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Global Challenges Facing Customers

Single-source Unique manufacturing

Cost pressur : )
P €S constraints requirements

Regional limitations Extended lead times




Introducing Gibco Chemicals
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A High-Quality, Customizable Solution

Gibco™ Chemicals

A focus on quality, transparency, and custom needs
* Fulfills pharmaceutical and biopharmaceutical requirements

« Transparency of supply chain

-_g‘b°° Moo « Emphasis on multi-compendium offering

L-Arginine Hydrochloride Us#67 / '

| « Customizable for unique customer requirements

(%] aazesain

Leverages strengths of Thermo Fisher Scientific
« Expansion of the Gibco™ product portfolio
» |SO-certified and cGMP-compliant quality systems

« Vast and diverse supplier portfolio managed on behalf of customer




A Process Focused on Compliance

Gibco Chemicals are manufactured
In cGMP-compliant facilities

/ ISO 13485 certified to meet medical
device standards

J cGMP compliant, with robust quality systems

/ Produced in animal origin—free environment

Photo: Thermo Fisher Scientific manufacturing facility in Grand Island, NY.
ISO 13845 certified, cGMP compliant.
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Full Transparency of Supply Chain

Transparency from raw material sourcing to on-site delivery

Base manufacturer Thermo Fisher Scientific Customer

Quality management * Inventory management
(lot control, safety
stock, etc.)

« Raw material origin

Visibility * Focus on larger Supplier management

chemical market

QC release

to

« Just-in-time delivery

Regulatory information _
* Advanced supply chain

services offering




Supporting Documentation Available

gleO TECHNICAL INFORMATION GUIDE

L-Arginine Hydrochloride, USP/EP/JP

Catalog Numbers A37488
Pub. No, MANDDI 7843 Rev. 10

Quality documentation

- . . . '\ wa‘“r“"“.sl“““-"“‘.‘"‘-‘::i“:;S-l :::Ln a-akl r.::;;n:aa;ﬂ-;:l‘uyy:;l i e
Technical Information guides focused on customer experience = : -
Contents and storage
« All quality records collected in one document O O

M Mease reterance Ihe condicae of Falysr lor MOURLIOWE 308 expranon &no of the. muenal

Easy management for record and regulatory purposes

Manufacturing and supply infofmadon

Cibea" Chamacal products are produced in (P~omplant A..._:.u q t.lu.
:us- cernfied oo o Ak:ssu..t""

high purey The p A,.A‘ § process: ‘
Sustes are mantasned per controlied pracedure and daning methods .h e u“u

« FOA as manulaciurers of medical devices. which
compandia standards or ar¢ equivalent matumals
suits 1n our animnal s free oy The

Statements included:

Informatien

Manufactunng sde

Lile Tochrologios Corporstion | 7175 Staley Road | Grand Iztand, NY 14072

Manufactunng Sae 150 Certfications

Supply mlermation

thermahizher comiu M N renourc g Lte 150 -cer ami

Addrional upply information will be disclosed upon the sigreng of 3 conhdential daclowure

* Product specifications Packagng
T R e o et p
« Site-of-manufacturing information B
Physical chemical information
« Packaging information s —— LS
* Regulatory statements Lres e |

« BSE/TSE

 Melamine

* residual solvents, etc.

* Certificates of Analysis & SDS also available upon request

Manulactunng process

Fermentation

Manulsctunng procoss flow

Raw matenal ongin

Fermontation B Puriicaton B Filtration & Cryztalization B Drying = Filling/Packageng

Bactenal

Caution: FOr use 35 3 raw Matertal in further Manutaciuring applications. ThermoFisher
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Global Reach of Product and cGMP Supply Chain Services

We focus on the supply chain so customers
can focus on their core competencies

Simplifying the supply chain

 Dual-site manufacturing in the US and UK
 Built-in logistic services that can span the globe
« cGMP advanced services

Successful risk mitigation strategies

@ Global supply redundancies

i
=

A

Localized inventory solutions

Change management

Bioproduction manufacturing

and cGMP service centers

Dublin, Ireland,

Y '. Peabody, MA
Riverside, CA‘ L)

Jessup, MD [
o @® Durham, NC
Tampa, FL

® Thermo Fisher Scientific manufacturing sites

® cGMP Supply Chain Service Centers

* All sites are 1SO certified and cGMP compliant

Applying enterprise-solution service models
across the entire raw material supply chain




Americas Manufacturing and Distribution Centers

|
From manufacturing to distribution, ' :
|
|

we support customers:

gl Dedicated to
I B Gibco Chemicals 9
= Throughout the drug o)
]
P — development phase and Grand Island, NY
'm . . * Cell culture media, reagents
commercial manufacturing . Sera

» |SO 13485 certified
« GMP 21 CFR 820
At any location in the Americas
@ with products manufactured at
our New York facility and
distributed to your choice of
supply chain service centers

9 Manufacturing and/or distribution
for bioproduction customers*

9 Supply chain service centers for
bioproduction customers*

* All sites are ISO certified and cGMP compliant




European Manufacturing and Distribution Centers

From manufacturing to distribution, '

we support customers:

. | Dedicated to vw w

Gibco Chemicals

Throughout the drug

i e
,h\ deve|opment phase and Inchinnan, Scotland
'm . . * Cell culture media, reagents
commercial manufacturing . 1SO 13485 certified

* GMP 21 CFR 820

@ At any location in Europe, the
Middle East, and Africa

9 Manufacturing and/or distribution
for bioproduction customers*

9 Supply chain service centers for
bioproduction customers*

* All sites are ISO certified and cGMP compliant
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Asia Pacific Manufacturing and Distribution Centers

Dual-site manufacturing
In our North American and
European facilities, coupled

with locally based distribution,
supports our customers in the
Asia Pacific region.

11

Manufacturing and/or distribution
for bioproduction customers*
* All sites are ISO certified and cGMP compliant
ThermoFisher



Supply Chain Services

Focused on customer experience at each level of service

Q D

&8
@e

. . Procurement and Local inventory Advanced supply
Project consultation : .
vendor management management chain services
« Material planning * Order and logistics « |1SO-certified, cGMP-compliant » Custom labeling/barcoding
« Supply chain risk assessment management service centers « Poly-pallet exchange
« Product customization * Supply and quality * Ambient and cold temperature - Production-ready repacking
management agreements storage conditions and kitting services
* Product documentation « Validated ERP/WMS systems « Lot management
consolidation (lot and expiry tracking) _
_ _ + Cold-chain management
« Complaint process handling  Inventory programs: safety oc ing i ified
- - . sampling in certifie
. Change management stocking, JIT dgllvery, and Clean room
emergency delivery
12 ThermoFisher



Gibco Chemicals
Launching Amino Acids




Amino Acid Market

Amino acid market

Life sciences usage only makes

~$15 The amino acid market generates O 01 up 0.01% of the total amino acid
billion ~$1.5 billion in annual revenue. - % market. Therefore, it is often

looked at as a specialty usage.

Amino acids are used in many applications

_ | L 4
450 5% 40% 2% 8%
Food additives Cosmetics Animal feed Specialty Industrial
ThermoFisher
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Introducing Gibco Chemicals Amino Acids

First product family to launch: amino acids

Q’ For use as a raw material in further
' |

. o 3-lot samples available | .
manufacturing applications

‘ Validation guides

@ | Compendial testing: USP/EP/JP . .
(documentation compilation)

B Current pack size options: @  CGMP-compliant and I1SO-certified
500 g, 1 kg, 12 kg W manufacturing and supply chain

Custom sizes available upon request

* Glycine * L-Glutamic Acid * L-Leucine * L-Threonine
* L-Alanine e L-Glutamine* * L-Lysine Hydrochloride * L-Tryptophan
* L-Arginine Hydrochloride » L-Histidine Monohydrochloride * L-Methionine * L-Valine

+ L-Arginine Monohydrate™* « L-Phenylalanine

+ L-Aspartic Acid * L-Histidine « L-Proline

+ L-Cysteine Hydrochloride Monohydrate * L-Isoleucine + L-Serine

Amino acids are available compendial tested for USP, EP, and JP unless otherwise specified.
*EP and JP only.
** USP and JP only.
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Gibco Chemicals
A focus on quality, productivity, and customization

16 ThermoFisher



Gibco Chemicals: Alleviating Global Challenges

Standard features @ @ x

"
0 cGMP manufacturing

Q Supplier quality
management

Productivity Customization

Quality

Utilizing our quality
systems and cGMP-
compliant facilities

Helps save time and
control costs:

Flexibility you value:

» Control specifications that

» Supply chain management are outside of the

0 Site auditability
0 Dedicated source

0 Documentation support
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to provide:

» Transparency of
the process

» Redundant global footprint

 Focus on the customer’s
requirements

allows us to meet just-in-
time needs

Scale-up from early
clinical to commercial
manufacturing with ease

Utilize global footprint and
reduce risk to raw material
supply chains

compendia

Optimize products for your
unique manufacturing
space requirements

Reduce bottlenecks by
implementing our tailgate
sample process

ThermoFisher
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Transparency Allows for Trust in Our Quality

Gibco Chemicals provides high-quality products

v A .

cGMP-compliant Multi-compendium focus cGMP supply
manufacturing for global manufacturing chain logistics

ISO-certified facilities
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Broad Usage Areas for Gibco Chemicals

Gibco Chemicals supports the entire drug development
timeline from R&D to commercial manufacturing

: Drug Preclinical Clinical trials Scale-up manufacturing Commerm_al
discovery manufacturing

g

NDA submitted

Prediscovery
IND submission

Phase 1 Phase 2 Phase 3

Circumvent revalidation of raw materials throughout your process




Gibco Chemicals: Focus on Flexibility

-
Customer-defined —
specifications a

Tailgate samples

Manufacturing product to unique, Optimizing quality assurance
customer-defined specifications process by providing side samples
taken during packaging process

Custom package

cGMP supply

chain services

types and volumes

Customizing packaging Outsourcing unigue in-house
type and volume testing, inventory management,
and other supply chain services
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Customer Challenges That Gibco Chemicals Can Answer

Single-source

Cost pressures constraints

Gibco Chemicals ... Gibco Chemicals ...
focuses on reducing the total cost enables access to basic

of ownership to further control manufacturers while maintaining
rising costs in this highly focus on providing quality
regulated industry products

Unique manufacturing
requirements

Gibco Chemicals ...

offers multiple packaging options
and is flexible to accommodate
customization
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Challenges Facing Customers, and the Answer in Gibco Chemicals

Regional limitations

Gibco Chemicals ...

focuses on multi-compendium
testing and multi-site
manufacturing to meet

global needs

Extended lead times

Gibco Chemicals ...

has built-in partnership with our
premier services to address
customer-defined safety stock

Visibility to supply chain

Gibco Chemicals ...

provides documentation and
cGMP advanced services to
meet customer's quality and
regulatory needs

22



Questions




Thank you
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