Cleargreen PUI

Tubing for Advanced Therapies

Setting a New Standard in PVC Tubing for
Blood Collection and Cell and Gene Therapy Processes
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CleargreenPure

Tubing for Advanced Therapies

Cleargreen’Pure is a sustainable, plant derived vinyl material
that is DEHP free, gamma stable, compatible with any aseptic
welder or sealer. It has been extensively studied for its superior
toxicological and physiochemical profile.

Cleargreen®Pure has been formulated specifically to advance the standard of
vinyl (PVC) tubing used in Blood Collection and Cell and Gene Therapy processes.
Vinyl remains the standard in these applications. Cleargreen®Pure addresses the need

for a sustainable, plant derived material that is DEHP free, gamma stable and is

compatible with aseptic welders and sealers. It has been extensively studied

for its superior toxicological and physiochemical profile.

Compatible with aseptic welding
and sealing machines.




Why Choose Cleargreen‘Pure

DEHP free

Given the sensitive nature of cell and gene therapies, minimizing exposure to DEHP is crucial. The risks associated
with DEHP, including leaching, cellular interference, and potential toxicity, can significantly impact the efficacy and
safety of these advanced therapies. Therefore, using Cleargreen®Pure and adhering to stringent regulatory stan-
dards are essential steps in ensuring the success and safety of cell and gene therapy treatments.

Animal Derived Ingredients Free (ADIF)

The use of animal-derived ingredients is common in many legacy, medical grade PVC compounds. For sensitive
biologics this presents many significant risks, including immunogenicity, pathogen transmission, regulatory hurdles,
ethical concerns, and consistency challenges. Mitigating these risks through plant derived use of Cleargreen®Pure,
with its rigorous testing, and adherence to regulatory standards is crucial to ensuring the safety and efficacy of
these advanced therapies.

Gamma stability

Many legacy medical grade PVC compounds have limited or no gamma stability. This presents practical and
economic challenges. Cleargreen®Pure has been validated for gamma stability to an industry leading 45 kGy.

Rigorously studied

Many legacy medical grade PVC compounds do not meet the current testing standard for use in biological process
environments. Cleargreen®Pure, set the bar for the qualification of use in the single use biological space with exten-
sive studies for toxicity, physiochemistry, particle, gamma stability and aseptic weld compatibility.

Rigorous testing

Cleargreen®Pure has set a new benchmark for regulatory compliance within the medical grade PVC tubing market.
The completion of our extensive USP test protocols ensure the highest standards of safety and performance.
Cleargreen®Pure guarantees optimal functionality with industry-leading gamma stability and validated weld com-
patibility with a number of the third-party manufacturer (grades) used in the cell and gene therapy space.

Sustainability

Cleargreen®Pure is a Plant-derived material. It offers substantial benefits for sustainability by reducing reliance
on fossil fuels, lowering greenhouse gas emissions, and minimizing environmental pollution. Being animal derived
ingredient free, Cleargreen®Pure also addresses ethical animal treatment concerns and potential of animal
pathogen contaminants.
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Cleargreen®Pu € Tubing for Advanced Therapies

Features ASTM & ISO Properties

Plant derived / Animal derivative free Physical Nominal Value Unit Test Method
DEHP free + Density / Specific gravity 1.8 g/em3 ASTM D792
Non-phthalate (TOTM plasticized) Mechanical Nominal Value Unit Test Method
BPA free « Tensile strength (100% Strain) 531 MPa ASTM D638
Gamma stable - Tensile strength (break) 150 Mmpa ASTM D638
Compatible with aseptic welding and sealing machines. » Tensile elongation (break) 410 o ASTM D638
Crystal clear Mechanical Nominal Value Unit

Durometer hardness

+ 15 sec. operating stand 65 Shore A ASTM D2240
+ 15 sec. hand held 70 Shore A ASTM D2240

Applications Sterilization Compliance

Pharmaceutical Processing Medical Device Gamma (<45 kGy) Biocompatability - USP Class VI <87>, <88>

Cell culture expression Blood collection E-beam Endotoxin - USP <85>

Cell harvesting IV solutions Ethylene oxide (ETO) Hemocompatibility - ISO 10993-4

Cell separation and washing Chemotherapy drug delivery Material characterization - USP <661.1>

Media transfer Dialysis equipment Particles - USP <788>

Minimally invasive devices Weldability - Particle shedding / intrusion / tensile

EC, 1907 / 2006 (REACH)




Sizing Chart

c ®
Part Number ID oD Standard Working Vacuum Bend I e a r ree n P u re
Length (FT)  Pressure (psi)* Rating (hg) Radius (in)

CGP-032X062-100 1/32" 116" 100

CGP-032X093-100 132" 3/32" 100 TU b | ﬂg fO r Adva n Ce d Th e ra p | eS
CGP-062X125-100 116" 178" 100 55 295 0250

CGP-093X156-100 3/32"  5/32" 100 40 295 0375 . . A

Cer 18161100 e e o Visit our CIgargreen®Pure page for more information.

Note: For missing values, please consult the factory.

CGP-120X170-100 1200 470" 100"

CGP-125X187-100 178" 316" 100 30 25 0.333 Notes

CGP-125X250-100 178" /4" 100 55 205 0.375 *Safety factor of 5:1 ratio of burst pressure to working pressure.

CGP-156X218-100 5/32"  7/32" 100 25 15 0.750

Custom package lengths available on request.

CGP-156X250-100 5/32" 174" 100 Please consult factory.

CGP-187X312-50 316"  5/16" 50 40 295 0.625

CGP-187X375-50 316" 3/8" 50 55 295 0125

CGP-187X437-50 316" 7/16" 50 70 295 0.750

CGP-250X375-50 174" 3/8" 50 30 25 1.000

CGP-250X437-50 1/4" 76" 50 45 295 0.750

CGP-250X500-50 174" 172" 50 55 295 0.625

CGP-312X437-50 5/16" 716" 50 25 15 1.375

CGP-375X500-50 3/8" 172" 50 20 10 1750

CGP-375X562-50 38" 9ne’ 50 30 25 1375 CPC MicroCNX™ Compatible

CGP-375X625-50 3/8" 5/8" 50" 40 295 1125

CGP-500X625-50 1/2" 5/8" 50 18 6 2.875

CGP-500X687-50 172" 11/16" 50 25 15 2125

CGP-500X750-50 1/2" 3/4" 50 30 25 1.750

CGP-500X1000-50 172" 1" 50

CGP-562X750-50 9/16" 3/4" 50 20 10 2.500

CGP-625X875-50 5/8" 7/8" 50 25 15 2375

CGP-625X1000-50 5/8" 1" 50

CGP-750X1000-50 3/4" 1" 50 20 10 3.250

CGP-750X1062-50 34 116" 50

CGP-750X1125-50 3/4" 1-1/8" 50

CGP-875X1125-50 718" 1-1/8" 50 20 8 4125

CGP-1000X1125-50 1" 1-1/8" 50

CGP-1000X1250-50 1" 1-1/4" 50 18 5 5.125




SaniSure Related Products

50 mL Mixer

Cellwashing | Transduction | Harvest | Formulation

50 mL Magnetic Bead

Separator for cell selection o
and activation
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PharmaTainer sottle solutions
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500 mL Mixer

- Cell washing
- Transduction
- Harvest

- Formulation
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The first simultaneous
bottle filling system for

bioprocessing
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Visit sanisure.com for more information

PharmaTainer™
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security of supply required to meet your biomanufacturing needs.

Camarillo, CA, USA
(Headquarters)

+ Global Design/Innovation Center

+ Cleanroom Assembly in ISO 7
Environment

+ Fabrication

+ Injection Molding

Twinsburg, Ohio, USA

+ Tubing Extrusion (Silicone)
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SaniSure®

Global Infrastructure

Our vertically integrated global infrastructure provides the effciency, and
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Sparta, New Jersey, USA

+ Cleanroom Assembly in ISO 7

Environment

+ Injection Molding
+ Tubing Extrusion (Thermoplastic)
+ Filling Needle Manufacturing

ORY),

Bascharage, Luxembourg

+ Injection Blown Molding

+ Injection Stretch Blown Molding

+ Cleanroom Inspection and
Packaging ISO 7

~

Stapleford, UK

+ Cleanroom Assembly and product
contact tubing produced in an ISO 7
environment

+ Hose Braiding

_

Shanghai, China

+ Sales and Customer Support Office

Gottingen, Germany

+ Sales and Customer Support Office
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Solution Based Innovation®
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Contact

Americas Europe & Asia Corporate

1020 Flynn Road ZAE Robert Steichen 16, rue Héierchen 1020 Flynn Road

Camarillo, CA93012 L4940 Bascharage Camarillo, CA 93012

United States Grand Duché du Luxembourg United States

+1-800-726-4835 +352-26-33731 +1-805-920-7264
SalesSupport-Us@SaniSure.com SalesSupport-EU@SaniSure.com SalesSupport-US@SaniSure.com
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iEE‘!@i“:}. Please visit our website
! I:I;IE‘—ET to learn more.
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IMPORTANT: It is the user’s responsibility to ensure the suitability and safety of SaniSure® products for all intended uses.
For a period of 90 days from the date of delivery, SaniSure® warrants this product to be free from defects in materials and workman- ship.
Our only obligation will be to replace any portion proving defective, or at our discretion, refund the purchase price thereof. aF
User assumes all other risk, if any, including the risk of injury, loss or damage, direct or consequential, arising out of the use, misuse or inability to useghis product. 4
THIS LIMITED WARRANTY IS IN LIEU OF THE WARRANTIES OF MERCHANTABILITY, FITNESS FOR PARTICULAR PURPOSE AND ALL OTHER WARRANTIES, EXPRESSED OR IMP

No deviation is authorized. SaniSure® assumes no obligations or liability for any advice furnished by it or for results obtained with respect to th@Se products. # |
All such advice is given and accepted at the user’s risk. e
All specifications contained within this document are subject to change without notice.

Please contact our quality department for the most up to date validation and information related to product-qualification.




