIZATION/MS: 1006398 - REGISTRATION(S): 5070075/22-5
CERTIFICATE OF GOOD MANUFACTURING PRACTICES OF MEDICINES: Sterile products
(Bulk): Lyophilized Powders

MANUFACTURING COMPANY: ALMAC PHARMA SERVICES LIMITED

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

MANUFACTURING COMPANY: DELPHARM MILANO SRL

éddﬁess: via Carnevale, 1 - 20054, Segrate, (Mi) - Country: Italy - Single Code: A .000532 Requesting Company:
oche

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

MANUFACTURING COMPANY: ONCOMED MANUFACTURING AS
ADDRESS: KARASEK 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

EMPRESA FABRICANTE: AGILERA PHARMA AS

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

MANUFACTURING COMPANY: TAKEDA IRELAND LIMITED

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

RESOLUTION-RE No. 2.266, OF JUNE 22, 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; Considering compliance

with Good Distribution Practices requirements and/or
Storage recommended in current legislation, for the Medicines area, resolves:

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

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

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

MARCUS AURELIO MIRANDA DE ARAUJO
ATTACHMENT

COMPANY: VTMED INDUSTRIA E COMERCIO DE MATERIAL MEDICO LTDA - CNPJ:
06.067.548/0001-35 - AUTHORIZATION/MS: 1261652

ADDRESS: RUA FRANCISCO AMORIM N° 14 -QD 75 CJCN ET 1

MUNICIPALITY: MANAUS - UF: AM - FILE: 1143457/22-6 CERTIFICATE

OF GOOD DISTRIBUTION PRACTICES E/ OR STORAGE: Medicines

COMPANY: HEALTH CARE MED DISTRIBUIDORA LTDA - CNPJ: 41.109.944/0001-89 - AUTHORIZATION/MS:
1286592 ADDRESS: RUA

DO IPIRANGA N° 56 - SALA 112 MUNICIPALITY: CAMPOS

DOS GOYTACAZES - UF: RJ - FILE: 0297415/23- 9 CERTIFICATE OF GOOD DISTRIBUTION

AND/OR STORAGE PRACTICES: Medicines

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

COMPANY: DISFARMA SAUDE LTDA - CNPJ: 38.159.600/0001-70 - AUTHORIZATION/MS: 1249835 - AE:
1249821

ADDRESS: RUA CORONEL ELPIDIO N 231
MUNICIPALITY: PAULISTANA - UF: Pl - REGISTRATION: 0570544/23-8
CERTIFICATE ADO DE BOAS DISTRIBUTION AND/OR STORAGE PRACTICES: Medicines

COMPANY: VIVA FARMACEUTICA SA - CNPJ: 10.447.355/0001-87 - AUTHORIZATION/MS: 1099158 - AE:
1236005

ADDRESS: AV. DOM PEDRO 11 3.973 ROOM 702
MUNICIPALITY: BELO HORIZONTE - State: MG - FILE: 0601934/23-7 CERTIFICATE
OF GOOD DISTRIBUTION AND/OR STORAGE PRACTICES: Medicines

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

Considering the need to change the Certification of Good Practices of
Manufacture, solve:

Art. 1° 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.

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

MARCUS AURELIO MIRANDA DE ARAUJO
RESOLUTION-RE No. 2.268, OF JUNE 22, 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;

Considering compliance with the requirements set out in art. 39, da
Collegiate Board Resolution - RDC No. 497, of May 20, 2021, resolves:

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.

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

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

MARCUS AURELIO MIRANDA DE ARAUJO

K ;. This document can be verified at http://www.in.gov.br/
L3 = & autenticidade.html, by code 05152023062600146

ATTACHMENT

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

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.

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

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.

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

The General Manager of Sanitary Inspection and Surveillance, in the use of the attributions conferred
by art. 140, combined with art. 203, |, § 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 the requirements of Good Manufacturing Practices
recommended in current legislation, for the area of Pharmaceutical Inputs, resolves:

Art. 1st Grant to the company(ies) listed in the annex, the Good
Manufacturing Practices for Active Pharmaceutical Ingredients.

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

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

MARCUS AURELIO DE MIRANDA DE ARAUJO
ATTACHMENT

Company: Abbott Laboratories of Brazil Ltda. CNPJ: 56.998.701/0012-79 Address: Estrada

dos Bandeirantes, n° 2400 Jacarepagua

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.

Fabricante: Abbvie Biotechnology Ltd.

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.

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 Importacéo e Distribuicdo 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.

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.

Manufacturer: WuXi Biologics Co., Ltd.

Address: 108 Meiliang Road, Mashan, Binhu District, Wuxi, 214092 Country: People's

Republic of China Single Code: A.001435 Requestor: Brainfarma Industria

Quimica e Farmacéutica 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).

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

Considering compliance with the requirements of Good Manufacturing Practices
recommended in current legislation, for the area of Pharmaceutical Inputs, resolves:

Art. 1st Grant to the company(ies) listed in the annex, the Good
Manufacturing Practices for Active Pharmaceutical Ingredients.

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

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

MARCUS AURELIO MIRANDA DE ARAUJO
ATTACHMENT

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

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.

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

Document digitally signed in accordance with MP No. 2,200-2 of 08/24/2001, ICP
which establishes the Brazilian Public Key Infrastructure - ICP-Brasil. rasil
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Resolucién No. 2022500939 DEL 18 DE ABRIL DE 2022
Por la cual se concede la Renovacion de la Certificacion de Buenas Practicas de Manufactura
Farmacéutica a WOCKHARDT LIMITED., con numero de identidad Corporativa 11-120720

El Director Técnico de Medicamentos y Productos Biolégicos del Instituto Nacional de Vigilancia de
Medicamentos y Alimentos, Invima, en ejercicio de las facultades conferidas en el Decreto 549 de 2001 y
Decreto 2078 de 2012, Ley 1437 de 2011, delegado por Resolucién Nro. 2012030788 del 19 de octubre de
2012; y teniendo en cuenta los siguientes.

ANTECEDENTES

Que mediante Resolucion No. 2018025105 del 15/06/2018, el Invima concedi6 la certificacién de Buenas
Practicas de Manufactura Farmacéutica a WOCKHARDT LIMITED, ubicado en Biotech Park H14/2, MIDC,
Waluj, Aurangabad, 431136, Maharashtra State India, PARA LA FABRICACION DE PRODUCTOS
BOLOGICOS con los principios activos y las formas farmacéuticas que se relacionan a continuacion:

ESTERILES

PRINCIPIOS ACTIVOS FORMAS FARMACEUTICAS
PRODUCTO BIOLOGICO: (Origen:
Recombinante en levadura) Insulina

Humana Regular
PRODUCTO BIOLOGICO: (Origen:
Recombinante en levadura) Insulina

Humana Isofana

PRODUCTOS BIOLOGICOS: (De Origen |
de Recombinante en E. Coli) Insulina
Glargina

o Soluciones parenterales de pequefio volumen en
Liquidos | viales y carpules

_ Soluciones parenterales de pequefio volumen en
Liguidos | viales y carpules

i Soluciones parenterales de pequefio volumen en
Liguidos  viales y carpules |

NOTAS ACLARATORIAS:

1. Los productos biolégicos requieren areas especiales para su elaboracion, entendiéndose por tal,
instalaciones fisicas independientes de otras areas de produccién, 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 contaminacion desde y hacia
dichas areas.

2. Las soluciones y suspensiones estériles son esterilizadas por filtracion esterilizante con posterior llenado
aséptico.

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

4. Los productos Biolégicos requieren cadena de frio (2°C - 8° C).

5. El anterior concepto técnico, autoriza Unicamente la fabricacién de los principios activos y producto
terminado con los principios activos y las formas farmacéuticas anteriormente descritas.

6. Cualquier modificacién que se haga en las condiciones evaluadas y certificadas durante la presente
auditoria, respecto a equipos, areas, procesos productivos, personal técnico principal o de las empresas
con las que se contraté la realizacion de actividades criticas de produccion y control de calidad, deberén
ser notificadas al INVIMA con el fin de que éste evalle y verifique si se requiere una visita de ampliacion
o verificacién del concepto técnico 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 Aristizébal en calidad de
Apoderada de la empresa WOCKHARDT LIMITED, solicito visita tendiente a la renovacion de la
certificacion en Buenas Practicas de Manufactura farmacéutica para WOCKHARDT LIMITED, ubicado en
Biotech Park H14/2, MIDC, waluj, Aurangabad 431136, Maharashtra State India,, para lo cual anex¢ entre
otros documentos: la guia de Inspeccién de Laboratorios o Establecimientos de Produccién Farmacéutica
debidamente diligenciada, el expediente maestro del sitio y el soporte del pago electronico de tarifa 400612
con Nro. de transaccién 979305735 del BANCO BBVA COLOMBIA S.A., por concepto de pago de los
derechos de la visita.
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Resolucion No. 2022500939 DEL 18 DE ABRIL DE 2022
Por la cual se concede la Renovacién de la Certificacion de Buenas Practicas de Manufactura
Farmacéutica 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 Direccién de Medicamentos y Productos
Biolégicos del INVIMA realizaron visita tendiente a la renovacion de la certificacion de las Buenas Practicas
de Manufactura Farmacéutica en el establecimiento WOCKHARDT LIMITED, ubicado en Biotech Park
MIDC, H14/2, Waluj, Aurangabad, 431136, Maharashtra State India, emitiendo el siguiente concepto
técnico: “Una vez evaluado el cumplimiento de los requerimientos previstos en la Serie de Informes
Técnicos de la OMS Serie 823, Informe Técnico 32: Buenas Précticas de Manufactura para Productos
Farmacéuticos, adoptado por Resolucion 03183 de agosto de 1995, Decreto 549 de marzo de 2001, Guia
de Inspeccion de Laboratorios o Establecimientos de Produccién Farmacéutica, adoptada por Resolucion
1087 de julio de 2001, Resolucién 3028 de agosto de 2008 y Decreto 2086 de junio de 2010 del Ministerio
de la Proteccion Social, el grupo de inspeccion del Instituto Nacional de Vigilancia de Medicamentos y
Alimentos INVIMA, adscrito al Ministerio de Salud y Proteccién Social de la Republica de Colombia,
conceptia que WOCKHARDT LIMITED, ubicado en Biotech Park, MIDC, H14/2, Waluj, Aurangabad
431136, Maharashtra State, India, CUMPLE con las BUENAS PRACTICAS DE MANUFACTURA PARA
PRODUCTOS BIOLOGICOS, por lo tanto se RENUEVA el concepto técnico PARA LA FABRICACION DE
LOS PRINCIPIOS ACTIVOS Y PRODUCTOS TERMINADOS, en las formas farmacéuticas que se
relacionan a continuacién:

ESTERILES
PRINCIPIOS ACTIVOS FORMAS FARMACEUTICAS
PRODUCTO BIOLOGICO
(Origen: Recombinante en Levadura: Liquidos Soluciones parenterales de pequefio

Hansenulla polymorpha):
Insulina humana Regular

volumen en viales y carpules de vidrio.

PRODUCTO BIOLOGICO
(Origen: Recombinante en Levadura: % Forridpin Suspensiones parenterales de pequefio
Hansenulla polymorpha): q volumen en viales y carpules de vidrio.
Insulina humana Isofana
PRODUCTOS BIOLOGICOS  Soluciones parenterales de pequefio

(De origen de recombinante en E. Liquidos

Coli): Insulina Glargina volumen en viales y carpules de vidrio.

J

NOTAS ACLARATORIAS

1. Los productos biolégicos requieren éreas especiales para su elaboracion, entendiéndose por tal,
instalaciones fisicas independientes de otras &reas de produccién, incluidos equipos, sistemas y
manejo de aire independiente, esclusas, acceso de personal y de materiales independientes, manejo
de vestimenta y entrenamiento apropiado que inciuya normas, procedimientos Y precauciones a tomar
para el personal que ingresa en dichas areas, con el fin de evitar riesgos de contaminacion desde y
hacia dichas éreas.

2. Las soluciones y suspensiones estériles son esterilizadas por filtracién esterilizante con posterior
llenado aséptico.

3. El empaque secundario de los carpules en algunos casos puede ser en forma de “Dispopen” para
inyecgcion.

4. Los productos bioldgicos requieren cadena de frio (2°C - 8°C).

5. El anterior concepto técnico incluye la fabricacién de los principios activos: Recombinante en
Levadura (Hansenulla polymorpha): Insulina Humana Regular, Recombinante en Levadura
(Hansenulla polymorpha): Insulina humana Isofana, Recombinante en E.Coli: Insulina Glargina

6. El anterior concepto técnico, autoriza tnicamente la fabricacion de los principios activos y producto
terminado con los principios activos y las formas farmacéuticas anteriormente descritas que requieren
cadena de frio.

7. Cualquier modificacion que se haga en las condiciones evaluadas y certificadas durante la presente
auditoria, respecto a equipos, éareas, procesos productivos, personal técnico principal o de las
empresas con las que se contraté la realizacién de actividades criticas de produccion y control de
calidad, deberan ser notificadas al INVIMA con el fin de que éste evalue y verifique si se requiere una
visita de ampliacion o verificacion del concepto técnico emitido, de acuerdo con las disposiciones de la
Normatividad Sanitaria correspondiente, so pena de las acciones a que haya lugar.”
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Resolucion No. 2022500939 DEL 18 DE ABRIL DE 2022
Por la cual se concede la Renovacion de la Certificacién de Buenas Practicas de Manufactura
Farmacéutica a WOCKHARDT LIMITED., con namero de identidad Corporativa 11-120720

CONSIDERACIONES

Que el Articulo Primero de! Decreto 549 de 2001, establece que los laboratorios fabricantes de
medicamentos que se produzcan en el pais 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 BPM.

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

Que el Articulo Sexto del Decreto 2086 de 2010 que modifica el Articulo Séptimo 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 Préacticas de Manufactura tendré una vigencia de tres (3) afios
contados a partir de la fecha de ejecutoria del acto que lo concede.

Que el Paragrafo del Articulo Sexto del Decreto 2086 de 2010 que modifica el Articulo Séptimo del Decreto
540 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 Direccion de Medicamentos y Productos Biologicos conceptuaron en acta de visita
practicada los dias 4, 5, 6, 7 y 8 de abril de 2022, que el establecimiento WOCKHARDT LIMITED, ubicado
en Biotech Park H14/2, MIDC, waluj, Aurangabad 431136, Maharashtra State India, CUMPLE con las
BUENAS PRACTICAS DE MANUFACTURA FARMACEUTICA PARA PRODUCTOS BIOLOGICOS, en
mérito de lo anterior, este despacho,

RESUELVE

ARTICULO PRIMERO. - Conceder la RENOVACION de la CERTIFICACION de cumplimiento de Buenas
Practicas de Manufactura Farmacéutica para Productos Biologicos, por el término de tres (03) afos
contados a partir de la ejecutoria de la presente Resolucion 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
farmacéuticas que se relacionan a continuacion:

ESTERILES
PRINCIPIOS ACTIVOS FORMAS FARMACEUTICAS
PRODUCTO BIOLOGICO
(Origen: Recombinante en Levadura: Liquidos Soluciones parenterales de pequefio
Hansenulla polymorphay): volumen en viales y carpules de vidrio.
Insulina humana Regular
PRODUCTO BIOLOGICO
(Origen: Recombinante en Levadura: Liquidos Suspensiones parenterales de pequefio
Hansenulla polymorpha): volumen en viales y carpules de vidrio.
Insulina humana Iséofana
PRODUCTOS BIOLOGICOS ; -
(De orige'n. de regombinar_mte enE. Liquidos Viﬁ;‘:?lnee: \22{::’[;:5:?:”?:3 de:\L/li?:ir:i(:) ,
Coli): Insulina Glargina

NOTAS ACLARATORIAS

1. Los productos biolbgicos requieren areas especiales para su elaboracion, entendiéndose por tal,
instalaciones fisicas independientes de otras areas de produccion, incluidos equipos, sistemas y manejo
de aire independiente, esclusas, acceso de personal y de materiales independientes, manejo de
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Resolucion No. 2022500939 DEL 18 DE ABRIL DE 2022
Por la cual se concede la Renovacién de la Certificacion de Buenas Practicas de Manufactura
Farmacéutica a WOCKHARDT LIMITED., con niimero de identidad Corporativa 11-120720

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

2. Las soluciones y suspensiones estériles son esterilizadas por filtracion esterilizante con posterior llenado
aséptico.

3. El empaque secundario de los carpules en algunos casos puede ser en forma de “Dispopen” para
inyeccion.

4. Los productos biolégicos requieren cadena de frio (2°C - 8°C).

5. El anterior concepto técnico incluye la fabricacidon de los principios activos: Recombinante en Levadura
(Hansenulla polymorpha). Insulina Humana Regular, Recombinante en Levadura (Hansenulla
polymorpha): Insulina humana Isofana, Recombinante en E.Coli: Insulina Glargina

6. El anterior concepto técnico, autoriza Unicamente la fabricacion de los principios activos y producto
terminado con los principios activos y las formas farmacéuticas anteriormente descritas que requieren
cadena de frio.

7. Cualquier modificacién que se haga en las condiciones evaluadas y certificadas durante la presente
auditoria, respecto a equipos, areas, procesos productivos, personal técnico principal o de las empresas
con las que se contraté la realizacién de actividades criticas de produccion y control de calidad, deberan
ser notificadas al INVIMA con el fin de que éste evalle y verifique si se requiere una visita de ampliacion
o verificacion del concepto técnico emitido, de acuerdo con las disposiciones de la Normatividad
Sanitaria correspondiente, so pena de las acciones a que haya lugar.

ARTICULO SEGUNDO. - NOTIFICAR por medios electrénicos, de conformidad con lo previsto en el Articulo
4 del Decreto 491 del 28 de marzo de 2020, al representante legal y/o apoderado de WOCKHARDT
LIMITED, del contenido de la presente Resolucion, advirtiéndole que contra ella procede el recurso de
reposicion que podra interponer dentro de los diez (10) dias siguientes contados a partir de la notificacién de
la presente Resolucién ante el Director Técnico de Medicamentos y Productos Bioldgicos del Invima, de
conformidad con lo establecido en el Articulo 76 del Cédigo de Procedimiento Administrativo y de lo
Contencioso Administrativo, Ley 1437 del 2011. La notificacion quedara surtida a partir de la fecha y hora en
que el administrado reciba el acto administrativo.

ARTICULO TERCERO. - La presente Resolucién rige a partir de su ejecutoria.

NOTIFIQUESE Y CUMPLASE

o =

GUILLERMO JOSE PEREZ BLANCO
Director Técnico de Medicamentos y Productos Biolégicos

Proyecté: F. Cepeda (Biol.)ﬂPﬂ ; 12/0¢/2022, Revision Técnica: G, Hernandez (Q.F.) pJedff Vo.Bo. E. Neira. Coordinadora GTM C/%
Revision Legal: E. Téllez (Abogada) , Archivo: Exp Nro. 360E.
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T.C. SAGLIK BAKANLIGI
TURKIYE ILA(; VE
TIBBI CIHAZ KURUMU

iYi URETIM UYGULAMALARI (GMP) SERTIFIiKASI

T

e

Sertifika No: 2024-201/1 Sertifika Tarihi: 23.05.2024

- - 4
. . Glaritus Dispopen 100 TU/mL SC Enjeksiyonluk Cozelti fgeren ]
. Kullanima Hazir Enjeksiyon Kalemi (3 mL)

. + B L i
Etkin Madde/Maddeler: i Insulin glarjin .
fthalatc1 Firma Adu: | Onko llag San. ve Tic. A'S. 1

L. + —— e -

l Uretim Tesisi Ad:: ' Wockhardt Limited
_— . . | ‘Biotech Park H-14/2 MIDC, Waluj Aurangabad 431136
Uretim Tesisi Adresi: JI( Maharashtra State, Hindistan

! Uretim Tesisinde Gergeklestirilen Bulk iiretim, Primer ambalajlama, Sckonder ambalajlama, Seri
! Faaliyetler: serbest birakma

t_ - = -  ———— S — — ~ - —

Denetim Tarihi: 08-11.08.2023

S S

— -— - - - -

05.10.2023 tarihli ve E-24931227-000-15235 sayili Makam Oluru ile yiirirlige giren “Yurt Disi Uretim
Tesislerinin GMP Denetimleri Igin Yapilacak Miiracaatlara Dair Kilavuz"un A bendi (yerinde denetim)
kapsaminda yukarnida adi gegen iiriiniin bahsi gegen tesiste .belirtilen” iglem basamaklarinin “fyi Uretim
Uygulamalari (GMP)” kurallan dogrultusunda yapildigina dair sertifikadir.

Dr. Asim HOCAOGLU
Kurum Bagkani

agamalanmin gergeklestirildigi tesisler igingddzeenngs olan GMP belgeleri ile birlikte gegerlidir.
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T.C. SAGLIK BAKANLIGI
TURKIYE ILAG VE
TiBBI CIHAZ KURUMU

IYi URETIM UYGULAMALARI (GMP) SERTIFIKASI

T e

| Sertifika No: 2024-203/1 Sertifika Tarihi: 23.05.2024

+

- ) Glaritus Dispopen 100 IU/mL SC Enjeksiyontuk Cozelti fgeren
Uriin Ady/Adlar: Kullamma Hazir Enjeksiyon Kalemi (3 mL)

—+ P - N

| Etkin Madde/Maddeler: | insulin glarjin

{ fthalat1 Firma Adr: Onko {lag San. ve Tic. A'S.
1 — =

| Uretim Tesisi Adr: | Wockhardt Limited

| Biotech Park H-14/2 A MIDC, Waluj Aurangabad 431136
| Maharashtra'State, Hindistan

}-« — e - = - - _ - ————

| Uretim Tesisinde Gergeklestirilen Etkin madde iiretimi

| Faaliyetler: i

| Uretim Tesisi Adresi:

[ Denetim Tarihi: 08-11.08.2023

05.10.2023 tarihli ve E-24931227-000-15235 sayih Makam Oluru ile yiirirliige giren “Yurt Dist Uretim
Tesislerinin GMP Denetimleri Igin Yapilacak Miiracaatlara Dair Kilavuz"un A bendi (yerinde denetim)
kapsaminda yukanda adi gegen 0riiniin bahsi gegen tesiste belirtilen iglem basamaklanimin “fyi Uretim
Uygulamalari (GMP)” kurallan dogrultusunda yapildigina dair sertifikadir.

Dr. Asim HOCAOGLU
Kurum Bagkam

Not: Bu belge 11.08.2026 tarihine kadar ve stz konusu iiriniin/iiriinlerin varsa ilgili kilavuz gergevesince denetimi gerekli diger Gretim
asamalanmin gergeklestirildigi tesisler igin diizenlenmis olan GMP belgeleri ile birlikte gegerlidir.
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Sertifika No: 2024-202/1

F

Uriin Adi/Adlar:

Etkin Madde/Maddeler:
Ithalatg1 Firma Adi:

r

Uretim Tesisi Ad:

Uretim Tesisi Adresi:

Uretim Tesisinde Gergeklestirilen
Faaliyetler:

Denetim Tarihi:

N

T.C.

—

Glaritus 100 [U/mL SC Kullamm {gin Enjeksiyonluk Cozelti fgeren

Onko ilac San. ve Tic. A $.

SAGLIK BAKANLIGI
TURKIYE iLAC VE
TIBBI CIHAZ KURUMU

Iyl URETIM UYGULAMALARI (GMP) SERTIFIiKASI

Sertifika Tarihi: 23.05.2024

Kamls (3 mL)

lnsulm glarjm

Wockhardt Limited

Blotech Park H- l4l2 AMIDC, Waluj Aurangabad 431136
Maharashtra State Hmdlstan

Etkin madde tretimi

08-11.08.2023

05.10.2023 tarihli ve E-24931227-000-15235 sayilh Makam Oluru ile yiiriirlige giren “Yurt Dist Uretim
Tesislerinin GMP Denetimleri I¢in Yapilacak Miiracaatlara Dair’ Kilavuz'un A bendi (yerinde denelim)
kapsaminda yukarnida ad: gegen iiriiniin bahsi gecen tesiste belirtilen iglem basamaklarinin “Iyi Uretim
Uygulamalan (GMP)” kurallari dogrultusunda yapildiina dair sertifikadir.

Dr. Asim HOCAQGLU
Kurum Bagkani

Not: Bu belge 11.08.2026 tarihine kadar ve s6z konusu iirinin/riinlerin varsa ilgili kilavuz gergevesince denetimi gerekli diger iiretim
agamalannin gergeklegtirildigi tesisler igin diizenlenmis olan GMP belgeleri ile birlikte gegerlidir.
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T.C. SAGLIK BAKANLIGI
TURKIYE ILAC VE
TIBBI CIHAZ KURUMU

IYi URETIM UYGULAMALARI (GMP) SERTIFIKASI

|r Sertifika No: 2024-200/] | Se;‘tiﬁka Tarifli: 23.05.2024
l_Un'.in Ady/Adlan: | g::::lt:s(gl (ll:L[)UlmL SC Kullanim igin Enjeksiyonluk Cozelti igeren 4
! Etkin Madde/Maddeler: | ]nsulm g;{u; i . :
fthalatgi Firma Ad: Onko ilag San. ve Tic: A'S.

|: Uretim Tesisi Adi: i : Wockhardt lelted - K 4

Blotech Park H- 14/2 MIDC Walu_| Aurangabad 431136

Uretim Tesisi Adresi: Maharashtra State, Hindistan

I L. S 2 us R == 8|

| Uretim Tesisinde Gergeklestirilen Bulk tiretim, Primer ambalajlama, Sekonder ambalajlama, Seri
Faaliyetler: I serbest blrakma
[Denetim Tarihi: 08-11. 08 2023

05.10.2023 tarihii ve E-24931227-000-15235 sayih Makam Oluru ile yiiriirlige giren “Yurt Digt Uretim
Tesislerinin GMP Denetimleri f¢in~ Yapilacak Miiracaatlara Dair Kilavuz"un A bendi (yerinde denetim)
kapsaminda yukanda adi gegen iiriiniin bahsi gegen  tesiste belirtilen islem basamaklannin “Iyi Uretim
Uygulamalari (GMP)” kurallar dogrultusunda yapildigina dair sertifikadir.

Dr. Asim HOCAOGLU
Kurum Bagkani

Not: Bu belge 11.08.2026 tarhine kadar ve soz konusu driiniin/iirinlerin varsa ilgili kilavuz ¢ergevesince denetimi gerekli diger iiretim
asamalanmn gerceklestirildigi tesisler igin diizendenmds olan GMP belgeleri ile blrllklc gegerlidir.
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Office of The Commissioner,

Food & Drugs Administration M.S.
Bandra — Kurla Complex,

Bandra (E),

Mumbai — 400 051

Date :-14 Aug 2024

F F D MA RING P E

This Certificate conforms to the format recommended by the World Health Organization.

(General instructions and explanatory notes attached).
| Certificate No.: NEW-WHO-GMP/CERT/AD/135878/2024/11/51215

On the basis of the inspection carried out on 20.05.2024 and 21.05.2024 ,we certify that
the site indicated on this Certificate complies with Good Manufacturing Practices for the
dosage forms, categories and activities listed in Table 1.

1. Name of the Firm : WOCKHARDT LIMITED

Address - BIOTECH PARK, H-14/2A, MIDC, WALUJ,
AURANGABAD-431136, MAHARASHTRA, INDIA
CHHATRAPATI SAMBHAJINAGAR 431136
MAHARASHTRA STATE, INDIA

2. Licence No. . MH102194 in Form
28D
Table 1 7 }
(Sr.No.vFi Dosage Form(s) ~ Categor(ies) Activity(ies)

[
| S e
|
|

fActlve Pharmaceutical
%Ingredients ( Bulk Drugs)

|Production, Filling, Packing,
Recomblnant Vaccines / Drugs |labelling, Quality Control,
|Quality Assurance

The responsibility for the quality of the individual batches of the pharmaceutical products
manufactured through this process lies with the manufacturer.

This certificate remains valid until 13 Aug 2027 . It becomes invalid if the activities and / or
categories certified herewith are changed or if the site is no longer considered to be in
compliance with GMP.

Address of certifying authority : Name of the Authorised person : D. R. GAHANE

Food & Drug Administration, M.S. \
Bandra-kurla Complex, Signature : ey
Bandra (E), Mumbai — 400 051.

Maharashtra.INDIA. Stamp and Date : iﬂtnhto(;:;nmlssloner (HQ) & Cortrollmg

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1COW04713587820240814
WOCKHARDT LIMITED - NEW-WHO-
GMP/CERT/AD/135878/2024/11/51215

Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India

Date:14 Aug 2024
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Explanatory notes

(98]

This certificate which is in the format recommended by WHO, certifies the status of the site listed
in point 1 of the certificate.

The certification number should be traceable within the regulatory authority issuing the
certificate.

Where the regulatory authority issues a licence for the site , this number should be specified
record “not applicable” in cases where there is no legal framework for the issuing of a licence.

Table 1
List the dosage forms, starting materials, categories and activities. Examples are given below.

Example -1

Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)

Dosage form (s)

Tablets Cytotoxic Packaging
Hormone Production,  Packaging,  Quality
control.
Injectables Penicillin Repackaging & Labelling.

Cefalosporin Aseptic preparation, Packaging,
Labelling.

Example - 2.

Pharmaceutical Product (s)1 | Category (ies) | Activity (ies )

Starting material (s)2

Paracetamol Analgesic Synthesis, Purification,

Packing, Labelling.

Use. whenever available. International Nonproprietary Names (INNs) or otherwise national
nonproprietary names.

The certificate remains valid until the specified date. The certificate becomes invalid if the
activities and/or categories certified are changed or if the sitg§ sidered to be in
compliance with GMP. /;

\-
The requirements for good practices the manufacture Quality control of dru
the certificate are those included in Quality Assurangg AGoHt

guidelines and related materials . Good manufac

1999. World Health Organization, Geneva and subse
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LIST OF
No. of certificate 3

Name of Manufacturing Firm

Drug License No

PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO- VALID UPTO :13 Aug 2027
GMP/CERT/AD/135878/2024/11/51215

WOCKHARDT LIMITED

BIOTECH PARK, H-14/2A, MIDC, WALUJ,

AURANGABAD-431136, MAHARASHTRA, INDIA

CHHATRAPATI SAMBHAJINAGAR 431136

MAHARASHTRA STATE, INDIA

MH102194 In Form 28D

__ Composition

Sr.No Name of the Product
T v S S -
l [Erythropoietin Concentrated
Solution BP (Bulk Pack & Export
Market)
2
‘i Erythropoietin Concentrated
‘ Solution BP (Bulk Pack and
Domestic Market)
= o L ——
1 |Human Insulin BP (Bulk Pack & \
, Domestic Market) :
T .
Human Insulin BP (Bulk Pack and
|Export Market)
st o
Insulin Human Ph.Eur (Bulk Pack &
’ Export Market) ‘
- 3 -
Insulin Human Ph.Eur (Bulk Pack
and Domestic Market) 5
7 |Human Insulin IP (Export Market) E
| I
8 vlnsulin Glargine (Domestic Market) }
| |
|
1123

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1COW04713587820240814
WOCKHARDT LIMITED - NEW-WHO-
GMP/CERT/AD/135878/2024/11/51215

" Name of the Authorised persoH :D. R. GAHANE

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.

Bandra (E), Mumbai.

Maharashtra State, India
Date:14 Aug 2024
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No. of certificate

LIST OF

PRODUCT APPROVED UNDER WHO GMP!
NEW-WHO-

Name of Manufacturing Firm

Drug License No

GMP/CERT/AD/135878/2024/11/51215
WOCKHARDT LIMITED
BIOTECH PARK, H-14/2A, MIDC, WALUJ,

VALID UPTO :13 Aug 2027

AURANGABAD-431136, MAHARASHTRA, INDIA

CHHATRAPATI SAMBHAJINAGAR 431136
MAHARASHTRA STATE, INDIA
MH102194 In Form 28D

Sr.No. Name of the Product -
9  |Insulin Glargine BP (Domestic
Market)
| 10 |Insulin Glargine BP (Export Market) :
| |
| 11 linsulin Glargine USP (Domestic
“ Market) i
|
I ,‘_4 S NN 20| RS _
| 12 |Insulin Human USP (Export Market) |
|13 Erythropoietin Conzé;igted o
Solution IP (Domestic Market)
14 VEiryvthropoietin Concentrated R -
Solution IP (Export Market)
15 Ery{r;roﬁpoietin Concentrated | -
|Solution Ph.Eur. (Domestic Market) !
T U S
| 16 |Erythropoietin Concentrated
Solution Ph.Eur. (Export Market) |
|
|

123

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.

Signature :

~ Composition

Maharashtra,INDIA.
Tel: +91-22-26592363/64

Fax: +91-22-26591959
1COW04713587820240814
WOCKHARDT LIMITED - NEW-WHO-

Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India I
Date:14 Aug 2024

GMP/CERT/AD/135878/2024/11/51215
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LIST OF PRODUCT APPROVED UNDER WHO GMmP!

No. of certificate NEW-WHO- VALID UP TO :13 Aug 2027
GMP/CERT/AD/135878/2024/11/51215
Name of Manufacturing Firm : WOCKHARDT LIMITED

BIOTECH PARK, H-14/2A, MIDC, WALUJ,
AURANGABAD-431136, MAHARASHTRA, INDIA
CHHATRAPATI SAMBHAJINAGAR 431136
MAHARASHTRA STATE, INDIA

Drug License No : MH102194 In Form 28D

Sr.No. Name of the Product B Compositio

|
17 |Human Insulin IP (Domestic }
Market)

18 |Insulin Glargine (Export Market)

l

19 |Insulin Glargine IP (Domestic 1 v . : - 1
Market) f
|

|

20 |Insulin Glargine IP (Export Market)

21 lInsulin Glargine Ph.Eur. (Domestic
Market)

| 22 |Insulin Glargine Ph.Eur. (Export |
Market)

23 |Insulin Glargine USP (Export
Market)

24 |Insulin Human USP (Domestic

Market) ,
123 ™ |
,,,,, —)
Address of certifying authority : Name of the Authorised person : D. R. GAHANE
Food & Drug Administration, M.S.
Bandra-kurla Complex, Signature:

,\Bﬂzr;]grraa;ﬁt)r’aw;g:fl ADORO Stamp and Date : Joint Commissio Q) & Controlling Authority

Tel: +91-22-26592363/64 Food & Drug Administration, M.S.

Fax: +91-22-26591959 Bandra (E), Mumbai.

1COW04713587820240814 i
WOCKHARDT LIMITED - NEW-WHO- Maharashtra State, India

GMP/CERT/AD/135878/2024/11/51215 Date:14 Aug 2024
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DIRECCION NACIONAL DE PARAGUAI

qﬂ VIGILANCIA | TETAYGUARA REKORESAIRA
¢ SANITARIA | NANGAREKOHA

PARAGUAY MOAKAHA

CERTIFICADO DE REGISTRO SANITARIO &3

Dispositivos Médicos, Materiales Cortopunzantes y Equipo ™
de Proteccion Individual

La Direccion Nacional de Vigilancia Sanitaria, autoriza el Registro Sanitario del producto mas abajo
descripto, cumpliendo la misma con los requisitos y las legislaciones vigentes en la Republica del Paraguay
segun Codigo Sanitario Ley N° 836/80, Ley N° 6788/2021 y demas normativas vigentes.

Certificado N°: DM-002979-01 Vencimiento: 09-07-2035

Denominacion Comercial: MYPEN 2

Denominacién Genérica/Cédigo ECRI: INYECTORES, PARA MEDICACION/VACUNACION, SIN
AGUJA 18-069

Clase: CLASE 1l

Marca: MYPEN

Modelo: DISPOSITIVO DE ENTREGA DE INSULINA REUTILIZABLE.

Material de Composicién: 1- TAPA DEL PEN- PLASTICO PP (POLIPROPILENO)2-CUERPO DEL
PEN- PLASTICO ABS (ACRILONITRILO BUTADIENO ESTIRENO)3- CUBIERTA IMPRESA DEL
CARTUCHO- PLASTICO ABS (ACRILONITRILO BUTADIENO ESTIRENO)

Accesorios: N/A

Presentacion: ENVASE PRIMARIO: LAPICERA MYPEN 2ENVASE SECUNDARIO Y UNIDAD DE
VENTA:CAJA CONTENIENDO 1 LAPICERA MYPEN 2 DE INSULINA REUTILIZABLE, 1
INSTRUCCIONES DE USO

Plazo de Vida Util: MYPEN 2 ES VALIDO PARA SU USO HASTA 3 ANOSA PARTIR DE LA FECHA
DEL PRIMER USO.

Condicién de Venta: VENTA BAJO RECETA

Titular: FUSA S.A. - ---
Director Técnico: ID BARCHELLO SARA CONCEPCION
Elaborador Producto Final: BIOTECH PARK, H-14/2, M.I.D.C., WALUJ, 431136., AURANGABAD,
MAHARASHTRA, INDIA por WOCKHARDT LIMITED Fabricado para WOCKHARDT LIMITED (BKC
TOWER, BANDRA EAST MUMBAI, INDIA)

Asuncion 09 de Julio de 2025.

SANDRA MARIA Firmado digitalmente
por SANDRA MARIA

VANESSA VANESSA BAREIRO DE
BAREIRO DE OYIEDO

Fecha: 2025.07.09
OVIEDO 09:29:10-03'00'

Pégina 1 de 1
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Islamic Republic Of Iran = SIS
Ministry Of Health & Madical Education J,:._}Jn‘,éu.-,ﬁ s
Food & Drug Organization 243315 AL
Pharmaceutical Deputy P B
-, o / S
J!..-”'.Jfl,'l/’lb(u‘ ‘
- o® :

‘r; GMP Certificate :
0 0
Company Name: Wockhardt Limited 2,5 RGeS |
Activity: Insulin Production eyl i readlad
Authorised Person: Pravir Choubey 57 sl b J g
Establishment Date: 11-12720 VI=)FYY- il il sl |
 Establishment No: 1378/04/17 199/-V/- A : manil5aily 20 o
Country: India W) fygeiS
: H-14/2, M.LLD.C Area, Waluj, E =
Addming: Aurangabad-431 136. India e 3
. Telephone: +91 240662644 4] PESERPFF ek
" Inspected Line: Insulin API & Finished product gl g 03,3118 5 070 03 B 33l s
. Inspection Date: Jun 2012 RS RCAYES w23l gyl

54385 51,8 (GMP)uandel dionty Jgeol ol slS 41330 390 98 <5yl guadl T3 09,3919 9 0 S0 00lo Algi' las 3gid oo BleS aliwgins

ol Jlw 95 o g jauue Fu 30 51 (2leF ol sLael Gue .abb 0 duli 980 S8z a0 dasl b 4 4z gily

* This is to certify that above-mentioned production line was duly inspected and approved in accordance with Good
Manufacturing Practice principles for pharmaceutical products which are currently in force in the LR. of Iran.Therefore, the

MOH Building, No.3, Fakhr-
e-Razi st., Enghelab .
Tehran, IRAN

Tel: (98 21) 66466939 PO Box: 13145-719 e-mail: phdu@fdo.ir

Fax: (98 21) 66469142 Postal Code: 1314715311 Website: www.fdo.ir

105747
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SECRETARIA DE SALUD

COMISION FEDERAL PARA LA PROTECCION CONTRA RIESGOS SANITARIOS

COMISION DE AUTORIZACION SANITARIA
MODIFICACION DEL REGISTRO SANITARIO No.
078M2017 SSA
No. DE SOLICITUD
24330022130852
No. DE SOLICITUD ANTERIOR
24330022130067

Con fundamento en los articulos 4 parrafo cuatro, 8, 14 y 16 de la Constitucion Politica de los Estados Unidos Mexicanos; 2 fraccion |, 14
primer parrafo, 17, 26 fraccion XVI, 39 XXI'y XXVII de la Ley Organica de la Administracion Publica Federal; 1, 2, 3, 13, 15, 16, fraccion X,
17-A'y 31 de la Ley Federal de Procedimiento Administrativo; 1, 4 fraccion 11, 17 Bis fraccion IV, VI'y XIlI, 194 Bis, 197, 198 fraccion I, 221,
222, 222 Bis, 224 inciso B fraccion |, 226, 368, 371, 376, 376 bis, 378 y 393 de la Ley General de Salud; 1, 8, 10, 81, 113,153, 157, 165, 167-
bis, 168, 170, 177, 177 Bis 1, 177 Bis 2, 177 Bis 3, 177 Bis 4, 177 Bis 5, 185, 186, 187 y 189 del Reglamento de Insumos para la Salud; 1, 2
inciso C fraccion I, 44 y 45 del Reglamento Interior de la Secretaria de Salud; 1, 3 fraccion | inciso b), VII'y XIll, 4, fraccion I, inciso ¢, 11,
fracciones Vl'y XI, 14, fracciones Iy XIV y 21 del Reglamento de la Comision Federal para la Proteccion contra Riesgos Sanitarios; Décimo
Quinto del Acuerdo por el que se delegan las facultades que se sefialan, en los Organos Administrativos que en el mismo se indican de la
Comision Federal para la Proteccion Contra Riesgos Sanitarios, publicado en el Diario Oficial de la Federacion el 07 de abril de 2010, se
autoriza la MODIFICACION a las condiciones de registro sanitario bajo las siguientes condiciones:

Titular:

Wockhardt Limited
Biotech Park, H-14/2, MIDC Waluj Aurangabad 431136 Maharashtra State, India.

CARACTERISTICAS DEL PRODUCTO
Denominacion Distintiva: VALVEY

Denominacion Genérica: Insulina glargina

Clasificacion Articulo 226 LGS: %

Clasificacién Articulo 2 RIS: Medicamento biotecnolégico biocomparable
Forma Farmacéutica: Solucion
Fabricante del Farmaco: Wockhardt Limited

Biotech Park, H-14/2, MIDC Waluj Aurangabad 431136 Maharashtra State, India.

Fabricante del Medicamento: Wockhardt Limited
Biotech Park, H-14/2, MIDC Waluj Aurangabad 431136 Maharashtra State, India.

Wockhardt Limited

E-1/1, Wockhardt Infrastructure Development Ltd, Sez E-1, Shendra MIDC, Five Star Industrial Area,
Shendra Aurangabad 431154, Maharashtra State, India.

Acondicionador: Primario y secundario:
Wockhardt Limited
[]ﬁ / Biotech Park, H-14/2, MIDC Waluj Aurangabad 431136 Maharashtra State, India.
\w

COF 006554 i
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e Gobierno de

: México

Representante Legal e
Importador:

Importador:

Distribuidor:

Unidad de farmacovigilancia:

Fecha de expedicion:
Fecha de vencimiento:

Presentaciones:

Envase para solucién:

Vida Util:
Indicaciones Terapéuticas:

Contraindicaciones:

Férmula

100 Ul/mL

Cada mL contiene:
Farmaco

Insulina glargina

Salud

Secretaria de Salud

COFEPRIS

AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAA

Wockhardt Limited
E-1/1, Wockhardt Infrastructure Development Ltd, Sez E-1, Shendra MIDC, Five Star Industrial Area,
Shendra Aurangabad 431154, Maharashtra State, India.

Medicamentos Internacionales Medinter, S.A. de C.V.
Avenida Empresarios No. 135 Piso 7C, Col. Puerta de Hierro, C.P. 45116, Zapopan, Jalisco, México.

Ackerman Pharma, S.A. de C.V.
Avenida Jalisco No. 108 B, Primer Piso, Col. Tacubaya, C.P. 11870, Miguel Hidalgo, Ciudad de México,
México.

Concept G&C International, S.A. de C.V.
Boulevard San Juan Bosco No. 3154, Col. Cafiada del Refugio, C.P. 37358, Ledn, Guanajuato, México.

Ackerman Pharma, S.A. de C.V.
Cerrada Galeana No. 4, Col. La Loma, C.P. 54060, Tlalnepantla de Baz, México, México.

Gabame, S.A. de C.V.
Avenida Acueducto Del Alto Lerma No. 6, Interior 1 Bodega 10, Centro Ocoyoacac, C.P. 52740,
Ocoyoacac, México, México.

Concept G&C International, S.A. de C.V.
Boulevard San Juan Bosco No. 3154, Col. Cafiada del Refugio, C.P. 37358, Leon, Guanajuato, México.

Medicamentos Internacionales Medinter, S.A. de C.V.
Avenida Empresarios No. 135, 7C, Col. Puerta de Hierro, C.P. 45116, Zapopan, Jalisco, México.

29 de agosto de 2025
25 de abril de 2027

Caja de carton con un frasco ampula con 10 mL (100 Ul/mL).

Caja de carton con 1 0 5 cartucho(s) con 3 mL (100 Ul/mL).

Caja de carton con 1 0 5 pluma(s) precargada(s) (Valvey® DispoPen) con 3 mL (100 Ul/mL).
Todas las presentaciones con instructivo anexo.

Frasco ampula de vidrio tipo |
Cartucho de vidrio tipo |

24 meses, debiendo expresar el afio con nlimero y el mes con letra.
Para el tratamiento de la diabetes mellitus tipo 1 y tipo 2.

Hipersensibilidad a la insulina glargina o a cualquiera de los componentes de la formula, hipoglucemia y
menores de 18 afios.

100_UI
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Goblerno de COFEPRIS
alud

Escherichia coli.

La cantidad en mg se ajusta de acuerdo a la potencia del farmaco y

Equwaleme & 3.64 mg se adiciona un 2% de exceso.
Aditivos

Zinc 0.030 mg Se adiciona como cloruro de zinc equivalente a...
Glicerol 20.000 mg 85%
Cresol 2T00 I e o o i sra iioadt o medeaman.
Acido clorhidrico cs 1N. Ajuste de pH 2.7 23.3
Hidréxido de sodio cs 1N. Ajuste de pH3.9a4.2
Agua para la fabricacion de inyectables 1.000 mL cbp

Via de Administracion: Subcutanea

Consideracion de uso: Inyectable

Observaciones al Registro:

—  Se autoriza como fabricante del medicamento y acondicionador a Wockhardt Limited, con domicilio en “E-1/1, Wockhardt Infrastructure
Development Ltd, Sez E-1, Shendra MIDC, Five Star Industrial Area, Shendra Aurangabad 431154, Maharashtra State, India”.

—  Se autoriza el cambio de domicilio de la Unidad de Farmacovigilancia “Medicamentos Internacionales Medinter, S.A. de C.V.", de
“Avenida de la Palma No. 8, Oficina 306, Col. Interlomas, C.P. 52787, Huixquilucan, México, México” a “Avenida Empresarios No. 135,
7C, Col. Puerta de Hierro, C.P. 45116, Zapopan, Jalisco, México”.

—  Se autorizan marbetes e instructivo anexo conforme a la NOM-072-SSA1-2012, “Etiquetado de medicamentos y de remedios
herbolarios”, por actualizacion.

—  Se autoriza la Informacion para Prescribir en su version Amplia y Reducida, de acuerdo a lo que establece el Articulo 42 del
Reglamento de la Ley General de Salud en Materia de Publicidad, por actualizacion.

—  Se actualiza la descripcion de la Férmuia con base en la informacion presentada.

—  De conformidad con el Articulo 189 del Reglamento de Insumos para la Salud, se cuenta con un plazo de agote de existencias de hasta
240 dias habiles, el plazo descrito es improrrogable.

—  Se hace de su conocimiento, que cuenta con un plazo de diez dias habiles, contados a partir del dia siguiente habil al en que surta la
notificacion del presente, para someter la peticion de Correccion Interna generada en el presente oficio, en su caso, debiendo agregar
documentacion que estime necesaria, que sustente la peticion, cabe decir que, el plazo sefialado es improrrogable, con el
APERCIBIMIENTO que en caso de no ingresar en tiempo y forma la solicitud en términos de los articulos 28, 32 y 59 de la Ley Federal
de Procedimiento Administrativo, su tramite sera improcedente.

- Las condiciones sanitarias del producto al que hace referencia la presente autorizacion podran ser verificadas en cualquier momento
por la autoridad sanitaria, lo anterior de conformidad con los articulos 17 Bis fracciones IV y VI, y 378 de la Ley General de Salud; 1, 2,
13 y 16 fraccion Il de la Ley Federal de Procedimiento Administrativo 2 fraccion il, 218 fraccion I. C., 220 fracciones Il y VI del
Reglamento de Insumos para la Salud.

—  El titular del presente Registro Sanitario debera de mantener vigente el Certificado de Buenas Précticas de Fabricacion durante Ia
vigencia del Registro Sanitario de que se otorga en este acto.

Anexos: 47.

SUFRAGIO EFECTIVO. NO REELECCION
SUBDIRECTORA EJECUTIVA DE FARMACOS Y MEDICAMENTOS

‘ LOURDES VILLARREAL DiAZ ‘
Con fundamento en lo dispuesto por el articulo DECIMO QUINTO del Acuerdo por el que se delegan las facultades que se sefialan, en los Organos Administrativos que en el
mlsm?z indican de la Comision Federal para la Proteccion contra Riesgos Sanitarios, publicado en el Diario Oficial de la Federacion el 7 de abril de 2010.
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HALAL CERTIFICATE

CERTIFICATION PVT. ITD.

CERTIFICATE NO s o
JUHF-1397-1194

A JUHF CERTIFICATION PVT LTD PROCEDURE, DOCUMENTED IN AN AUDIT REPORT, HAS VERIFIED THAT THE BELOW LISTED PRODUCT(S)
ARE COMPLYING WITH THE HALAL REQUIREMENTS IN ACCORDANCE WITH THE ISLAMIC SHARIAH. THE VERIFICATION AND CERTIFICATION
HAVE BEEN UNDERTAKEN IN FULL COMPLIANCE WITH GUIDELINES UNDER MENTIONED. THE PRODUCTS BELOW LISTED ARE HALAL. .

COMPANY NAME

WOCKHARDT LIMITED

FACTORY ADDRESS

Biotech Park, H-14/2, MIDC, Waluj, Chhatrapati Sambhajinagar, (Aurangabad) - 431 136, Maharashtra,

India.

BUSINESS TYPE

Manufacturer

- (Pharmaceutical Product) According to MS

- (Production of (Bio) Chemical- Insulin) According to GSO
MS: 2424:2019
GSO: 2055-2:2015

PRODUCT CATEGORY

STANDARD(S)

BRAND NAME

Wosulin R, Wozulim R, Winsulin R,
Vitasulin R, Insulina R, Glysolin R,
Colsulin R, Ecosulin R, Insuwok R
Wosulin N, Wozulim N, Insulina N,
Wozulin N, Vitasulin N, Glysolin N,
Winsulin N, Glinux N, Ecosulin N,
Colsulin N, Insuwok N

Wosulin 30/70, Glysolin 30/70,
Vitasulin 30/70, Winsulin 30/70,
Wozulim 30/70, Wosulin 70/30,
Ecosulin 30/70, Colsulin 30/70,
Wocilog 30/70, Insuwok 30/70
Glaritus, Viminova, Ylateq,
Glarsulin, Glysolin G, Bioglargine,
GlariSan, Valvey, Glaine,
Viminova, Lenglar

S. NO. NAME OF THE PRODUCTS CODE/ DESCRIPTION HALAL ID

306173, 306174, 302797,
302631 and 305108

Insulin Injection, Soluble (E. coli and

H. polymorpha) JUHF-1397-0001

306172, 306171, 302796,
302630 and 305102

Insulin Injection, Isophane (E. coli

and H. polymorpha) JUHF-1397-0002

306169, 306170, 302794
and 302628

Insulin Injection, Biphasic lsophane

(E. coli and H. polymorphal) JUHF-1397-0003

302075, 304164, 303692

and 305502 JUHF-1397-0004

Insulin Glargine Injection (E. coli)

19.12.2025
19.12.2025
18.12.2028

Initial Date
Date of Issue
Date of Expiry
Surveillance 1st
Surveillance 2nd
Re-Certification

oF f}"@

e
17.09.2026 {; E ;:‘-;;
o -!'{

17.09.2027
17.09.2028

(MAULANA) SYED ASJAD MADANI
MANAGING DIRECTOR

THIS CERTIFICATE IS STRICTLY NON-TRANSFERABLE & ITS PHOTOCOPY SHALL NOT BE DISPALYED OUTSIDE THE PREMISE MENTIONED ABOVE. THE AUTHENTICITY OF THIS CERTIFICATE CAN
BE VERIFIED BY SCANNING QR CODE OR AT WWW.HALALHIND.COM,. ANY ALTERATION, FORGERY, FALSIFICATION OF THE CONTENT OR MISREPRESENTATION OF THIS CERTIFICATE IS
ILLIEGAL & OFFENDER SHALL BE PROSECUTED. THE CERTIFICATE WILL REMAIN VALID SUBJECT TO SATISFACTORY SURVEILLANCE AUDITS iF PLANNED.

APPROVED AND RECOGNISED BY:

LLC C sl gm0

Saudi Halal Center ’1; 5
e

JUHF CERTIFICATION PVT. LTD., GROUND FLOOR, KHIDMAT CHARITABLE TRUST, IMAMWADA ROAD, UMERKHADI, CHINCHBUNDER, MUMBAI, MAHARASHTRA- 400009, INDIA.
CELL NO. +91- 9321222774, LAND LINE. +91-22-23735373, EMAIL: CONTACT@HALALHIND.COM WEB: WWW . HALALHIND.COM CIN NO: U74999MH2019TTC331593
2 3 % Bt s 3 ey X e




lJl_ll: Do Bl
HALAL CERTIFICATE

CERTIFICATION PVT. LTD.

CERTIFICATE NO sag o8,
JUHF-1396-1193

A JUHF CERTIFICATION PVT LTD PROCEDURE, DOCUMENTED IN AN AUDIT REPORT, HAS VERIFIED THAT THE BELOW LISTED PRODUCT(S)
ARE COMPLYING WITH THE HALAL REQUIREMENTS IN ACCORDANCE WITH THE ISLAMIC SHARIAH. THE VERIFICATION AND CERTIFICATION
HAVE BEEN UNDERTAKEN IN FULL COMPLIANCE WITH GUIDELINES UNDER MENTIONED. THE PRODUCTS BELOW LISTED ARE HALAL.

COMPANY NAME

WOCKHARDT LIMITED

FACTORY ADDRESS

Biotech Park, H-14/2A, MIDC, Waluj, Chhatrapati Sambhajinagar, (Aurangabad) -

India.

431 136, Maharashira,

BUSINESS TYPE

Manufacturer

F - (Pharmaceutical Product) According to MS

- [Production of (Bio) Chemical- Insulin) According to GSO
MS: 2424:2019
GSO: 2055-2:2015

PRODUCT CATEGORY

STANDARD(S)

HALAL ID
JUHF-1396-0001
JUHF-1396-0002
JUHF-1396-0003

BRAND NAME CODE/ DESCRIPTION

305777 and 302372

S. NO. NAME OF THE PRODUCTS
Insulin Human (E. coli and H. polymorphal)

Insulin Glargine (E. coli) 305621
Insulin Aspart (E. coli) 305826

Initial Date
Date of Issue
Date of Expiry
Surveillance 14
Surveillance 24

Re-Certification

19.12.2025 @5!13

E
t

18.12.2028
17.09.2026 :l: L
17.09.2027 L

17.09.2028

(MAULANA) SYED ASJAD MADANI
MANAGING DIRECTOR

f{li": hL :

«
-
o

THIS CERTIFICATE IS STRICTLY NON-TRANSFERABLE & TS PHOTOCOPY SHALL NOT BE DISPALYED OUTSIDE THE PREMISE MENTIONED ABOVE. THE AUTHENTICITY OF THIS CERTIFICATE CAN
BE VERIFIED BY SCANNING QR CODE OR AT WWW. HALALHIND.COM,. ANY ALTERATION, FORGERY, FALSIFICATION OF THE CONTENT OR MISREPRESENTATION OF THIS CERTIFICATE IS
ILLIEGAL & OFFENDER SHALL BE PROSECUTED. THE CERTIFICATE WILL REMAIN VALID SUBJECT TO SATISFACTORY SURVEILLANCE AUDITS IF PLANNED.

APPROVED AND RECOGNISED BY:

Saudi Halal Center ©

JUHF CERTIFICATION PVT. LTD., GROUND FLOCR, KHIDMAT CHARITABLE TRUST, IMAMWADA ROAD. UMERKHADI, CHINCHBUNDER, MUMBAI MAHARASHTRA- 400009, INDIA.
CELL NO. +91- 9321222774, LAND LINE. +91-22-23735373, EMAIL: CONTACT@HALALHIND.COM WEB; WWW HALALHIND.COM CIN NO: U74999MH2019TTC331593
e s s e O e i N o AT i e ;

DC. No., JUHF/HS/HC-O V. 01, Di. 09.05.2025



RN
Medicines & Healthcare products
Regulatory Agency

Manufacturer:

Wockhardt Ltd

Biotech Park, H 14/2, MIDC,
Waluj,
Aurangabad-1431136
Maharashtra,

India

UKRP:

Casus UKRP Ltd
107-111 Fleet Street,
London,

EC4A 2AB,

UK

215 July 2025

Our Ref: DEU/006/2025/001

Dear Recipient,

10 South Colonnade
Canary Wharf
London

E14 4PU

United Kingdom
gov.uk/mhra

MEDICAL DEVICES REGULATIONS 2002 (as amended)
AUTHORISATION OF SPECIAL USE OF MYPEN®?2

| refer to your e-mail dated 12" June 2025 in which you requested special approval to supply

the above non-UKCA/CE marked medical devices on the UK Market, on the basis that a duly

justified request has been made and this is in the interests of the protection of health. The

reasons for the application cited:



“As Owen & Mumford devices are being discontinued Wockhardt UK's (Hypurin) cartridges
are not compatible with other devices available on the UK market and Wockhardt UK have

requested us to supply this device to meet patient need”.

Based on this confirmation, the Secretary of State acting as the MHRA is satisfied that the
request is duly justified, and that it is in the interests of the protection of public health to
authorise the supply of the device under regulation 12(5) General MDs, of the Medical

Device Regulations 2002, subject to the conditions set out below:

1. This authorisation commences on 215 July 2025 and ends on whichever of the following

dates occurs soonest:
o 218t January 2026;
o the date when the device is UKCA/CE marked; or

o the date when sufficient quantities of UKCA/CE marked alternative product is

available on the market.

If this authorisation ends on 21s' January 2026, and there continues to be a need for a
further authorisation, the position will be reviewed by the MHRA and a decision taken on
whether it remains in the interests of the protection of health for a further authorisation or

an amendment to this authorisation to be made.

2. That the devices are intended for use in patients who are treated with porcine insulin i.e.

the Hypurin® by Wockhardt product only;

3. That the hospitals and/or laboratories in question are supplied with the necessary

instructions for use;

4. That you agree to the details of the authorisation being listed on MHRA'’s website to

confirm the manufacturer and products authorised under this exemption including the

issue date and duration.

5. That devices authorised under this exemption are only permitted for sale directly to the

NHS and within the health and social care environment. Distributor sales are permitted


https://www.gov.uk/government/publications/medical-devices-given-exceptional-use-authorisations-during-the-covid-19-pandemic/list-of-medical-devices-given-exceptional-use-authorisations

however the manufacturer must include within the monthly reports accurate supply data

noting the number and components supplied to wholesalers;

6. That you submit to the MHRA a detailed time plan for UKCA/CE marking of the device,

or explanation as to why you will not be seeking UKCA/CE marking;
7. That the company submits to the MHRA a monthly report detailing:

o supply data (number and components supplied including to which wholesaler;
o summary of product complaints;

o summary of adverse incidents whilst under this authorisation;

o summary of any changes to design/manufacture of devices;

o update on UKCA/CE marking

8. That your company has in place or puts into place mechanisms for monitoring the
performance of the devices supplied under these conditions;

9. That you will cease supply of the above devices when UKCA/CE marked stocks become

available;

10. That at the end of the above period or when UKCA/CE marked alternative supplies of the
device become available the devices supplied by the authority of this authorisation will

be returned to you or destroyed unless a further derogation is granted;

11.That your company agrees to provide details of any adverse incidents that occur in
relation to the device or the use of the device via the to the reporting of adverse events
for medical devices via the MORE portal found at: Medical devices: guidance for

manufacturers on vigilance - GOV.UK (www.gov.uk).

12. That you submit a detailed performance surveillance plan for monthly reports to MHRA.

Please take this letter as formal approval. Please contact

Devices.ExceptionalUse@mbhra.gov.uk if you require any clarification in relation to this

process.

Yours sincerely,


https://www.gov.uk/
mailto:Devices.ExceptionalUse@mhra.gov.uk

B \-’L&LLL.M.

Steph Millican

Deputy Director Benefit Risk Evaluation Il

Safety & Surveillance Group

MHRA

10 South Colonnade, Canary Wharf, London E14 4PU
e-mail: stephanie.millican@mhra.gov.uk
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(Unofficial Translation)
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Certificate of GMP Clearance of
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stz Querseas Modern Pharmaceutical Manufacturers erenenin::
Overseas Manufacturer Name

7oy

.. Biotech Park H-14/2 MIDC, Waluj, Aurangabad, 431136

® " Maharashtra State, Republic of India

Address

Useine : Republic of India

Country

Berlm Pharmaceuhcal Industry Co., Ltd.

License No. IC/S Member
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T_radevName
Generlc Name
Reg|strat|0n No

GLARITUS

Insulin Glargine 100 IU/mL

1C 10/58 (BF)

gunudagudmsunysy (Human medicinal product), luvaine@aing (Biological medicinal

EETEN 4 . . .
Type product), JUkUUBU?) (Recombinant Insulin Glargine)
|Aanssu Manufacturing, Primary Packaging, Secondary Packaging, Quality Control, Batch Release
Actiities BOX-GMP-000-11483 - 19 AsngAY 2567
Received No Receiving Date: 19 JULY 2024
suiedy 1 518113
Total yua ltem 4] 2567
lssued Date  5¢°23 JULY 2024
Valid Until Date 11 AUGUST 2026
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Signed by @1inauUAMZNIIUNTBIMTLAZEN
Food and Drug Administration of Thailand
Date: 2024-07-24709:46:50.691+07:00
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Diveccidn General
de Medicameantos,

Py E
Ministeri
) PERU | Minisero

“Decenio de la lgualdad de Oportunidades para Mujeres y Hombres”
“Afio de la Esperanza y el Fortalecimiento de la Democracia”

DICER-FOR-110.V: 1

21112019 N° C(L/ -2026

CERTIFICADO
BUENAS PRACTICAS DE MANUFACTURA

Quien suscribe, Directora Ejecutiva de la Direccidon de Inspeccién y Certificacion de la Direccién General
de Medicamentos, Insumos y Drogas, en virtud de lo dispuesto en la Ley N° 29459 - Ley de los Productos
Farmacéuticos, Dispositivos Médicos y Productos Sanitarios, el Reglamento de Establecimientos
Farmacéuticos aprobado por Decreto Supremo N° 014-2011-SA y modificatorias, la normatividad
sanitaria vigente y los Informes de la Organizacién Mundial de la Salud;

CERTIFICA QUE:

Como resultado de la inspeccion realizada durante los dias 09, 10, 11, 12, 13, 16 y 17 de marzo del
2026.

EL LABORATORIO :  WOCKHARDT LIMITED

CON RAZON SOCIAL : WOCKHARDT LIMITED

UBICADO EN ! Planta: Biotech Park, H14/2A, MIDC Waluj, Chhatrapati Sambhaji Nagar
— 431136 - Maharashtra State
Planta: Biotech Park, H14/2, MIDC Waluj, Chhatrapati Sambhaji Nagar —
431136 - Maharashtra State

CUMPLE con las BUENAS PRACTICAS DE MANUFACTURA para la FABRICACION de:

1. PRODUCTOS FARMACEUTICOS, PRODUCTOS BIOLOGICOS EN EL AREA DE:

¢ Liquidos estériles de pequeiio volumen:
o Insulina Humana (ADN recombinante): Solucién inyectable.
o Insulina Humana Iséfana (ADN recombinante): Suspensidn inyectable.
o Insulina Glargina (ADN recombinante): Solucién inyectable.

Notas Aclaratorias:

1. Productos preparados asépticamente y esterilizados por Filtracién.
2. La manufactura de los Productos Bioldgicos se lleva a cabo en areas dedicadas y autocontenidas.

3. Durante la presente inspeccion se verificé la fabricacién desde la obtencién de! IFA.

Asimismo, CUMPLE con las BUENAS PRACTICAS DE LABORATORIO para los Métodos Fisicos,
Fisicoquimicos, Microbiolégicos y Biolégicos aplicados a los productos fabricados en las dreas antes
indicadas.

1/2

Av. Parque de las Leyendas N° 240,

Urb. Pando — San Miguel, Lima 32 — Pert
www.digemid.minsa.gob.pe

Central Telefénica: (511) 631-4300



et L A 3";.' | Direccion General

- iy
Ministerio ) \ﬁcﬁrﬂrﬂﬁﬂﬂ | de Medicamentos,
\ / de Salud de o

| Insumos y Drogas
“Decenio de la Igualdad de Oportunidades para Mujeres y Hombres”
“Afio de fa Esperanza y el Fortalecimiento de la Democracia”

DICER-FOR-110.V: 1

21-11-2019 N° {J} 7’ -2026

SE EXPIDE EL PRESENTE CERTIFICADO A SOLICITUD DE LA EMPRESA, SEGUN LO EVALUADO EN EL
INFORME TECNICO DE INSPECCION N° 017-2026:

DROGUERIA : PHARMARIS PERU S.A.C

RAZON SOCIAL : PHARMARIS PERU S.A.C.

REPRESENTANTE LEGAL . Sr. RICARDO ALBERTO ALIAGA GASTELUMENDI

SEGUN EXPEDIENTE(S) : N° 25-127915-1 de fecha 16 de octubre del 2025, Anexo N° 1 de

fecha 17 de diciembre del 2025, Anexo N° 2 de fecha 08 de enero
del 2026, Anexo N° 3 de fecha 18 de febrero del 2026, Anexo N° 4
de fecha 19 de febrero del 2026, Anexo N° 5 de fecha 26 de
febrero del 2026 y Anexo N° 6 de fecha 16 de marzo del 2026.

Este Certificado es valido a partir del 17 de marzo del 2026 hasta el 17 de marzo del 2031.

Lima, 7 0 MAR. 2026

Q.F. GLORIA MELIDA GARCIA MOLINA
Directora Ejecutiva
Direccién de Inspeccion y Certificacion
DIGEMID

A8
GMGM/CLCMH/ACB/acb
2/2

Av. Parque de las Leyendas N° 240,

Urb. Pando — San Miguel, Lima 32 - Perd
www.digemid.minsa.gob.pe

Central Telefdnica: (511) 631-4300
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MI/IHI/[CTEPCTBO HPOMI)IIJI.HEHHOCTH n TOPFOBJII/I
POCCI/II/ICKOI/I (I)E)]EPAII]JI/I S

CEPTI/I(I)I/IKAT

COOTBETCTBI/I}I HPOI/IBBOI[CTBA J'IEKAPCTBEHHBIX CPEI[CTB TPEBOBAHI/I}[M ITPABUJI |

Ne GMP/EAEU/RU/02619-2026
Cpox nefictsus ¢ 20.11.2025 mo 19.11.2028

Berian mo uroram nposeaeHus GapManeBTHIECKOl HHCIIEKIIMH B COOTBETCTBUM
¢ IlpaBunamu l'IpOBe,IleHPI}I (apMalleBTUYECKNX HMHCICKIUN, YTBEPXKIACHHBIMU

Penrennem COBeTa EBpaszuiickoii HKOHOMUYECKON KOMUCCHU
oT 3 HOsAOPs 2016 I No 83

MI/IHI/ICTepCTBO HpOMmeeHHOCTH u Toproeiu Poccuiickoit @eneparuu
i (MHanOMTopr Poccun)

(momHOE M coxpameHHoe HAFMEHOBAHHUS y_n_anQMOqgﬂﬂoro oprasa)

TIOZTBEPIKIACT CIICIYIOMIEE:
mpoBezieHa (GapMaleBTUIeCKast MHCTIEKIMs

Boxxapn .JII/IMI/ITCLI

(HOHQOC HaI/IMEHOBaHI/Ie l'lpOPBBOI[l/ITCHH)
BOKXElp,I[ .HI/IMI/ITG,H, Buorex [Tapk, H-14/2, MUJIC, Banyux, AypaHra6azL -431136
NN Tamyxa: Aypanrabaj 30Ha 2, JlucTpuKT: AypaHra6az[ 3oHa 2, Unaus

(ampec MpOU3BOACTREHHOM »nnomauxn)

\ \

a‘ OCHOBaHI/II/I Sa}IBHGHI/I}I O BBIIAYE CepTI/I(I)I/IKaTa COOTBETCTBUS HpOPBBO)IHTCHﬂ

\ l'[pOI/I3BOI[I/ITCJI$I HCpGBI/I,Z[eHTa) J'[GKapCTBCHHBIX CpC,HCTB P ) o2 METUUIUHCKOTO

\

IPUMEHEHHUS Tpe60BaHI/I$IM HpaBI/IJ'I HaJIeKalIei HpOI/ISBO,HCTBeHHOI/I : HpaKTI/IKI/I
EBpaBI/II/ICKOFO IKOHOMUYECKOro ¢oro3a oT 15.02.2024 No 7/24 =

[naHHoe Q)apMaueBTHqGCKoe HpOI/IBBOILCTBO COOTBeTCTByeT TpeGOBa, :
: Hazmexcamen HpOI/IBBOI[CTBeHHOI/I npaktuku Epasuiickoro SKOHQMI/ILIG

Crpanuna | u3z 8

AO «OFILMAOH, Mockaa. 2024 1, By, T3 Ne 705
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GMP/EAEU/RU/02619-2026

SKBUBAJICHTHBIX HpI/IHI_II/IHaM u PykoBozictBy EBporelickoro COI03a 10 HaUTeKAIIEH
IIPOU3BOJICTBEHHOI HpaKTI/IKe JIEKAPCTBEHHBIX  CPEJCTB  JUIs MGI[I/IIII/IHCKOI“O u
BETEPHHAPHOTO ~ NPUMEHEHUS W .l'[pr/IHI_II/IHaM CucTeMbl  COTPYAHHYECTBA
hapmaneBTHIeCKUX UHcneknuii (PIC/S). '

Hacrosumii ceprudukar oTpa’kaeT CTaTyC MPOU3BOACTBEHHON IUIOMIAIKM
Ha MOMEHT MpoBe/ieHus da

AIleBTUYECKOM MHCIIEKIUH U 10 UCTeueHnn 6oiee 3 meT
OT JaThl IOCIEIHETO ;:xH;f HOCJIGLIHSFO WHCIIEKTUPOBAHUS HE MOXET CUYHTAThCS
JIOKYMEHTOM, CBI/I)IGTCJIBCTBy}OIHI/IM o craryce coorBercTBua. Cpok meitcTBHUS
cepruduKata MoOKeT Ol

OBITH COKpaIlIeH IIPY HCHOJIB30BAHUMA COOTBETCTBYIOIINX
IIPUHIUIIOB praBHeHI/ISI pI/ICKaMI/I [IpY HAJMYUU COOTBETCTBYIOIICH 3allCH B IOJIE
«OrpaHudeHus Win HQaCHmeanme 3aMEeTKM, Kacarolpecsi 00JacTH NPUMEHCHHS
HACTOSIIEro ceanq)nKaTa».

CepTI/I(bI/IKaT SBJISAETCS JIEHCTBUTEIBHBIM B ClIydae IIpeJICTaBJ'IeHI/I}I BCEX €rO0
JMCTOB (KaK OCHOBHBIX J'II/ICTOB TaK U JOMOJHUTEIBHBIX JTHUCTOB).

AyTeHTHqHOCTL (IIOJIHI/IHHOCTL) HaCTOHIIleFO ceprrpuKaTa MOXKHO TIPOBEPUTE B
0a3e MaHHBIX MPIHHpOMTOpFa Poccnn

Ecnu CepTI/I(l)I/IKaT He Hp_, :CTaBIICH B YKaBaHHOI/I 0aze JaHHBIX, CJICIYCT

00paTuThes B ynonHOMoquHLm opraH ero BI)IZ[aBH_II/II/I

E.I'. Ilpue3xesBa
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1.2.1.11. Markue jiekapcTBeHHBIE (OPMBI

1.2.1.12. Ceeun (cynnosuTopun)

1.2.1.13. TaGaerkn

1.2.1.14. TpancaepmanbHbie nnachHpH'

1.2.1.15. Ilpoyas HECTEPUIBHAS TIPO Iy KIS

1.2.2. BolnycKaronuit KOHTPOIIb KauecTBa (cepTuduKanys cepun)

buoJjiornyeckas JieKapcTBeHHAS NPOXYKIAS

1.3.1. buojioruyeckas JiekapcTBeHHasi npoz(ymmﬂ.

1.3.1.1. IIpoayKTEl KpOBH

1.3.1.2. ImmynoOMoOOrndecKas nporyKIius

1.3.1.3. IIponyknus Ha OCHOBE COMATMYECKUMX KIETOK (TIPOAYKIUS s
Tepaiu COMATUYCCKUMU KIICTKAMM)

1.3.1.4. I'enotepanieBTuyecKas IpoayKIHs

1.3.1.5. buorexHosornyecKasi MpoAyKNHUs: Ipoyas
OMOTEXHOJIOTNYECKAs IPOIYKIHMS: pACTBOP, CYCIICH3MUs

1.3.1.6. Ilponyxums, BHILGJIGHHa}I Y3 JKUBOTHBIX UCTOYHUKOB MJIA OPTaHOB
(TKaHel) yenoBeka

1.3.1.7. TkanenmwxkeHepHas HpOI[}/KIII/IH (IpoAyKITHs TKaHEBOX
VHXEHEepUNn )

1.3.1.8. IIpouas 6I/IOJ'[OFI/IH€CK8_${ J‘IeKapCTBeHHaSI POy KLU

1.3.2. Bobinyckamomuii KOHTPO.Ib (ceme[)mcalmﬂ cepun) (mepedyeHb
BH/I0B IPOAYKIHH): '

1.3.2.1. Ilponyxrsl KpOBI/I

N2 I/IMMyHOGHonoqueCKasi hpo/lyxuuﬂ

NS HponyKum Ha OCHOBE COMATUYECKUX KJIETOK (TIPOYKIMS TS
Tepanuu COMaTHYECKUMU KJIGTKaMI/I) W

324 FeHOTepaneBTquCKaﬂ HpOB,}/KHI/ISI

325 Bnmexnonomqecxaﬂ TpoAyKIHs

1.3.2.6 IIpoayxuus, BbmeneHHa;I 13 JKUBOTHBIX MCTOYHUKOB WM OPraHoB
(TKaHel) yesoBeKa

E.I'. IlpuesxeBa

stoauu cepmugpurama)

Crpannua 4 u3 8
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7 - POCCHHCKOH (I)EII,EPAIII/II/I 8
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1 327, TK&HGI/IH)KeHepHaH Hponymmﬂ (Hp(),HyKI_II/IH TKaHeBOI/I
I/IH)KGHepI/II/I) @ \

1.3.2.8. Ilpouas 6H0Homqec1<a;1 HeKapCTBeHHaH POy KIIHSL

Ipouas HeKapCTBEHHaH MPOAYKIHS HIH NPOH3BOACTBEHHAS
| JeATeILHOCTD
| 1.4.1. IIpomsBoxcTBO:
- 1.4.1.1. PacturensHas TIPOTY KIS
1.4.1.2. Fomeonaruyeckas IpoLyKILys

1.4.1.3. TIpoyas mpogyKius

1.4.2. Crepuanzanus dapmaneBTHYECKHX cyOcTaHIui,
BCIIOMOraTeJbHbIX BellleCTB, TOTOBOH MPOAYKIIUHI: :
' 1.4.2.1. ®uabTpanus

T

1.4.2.2. CyxoxKapoBasi CTepIIH3aIis

1.4.2.3. Crepuiusanus napom

1.4.2.4. Xummdeckast CTepHUIM3AINA

- L L

1.4. 2 5. Crepunusaliust ramma- Hsnyqe}meM N

o

1.4. 2 6. CTepI/mmaum{ BJICKTpOHHbIM HSJIyquHeM
14, 3. Ipouee

YnaKOBKa 2 :
1.5.1. TlepBuunas yrnakoBKa:

S & O O

=
o
o
s
o,
IS
°
O
o
°
o
o
Led
o
o

4l

1Ml

. L5.1.1. Kanicyus B TBepIIOI/I 060110‘{1(6

N2 KarcyJisl B MATKOH 060I0UKe

1.5.1.3. XKepaTenbHble J'IeKapCTBeHHBIe (popMLI

1.5.1.4. IMnperaupoBaHubie J'[eKapCTBeHHBIC hopMBI

1.5.1.5. XKunxue JIEKapCTBEHHbIE (bopMm IUIs HAPYKHOTO TIPUMEHEHUST
1.5.1.6. Kunkue neKapCTBeHHHe (bopMBI LI BHYTPEHHCTO UM CHCHA
1.5.1.7. Meauiuackue rashl

1.5.1.8. ITpoune TBEPJIbIE J'ICKapCTBeHHBIe (bopMH

1.5.1.9. Ipenapats, Haxoz[ﬂmneca noz[ ,Z[aBJ'[eHI/IeM

NN Pa,JII/IOHyKIII/II[HBIe reHepaTopm

1.5.1.11. Msrkue nekapcTBEHHBIE dbopMb!

1 51 .12. Ceun (cynmosuropun)
- 1.5.1.13. Tabaerku
1.5.1.14, TpaHcAepMAIbHbIE [LJIaCThIpU

_ 1.5.1.15. TIpouas HeCTepusIbHAS JIEKAPCTBEHHAS TIPOLYKIIHA

Ctpanuua 5 u3 8

AQ «OMNLIMOH, Mocksa, 2024 1, ¢by, T3 Ne 705
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1.5.2. Bropu4nas ynakoBka

Kontposs kauecTpa

1.6.1. Mukpo6uo0ruuecKne HCIBITAHAS: CTEPHILHOCTD

1.6.2. MuKpoOHOIIOrIYECKIE UCTILITAHUSA: MUKPOOUOIOTHYESCKAst YMCTOTA

1.6.3. Xumuyeckue (Gpusnyeckue) HCUbITAHAS

1.6.4. Enonomqecxue HCHLITAHUS

_ 2. IMIIOPT JIEKAPCTBEHHOW [IPOJIYKIIAK

KoHTpoJib KauecTBa UMIIOPTUPYEMOH JIEKapCTBEHHOW MPOTYKIUU

2.1.1. MukpoGHOJIOrHIECKHIE UCTILITAHNSA: CTEPUIIBHOCTD

2.1.2. MuKpOGHONOrYeCKIE UCTIBITAHIS: MEKPOOHOIOTHYECKAS YHCTOTA

2.1.3. Xumuueckue (HU3HIECKUE) UCTIBITAHMS |

2.1.4. buonoru4ecKne UCIbITaHMs

CepTruKals CEPUU UMIIOPTHPYEMOM JIEKAPCTBEHHOMN IPOLYKIIUH

2.2.1 CrepunbHas HPOLYKLMS:

2.2.1.1. IlpousBoaumas B aCENITUYECKUX YCIOBUAX

2.2.1.2. [lomBepraemas (UHUIIHON CTEPUITU3AIIAH

2.2.2. HectepunbHas NpomyKuus

2.2.3. buonoruyeckas J'IeKapCTBeHHaH HpO,HyKHI/Iﬂ

2.2.3.1. TIpoxyxThl KpOBI/I

AN I/IMMyHO6I/IOHOFI/I‘IGCKa}I ;nponyxum

2.2.3.3. Tlponykuus Ha OCHOBE COMATHYECKUX KIETOK (IPOAYKIHMS s
Tepanpm COMATHUCCKUMHU KﬂeTKaMI/I)

2934 FeHOTepaneBTquCKaﬂ PO KIS

W23 BI/IOT@XHOHOFI/I‘—ICCK&H HpOI[YKHI/I}I

2.2.3°6. HpozIyKum BbmeneHHa;I 13 JKUBOTHBIX MCTOYHUKOB HMJIM OPIaHOB
(TKaHel) yesloBeKa -

2230 TK&HGI/IH)KCHepHaﬂ HpO,ZIyKHI/IH (npozlyxmzm TKaHCBOU MHXKCHEPUH)

2.2.3.8. IIpouas GI/IOHOFI/IHGCKaH JIGKapCTBeHHaH IPOAYKIUA

[Ipouast AeSTeBHOCTD [0 pMIIopTy (BBO3Y)

-2.3.1. Ilnomanka qm:mqecxoro I/IMHOpTa (BBO3a)

E.I'. Ilpue3ixkeBa
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2 3 I/IMnopT HpOMe)KYTO‘IHOI/I HpOI[YKI_II/II/I IIOJIBepFaIOIHeI/ICSI IIEUIBHGI/HH@I/I
obpaborke . = \ ‘

2.3.3. IIpouee — ‘ f‘;‘

3. IPOU3BOJICTBEHHBIE OIIEPALIUN - ®APMALIEBTUUECKUE CYBCTAHIIN |

| DapmalieBTHUECKASL CyG‘CTaHH\iI/IH (cybeTaHImm):;

3.1 | IIpousBomcTBO (bapManeBTUYeCKUX CYOCTAHIMIA METOMOM XHMUYECKOrO

CHHTE3a ‘
3.1.1. IIpou3sBOACTBO  MPOMEKYTOUHBIX  IPOAYKTOB  (hapMalleBTHYECKOM
cyOcTaHn :
3.1.2. TIpOM3BOICTBO HEOUMIIEHHOH (hapMalleBTUUECKO CyOCTaHIUN
SNR3. Coneo6pa30i3aHI/Ie (oumnctka): yKas3aTh (Hanpumep:
HeperI/ICTaHJH/IBaLII/ISI) ' :

W 3.1.4.Ilpouee

3.2 | IIpousBoacTBO (bapMaueBTqucmx Cy6CTaHHHI/I METOIaMH BBIICIICHUS W3

HpI/IPO,Z[HBIX HUCTOUYHHUKOB

=R Brigenenne q)apMauequecmx ‘ CY6CT3HIII/II71 U3  HCTOYHUKOB
PACTHUTENTHHOTO MTPOUCXOKICHUS \ ’

3.2.2. Beienienye - GapMaL@BTMYECKAX  CyOCTaHIMil M3 HCTOYHUKOB
| JKMBOTHOTO IPOUCXOMKICHIUS \ ' !

3 2.3. Beigenenue (papMaueBTI/Iqecmx Cy6CTaHHI/II/I u3 opraHOB (TKaHeit)

|| genoseka

| 3.2.4. Beenenue q)apMaueBaneCKHx’ _éy6craHu1/Iﬁ U3  HWCTOYHUKOB

MUHEPAJILHOI'O ITPOUCXOXKICHU L

|| 3.2.5. Mopmduxars BBI,Z[eJIeHHOI/I cbapMaueBTI/meCKon Cy6CTaHI_[I/II/I

3.2.6. Ouncrka BBII[GJIGHHOI/I @apMaueBTuqec:Kon Cy6CTaHHI/II/I i

3.2.7. Ilpouee

TTpou3BOICTBO Q)apMaL[eBTI/IT{eCKI/IXk cy6GcTanmii ¢ UCIONB30BAHUEM
OHOJOTHYECKIX TIPOLIECCOB \

3.3.1. CDepMeHTaum

33 HpOI/I3BOIICTBO C HCIIOIB30BAHHEM | KneTqumx KynLTyp i

=33 Brigenenue (ouzcTKa)

3.3.4. Moz[mbHKauHﬂ

3.3.5. Ilpouee

HpOI/IBBO,HCTBO CTepI/I.]IBHBIX (bapMaHeBTI/ILIGCKI/IX Cy6CTaHIII/II/I

Crpannna 7 u3 8
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34.1. (DapMaueBTquCKI/Ie cyOcTaHIuy, HpOI/I3BOI[I/IMLIG B acenTquCKI/IX

YCJIOBI/IHX

3 3 ,/ N g L3
3.4.2. (DapMaLIGBTI/IUIGCKI/Ie Cy6‘CTaHHI/I‘I/I, HoABepracmMele  (PUHUITHOMN

CTepUIIN3AIIAN

3aBepIIAIONINE CTAIUH HpOI/IBBOI[CTBa @apMaueBTqucm cyOcTaHmmiA

3.5.1. Cragum Q)I/I?,I/Iqecxom 00paboTKU

3.5.2. IlepBuuHas yHaKOBKa

3.5.3. BropuuHas yHaKOBKa

3.5.4. llpouee

KoHTtpous KauecTsa

3.6:1 d)ﬂanecm}le (XMUMUYECKUE) UCTIBITAHMS

3007 MHKpo6monoqueCKHe UCHBITAaHUS  (BKJIIOYAsl  MCIIBITaHUE
CTEpPHIBHOCTH)

Ha

3.6.3. MuKpoOMONIOTHUECKNE ~ MCIIBITAHMS  (MCKIIOYas — HCIBITAaHUE
CTepI/IHBHOCTB)

Ha

3.6.4. Bﬂonornqecme HCIIBITAHUS

4. TIPOUUE OHEPALH/H/I <DAPMALIEBTI/IIIECKI/IE CYBCTAHLII/H/I

KaCElIOHII/IGCH O6HaCTI/I HpI/IMGHGHI/Iﬂ CCpTI/I(bI/IKaTa =

E.I'. Ilpue3xesa




CERTIFICADO DE BUENAS PRACTICAS DE FABRICACION Page 1 of 1

MINISTERIO DE LA SALUD
AGENCIA NACIONAL DE VIGILANCIA SANITARIA

CERTIFICADO DE BUENAS PRACTICAS DE FABRICACION

Emitido por Renovacion Automatica prevista RDC 497/2021

La Agencia Nacional de Vigilancia Sanitaria ANVISA, en el ejercicio de sus asignaciones, certifica que la empresa abajo informada es
periodicamente Inspeccionada y monitoreada por el Sistema Nacional de Vigilancia Sanitaria y que cumple con las directrices de Buenas Practicas de
Fabricacion dadas por la legislacion brasilefia, la cual esta en consonancia con las recomendaciones de la Organizacién Mundial de la Salud.

WOCKHARDT LIMITED

BIOTECH PARK, H-14/2, M.I1.D.C. WALUJ, CHHATRAPATI SAMBHAJINAGAR 431136, MAHARASHTRA STATE
AURANGABAD

INDIA

Lineas de Fabricacion:

1) Estériles: Soluciones Parenterales de Pequefio Volumen con Preparacién Aséptica; Suspensiones Parenterales de Pequefio Volumen con
Preparacion Aséptica

Valido hasta: 30/06/2027
Publicado en el Diario Oficial de la Unién por medio de la Resolucién — RE n.°: 2.351, en la fecha de: 30/06/2025
Requerido por: GERAIS, COMERCIO E IMPORTAGAO DE MATERIAIS E EQUIPAMENTOS MEDICOS LTDA, CNPJ: 04.491.780/0001-70

Documento emitido electronicamente a las: 10:03:49 en 16/07/2025 (Fecha / Zona horaria de Brasilia - UTC / GMT -3 horas)
Codigo de control del comprobante: UOY7.XIOT.YVFD.COMB.7NOB.1VK5.6S1J.YQBI.USDY.T8DB

Comprobar la autenticidad en: http://www9.anvisa.gov.br/Peticionamento/validarcertificadoBPF_BPDA/

https://www9.anvisa.gov.br/peticionamento/sat/formularios/COIME/CertificadoCertid... 16/07/2025



(Pinewood Certificates)

Health Products Regulatory Authority
CERTIFICATE NUMBER: 34213/M00281/00001

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Ireland confirms the following:

The manufacturer: Pinewood Laboratories Limited

Site address: Ballymacarbry, Clonmel, E91 D434, Ireland

OMS Organisation Id. / OMS Location Id.: ORG-100001380 / LOC-100000597

Has been inspected under the national inspection:programme in connection with manufacturing
authorisation no. M00281/00001 in accordance with-Art. 40 of Directive 2001/83/EC.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted

on 2023-10-06, it is considered that it complies with:

» The principles and guidelines of Good Manufacturing Practice laid down in Directive (EU) 2017/1572
and/or3C0mmission Delegated Regulation (EU) 2017/1569, as reflected by the product categories stated in
Part 2.

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. Updates to restrictions or
clarifying remarks can be identified through the EudraGMDP website (http://eudragmdp.ema.europa.eu/).
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 EudraGMDP. If it does not appear, please contact the
issuing authority.

"The certificate referred to in paragraph Art. 111(5) of Directive 2001/83/ECis also applicable to importers.
’Guidance on the interpretation of this template can be found in the Interpretation of the Union format for GMP certificate.

? These requirements fulfil the GMP recommendations of WHO.

Online EudraGMDP, Ref key: 167132 Issuance Date 2024-01-25 Signatory: Confidential Page 1 of 3



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)
1.2.1.5 Liquids for external use
1.2.1.6  Liquids for internal use

1.2.1.8 Other solid dosage forms: Powders, Granules(en)
1.2.1.11 Semi-solids

1.2.2  Batch certification

1.5 Packaging

1.5.2  Secondary packaging

1.5.1 Primary Packaging

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(en)
1.5.1.11 Semi-solids

1.6 Quality control testing

1.6.2  Microbiological: non-sterility
1.6.3 Chemical/Physical

2 IMPORTATION OF MEDICINAL PRODUCTS

2.1 Quality control testing of 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

Online EudraGMDP, Ref key: 167132 Issuance Date 2024-01-25 Signatory: Confidential

Page 2 of 3




Clarifying remarks (for public users)

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. The HPRA does not routinely issue hard

copies of GMP certificates. Authenticity of GMP certification may be verified on the EudraGMDP
database.

2024-01-25 Name and signature of the authorised person of the
Competent Authority of Ireland

Confidential

Health Products Regulatory Authority
Tel:Confidential

Fax:Confidential

Online EudraGMDP, Ref key: 167132 Issuance Date 2024-01-25 Signatory: Confidential Page 3 of 3



HPRAY

An tUdarés Rialals Tairgi Slainte
Health Products Regulatory Authority

Dan Geoghegan

Pinewood Laboratories Limited
Unit 1-2

M50 Business Park

Ballymount

Dublin 12

D12 K6C5

Authorisation No: M00281/00002

08t November 2023

Inspection reference: 33972

Dear Mr.,, Geoghan,
| refer to the GMP inspection performed at Pinewood Laboratories Limited on 31 July 2023.

All correspondence relating to this inspection has been completed and implementation of
corrective actions will be followed up at the next inspection.

Based on the outcome of this inspection, a GMP Certificate has been issued for manufacturing
activities relating to human medicines. The scope of the certificate indicates the areas of the site
that are considered to operate in accordance with the principles and guidelines of Good
Manufacturing Practice laid down in Directive (EU) 2017/1572 and Commission Delegated
Regulation (EU) 2017/1569.

Yours sincerely,

Digitally signed by Peter CAnnon
DN: cn=Peter CAnnon, o=HPRA,

Peter CAnnon e=compience
email=peter.cannon@hpra.ie, c=IE
Date: 2023.11.08 12:30:55 Z

Peter Cannon
GMP Inspector

An tUdaras Rialala Tairgi Slainte, Teach Kevin O'Malley, lonad Phort an larla, Ardan Phort an larla, Baile Atha Cliath 2, Eire
Health Products Regulatory Authority, Kevin O'Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, Ireland

T: +353 1676 4971 . F: +353 1676 7836 . info@hpra.ie . www.hpra.ie

I1A-FO088-4 11



Health Products Regulatory Authority
CERTIFICATE NUMBER: 33972/M281-002

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Ireland confirms the following:

The manufacturer: Pinewood Healthcare Limited

Site address: Unit 1 2, M 50 Business Park, Ballymount, Dublin 12, D12 K6C5, Ireland
OMS Organisation Id. / OMS Location Id.: ORG-100010610 / LOC-100053101

Has been inspected under the national inspection programme in connection with manufacturing
authorisation no. M00281/00002 in accordance with Art. 40 of Directive 2001/83/EC.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted

on 2023-07-31 00:00:00.0, it is considered that it complies with:

+ The principles and guidelines of Good Manufacturing Practice laid down in Directive (EU) 2017/1572
and Commission Delegated Regulation (EU) 2017/1569 °

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. Updates to restrictions or
clarifying remarks can be identified through the EudraGMDP website (http://eudragmdp.ema.europa.eu/).
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 EudraGMDP. If it does not appear, please contact the
issuing authority.

! The certificate referred to in paragraph Art. 111(5) of Directive 2001/83/ECis also applicable to importers.
*Guidance on the interpretation of this template can be found in the Interpretation of the Union format for GMP certificate.

I These requirements fulfil the GMP recommendations of WHO.

Online EudraGMDP, Ref key: 165085 Issuance Date 2023-11-08 Signatory: Confidential Page 1 of 2
00:00:00.0



Part 2

Human Medicinal Products

2 IMPORTATION OF MEDICINAL PRODUCTS
2.3 Other importation activities
2.3.1 Site of physical importation

Clarifying remarks (for public users)

Pinewood Laboratories Limited trades under the business name Pinewood Healthcare Limited. This 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 importation, as listed above, for the product
concerned. The HPRA does not routinely issue hard copies of GMP certificates. Authenticity of GMP
certification may be verified on the EudraGMDP database.

2023-11-08 00:00:00.0 Name and signature of the authorised person of the
Competent Authority of Ireland

Confidential

Health Products Regulatory Authority
Tel:Confidential

Fax:Confidential

Online EudraGMDP, Ref key: 165085 Issuance Date 2023-11-08 Signatory: Confidential Page 2 of 2
00:00:00.0
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An tUdaras Rialéla Tairgi Slainte
Health Products Regulatory Authority

MANUFACTURERS AUTHORISATION

Authorisation number

Name of authorisation holder

Address(es) of manufacturing site(s)

(All authorised sites should be listed if

not covered by separate licences)

Legally registered address
of authorisation holder

Scope of authorisation and dosage
forms

Legal basis of authorisation

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

Signature

Date

10. Annexes attached

IMP00050/00001

Pinewood Laboratories Limited

Ballymacarbry, Clonmel, Tipperary, E91 D434,
Ireland

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

ANNEX 2

Art. 61 of Regulation (EU) No 536/2014

Patrick Keating

Jdoh, foidirs.

Patrick Keating (May 7, 2025 15:08GMT}1)

06 May 2025
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
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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

Authorised Operations

MANUFACTURING OPERATIONS (according to part 1)

1 (MANUFACTURING OPERATIONS

1.2 Non-sterile Products
1.2.1 Non-sterile products (processing operations for the following dosage forms)
1215 Liquids for External Use
1216 Liquids for Internal Use
12138 Other Solid Dosage Forms - Powders & Granules
12111 Semi-Solids
1.2.2 Batch Certification

1.5 Packaging
1.5.1 Primary Packing
1515 Liquids for External Use
1516 Liquids for Internal Use
15138 Other Solid Dosage Forms - Powders & Granules
15111 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.
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ADDRESS(ES) OF CONTRACT MANUFACTURING SITES ANNEX 3

This annex is not applicable

AntUdarés Rialdla Téirgi Sléinte, Teach Kevin O’ Malley, lonad Phort an larla, Ardan Phort an larla, Baile Atha Cliath 2, Eire
Health Products Regulatory Authority, Kevin O’ Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, DO2XP77, Ireland
T: +353 1 676 4971 F: +353 1 676 7836 info@hpra.ie www.hpraie

Page 5 of 10 Case Number: 33960



ADDRESSES OF CONTRACT LABORATORIES
ANNEX 4

This annex is not applicable
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NAMES OF QUALIFIED PERSONS ANNEX 5

Name:

Qualifications:

Name:

Qualifications:

Name:

Qualifications:

Name:

Qualifications:

Name:

Qualifications:

Mr. James Sheehy

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

Ms. Valeria Popova

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

Mr. Daniel Geoghegan

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

Mr. Mark Hildebrand

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

Mr. Prasad Mandrekar

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

AntUdarés Rialdla Téirgi Sléinte, Teach Kevin O’ Malley, lonad Phort an larla, Ardan Phort an larla, Baile Atha Cliath 2, Eire
Health Products Regulatory Authority, Kevin O’ Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, DO2XP77, Ireland

T. +353 1676 4971
Page 7 of 10

F: +353 1 676 7836 info@hpra.ie www.hpraie
Case Number: 33960



NAMES OF PERSONS RESPONSIBLE FOR QUALITY CONTROL ANNEX 6

Name: Mr Paul O'Dwyer

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

NAMES OF PERSONS RESPONSIBLE FOR PRODUCTION

Name: Mr. Colum Honan

Qualifications: Bachelor of Engineering, Professional Certificate in Management,
Professional Diploma in Management
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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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HPRA:3

An tUdaras Rialéla Tairgi Slainte
Health Products Regulatory Authority

MANUFACTURERS AUTHORISATION

1. Authorisation number M00281/00001
2. Name of authorisation holder Pinewood Laboratories Limited
3. Address(es) of manufacturing site(s) Ballymacarbry, Clonmel, Co. Tipperary, E91 D434,
(All authorised sites should be listed if Ireland
not covered by separate licences)
4. Legally registered address (Companies Registration Office Number: 56296)
of authorisation holder Ballymacarbry, Clonmel, Co. Tipperary, E91 D434,
Ireland
9. Scope of authorisation and dosage ANNEX 1
forms
6. Legal basis of authorisation Art. 40 of Directive 2001/83/EC
7. Name of responsible officer of the Patrick Keating
competent authority of the member
state granting the manufacturing
authorisation A;t,_\/yk, ﬂnj@j\{_
8. Signature Patrick Keating (May 7, 2025 15: (wjﬂ
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
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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

Authorised Operations

MANUFACTURING OPERATIONS (according to part 1)

IMPORTATION OF MEDICINAL PRODUCTS (according to part 2)

1 |MANUFACTURING OPERATIONS

1.2 Non-sterile Products
1.2.1 Non-sterile products (processing operations for the following dosage forms)
1215 Liquids for External Use
1216 Liquids for Internal Use
1218 Other : Powders & Granules
12111 Semi-Solids
1.2.2 Batch Certification

1.5 Packaging
1.5.1 Primary Packing
1515 Liquids for External Use
1516 Liquids for Internal Use
1518 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

AntUdarés Rialdla Téirgi Sléinte, Teach Kevin O’ Malley, lonad Phort an larla, Ardan Phort an larla, Baile Atha Cliath 2, Eire
Health Products Regulatory Authority, Kevin O’ Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, DO2XP77, Ireland
T: +353 1 676 4971 F: +353 1 676 7836 info@hpra.ie www.hpraie

Page 3 of 24 Case Number: 35730




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.

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
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SCOPE OF AUTHORISATION(Investigational Medicinal Products)

ANNEX
2

This annex is not applicable
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ADDRESS(ES) OF CONTRACT MANUFACTURING SITES ANNEX 3

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)
1211 Capsules, Hard Shell

1.21.17 Other non-sterile medicinal product - Powders

1.5 Packaging
1.5.1  Primary Packing

1511 Capsules, Hard Shell

1.5.2  Secondary Packing
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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)

1211 Capsules, Hard Shell

1.5 Packaging
1.5.1  Primary Packing
1511 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

15.1.13 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

1.5

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

1.2.1.13 Tablets

Packaging

1.5.1  Primary Packing
15113  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

1.5

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

1.2.1.13 Tablets

Packaging

1.5.1  Primary Packing
15113  Tablets

1.5.2  Secondary Packing
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ADDRESS(ES) OF CONTRACT LABORATORIES

Address:

Name of Contract
Laboratory:

Almac Sciences Ireland Limited

IDA Business & Technology Park, Garrycastle, Athlone, Co
Westmeath, Ireland

Chemical / Physical

Address:

Name of Contract
Laboratory:

Microchem Laboratories Limited T/A Eurofins Lancaster
Laboratories

Clogherane, Dungarvan, Co Waterford, Ireland
Microbiological : Non Sterility
Chemical / Physical

Address:

Name of Contract
Laboratory:

Complete Laboratory Solutions

Units 3a & 8 IDA Small Business Centre, Tuam Road, Galway,
H91 H520, Ireland

Microbiological : Non Sterility
Chemical / Physical

Address:

Name of Contract
Laboratory:

Lucideon Limited

BROOMS ROAD, STONE BUSINESS PARK, STONE, ST15 OSH,
United Kingdom

Microbiological : Non Sterility
Chemical / Physical

Address:

Name of Contract
Laboratory:

Analytisches Zentrum Biopharm GmbH Berlin

Bitterfelder Str.19, 12681, Berlin, Germany
Chemical / Physical

Address:

Name of Contract
Laboratory:

SGS International Services Laboratory Ltd

Ringaskiddy, Cork, P43 FR63, Ireland
Chemical / Physical

Address:

Name of Contract
Laboratory:

CP Pharmaceuticals Limited

Ash Road North, Wrexham, LL13 9UF, United Kingdom

ANNEX 4
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Chemical / Physical

Name of Contract Flavine Pharma France
Laboratory:

Address: 3 Voie d'Allemagne, Vitrolles, 13127, France
Chemical / Physical
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NAMES OF QUALIFIED PERSONS ANNEX 5

Name:

Qualifications:

Name:

Qualifications:

Name:

Qualifications:

Name:

Qualifications:

Name:

Qualifications:

Mr. James Sheehy

B.Sc., M.Sc. Postgraduate in Pharmaceutical manufacturing
Technology

Ms. Valeria Popova

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

Mr. Daniel Geoghegan

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

Mr. Mark Hildebrand

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

Mr. Prasad Mandrekar

M.SC in Pharmaceutical Manufacturing Technology , Master of
Business Administration , BSc in Pharmaceutical Science
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NAMES OF PERSONS RESPONSIBLE FOR QUALITY CONTROL ANNEX 6

Name: Mr Paul O'Dwyer

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

NAMES OF PERSONS RESPONSIBLE FOR PRODUCTION

Name: Mr. Colum Honan

Qualifications: Bachelor of Engineering, Professional Certificate in Management,
Professional Diploma in Management
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DATE OF INSPECTION WHICH AUTHORISATION GRANTED ANNEX 7

This annex is not applicable
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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).

Name of Contract Manufacturer: Dexcel Limited
Address: 1 Dexcel Street, Or Akiva, 3060000
Country: Israel
Product Non-sterile products Dosage Form: Capsules, Hard Shell
Type:
Details of Imported Product
Description Strength  |Active Ingredient Activities by MIA holder
Hard shell capsules [100mg Minocycline Batch Certification  [Physical
Importation
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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 Non-sterile products Dosage Form: Tablets

Type:

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 Non-sterile products Dosage Form: Tablets

Type:

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 Non-sterile products Dosage Form: Tablets
Type:

Details of Imported Product

Description Strength  |Active Ingredient Activities by MIA holder
Paratabs 500mg Paracetamol Batch Certification  |[N/A

AntUdarés Rialdla Téirgi Sléinte, Teach Kevin O’ Malley, lonad Phort an larla, Ardan Phort an larla, Baile Atha Cliath 2, Eire
Health Products Regulatory Authority, Kevin O’ Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, DO2XP77, Ireland
T: +353 1 676 4971 F: +353 1 676 7836 info@hpra.ie www.hpraie

Page 23 of 24 Case Number: 35730




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 Non-sterile products Dosage Form: Tablets

Type:

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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HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

UNION FORMAT FOR A WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Authorisation number

2. Name of authorisation holder

3. Legally registered address of authorisation holder

4. Address of site

5. Scope of authorisation

6. Legal basis of authorisation

W00190/00002

Pinewood Laboratories Limited

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

Unit 1-2, Ballymount, M50 Business Park, Dublin 12, D12
K6CS5, Ireland

See Annex 1

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

8. Signature

9. Date of authorisation

10. Annexes attached

Niamh O'Donnell
Niood O'bonmell,
22 April 2025

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 1-2, Ballymount, M50 Business Park, Dublin
12, D12 K6CS5, 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.1. No. 538 of 2007)*

1. In this Schedule, the term ‘marketing authorisation’ includes a certificate of registration and a certificate of traditional-use 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.1. 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 non-proprietary name or the monograph name or, where
that constituent does not have an international non-proprietary name, the accepted scientific name or any other name descriptive of the true
nature of that constituent;
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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 non-proprietary name, or, if one does not exist, the usual common name;
‘international non-proprietary name’ means the international non-proprietary 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 traditional-use 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 traditional-use 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,
(i1) 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 end-consumers 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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10.

HPRAQ

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

MANUFACTURERS AUTHORISATION

Authorisation number

Name of authorisation holder

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

Legally registered address
of authorisation holder

Scope of authorisation and dosage
forms

Legal basis of authorisation

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

Signature

Date

Annexes attached

M00281/00002

Pinewood Laboratories Limited

Unit 1-2, M50 Business Park, Ballymount, Dublin
12, D12 K6C5, Ireland

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

ANNEX 1

Art. 40 of Directive 2001/83/EC

Paulina Nulty

Pauling Nelty

04 October 2023
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

An tUdarés Rialala Tairgi Slainte, Teach Kevin O’Malley, lonad Phort an larla, Ardén Phort an larla, Baile Atha Cliath 2, Eire
Health Products Regulatory Authority, Kevin O’Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, D02XP77, Ireland

T: +353 1676 4971
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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 Healthcare, Unit 1-2, M50 Business Park,
Ballymount, Dublin 12, D12 K6C5, Ireland

Human Medicinal Products

Authorised Operations
IMPORTATION OF MEDICINAL PRODUCTS (according to part 2)

2 |(IMPORTATION OF MEDICINAL PRODUCTS

2.3 Other importation activities

2.3.1 Site of physical importation

Any restrictions or clarifying remarks related to the scope of these Importation operations
for Public users

This 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 an importation activity, as listed
above, for the product concerned.
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SCOPE OF AUTHORISATION(Investigational Medicinal Products) ANNEX
2

This annex is not applicable
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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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NAMES OF QUALIFIED PERSONS ANNEX 5

Name:

Qualifications:

Name:

Quialifications:

Name:

Qualifications:

Name:

Qualifications:

Mr. James Sheehy
B.Sc., M.Sc,,

Ms. Valeria Popova

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

Mr. Daniel Geoghegan

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

Mr. Mark Hildebrand

M.Sc. in Industrial Pharmaceutical Science, Masters in Business
Administration, MEngSc in Environmental Engineering Science
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NAMES OF PERSONS RESPONSIBLE FOR QUALITY CONTROL ANNEX 6

Name: Mr Paul O'Dwyer

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

NAMES OF PERSONS RESPONSIBLE FOR PRODUCTION

Name: Mr. Conor O'Brien
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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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HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

UNION FORMAT FOR A WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Authorisation number

2. Name of authorisation holder

3. Legally registered address of authorisation holder

4. Address of site

5. Scope of authorisation

6. Legal basis of authorisation

W00190/00003

Pinewood Laboratories Limited

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

Ballymacarbry, Clonmel, Tipperary, Ireland

See Annex 1

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

8. Signature

9. Date of authorisation

10. Annexes attached

Niamh O'Donnell

Niamby O Donnell

14 May 2025
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

2.1  Procurement
2.3 Supply
24  Export

2. AUTHORISED WHOLESALE DISTRIBUTION OPERATIONS

3.3.12 Biological products

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

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

M350 Business Park
Ballymount

Dublin 12

Ireland

United Drug Distributors Ireland Limited
United Drug House, Magna Drive
Magna Business Park

Citywest Road

Dublin 24, D24 XKES

Ireland

Interlink Ireland Ltd T/A DPD Ireland
Athlone Business Park

Dublin Road

Athlone

W00190/00002

W11902/00001

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.1. No. 538 of 2007)*

1. In this Schedule, the term ‘marketing authorisation’ includes a certificate of registration and a certificate of traditional-use 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.1. 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 non-proprietary name or the monograph name or, where
that constituent does not have an international non-proprietary name, the accepted scientific name or any other name descriptive of the true
nature of that constituent;
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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 non-proprietary name, or, if one does not exist, the usual common name;
‘international non-proprietary name’ means the international non-proprietary 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 traditional-use 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 traditional-use 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,
(i1) 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 end-consumers 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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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

Union Format for a Good Distribution Practice Certificate (Medicinal Products for Certificate No: 35646 1/2
Human Use)
EMA/171905/2012



Confidential

Health Products Regulatory Authority
Confidential

Confidential

Details of the authorisation can be found in the Union Database.

Union Format for a Good Distribution Practice Certificate (Medicinal Products for Certificate No: 35646 2/2
Human Use)
EMA/171905/2012



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

Union Format for a Good Distribution Practice Certificate (Medicinal Products for Certificate No: 34467 1/2
Human Use)
EMA/171905/2012



Confidential

Health Products Regulatory Authority
Confidential

Confidential

Details of the authorisation can be found in the Union Database.

Union Format for a Good Distribution Practice Certificate (Medicinal Products for Certificate No: 34467 2/2
Human Use)
EMA/171905/2012



