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Bimeda’s Global Presence

© Registered products
@ Sales and marketing
@ R&D, manufacturing




Bimeda Brands

MACROSYN DECTGSPOT
Bimoxyl LA Bimectin

(ivermectin)

Ectofly

1.25% wiv Pour On Solution for Sheep

'] e .
Bimectin
Horse Oral Paste 18.7 mg.»"g

Dermodoo

Skin healing foam

Endospec 10% SC [~le/=]=

PESTICIDE FREE

Cronyxin
Injection

COSECURE F:HB@J

VedtO'Dent
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CyperGuard

'%* Sheep Dip




Bimeda
OUR VISION OUR MISSION
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To be the partner of choice for optimizing the wellbeing As a family-owned company with over half a

of the world’s animals century’s experience in improving global animal
health, we are passionate about providing our
customers with efficient science-driven solutions
to continuously optimize the wellbeing of animals

OUR VALUES

®» 0 O &

Collaboration Accountability Learning Customer Focus Innovation
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Bimeda in China

Beijing

Shijiazhuang

Shanghai

Hong Kong
Offics | Number of tafl
Shanghai 4
Beijing 3
Shijiazhuang 56
Hong Kong 4
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Factory Overview

Key Specifications
= |nitial site surface 22,520m2

= Sterile injectable filling in a grade
B+A environment

= Automatic filling line
= Non-penicillin and non-hormone

= 1stLine, 10ml — 100ml, aseptic
sterilisation

= 2nd | ine to be installed, 250ml to
500ml aseptic sterilisation

= Currently approved for China,
East Africa, Australia & New
Zealand

E@ Bimeda
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Current Audit History

AFRICA GMP

DRUG

/ A
NATIONAL "..'
S

CERTIFICATE OF COMPLIANCE WITH GOOD MANUFACTURING PRACTICE

AUTHORITY

GUIDELINES
THt NAYIONAL DRUG PULILV AND AU(HURHY ACI CaAP 205

Certificate No. 048/GMP/2020

This is to certify that the drug manufa facility
Name of facility:  Hebei Bimeda Ph seutical T gy Company Limitea
Physical address of facility: No 80, Ganjiang Road Shijazhuang Economic &

Technologic

License number of the manufacturer: Busi

100201
Has been mspect the Authorty for compliance with the Good Manufacturing Pra
Guidelines

On the basis of the inspection carried out on 17* and 18" October 2019, it is certified thal

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 olume P arais - | Non-bata Lactam | Manufa

of fimshad pharmaceulical

Non-beta Laciar

mains valid until 18 October 2022. it becomes mvalid if the actiities or
ied change or if ed to be in compliance

This ¢

erlificale

Issue Date: 04" May 2020

: AUTHORITY
-\1)1;-\‘ Srers

s A v

___}og r!lws A ero‘nm

Date Achieved: SEPT. 2019

ISO 9001:2015

QUALITY MANAGEMENT SYSTEM CERTIFICATE

Registration Na. UODBG2000153R05
This i 1o cartify that the quality managemart systam of

Hebei

imeda Pharmaceutical Technology Company Limited.

st s SRS |

s i confarmity with
IS0 3001:2015

This cartificats ks valid for the foliowlng scope:

Manufacturing and sales of sterile injectable product
{small and large volumes)

The certificate changed on June 23, 2021
This certificats is valid from June 10, 2020 {o June 8, 2023

Tha s50pe which with valid Hoanse,

I tha Easa shall be
Nosice for Use ol Lergos

Information abalst the certifcats can b cuericd oa CHCA '

Beneral Masages:

Date of lasue: Junia 10, 2020

6

Date Achieved: JUNE 2020
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Current Audit History

2020 CHINESE GMP AUSTRALIA GMP

OFFICIAL: Sensitive

Australian Government

* Australian Pesticides and
- Veterinary Medicines Authority
dr i A RS fE
PEOPLE' S REPUBLIC OF CHINA Ref: N-7964
54} 3:5 M
25 GMPIiE 13
CERTIFICATE OF GOOD MANUFACTURING PRACTICES FOR ANIMAL DARUGS 30 June 2021
A @ B (20200 ## CUP HEE 03026 ;
CERTIFICATE NO : i ¢ Misicemy L1
Flant Manager

Tk F R A ERAESHEARAT
MANUFACTURER : HEBE| BIMEDA PHARMAGEUT|CAL TECHNOLOGY €0.,LTD

Hebes Bimeda Pharmaceutical Technology Co Ltd
Mo. B0 Ganjiang Road, Economic - Technology Development Zone

£ e ERESA AT R RETH c0 Z St g, fiebel Frovmes, CHIV)
ADDRESS :No. 0 GARJ1ANG ROAD, ECONOMI-TECHNOLOGY DEVELOPHENT Z0NE. SHIJIAZHIANG HEBE| PROVINGE
% W 35 TS N T T P T ae— SR

SCOPE OF INSPECTION: CONFIRMATION: OVERSEAS SITE GMP CoMPLIANCE

The AFYIMA is safisfied that this manufacturer meets the requirements for the manufactura of the

ﬁﬁﬁma FAPEARLNE (BHESRREENE) =, v 2 gﬁo:guc!s nominated in your most racent Pre-Audit Notification form (FM_MCQL45) dated 16 March

This is to certify that the above manufacturer complies with the R The followsng site was last remotely inspected for GMP compliance by an AFVMA-authonsed

requirements of Chinese Good Manufacturing Practices for Animal Drugs. i audror on 12-19 Apnil 2021, Provided no further contrary evidence is recenved, the APVRA will
HMM: 20205 120 8 HE 2095 4 12 4 7 H recognise the GMP compliance of this site. for tha steps andior products specifiad, for a panod of

30 months from the date of the last inspeciion

Therefore, pravided no further contrary evidence is received, the following site will be recognised
until 12 October 2023 for the following steps and product types:

VALID: 8/12/2020/-7/12/2025/
BIEH X : Wik & Hgat
ADMINISTRATIVE: ﬁ

RIEAM: 20 4*& : Manufacturing site name:
ISSUED DATE:8/12)3020/ =1 Y Hebei Bimeda Pharmaceutical Tachnology Co Ltd
ﬁﬂﬁﬁfﬂ" }

Manufacturing site address:
Mo. B0 Ganjiang Road, Economic — Technology Development Zone
Shijiazhuang, Hebei Province, CHINA

Date Achieved: DEC 2020 Date Achieved: APRIL 2021

© Bimeda
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Why Hebel Bimeda?

Key Specifications

E@ Bimeda

State of the art sterile injectable facility

Built to the exceptionally high standards of Bimeda’s worldwide facilities
Full control over testing/analysis through to production and labelling/release
Competitive pricing

Access to Rainbow Labs, our raw materials testing and innovation centre approved
by the FDA

Shijiazhuang is a major industrial city and the economic centre of Hebei Province.

Nicknamed the "medicine hub of China", Shijiazhuang is home to major Chinese
pharmaceutical companies and factories

The city is well connected with transport links to the Beijing—Guangzhou Railway
and the new Beijing—Guangzhou—Shenzhen—Hong Kong High-Speed Railway

13




Appendix




Equipment Overview

Batching Tanks Vial Washing Machine and Tunnel
The volume is 500, 1000 and 2500 cubic meters Oven

E@ Bimeda
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Equipment Overview

Filling Machine Capping Machine

@ Bimedaf I — 16




Equipment Overview
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Water for Injection System
Purified water is the raw water for WFI system, goes

Purified Water System

The purified water is prepared by multi-medium filter,
activated charcoal filter, softener, two-stage RO, EDI through multi-efficiency distiller water machine into
and distributed to storage tank and distribution WFI storage tank.
system. , .
y Purified water and WFI circulates all the time.

17

@ Bimeda




Equipment Overview

HVAC System

There are 13 HVAC systems in
total.

9 for cleaning areas.
4 for unclassified areas.




Site Layout
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5,594.91 m?

Construction area

10ml/20ml/30ml/50mli/100ml vial

Filing Line configuration
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Organisational Structure

Plant Manager-

----| Finance Department.-

EHS
Department.

Deputy Plant Manager-

I
HR
Department.

Technology-
Department.

Technology Manager

QC Department.

Department.
I

Quality Manager-
Quality Management

QA Department.

Maintenance
Department.

Planning &
Warehousing
Department.

Production Manager-

Production Management
Department.

Production workshop -

20
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Quality Management Systems

|

T mY T
HPLC mainly used for assay and
related substances testing.

RS

IR spectrophotometer GC mainly used for residual solvent
© Bimeda testin »




Quality Management Systems

Isolator used for sterility testing Incubators

E@ Bimeda




Rainbow Labs Overview

= Rainbow Labs JV created in 2011 = Approved by FDA authorities

= Raw materials testing and = Provides auditing services
innovation centre throughout China

= Approved by European
authorities

@ Bimeda'-E I — 23




ORWARD TO
WORKING
WITH YOU!




