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1 INTRODUCTION

1.1 Product overview

1.1.1 In bioprocess operations, the UV absorbance of a liquid solution can identify the absence or presence of the
molecule of interest. The measurement, typically at 280nm, is made by a spectrophotometer or photometer
either in-line or off-line in a cuvette. A collimated beam of light passes through a sample with a defined path
length and the absorbance is determined as the ratio of the light applied from the source to what passed through
the sample. The PendoTECH Single Use UV Flow Cell enables the measurement to be made non-invasively. The
flow cell is connected to tubing, and the measurement is made by use of a compact photometer with fiber optic
cables. This flow cell contains a special silica glass lens on the wall and compartments to attach the light source
and detector. The stream to be measured flows between the lenses by way of tubing attached to the hose barb
ends of the flow cell. The flow cell is low cost for single use applications and may be repeatedly cleaned and re-
used.

1.2 Purpose of this document

1.2.1 The purpose of this document is to assist end users in qualifying the flow cells for use in their process. Each
prospective user must test the flow cell for its proposed application to determine its suitability for the purpose
intended prior to incorporating the flow cell to any process or application. The flow cell is not intended for
use as a component in life support. The flow cell is not designed for any application in which the failure of the
product could result in property damage, personal injury, or death. Proper safeguards must be put into place
for the process in which the flow cell is used.

1.3 Qualification testing comments
1.3.1 Testing was completed to qualify the product for use in bioprocess applications. In the product manufacturing
process, O-rings and fused silica lens are installed into the polysulfone product bodies. Pre-existing
specifications on certain materials used in the UV/Turbidity flow cell devices are as noted.
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2

3

PRODUCT CATALOG NUMBERS

PendoTECH Product Catalog Numbers Covered in This Document

Part Number Description

SPECPS-N-012 Single Use UV Flow Cell, 2 mm path length, non-sterile, polysulfone, 1/8 inch hose barb

SPECPS-N-025 Single Use UV Flow Cell, 0.5 cm path length, non-sterile, polysulfone, 1/4 inch hose barb

SPECPS-N-050 Single Use UV Flow Cell, 1 cm path length, non-sterile, polysulfone, 1/2 inch hose barb

SPECPS-880-6CM

Single Use Turbidity Flow cell, 6.5cm path length, non-sterile, polysulfone, 3/4 inch
sanitary flange inlet/outlet

MANUFACTURING INFORMATION

31
3.2

33

3.4

35

3.6

Product is manufactured in an FDA Registered, ISO 13485:2016 certified facility

Product manufacturing environment

3.2.1 Product is manufactured in a clean/controlled environment internally monitored to ensure less than 10,000 0.5-
micron particles per cubic foot (1SO Class 7)

Each product is tested during manufacturing to verify physical integrity:
3.3.1 Each product is leak tested for proper O-ring sealing (Leak Test for integral assembly). This test is performed at
30 psi with air, and results documented and recorded

3.3.2 100% inspection to confirm optical clarity of silica windows

Component Inspection Criteria
3.4.1 Polysulfone molded product body: Proprietary Information- Contact PendoTECH for additional details

RoHS Statement
3.5.1 All sensors are in conformity with RoHS 3, EU Directive 2015/863.

REACH Statement

3.6.1 PendoTECH hereby certifies that its single use UV/Turbidity flow cells meet the requirements of Directive EC
1906/2006 commonly known as REACH (Registration, Evaluation, Authorization and Restriction of Chemicals)
and that to the best of its knowledge its products are free of any materials on the Candidate List of Substances of
Very High Concern (SVHC) as stated by the European Chemical Agency (ECA) and that none of these materials
are added or used in any of its manufacturing processes. This declaration is effective with production after
September 11, 2015 for all products beginning with the prefix SPECPS.
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4 MATERIALS

4.1

4.2

4.3

Wet Volumes and Surface Areas

Part Number | Wet Volume | Wet Surface Area
SPECPS-N-012 0.004 in® 0.27 in?
SPECPS-N-025 0.046 in® 1.06 in?
SPECPS-N-050 0.34in® 3.33in?
SPECPS-880-6CM 0.44 in® 4.72 in?

Fluid path components

4.2.1 Polysulfone product body: Solvay UDEL P1700: Data provided by supplier states that product meets USP Class

VI; claimed to be animal derived component free by supplier (letters on file at PendoTECH)

4.2.2 Lens: Fused Silica lens; A high purity synthetic amorphous silicon dioxide (99.99%-99.995%) manufactured by

gaseous phase deposition. Typical chemical analysis of trace elements available upon request

4.2.3 O-Ring: Silicone, 70A, Translucent, Medical grade; Data provided by supplier states that product meets USP

Class VI; claimed to be animal derived component free by supplier (letters on file at PendoTECH)
4.2.3.1 O-ring for SPECPS-880-6CM is the same material, but the hardness is only 50A

Non-fluid path components

4.3.1 Adhesive: Proprietary formulation; Data provided by supplier states meets USP Class VI; claimed to be animal
derived component free by supplier (letter on file at PendoTECH)

4.3.2 Optical Coupler Nut: Polycarbonate
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S ASSEMBLED FLOW CELL CERTIFICATIONS

5.1 USP Class VI Statement

5.2

5.3

5.4

5.5

511

All polymeric materials in contact with product fluid path meet the acceptance criteria for USP Class VI Test
(with 14 day subcutaneous implants) after exposure to 42-51 kGy of gamma irradiation. Study Summaries are in
Appendix A and full reports are on file at PendoTECH. The test articles evaluated were polysulfone pressure
sensors, however, the qualification holds true for UV/Turbidity Flow Cells as the polymeric fluid path
components are 100% identical.

USP 661 post gamma irradiation

521

Fully assembled Single Use UV/Turbidity flow cells meet the criteria of the USP Physicochemical Test for
Plastics based upon Nonvolatile Residue, Residue on Ignition, Heavy Metals, and Buffering Capacity after
exposure to 60-77 kGy of gamma irradiation. The study was conducted based upon the following references:
USP 38, National Formulary33, 2015. Monograph <661> Containers, Physicochemical Tests-Plastics. Test
Result Certificates are in Appendix B.

ISO 10993-5 post irradiation (Gamma and X-ray)

531

5.3.2

Fully assembles Single Use UV/Turbidity flow cells were tested for cytotoxicity after exposure to 35-38 kGy of
gamma irradiation. All flow cells were determined to meet the requirements of 1ISO 10993-5, Biological
Evaluation of Medical Devices — Part5: Tests for In Vitro Cytotoxicity and are not considered to have a cytotoxic
effect. Test Result Certificates are in Appendix C and full reports are on file at PendoTECH.

Fully assembles Single Use UV/Turbidity flow cells were tested for cytotoxicity after exposure to >50 kGy of X-
ray irradiation. All flow cells were determined to meet the requirements of ISO 10993-5, Biological Evaluation
of Medical Devices — Part5: Tests for In Vitro Cytotoxicity and are not considered to have a cytotoxic effect.
Test Result Certificates are in Appendix K and full reports are on file at PendoTECH.

Bioburden

54.1

Samples of fully assembled UV sensors were randomly selected from production and tested for bioburden by
Nelson Laboratories according to their Standard Test Protocol Number STP0036 Rev15. Testing is performed in
accordance with ANSI/AAMI/ISO 11737-1:2018. Testing is performed in compliance with U.S. FDA good
manufacturing practices (GMP) regulations 21 CFR Parts 210, 211, and 820. Following validation, the following
results were obtained: Average Colony Forming Units (CFU) per sample was < 3.0. The bioburden estimate
based on the recovery efficiency was 8.1 CFU/sample. Test report is available in Appendix D.

Bacteriostasis and Fungistasis (B&F)
5.5.1 B&F testing was carried out by the method suitability test via membrane filtration — USP. The study was

conducted with accordance to the following references: USP 41, NF 36, 2018. <71> Sterility Tests. ISO/IEC
17025, 2017, General Requirements for the Competence of Testing and Calibration Laboratories. Testing
determined the sensors are considered non-bacteriostatic. Test result Certificates are in Appendix E. The test
articles evaluated were polysulfone pressure sensors, however, the qualification holds true for UV/Turbidity
Flow Cells as the polymeric fluid path components are 100% identical.
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6 PERFORMANCE SPECIFICATIONS

Attribute Specification Qualification Test Information
Pressure Range 75psi max Qualification Testing by PendoTECH
Isolated Flow Cell . i .

Absorbance 0.20 AU maximum Qualification Testing by PendoTECH
Gamma Irradiation Up to 50 kiloGrays Qualification Testing by PendoTECH
X-ray Irradiation Up to 50 kiloGrays Qualification Testing by PendoTECH
Operating 2°Cto 50°C (othgr_ ranges with process Raw Material Specifications

Temperature qualification)
Storage Temperature -25°C to 65°C Raw Material Specifications
Shelf life 5 years Qualification Testing by PendoTECH
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7 PENDOTECH TEST METHOD SUMMARY

71

7.2

7.3

7.4

7.5

7.6

Pressure limit of 75 psi

7.1.1 8 flow cells from the same lot were challenged at 100 psi for leakage for 60 seconds. Each flow cell is placed in a
test fixture fitted with calibrated Druck™ pressure gauge. Line pressure at 100 psi is applied to the flow cell in
fixture; flow cells along with Druck™ gauge are then isolated for 60 seconds. Pressure is monitored in the
isolated flow cell with the Druck™ and any pressure decay is noted. Acceptance Criteria: Pressure decay less
than 0.03 psi/second at 100 psi over 60 seconds.

7.1.1.1 The UV flow cell specification is a 75 psi pressure rating when used with liquid. According to scientific
leak test theory, there is a significant difference in leak rate between gasses and liquid, under the same
conditions. With all else being equal (pressure, temperature, hole size, etc.), a gaseous leak rate will be
approximately 205 times larger than an aqueous leak rate. When comparing liquid and gas leak rates, the
leak rate increases due to the reduced viscosity and the expansion characteristics of the gas. For more
details on leak rate theory, please refer to Cincinnati Test Systems Application Bulletin #120.

Flow Cell Absorbance, Max 0.20AU

7.2.1 PendoTECH has determined that a flow cell’s maximum natural/isolated absorbance shall be no greater than
0.20AU, in order for the transmitter to meet its accuracy and precision claims. PendoTECH completed an
experiment whereby a SPEC-280L UV-VIS-NIR Transmitter was tared on a calibrated SPEC-TRS Photometer
Test Rig, with a blank cuvette inserted, establishing a stable 0.00 AU baseline. Then, the transmitter was
connected to various flow cells of different sizes and lots, and AU values were recorded. This method
determined the absorbance of just the flow cell.

Gamma Compatibility and Shelf Life of S years

7.3.1 PendoTECH has qualified its UV/Turbidity flow cells for a 5 year shelf life and compatible with gamma
irradiation by evaluating flow cells that were real time aged for 2 years, accelerated aged for 3 years, gamma
irradiated at 60-77kGy, and then real time aged for another 2 years. The performance of the flow cells was
evaluated with a maximum absorbance test similar to what is described in section 7.2. The integrity of the flow
cells was challenged with a leak test at 60 psi, in which a pressure decay was measured and the flow cells were
visually inspected for leaks using soapy water.

X-ray Compatibility

7.4.1 In accordance with the BioProcess System's Alliance (BPSA) white paper on the requirements and risk
evaluation of the X-ray sterilization of single use equipment, a risk assessment was performed to identify the
tests required to qualify PendoTECH Single Use UV/Turbidity flow cells for X-ray irradiation for a dose > 50
kiloGrays (Certificate in Appendix ). As these flow cells contain no active electronics and are composed of
robust, gamma compatible materials, they were deemed to be very low risk. Basic functionality and leak testing
was still performed to demonstrate compatibility as a precaution. Testing procedures and results are documented
below.

Operating Temperature range 2°C to 50°C

7.5.1 PendoTECH has determined a 2°C to 50°C operating temperature range for Single Use UV/Turbidity flow cells
based on raw material specifications. PendoTECH has on file information from all flow cell component material
suppliers stating very wide operating temperature ranges well outside the 2°C to 50°C claim. For consistency
and an appropriate safety factor, PendoTECH has narrowed the range to be the same as other PendoTECH single
use sensors. Other operating temperature ranges may be viable with proper end user process qualification.

Storage Temperature -25°C to 65°C

7.6.1 PendoTECH has determined a -25°C to 65°C storage temperature range for Single Use UV/Turbidity flow cells
based on raw material specifications. PendoTECH has on file information from all flow cell component
suppliers” manufacturers stating very wide operating temperature ranges well outside the -25°C to 65°C claim.
For consistency and an appropriate safety factor, PendoTECH has narrowed the range to be the same as other
PendoTECH single use sensors. Other storage temperature ranges may be viable with proper end user process
qualification.
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8 PENDOTECH TEST RESULTS

8.1 Pressure limit of 75 psi

Products: % inch Single Use UV Flow Cell Date of Inspection: 4/7/2016
Part No.: SPECPS-N-025 Lot Numbers: 1160582
Quantity: 8

« Obijective: Confirm integral flow cell assembly of initial manufacturing lot of %4” PendoTECH Single Use UV Flow Cells
(SPECPS-N-025) with new molded nut and polysulfone UV flow cell body by means of pressure hold test at 100 psi for 60
seconds.

< Procedure: 8 flow cells from the same lot were challenged at 100 psi for leakage for 60 seconds. Each flow cell is placed in a
test fixture fitted with calibrated Druck™ pressure gauge. Line pressure at 100 psi is applied to the flow cell in the fixture; flow
cells along with Druck™ gauge are then isolated for 60 seconds. Pressure is monitored in the isolated flow cell with the Druck™
and any pressure decay is noted. (Calibration Certificate for Druck™ in Appendix F)

< Acceptance Criteria: Pressure decay less than 0.03 psi/second at 100 psi over 60 seconds.

«» Test Results: Each flow cell exhibited a constant pressure decay of no more than 0.03 psi per second during testing. A molded
flow cell body without the sensor compartment exhibited leakage of 0.03 psi per second confirming the validity of the
acceptance criteria.

Test Equipment Used: Make Model Serial # Last Calibration
Pressure Gauge DRUCK DPI 104 36774169 7/13/2015

Applied High Pressure (psi) Flow Cell Serial # SPECPS-N-025 Lot#: 1160582 Acceptance Criteria (psi)

01 Pass

02 Pass

03 Pass

04 Pass Pressure decay of less. than
05 Pass 0.03 psi per second

06 Pass

09 Pass

10 Pass
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8.2 Flow Cell Absorbance, Max 0.20AU

Products: Single Use UV/Turbidity Flow Cell Date of Inspection: 10/6/2017

Part No.: SPECPS-N-025, SPECPS-N-050 Lot Numbers: 1163033, 1172263, 1133031,
1170950, 1161362

Quantity: 26

«» Obijective: Confirm that completed assembly of Single Use UV/Turbidity flow cells conforms to an absorbance of max 0.20
AU.

«» Procedure: PendoTECH completed an experiment whereas a SPEC-280L UV-VIS-NIR Transmitter was tared on a
calibrated SPEC-TRS Photometer Test Rig, with a blank cuvette inserted. This established a known good 0.00AU baseline.
Then, the transmitter was connected to various flow cell of different sizes and lots, and AU values recorded. This method
determined the absorbance of just the flow cell. Two different sizes and 5 different lots were tested.

«» Acceptance Criteria: Absorbance (AU) max 0.20AU

< Test Results: Each flow cell exhibited an absorbance of max 0.20AU. This confirms that the design of the product, along
with existing manufacturing processes, produces consistently the desired result of max 0.20AU.

Test Equipment Used: Make Model Serial # Last Calibration
Photometer Test Rig PendoTECH SPEC280-TRS CH11017 10/2/17
SPECPS-N-050 SPECPS-N-025
Serial # Abs. (AU) Serial # Abs. (AU)

1163033-104 0.01 1170950-031 0.07
1172263-093 0.07 1170950-045 0.07
1172263-104 0.01 1170950-067 0.08
1172263-102 0.01 1170950-077 0.14
1172263-103 0.12 1170950-069 0.09
1172263-097 0.06 1161362-249 0.07
1163033-246 0.01 1161362-145 0.07
1163033-258 0.01 1161362-239 0.01
1163033-270 0.01 1161362-052 0.01
1163033-261 0.14 1161362-197 0.06
1163033-264 0.01
1163031-073 0.01
1163031-078 0.11
1163031-084 0.01
1163031-066 0.01
1163031-080 0.01
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8.3 Gamma compatibility and Shelf life of 5 years

8.3.1 Post Gamma and 5 year Shelf Life Absorbance Testing

Products: Single Use UV/Turbidity Flow Cell Date of Inspection: 8/4/2021
Part No.: SPECPS-N-025, SPECPS-N-050 Lot Numbers: 1170950, 1161362, 1163031
Quantity: 16

«» Obijective: Confirm that completed assembly of Single Use UV/Turbidity flow cells conforms to an absorbance of max 0.20
AU, post 5 year shelf and gamma sterilization (60-77kGy, Certificate in Appendix G).

Procedure: PendoTECH conducted an experiment whereas a SPEC-880L Photometer (SN: 472079385) was tared on an
empty flow cell stand (SPEC-FCH-S SN: FCHS40620. This established a known good 0.00AU baseline. Then 16x flow cells
of two different sizes across three lots were inserted into the stand and the change in absorbance was measured. These flow
cells were all real time aged for two years, accelerated aged for 3 years, and then stored on a shelf for an additional 2 years of
real time aging. The AU value for each sensor was recorded to confirm whether or not it is within the acceptance criteria.

«» Acceptance Criteria: Absorbance (AU) max 0.20AU

Test Results:

Lot Serial
Part Number Number Number Absorbance (AU)
SPECPS-N-025 1170950 72 0.12
SPECPS-N-025 | 1170950 71 0.09
SPECPS-N-025 | 1170950 35 0.08
SPECPS-N-025 | 1170950 48 0.03
SPECPS-N-025 | 1170950 2 0.05
SPECPS-N-025 | 1170950 73 0.04
SPECPS-N-025 | 1170950 74 0.06
SPECPS-N-025 1161362 249 0.05
SPECPS-N-050 | 1163031 86 0.04
SPECPS-N-050 | 1163031 81 0.05
SPECPS-N-050 | 1163031 66 0.05
SPECPS-N-050 | 1163031 19 0.04
SPECPS-N-050 | 1163031 20 0.06
SPECPS-N-050 | 1163031 9 0.05
SPECPS-N-050 | 1163031 73 0.05
SPECPS-N-050 | 1163031 69 0.05

< Conclusion: All flow cells were within the maximum absorbance of 0.20 AU confirming that UV/Turbidity flow cells are
still suitable for use after a 5 year shelf life, and compatible with gamma irradiation
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8.3.2 Post Gamma and 5 Year Shelf Life Leak Testing

Products: Single Use UV/Turbidity Flow Cell Date of Inspection: 8/10/2021
Part No.: SPECPS-N-025, SPECPS-N-050 Lot Numbers: 1163031, 1170950, 1161362

Quantity: 16

+« Obijective: Confirm the integrity of UV/Turbidity flow cells, post 5 year shelf and gamma sterilization (60-77kGy,
Certificate in Appendix G) by means of a leak test.

< Procedure: 16x flow cells from 3 lots across two different sizes were real time aged for 2 years, accelerated aged for 3 years,
gamma radiated between 60 and 77 kGys, and then real time aged for another 2 years. These flow cells were leak tested in a
PendoTECH custom test rig to isolate the flow cell, where the pressure was monitored with a calibrated pressure gauge
(Calibration Certificate in Appendix H). The flow cells were exposed to 60 psi for 90 seconds. A pressure decay test was
performed to measure the pressure drop and soapy water was used to visually identity any leaks. The pressure decay was
recorded and compared against the acceptance criteria.

Test Equipment Used: Make Model Serial # Last Calibration
Pressure Gauge DRUCK DPI 104 3674169 08/20/20

«» Acceptance Criteria: Pressure decay less than 0.03 psi/second and no visual detection of leaks

«» Test Results:

Lot Serial Pressure Decay Leak Visually
Part Number Number | Number P Initial P final Ap (psi/sec) Detected?
SPECPS-N-025 | 1170950 72 60.23 60.20 0.03 0.0004 No
SPECPS-N-025 | 1170950 71 60.25 60.21 0.04 0.0005 No
SPECPS-N-025 | 1170950 35 60.46 60.45 0.01 0.0001 No
SPECPS-N-025 | 1170950 48 60.22 60.20 0.02 0.0002 No
SPECPS-N-025 | 1170950 2 60.38 60.34 0.04 0.0005 No
SPECPS-N-025 | 1170950 73 60.34 60.33 0.01 0.0001 No
SPECPS-N-025 | 1170950 74 60.17 60.14 0.03 0.0004 No
SPECPS-N-025 | 1161362 249 60.39 60.38 0.01 0.0001 No
SPECPS-N-050 | 1163031 86 60.36 60.33 0.03 0.0004 No
SPECPS-N-050 | 1163031 81 60.40 60.37 0.03 0.0004 No
SPECPS-N-050 | 1163031 66 60.25 60.23 0.02 0.0003 No
SPECPS-N-050 | 1163031 19 60.29 60.27 0.02 0.0002 No
SPECPS-N-050 | 1163031 20 60.23 60.20 0.03 0.0004 No
SPECPS-N-050 | 1163031 9 60.24 60.22 0.02 0.0003 No
SPECPS-N-050 | 1163031 73 60.40 60.36 0.04 0.0005 No
SPECPS-N-050 | 1163031 69 60.31 60.29 0.02 0.0003 No

< Conclusion: All flow cells were within the acceptable pressure decay limit and no leaks were visually identified, confirming
flow cell integrity post 5 year shelf life and gamma irradiation.
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8.4 X-ray Compatibility
8.4.1 Post X-ray Functionality Testing

Products: Single Use UV/Turbidity Flow Cell Date of Inspection: 10/4/2021
Part No.: SPECPS-N-050 Lot Numbers: 1202529, 1202944, 1202606, 1210024

Quantity: 19

< Obijective: Confirm the functionality of Single Use UV/Turbidity flow cells be ensuring they conform to an absorbance of
max 0.20 AU, post X-ray Irradiation (> 50 kGy, Certificate in Appendix I).

< Procedure: 19x UV/Turbidity Flow Cells across 4 different lots (1202529, 1202944, 1202606, and 1210024) were tested for
stability by evaluating the absorbance of an empty flow cell. All flow cells were X-ray irradiated with a dose >50 kGy. A
PendoTECH SPEC-880L Photometer (SN: 472079358) was tared on an empty flow cell stand (SPEC-FCH-S SN: FCHS70320)
to establish a known 0.00AU baseline. Then the flow cells were inserted into the stand and the change in absorbance was
measured. The same test was performed prior to irradiating the flow cells to demonstrate that X-ray irradiation did not cause a
significant change in the absorbance of the flow cell.

«» Acceptance Criteria: Absorbance (AU) max 0.20AU

% Test Results:

Serial Absorbance (AU)

Part Number Lot Number Number Pre X-ray Post X-ray Difference
SPECPS-N-050 1202529 107 0.08 0.06 -0.02
SPECPS-N-050 1202944 30 0.1 0.02 -0.08
SPECPS-N-050 1202529 108 0.06 0.08 0.02
SPECPS-N-050 1202944 305 0.02 0.03 0.01
SPECPS-N-050 1202944 248 0.07 0.08 0.01
SPECPS-N-050 1202944 312 0.06 0.04 -0.02
SPECPS-N-050 1202606 131 0.07 0.04 -0.03
SPECPS-N-050 1202944 208 0.07 0.09 0.02
SPECPS-N-050 1202606 123 0.08 0.06 -0.02
SPECPS-N-050 1202606 82 0.06 0.02 -0.04
SPECPS-N-050 1210024 234 0.05 0.03 -0.02
SPECPS-N-050 1210024 183 0.08 0.09 0.01
SPECPS-N-050 1210024 156 0.07 0.07 0.00
SPECPS-N-050 1210024 213 0.06 0.07 0.01
SPECPS-N-050 1210024 240 0.06 0.04 -0.02
SPECPS-N-050 1210024 203 0.09 0.02 -0.07
SPECPS-N-050 1210024 37 0.1 0.04 -0.06
SPECPS-N-050 1210024 273 0.05 0.07 0.02
SPECPS-N-050 1210024 138 0.09 0.06 -0.03

Average 0.07 0.05 -0.02

< Conclusion: All flow cells were within the acceptable limit of 0.20AU and did not change significantly following X-ray
Irradiation, thus qualifying the performance of PendoTECH Single Use UV/Turbidity Flow cells post X-ray Irradiation.
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8.4.2 Post X-ray Integrity Testing

Products: Single Use UV/Turbidity Flow Cell Date of Inspection: 10/4/2021
Part No.: SPECPS-N-050 Lot Numbers: 1202529, 1202944, 1202606, 1210024

Quantity: 19

«» Obijective: Confirm the integrity of UV/Turbidity flow cells via leak testing X-ray irradiation (> 50kGy, Certificate in
Appendix I)

« Procedure: 19x UV/Turbidity flow cells across 4 different lots (1202529, 1202944, 1202606, and 1210024) were leak tested
to validate flow cell integrity following a dose of X-ray irradiation > 50kGy. Each flow cell was placed in a custom test fixture
where a 90 second pressure decay test at 60 psi and visual inspection using soapy water was performed to demonstrate that
there were no leaks post X-ray irradiation. The pressure of the flow cell isolated inside the custom test fixture was monitored
with a calibrated pressure gauge (Certificate in Appendix J).

Test Equipment Used: Make Model Serial # Last Calibration
Pressure Gauge DigiSense CP355333 1912310225 08/24/21

«» Acceptance Criteria: Pressure Decay less than 0.03psi/second and no visual detection of leaks

«» Test Results:

Post X-ray Leak Test Results
Initial Final Pressure
Lot Serial Pressure Pressure Decay

Part Number Number | Number (psi) (psi) AP (psi/sec)
SPECPS-N-050 1202529 108 60.04 59.95 -0.09 -0.0010
SPECPS-N-050 1202944 248 60.01 59.93 -0.08 -0.0009
SPECPS-N-050 1202944 305 60.03 59.93 -0.10 -0.0011
SPECPS-N-050 1202606 131 60.07 60.01 -0.06 -0.0007
SPECPS-N-050 1210024 203 60.03 59.94 -0.09 -0.0010
SPECPS-N-050 1202529 107 60.02 59.89 -0.13 -0.0014
SPECPS-N-050 1202606 123 60.02 59.94 -0.08 -0.0009
SPECPS-N-050 1202606 82 60.00 59.91 -0.09 -0.0010
SPECPS-N-050 1210024 138 60.11 60.02 -0.09 -0.0010
SPECPS-N-050 1210024 234 60.06 59.98 -0.08 -0.0009
SPECPS-N-050 1210024 273 60.02 59.93 -0.09 -0.0010
SPECPS-N-050 1210024 240 60.07 60.00 -0.07 -0.0008
SPECPS-N-050 1210024 156 60.06 59.98 -0.08 -0.0009
SPECPS-N-050 1210024 37 60.14 60.07 -0.07 -0.0008
SPECPS-N-050 1210024 213 60.00 59.89 -0.11 -0.0012
SPECPS-N-050 1210024 183 60.03 59.97 -0.06 -0.0007
SPECPS-N-050 1202944 312 60.03 59.95 -0.08 -0.0009
SPECPS-N-050 1202944 208 60.01 59.90 -0.11 -0.0012
SPECPS-N-050 1202944 30 60.03 59.91 -0.12 -0.0013

7

+ Conclusion: No leaks were identified in any of the leak testing and all pressure decay tests were within the acceptable limit,
thus validating the integrity of PendoTECH Single Use UV/Turbidity Flow cells post X-ray Irradiation.
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9 APPENDICES

9.1 Appendix A- Assembled Flow Cell Certificate: Class VI post 40kGy gamma irradiation- Flow
Cell Body and O-Ring

TOXIKON

2GHT. FROM THE START.™

TEST RESULT CERTIFICATE
Sponsor PendoTECH Technical Initiation 4M 22019
Address 174 Massau Street Suite 256 Technical Completion /2912019
Princatan, M) 08542 Report Date /32019
Contact Dannis Annareli Amended Report Date BM17/2018
P.O. Number 2013094 ) Final GLF Report 12-00538-G1

Palysulfona Pressure Sansor Body,
Test Article | Pressure Sensing Chip, Port Plate o-Ring | Ratio &0 o200 mL
Post 40 kGy Gamma lrradiation

USP 0.8% Sodium Chioride for
Injection (NaCl), Cottonseed Ol

Lot/Bateh f NT1477 Vehicles {C50), 1 in 20 Ethanal in MaCl
{EOH), and Polysthylens Glyool
400 (FEG)
Class V| Test - USP Extraction -
Study (With 14 Day Subeustaneocus Implart) Conditions | /0 *2"Cfor 2442 hours
REFEREMNCES:

The study was conducted based upon the following references:

United States Pharmacopsia 41, National Foemulary 36, 2018, <88> Blological Reaclivity Tests, in Viva.
IS0AEC 17025, 2017, General Requirements for the Competance of Testing and Calibration Laboratories.
GENERAL PROCEDURE:

The extraction condifions were perfarmed as stated above. The test articls extracis and coresponding blanks were
injected sysiemically and intracutanecusly in mice and rabbits, raspectively. The injections were in the amounts and
routes set forth by USP, including the further dilution of the extracts prepared with PEG. The animals were abserved
far signs of taxicity and skin reactivity for up to 72 hours post treatment. 1n addition, the tast article was implanted
subcutanecusly into rats for 14 days and observed macroscopically for signs of hemorthage, necrosis, diseoloration,
encapsulation, and infection.

RESULTS AND CONCLUSION:

None of the mice injected with the test articla extracts exhibited any signs of toxicity in the Systemic Injection Tast. In
addition, none of the rabbits injected intracutaneously with the test aricle exiracts exhibited any signs of erdhema, or
edema in both test and control sites and no signs of chinical toxicity. In both the Systemic and Intracutaneous Tests,
the controls were normal through T2 hours. Also, the implant sites exhibited no significant signs of hemarrhage,
necrosis, discolorafion, encapsulation, or infection compared with the confrol sites.

The test article meets the requirements of the guidelines for the Blological Test for Plastics, Class Wl - 70°C.
AUTHORIZED PERSONMNEL:

CIILL

Colin McFadden, B.5. Radhika Devalarzja, Ph.D.
Quality Assurance Study Directar
= 15 Wiggins Ave., Bedford MA 01730 > 800.458.4141 > Main: 781.275.3330 Toxiken.com
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TOXIKON

RIGHT. FROM THE START.™

FINAL GLP REPORT: 19-00538-G1
AMENDED

CLASS VITEST - USP
(WITH 14 DAY SUBCUTANEQOUS IMPLANT)

Test Article
Falysulfone Pressure Sensor Body, Pressure Sensing Chip, Port Plate o-Ring Post
40 kGy Gamma Irradiation

21 CFR Part 58 Compliance
Good Laboratory Fractice for Nonclinical Laboratory Studies

Final Report Date
6/3/2019

Amended Final Report Date
BM17I2019

Study Director
Radhika Devalaraja, Ph.D.

Sponsor
PendoTECH

174 Massau Street Suite 256
Princeton, MJ 08542

= 15 Wiggins Ave., Bedford MA 01730 > B00.458.4141 = Main: 781.275.3330 Toxikon.com
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T D 1 d l K B n Class V| Test— USP (With 14 Day Subcutaneous Implant)
Y Final GLP Report: 19-00538-G1 Amended

Test Article Name: Polysulfone Pressure Sensor Body, Pressure Sensing Chip, Port Plate o-Ring Post

40 kGy Gamma Irradiation

STUDY SUMMARY

The USP 0.9% Sodium Chloride for Injection (NaCl), Cottonseed Qil (C50), 1 in 20 Ethanol in
MNaCl (EtOH), and Polyethylena Glycol 400 (PEG) extracts of the test article, Polysulfone
Fressure Sensor Body, Pressure Sensing Chip, Port Plate o-Ring Post 40 kGy Gamma
Irradiation, following Intracutansous Injection in rabbits, Systemic Injection in mice, and the test

article, following Subcutaneous Implantation in rats, did not produce a biological response.

Based on the criteria of the protocol and the USP guidelines for Class VI Plastics - 70 °C, the

test article meats the requirements of the test.

wwew toxlkon.com Page § of 30
Toxikon Use Only: 000
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T 0 }: I K D n Class V| Test - USP (With 14 Day Subsutanesus lmplant)

Final GLP Report: 19-00838-G1 Amended
Test Article Name: Polysulfone Pressure Sensor Body, Pressure Sensing Chip, Port Plate o-Ring Post

40 kGy Gamma Irradiation

QUALITY ASSURANCE STATEMENT

The Quality Assurance Unit conducted inspections on the following dates. The findings were
reported to the Study Director and to Toxikon's Management.

The final report was reviewed to assure that the report accurately describes the methods and

standard operating procedures. The reporied results accurately reflect the raw data of the
nenclinical study conductad per the protocol.

Phase Inspection Date Reported to Date Reported to
Date Study Director Management
EXPLANT 82872019 5/28/2019 Bl2a/20me
DATA 632019 B/32019 632019
FIMAL REPORT Gr2018 B/3/2019 B32Z019
AMEMDED REPORT &MTI2019 GMTI2019 aM7/2018
i) Y
Colin McFadden, B.S. '

Date

Quality Assurance

wewrws foikon, com Page 7 of 20

Toxikan Usea Only: 000
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T D wr I K D n Class VI Test— USP (With 14 Day Subcutanecus Implant)
i Final GLP Report: 19-00538-G1 Amended

Test Article Name: Polysulfone Pressure Sensor Body, Pressure Sensing Chip, Port Plate o-Ring Post

40 kGy Gamma lrradiation

GLP COMPLIANCE STATEMENT

This study meets the technical requirements of the protocol.

This study was conducted in compliance with the current U.S. Food and Drug Administration
21 CFR, Part 58 Good Laboratory Practices for Nonclinical Laboratory Studies.

The sections of the regulations not performead by or under the direction of Texikon Corporation,
exempt from this Good Laboratory Practice Statement, included characterization and stability of
the test article, 21 CFR, Part 58.105, and its mixture with carriers, 21 CFR, Part 58,113,

SIGNATURES
Signature Information
Protocal Mumber p19-0161-000
Study Director Radhika Devalaraja, Ph.0,
Study Supervisar Catherine Maciaszek, B.S. LAT
Company Texikon Gorporation

VERIFICATION DATES
The study initiation day is the date the protocol is signed by the Study Director.

Verification Dates
Test Article Recaipt 1123720189
Project Log 21112018
Study Initiation 2512010
Study Completion B/3/2018

T Rodh e 45"1}'1‘“‘1‘?
Radhika Devalaraja, Ph.D. Date
Study Director

weww toudkom. com Fage & of 30
Toxikon Use Only: 000

Page 20 of 53



Validation Guide for PendoTECH Single Use UV/Turbidity Flow Cells

CONFIDENTIAL- NOT FOR GENERAL DISTRIBUTION

Revision 2

Certificate Of Processing

Prepared for EMD MILLIPORE - BEDFORD
Gamma Process Run ID 117005A

= STERIS

Product Code Product Lot Number Quantity UOM
40-80 SAMPLES 0020499769 cs
Cust ltern ID: CAT. NO. CDRF1TNOS
40-80 SAMPLES 0021039608 cs
Cust item ID: CAT. NO. CDRF4HNOS
40-80 SAMPLES 0022897176 cs
Cust Item 1D: CAT. NO. CORMSHNOS
40-60 SAMPLES MGBF620/MGDM180 Cs
Cust Item ID: 20277484/00123958DR
4050 SAMPLES NA cs
Cust Item ID: PENDOTECH POLYSULFONE SENSORS
PO Number: N1402721
Processing Run Start Date/Time: 20-Jan-2019 10:07.00 pm Approx. Downtime (hours); 3.82
Processing Run End Date/Time: 21-Jan-2019 04:04:00 am
Minimum Specified Dose (kGy): 40.0 Minimum Delivered Dose (kGy): 421
Maximum Specified Dose (kGy): 60.0 Maximum Delivered Dose (kGy): 50.8
Product meets Customer specifications; zero nenconformities occurred dunng this iradiation run,
Signature Manifest
Reviewed and E-Signed By Signed On 1/21/2019 at 8.:48 AM
Francine Maranda (QS & RC Analyst) VICLONT Ofiest ) 8:00
Document Content Revision: 1
Processing Location: Op faciiles are in complarcs with spplicable state and federal reguistions (FDA. NRC. & PA
STERIS m OSO'A] and provide urvug undar quc!ky syslem which meets the requrements of | DA QSR
ENASO 13485, one in 5 with the ap b L EN ANSEAAMINSO 11137 ar EN
435 Whitney Streat ANSUAAMIASO 11134, For tems with gamma #radiaton, STERIS cadifies that these
Northborough, MA 01532 'mwmmmmuwmwmamommdmmmmw
Phone: 508-393-3323
Fax: 844-698-9778
WI-0003001354/01369 Last Rev In Rel. 3.6.5.1 Rolesse Dato 05-Jun-2017 Pege 1011
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9.2 Appendix B: Assembled Flow Cell Certificate: USP 661 post gamma irradiation

TOXIKON

ADVANCING YOUR INNOVATION ’

TEST RESULT CERTIFICATE ;
F
Sponsor PendoTECH Technical Initiation 11/18/2015 E
Address 174 Nassau Street Technical Completion 11/20/2015 :
Ste. 256
Princeton, New Jersey 08542 ;
Contact Dennis Annarellf Report Date 1172472015
P.Q. Number 2009258 Final Non-GLP Report 15-04022-N1-

} PendoTECH Single Use UV Sensor i
Test Article Ratio 120 cm?20 mL
Post Gamma Irradiation

Lot/Batch # 1151263 Vehicle Furified Water

: . , Extraction "
Study Physicochemical Test for Plastics — USP Conditions 70 + 2°C for 24 + 2 hours
Comments None.

REFERENCES: The study was conducted based upon the following references: United States Pharmacopeia 38,
National Formulary 33, 2015. Monograph <661 Containers, Physicochemical Tests—Plastics. i

[SO/EC 17025, 2005, General Requirements for the Competence of Testing and Calibration Laboratories.

GENERAL PROCEDURE: The fest article was extracted in purified water after rinsing in purified water. The following
tests were conducted in order to determine physical and chemical properties of the test arficle’s extracts: Nonvolatile
Residue, Residue on Ignition, Heavy Metals, and Buffering Capacity.

*The Residue on Ignition test is only performed if the nonvolatile residue is 5§ mg or above.

RESULTS:
TEST ACCEPTABLE LEVEL TEST RESULT r
Nonvolatile Residue <15mg 1.5 mg, Meets Criteria
Residue on Ignition* <5mg Not Applicable
Heavy Metals <1 ppm <1 ppm, Meets Criteria
Buffering Capacity <10mL 0.86 mL, Meets Criteria

CONCLUSION: The test article meets criteria of the USP Physicochemical Test for Plastics based upon the methods :
employed. ;

AUTHCRIZED PERSONNEL:

Lakshmi Chandrasekaran, M.S. Amtud Qamar, M.S. e
Quality Assurance Study Director

Toxiken Corporation 15 Wiggins Ave., Bedford, MA 01730 USA 1.800.458.4141 Main; 1.781.275.3330
e

o
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Certificate Of Processing = STERIS
Prepared for ADVANCED SCIENTIFICS INC

lsomedix Services

Gamma Process Run |D 179365C

Product Code Product Lot Number Guantity oM
GROUP 88 SAMPLE JASOM ! SAMPLE JASON-0000 1 cs
GROUP 82 140080 / B5174-0000 2 cs
GROUP 82 622014-0802 / 84931-ENDO 1 cs
GROUP 82 B110032-1 ! B5048-0000 1 cs
GROUP 82 B110522-1 ! 86408-0000 1 cs
Processing Run Start DatelTime: 01-Mow-2015 01:31:28 am Approx. Downtime (hours): 0.00
Processing Run End DateTime: 01-Now-2015 03:25:18 am
Minimum Specified Dose (KGy): 27.5 Minimum Delivered Dose (kGy): 301
Maximum Specified Dose (kGy): 45.0 Maximum Delivered Dose (kGy): 37T

Product meets Customer specifications; zero nonconformities occurred during this imadiation run.

Signature Manifest

Reviewed and E-Signed By Signed Om 11722015 at 11:07 AM
Tracy Wild (QS/RC Technician) UTC / GMT Offset (fcmm): -5:00

Document Content Revision: 1

Operating faciities are In complancs with applicable stabe and federal reguiations (FOA, NRC, ERA,

Processing Location:
and ©5HA) and provide services under 3 quality system which mests the requirements of FDA QSR,

= — .
STERIS IE":""“_‘?':_“I SEMICES ENIS0 13465:2003/2042, and In algnment with EN ANSUAAMITS0 11137-2006. STERIS lsometix
23 Elizabeth Drive centes that these processed tems recelved the Indicated doses within the precision and accuracy
Chester, NY 10818 of me dosimetry system used.

Phone: 845-468-4087
Fax: B45-488-7512

PROC-O00S40135401 363 Last Rev In Rel. 3.6.2.1 Release Daba: 02-Apr-2014 Page 10f1
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Revision 2

Certificate Of Processing = STERIS

Prepared for ADVANCED SCIENTIFICS INC

lsomedis Services

Gamma Process Run 1D 179655E

Product Code Product Lot Number Cluantity UOM
GROUR 80 SAMPLE JASOM J SAMPLE JASON-0000D 1 Cs
GROUP 82 B104820-1/ 86635-0000 50 C5
GROUP 85 HMODD170-1 / 88608-0000 1 Cs
Processing Run Start Date/Time: 0&-Mow-2015 07:22:48 am Approx. Downtime (hours): 0.08
Processing Run End Date/Time: 0&-Mow-2015 02:28:01 am
Minimum Specified Dose (KGy): 27.5 Minimum Delivered Dose (kGy): 30.3
Maximum Specified Dose (kGy): 45.0 Maximum Delivered Dose (KGy): Jo.8

Product meets Customer specifications; zero nonconformities occurred during this iradiation run.

Reviewed and E-Signed By

Tracy Wild (QS/RC Technician) UTC / GMT Ofset Mifcmmi: -5:00

Document Content Fevision: 1

Signature Manifest

Signed On 11/10v2015 at 3:45 PM

Processing Location:
STERIS Isomedix Services
23 Elizabeth Drive
Chester, NY 10818
Phone: B45-4G8-4087
Fax: B45-4809-7512

Operaing fagiities are In complance with applicable state and federal regulations (FDA, NRC, EPA,
and O5HA) and provide services under a quallty system which mests the requirements of FDA QS5R,
ENZ0 1348520032012, and In alkignmeni with EN ANSUAAMLUTSO 1113722006, STERIS Isomedix
cenifies that these processed itemes recelved the ndicated doses within the precision and accuracy
of Mie dosimetry systam used.

PROC-D00GA0N35401363 Last Rev In Rel. 3.6.2.1

Felease Data: o2-Apr-2014 Page 1071
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9.3 Appendix C: Assembled Flow Cell Certificate: ISO 10993-5 post gamma irradiation

TOXIKON

ADVANCING YOUR INNOVATION ‘r
TEST RESULT CERTIFICATE ‘

Sponsor PendoTECH Technical initiation 8/18/2015
Address 174 Nassau Street Technical Completion 8/21/2015
St. 256
Princeton, New Jersey 08542
Contact Dennis Annarelii Report Date 9/1/2015
P.C. Number 2008360 Final GLP Report 15-02862-G1
Test Article UV absorbance sensor Ratio 3 em3ml. ‘

Serum—Supplemented
Lot/Batch# | See Attachment A Vehicle (complete) Minimum
Essential Medium (MEM)

1.929 Neutral Red Uptake Test Extraction

Study {1 Concentration) — ISO Conditions

24+ 2hours at37 = 1°C

Comments Per Sponsor request, the test article was extracted jntact and wires were excluded from testing.

REFERENCES: The study was based upen the following references: IS0 10993--5, 2009, Biological Evaluation of |
Medical Devices — Part &: Tests for /In Vifro Cytotoxicity. 150 10993-12, 2012, Biolegical Evaluation of Medical
Devices — Part 12: Sample Preparation and Reference Materials.

ISCAEC 17025, 2005, General Requirements for the Competence of Testing and Calibration Laboratories.

GENERAL PROCEDURE: The biological reactivity of a mammalian celf menolayer, L9292 mouse fibroblast, in
response to the test article extract was determined. The test article exiract was prepared as stated above. Positive
control {Natural Rubber} and negative control (Negative Controf Plastic) arficles and an untreated controf were prepared
to verify the proper functioning of the test system. The fest article and control articie extracts were used to replace the
maintenance medium of the cell culture. The test article exiract was tested at the 100% (neat) concentration. All
cuttures were incubated in, at least, 6 replicates for 24 to 26 hours, at 37 = 1 °C, in 2 humidified aimosphere containing
5 + 1% carbon dicxide (CO2). The viability of cells following the exposure to the extracts was measured via their
capacity to uptake a vital dye, Neutral Red. This dye was added to the celis to be actively incorperated in viable cells.
The number of viable cells correlates to the coior intensity determined by photometric measurements at 540 nm after
extraction,

EVALUATION CRITERIA: The viability of cells expesed to the negative control article and pasitive control article
extracts need to be greater and less than 70% of the untreated control, respectively, to confirm the validity of the

assay. The test article meets the requiremenis of the test if the viability % is greater than or equal to 70% of the :
untreated control. ¢

RESULTS: i

3

E

i Test Article t

‘ Ugtreated Negative Positive Control

! ontrol Control 100% (neat) :
Average CD ‘ 0.532 0.571 0.214 0.548
Viability % L 100% 107% 40% 103%

CONCLUSION: The test articie meets the requirements of the test and is not considered to have a cytotoxic effect.

AUTHORIZED PERSONNEL.: g

)/

o

Sruthi Sundaram, Ph.D.
Study Director

Page 28 of 53



Validation Guide for PendoTECH Single Use UV/Turbidity Flow Cells Revision 2
CONFIDENTIAL- NOT FOR GENERAL DISTRIBUTION

Certificate Of Processing = STERIS
Prepared for ADVANCED SCIENTIFICS INC

lsomedis Services

Gamma Process Run ID 75893A

Product Code Product Lot Number Quantity UOM
GROUP &8 SAMPLE JASOMN / SAMPLE JASCN-0000 1 CS5
Processing Run Start Date/Time: 01-Aug-2015 089:52:00 pm Approx. Downtime (hours ) 0.15

Processing Run End Date/Time:

01-Aug-2015 11:27:00 pm

Minimum Specified Dose (kGy):

Maximum Specified Dose (kGy):

Product meets Customer specifications; zero nonconformities occurred during this irradiation nun.

27.5 Minimum Delivered Dose (kGy): 4.8

45.0 Maximum Delivered Dose (kGy): ir.g

Reviewed and E-Signed By

Maria H Greco (QS/RC Technician) UTC GMT Oftset (Rh:mm]: ~£:00

Document Content Revision: 1

Signature Manifest

Signed On &8/32015 at 7T:51 AM

Processing Location:
STERIS Isomedix Services
8 Apollo Drive

Whippany, MJ 07281
Phone: B73-887-2754
Fax: 873-BE7-6501

Operating faciities are In compliance wih applicable state and federal requiations (FOA, NRC, EPA,
and O5HA) and provide senices under 3 quallly sysiem which meets the requirements of FOA QSR,
EMNASO 1343520032012, and In alignment with EN ANSIAAMIASDO 111372006, STERIS lsomedix
certies hal hess processed i8ms recelved the Indicated doses within the pracision and accuracy
of the dosimetry sysiem used

PROC-10034001 354001365 Last Rev In Rel. 3.62.1

Rejease Date: 02-4pr-2014 Page 1of 1
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9.4 Appendix D: Assembled Flow Cell Certificates: Bioburden
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Sponsor;

[ Ryan Usgaard
’{" Nelson Labs Utah Medical Products, Inc.
i soters Fealth company o4 Midvale U'tl! BSt:lEIEI%

Bioburden Final Report

Study Number: 1471400-301

Test Article: Part# SPECPS-N-050
Lot 1203350
Qty- 3
Purchase Order: 2017345
Study Received Date: 29 Nowv 2021
Test Start Date: 16 Dec 2021
Test Finish Date: 07 Jan 2022
Testing Facility: MNelson Laboratores, LLC
6280 5. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s). Standard Test Protocol (STF) Mumber: STPO036 Rev 15
Customer Specification Sheet (C535) Number: 20180159 Rev 2
Customer Specification Sheet (CS5) Number: 202200165 Rev 1
Deviation{s): None

Summary: The sponsor performs any statistical analysis and determines the acceptable limits. Testing was performed
in accordance with ANSIFAAMIFISO 11737-1:2018. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Results:

Bioburden: YWhen biohurden results are calculated using a validated software program, manual calculations may differ
slighthy due to rounding. The counts determined on products are colony forming units and may not always reflect
individual microorganisms.

Bioburden Estimate = (Aerobic Average+Fungal Average)=(1/Recovery Efficiency)

Unit Number |__Fungal |
1 <3 <3

2 =3 =3
3 =3 =3
Averages =30 =30
Recovery Efficiency 74 2%
Bioburden Estimate 81

= = Mo Organisms Detected
Mote: The results are reported as colony forming units per test article.

T T A ) T
.::. !.-'"_'\-\.\ .5\. (== ED £ED
T a——
Matthew R. Shepherd electronically approved 24 Jan 2022 19:24 (+00:00)
Study Diirector Matthew R. Shepherd Study Completion Date and Time
BD1-290-7500 | n=lsonlabs com | sales@nekonlabs.com PE.QE' 1of2

Pemutts spply = s smmpiss 5e sosived BN reiEis ol D B et erics el nhis eport Mepors mey mof b recroducsd sarspd nher sntrely. ScefEct © AL e § condiions st waw nsiscnisbe oom Rev. 3.80
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Study Mumber 1471400-301

’ﬁ: NEISO" LabS Biohurden Final Report

& Sotera Health company

Inoculated Recovery Efficiency:

L CFUCount
4 g2
L] 94
i o1
Average CFU a9
Average Titer 120
| RecoweyEmoency) |
RE 742
Method Suitability:
L Omamsm ] Percentage |
Bacilius atrophasus 137%
Bacilius atrophaeus 130%
Bacillus atrophaeus 118%
Bacillus atrophaeus Average 129%

Test Method Acceptance Criteria:  If applicable, anasrobic controls are acceptable for the biohurden test results.

Procedure:
Inoculum:  Bacilius atrophasus
Positive Controls/Monitors:  Bacillus afrophasus
Extract Fluid: Peptone Tween®
Extract Method: Manual Shaking
Plating Method: Membrane Filtration
Agar Medium:  Potato Dextrose Agar
Tryplic Soy Agar
Recovery Efficiency: Inoculated Product Method
Aerchic Bacteria: Plates were incubated 3 - 7 days at 30-25°C, then enumerated.
Fungal: Plates were incubated 5 - 7 days at 20-25°C, then enumerated.
Inoculated Recovery Efficiency:  Plates were incubated 18 - 168 hrs at 30-35°C, then enumerated.

B01-290-7500 |  nelsonlabs.com | sales@nelsonlabs.com Page 2 of 2

Rev. 3.80
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9.5 Appendix E: Assembled Flow Cell Certificates: Bacteriostasis and Fungistasis Testing

TOXIKON

ADVANCING YOUR INNOVATION
TEST RESULT CERTIFICATE

Sponsor PendoTECH Technical Initiation 2/8f2018
Address 174 Nassau Streat Technizal Completion 2132019
Ste.206
Princeton, Mew Jarsay 08542
Contact Dennks Annaralli Report Date 2152019
P.0. Number 2013084 Final Non-GLP Report  18-00365-M1

Test Article PendoTECH Single Use Pressure Sensor Polysulfone Post Gamma Imadiation (=40KGy)

Lot'Batch # Mot Supplied by Sponsor
Study Method Sultability Test via Membrana Filtration - USP

Comments MNone

REFEREMCES: Tha study was conducied baged upon the following references; LISF 41, NF 36, 2018, =71= Sterility
Tests.

ISOAEC 17025, 2017, General Regquirements for the Competence of Testing and Calibration Laboratories.

GENERAL PROCEDURE: Six (8) test arficles were supplied by the Sponsor for fesfing. A quanticult of Bacilius
sublilis (B. subtils), Aspergiius brasilensiz (A. brasiliensis, formerly known as Aspergillus niger), Pseudarmonas
aeruginosa (P, seruginass), Sfaphylococcus sureus (3, aureus), Candids atbicans (C. atbicans), and Clostioium
sporogenes (. sporogenes) &ll consisting of 10-100 CFU were usad. Cultures wera rehydrated aceording to
manufaciurer's instructions,

Each test arlicle were individually immersed in 100 mL of sterile Fluid D in a sterla bag. & volume of 98 mL of extract
was recovered and asepfically membrane filiered. Following membrane filtration and rinsa with 10 mL of sterile
Phosphate Buffered Saline (PES), the filters were directly transfemed (one wnit per vessel) into 100 mL of sterils
Trypticase Soy Broth (TSE) and 100 mb of sterfle Fluid Thioglycollate medium (FTI). One TSE vessel was inoculated
with Bacilius subtiis. One TSE vessel was inoculated with Candida albicans, The third TSE vessal was inoculated with
Aspengilivs brasifensis. One FTM vessel was inoculated with Pseudomonas aeruginoss. One FTM vessal was
inoculated with Sfaphylococours aureus, The remaining FTM vessal was inoculated with Clostriditm spomogenes.

As positive controls, an equivalent number of TSB and FTM vessels were inoculated with the respective organismes.
One TSE and one FTM vessel were un-inoculated and served as negstive controls. A volume of 20 mL of PES and 20
mL of Fluid [ of the same lot used was membrane filtered and the filters weara put in respective containers contalning
100 mL of TSE each. All TSB vessels were incubated serabically at 20-25 °C for 5 days. All FTM vessels except C.
spoogenss were incubated asrmbically &t 30-35 °C for 5 days. FTM vessals with C. sporpgenas were incubated
ananerobicaly at 30-35 °C for 5 days. Growth was visually compared between test and control articles at specific time
paints,

RESULTS: The growth of each organism was independant of the presence of the test article. Growth was obsenved for
all organisms and test article media condifions in TS by Day 3. Mo growth was observed in the negative control,
Fluid O, and PBS.

TABLE 1:
Stenlrty ‘u’alidahun Results — TSB8
) ey «’,'meﬂm i SR [ T
Gt & " oo | Al Fegeiv® | Fuidp | pBs
_ Twim Without TA | With TA | Withou TA | With TA | Without TA 5] R e
1 W W W W W W W W W
2 W W W W W W W W W
3 + + + + + + - - -
4 “ . + + + + = - o
5 | + + y + + + [ - Z -

TA = Test aricle, W = Weekend, (—) = Mo Growth, (+) = Growth

Toxikon Corporation 15 “ﬁggm Ave,, Bedford, MA 01730 USA 1.800. 453 41 4‘[ Haln: 1.781.275.3330
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TOXIKORN
Method Suitability Test via Membrane Filtration — USP
Final Non-GLP Report: 15-00365-N1
Test Article Name: PendoTECH Single Use Pressure Sensor Polysulfone Post Gamma Irradiation (>40KGy)

TABLE 2:
Sterility Validation Results - FTM
sh SRR i A T o M[ﬁ-‘jplrﬂﬂlin :
'p ek A S - ; _ Organism R R 2 o B ]
e - With TA | Without TA With TA | Without TA | With TA | Without TA | ; ek
1 W W W W W W W W W
2 W W W W W W L W W
3 + + + + + + - -
4 + + + + + + -
5 + + - + + + - = | =

TA = Test article, W = Waekend, (-) = No Growth, (+) = Growth
CONCLUSION: The test arficles are considered non-bacteriostatic and non-fungistatic, sccording to the USP

guidelines.
AUTHORIZED PERSOMNNEL. %
L/ 7,7 0V was o
Jo go-Toro 8.5 Aparajita Mukharjea, M.S.
Cusly Assurarics Study Director
www toxikon.com Page 2of 2
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Revision 2

Certificate Of Processing

}
]

Prepared for EMD MILLIPORE -~ BEDFORD
Gamma Process Run ID 117005A

= STERIS

Product Code Product Lot Number Quantity uom
40-80 SAMPLES 0020499769 1 cs
Cust ltern ID: CAT, NO. CDRF1TNOS
40-80 SAMPLES 0021039608 1 cs
Cust Item ID: CAT. NO. CDRF4HNOS
40-60 SAMPLES 0022897176 1 cs
Cust Item ID: CAT. NO. CORMSHNOS
40-60 SAMPLES MGBF620/MGDM180 1 Ccs
Cust ltem ID: 20277484/00123958DR
40.80 SAMPLES NA 1 cs

Cust Item ID: PENDOTECH POLYSULFONE SENSORS

PO Number: N1402721

Processing Run Start Date/Time: 20-Jan-2019 10:07.00 pm Approx. Downtime (hours); 3.82
Processing Run End Date/Time; 21-Jan-2019 04:04:00 am
Minimum Specified Dose (kGy): 40.0 Minimum Delivered Dose (kGy): 421
Maximum Specified Dose (kGy): 60.0 Maximum Delivered Dose (kGy): 50.8
Product meets Customer specifications; zero nonconformities oceurred duning this irradiation run,
Signature Manifest
Reviewed and E-Signed By Signed On 1/21/2019 at 8.48 AM
Francine Maranda (QS & RC Analyst) UTC £ GMT Oftsat (rhmm) 5.0
Cocument Content Revision: 1
Processing Location: Operating facliles are in complarcs with sppiicable state and federal reguistons (FDA. NRC i PA
STERIS and OSKHA) and provide sorvices undar a quality syslem which meets the requrements of | DA QSR
ENASO 12435, onc in asgnment with the applcable standard, EN ANSKAAMINSO 11137 or EN
435 Whitney Streat ANSUAAMIGSO 11138, For tems p with gamima rradaton, 5TERIS cadifies that these
Northborough, MA 01532 llems recerved Mo indicated cosas wilthin Ihe precision and accuracy of the dosimetry system wsed
Phone: 508-393-3323
Fax: 844-698-9778
WI-0003001354/01369 Last Rev in Rel. 3.6.5.1 Rolesse Oate  05-Jun-2017 Pege 101
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9.6 Appendix F- Calibration Certificate of pressure gauge used in 8.1

‘INNOCAL® S Wiy

INNOVATIVE CALIBRATION SOLETIONS

625 East Bunker Court Callbratlon Report Reference Number: 661706
Vernon Hills, lllinois 60061 PO Number: RANDD
PH: 866-466-6225
Fax: 847-327-2993 Pendotech
www.innocalsolutions.com 3490 US Rte 1
Bldg 15 F
Princeton, NJ 08540 United States

Manufacturer: ~ Druck Inc. Calibration Date: 07/13/2015

Model Number: DP1104 Calibration Due Date:  07/13/2016

Description: Pressure, Digital Pressure Indicator Condition As Found:  In Tolerance

Asset Number: CP91719 Condition As Left: In Tolerance, No adjustment

Serial Number: 3674169

Procedure: DS Universal Pressure Gauge-10

Remarks:

NIST-traceable calibration performed on the unit referenced above in accordance with customer requirements, published specifications and the
lab's standard operating procedures. No adjustments were made to the unit.

Standards Utilized
‘Manufacturer  |ModelNo. ~ |Description : B | DueDate
CP05091 DH Instruments Inc. | PPC3-700K Pressure, -14.7 to 100 psi Calibrator 02/10/2016
A700KS/G100KS
Calibration Data
_ FUNCTIONTESTED |  Nominal Value ound  outetTe | CALIBRATION TOLER
Increasing | 0.000 psi | 0.00 Same -0.050 to 0.050 psi
[EMU 0.00075 psi][TUR 67:1)
| [ 10.000 psi 10.00 Same 9.950 to 10.050 psi
[EMU 0.0012 psi][TUR 41:1]
| 20.000 psi 20.00 Same 19.950 to 20.050 psi
(EMU 0.0031 psi](TUR 16:1]
| 30.000 psi 30.00 Same 29.950 to 30.050 psi
[EMU 0.0031 psi][TUR 16:1]
| 40.000 psi 40.00 Same 39.950 to 40.050 psi
| [EMU 0.0040 psil[TUR 12:1]
| 50.000 psi 50.00 Same 49.950 to 50.050 psi
L [EMU 0.0050 psi][TUR 9.9:1]
| 60.000 psi 60.00 Same | 59.950 to 60.050 psi
[EMU 0.0060 psi][TUR 8.3:1]
| 70.000 psi 70.00 Same | 69.950 to 70.050 psi
[EMU 0.0070 psil[TUR 7.1:1)
| 80.000 psi 80.00 Same 79.950 to 80.050 psi
[EMU 0.0080 psi)[TUR 6.2:1]
| 90.000 psi 90.00 Same = "~ 89.950 to 90.050 psi
[EMU 0.0090 psi][TUR 5.5:1]
| 100.000 psi 100.00 Same 99.950 to 100.050 psi
[EMU 0.010 psi][TUR 5.0:1)
Decreasing 90.000 psi 90.00 Same 89.950 to 90.050 psi
[EMU 0.0080 psi][TUR 5.5:1]
| 80.000 psi 80.00 Same 79.950 to 80.050 psi
[EMU 0.0080 psi][TUR 6.2:1)
| 70.000 psi 70.00 Same 69.950 10 70.050 psi
| =) [EMU 0.0070 psiJ[TUR 7.1:1)
| 60.000 psi 60.00 Same 59,950 to 60.050 psi
[EMU 0.0060 psil[TUR 8.3:1]
| 50.000 psi 50.00 Same 49.950 to 50.050 psi
[EMU 0.0050 psill TUR 9.9:1]
| 40.000 psi 40.00 Same 39.950 to 40.050 psi
= [EMU 0.0040 psil[TUR 12:1)
| 30.000 psi 30.00 Same 29.950 to 30.050 psi
[EMU 0.0031 psil[TUR 16:1]

- | = -~ 7 _I_"
</ Cole-Parmer els > @ oersensE.  OARION

Page 1 of 2
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9.7 Appendix G- Certificate of Gamma Radiation for Section 8.3
Certificate Of Processing = STERIS
Prepared for ADVANCED SCIENTIFICS INC
Gamma Process Run |1D 81935A

Product Code Product Lot Number Quantity UOM
GROUP &9 JASON P SANP | JASON P-SANP 1 cs
GROUP 80 NA / JUUE-SAW 1 cs
Processing foun Start DataTime: 13Jan-2018 07:2500 an Approx. Downtinw (hours) aco
Processing Run End CateTime 132002018 08 4200 s
Minimum Spacified Dose (kGy): 5 Minimum Delivered Dose (kGy): 30.4
Maximum Spocified Dose (kGy): 450 Maximum Delivered Dose (kGy): 351

Product mests Customer speciications; 2ero nonconiormites ocourted durng Tis Fradation s

Reviewed and E-Sgned By Sigred On 11302018 at 357 PM
Cattiin Davies (QS/RC Technician) UTC (GMT On oy 890
Dosament Contant Revision: 1
mmunmnwmnwmmmva
wred CEMA] G MOVION BIryCES 2938 8 ity YyWees o maed (e requiremena of FOA OSR
STERIS ENIBO 13485, an In sligrween! with EN ANSMAMERSD 11130, mm“~
9 Apaiko Orive o ares receved te Bo0s wiTen e 9 v ¥ of (o0 coms
Weipgany, NJ OT88Y ven el
Phone: §73-887-2754
Fax: 9738076501
WES00BAM 1 30401 200 Laat Rew b Rl 3651 Huwtease \ve SJeredant Page 1 ol
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Revision 2

Certificate Of Processing =STERIS

Frapared for ADVANGED SCIENTIFICS ING
Gamma Process Run D 2082380

—
Fredust Code Eraduct Lot Hymber
Quaritity  LUOM
GROUP 5N TS| | BT -00 0 10 5
GROUS S0 BACETI5 ¢ B NWY-0000 19 =]
GROUP a8 JAEDH P SANP | JASON P-EAKP 1 o]
[o=c i T 102001 B3 § BTG R -HI00 5 [
GROUP T BADEEZZ ¢ I R -0 i (4
GRCOUP T BA0EZRE] ¢ BTLEH-OME) 22 CE
GROURT BRI 5 ST MCS-D000 1 ca
GROURET BT FaTRMCH 008 1 1]
GROUP T B f STHZLLDO00 ] ca
GROUE 7 EVIG00-1 | ATRAC L0000 1 (-]
GROe T 1B SE0n-1 ¢ 9T 0 1 L]
SR T B113528-1 { 9T EL-0000 1 L]
GAROUP T B1 18448 { T WE-S000 | =1
GROUFT B 18558 " BT BEX-0000 T 4=
| —
m——
Precadaing Fun Siart Dalo T 2a-Jan-2018 DEI43 am dppron. Dosniimes |hoursr 104
Procarsng Fum End Db Tisa: 22-JoreA1E 1034 0 am
Minimum Specified Doso (kGy): IT.5 Minimum Delivered Dosa (kGy): 8.0
Maxzimum Specified Dose (kGy): 450 Maximurm Dalivered Dose (kSy): d2.1
Pl gl riesnby Gustomes speclicatons, jang e iurmsites ooounmg G TS TG U
Slanadyrg Manifest
Revigwad wnd [-Signed By Sgred Oin UZVBIE al 12:44 PV
[+ Tracy Wild (QS/RC Technician) UTE ¥ GRIT el fipcinmy 30
Diocurmee Conienl Reisioe: 1
Mﬂq_-nmﬁﬂw“:ﬂm%m W, R,
ETERIS 'ﬂﬂﬁ'ﬂlﬁmmmlm-ﬁrmﬂd.mummﬂrmw,
- ENERD Thisdh, predin sigrrmnl wiih B ARSAARINEG 11137, STERS carifn T Hees
e MY WS Pﬂ_-lld_:ﬂmhrln'dduﬂmhmm.um"rh ik iy
Phora: BAS-4G0-4057
Fed: Ba85-d53-T512
WA BT 2B Laad Flars s R, 00 Mepaes Des B jer-30T P 1 00 1
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g S T E R I S STERIS Dosimetry Record (Alanine Dosimetry System)
Prepared for ADVANCED SCIENTIFICS INC
Process Run ID 2062330
Date Propared; 12V3H8 12:47:21PM

Processing Location: Chester

Irradiator / Method: £33, Nordion Cobalt-60 Irradiator #2328, Cont Batch
Final
Camigr Seg  Coordinate Barcods 1D Inser Instrument  Dese {kGy)  Doss dEy]
Minimum Dose for Recard (kGy): 2.0
Maximum Dose for Record (lkGy): 42,1

Signature Manifest
Prepared By: Signed On 1222015 at 1240 PM
& James Calone (Material Handler if) UTC 1 GMAT oot (e <5200
Approved By: Signed On 17232018 at 1217 P
Q Tracy Wild (QS/RC Technician) UTE | GMT Offset (hmm: -5500
Decurment Content Revision: 1

WA-B00TA Last Fiew DM, 20.1.0 & RT 3651 Folosse Dalsy  E-Jyn-3817 T
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9.8 Appendix H- Calibration Certificate for Pressure Gauge used in 8.3

Revision 2

INNOCAL®

INNOVATIVE CALIBRATION SOLUTIONS

625 East Bunker Court
Vernon Hills, lllinois 60061
PH: 885-466-6225

NIST Traceable

Fax: 847-327-2993 PendoTECH
www innocaisolutions com 3490 US Roure |
Building 15F

Princeton, NJ 08540 United States

Calibration Report

[t A

1625826

Reference Number: 1392386
PO Number: RANDD

Manufacturer:  Druck Inc, Calibration Date: 08/27/2020

Model Number: DPI 104 0-100 PSI Calibration Due Date:  08/27/2021

Description: Pressure, Digital Gauge, 0-100 PSI Condition As Found:  In Tolerance

Asset Number: CP91719 Condition As Left: In Tolerance, No adjustment
Serial Number: 3674169

Procedure: DS Druck DPI 104 0-100PSI

Remarks:

NIST-traceable calibration performed on the unit referenced above in accordance with customer requirements, published specifications and the

lab’s standard operating procedures. No adjustments were made 10 the unit

Standards Utilized
CPM‘QS? Fluke Corporation .PM600-6100K Pressure, Measurement Module 0 - 15PSI 06/02/2020 08/30/2021
CP144956  Fluke Corporation PMB00-A700K Pressure, Measurement Mod -12.1 -100PS| | 08032020 06/30/2021

Calihration Data

Nominal V As Found |owwtel  As Left
Zerp Reference coc 0.00 Same Reference Only
inmrmaming Draar o 18.98 poi T o [ I Owme 2.0k tn 1036 poi
Accuracy [EMU 0.0071 psi TUR 7 1-1]
| 2000 psi 2000 Same 199510 20 05 psi
[EMU 0.0095 psi[TUR 5 31]
[ 30 00 psi 3000 Same 79 95 In 30 05 pal
[EMU 0.01 psijTUR 4.8 1]
| 40.00 ps 4000 Same 3995104005 psl
[EMU 0.012 psi][TUR 4.3.4]
| 50.00 pss 50.00 Same 49.95 10 50.05 psi
[EMU 0.013 psi|[TUR 3.9.1]
| £0.00 pe | so00 [ 7 same 5065 1o 80 05 psi
{EMU 0.014 psi)[TUR 3.51)
| | 70.00 ps 70.00 Same 89.85 1o 70 05 psi
[EMU 0.015 ps[TUR 33 1]
I | 0,00 ps 0.00 Same 76 95 1 80 05 psi
(EMU 0 016 psil[TUR 311}
‘ 0.00 psl 80.00 Same 89 95 10 90 05 ps|
[EMU 0017 ps)TUR 29 1]
| 10000 ps 0099 Same 99 9% %0 10005 psi
_ . (6 0019 pe){TUR 2.6 1]
Decreasing Pressure §0.00 psl 80 00 Same 89 95 10 90 05 psi
Test [EMU 0.017 psiTUR 281
I 80,00 pai T 8000 [ | same 7895 % 80.05 psi
[EMU 0018 ps)TUR 3.1 1]
| ' 70,00 psi T 7000 ‘ | same §9.951070.05 ps
[EMU 0 015 psf{TUR 331
| [ £0.00 pai T e0g0 | Same 59 95 10 60.05 psi
[EMU 0014 ps){TUR 35 1]
| [ 50.00 psi 50.00 Same 49.95 % 5005 ps,
[EMU 0013 psTUR 381
| 40.00 psi 4000 ' | same 35 85 %0 40.05 ps:
[EMU 0012 ps)TUR 4.3.1]
| 30.00 psi 3000 Same 26.95 % 30.05 psi
[EMU 0.01 pail[ TUR 4 8.1]
~
«/? Cole-Parmer [igilhs TRACEABLE" () seNsE OAKION
Delvering SoMMons You fust PRODULUCTS N4 INSTRUMENTS

Page 102
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> _ Calibration Data
FUNCTION TESTED ______ Nominal Value | As Found |owwt| AsLeft | owwis|  CALIBRATION TOLERANGE
! 2000 p 200 Same = Te®wnHotee |
| | | ' ' [EMU 0 0095 psil{TUR 5.3 1]
| 1000 psl 1000 Same 995 %0 10.05 psi
{ | ‘ . _ [EMU D 0071 psi][TUR 7.1 1]
RetZ::\ce 0.000 psi 000 Same Reference Ony
Temperature: 2000 Calibration Performed By: Quality Reviewer:
Humidity: 55% RH . —
Rpt. No.: 1625828 Gonzalez, Jaime 303 Metrologist  B47-327-5322 Szplit. Tony 08/27/2020
Repart Number 1625828 Oruck inc /DP) 104 0-100 PSI, Pressure, Digial Gauge, 0-100 PSI
B s -
«/? Cole-Parmer [igilfs TRACEABLE" (0)DGISENSE OAKION
Devvering Sokstons You st _ PRODUCTS v

INSTRUMENTS
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9.9 Appendix I — X-ray Certificate of Processing for section 7.4/8.4

ESTERIS
Manual Certificate of Processing

Prepared For: PENDOTECH
Processing Run ID: 10834-40001554

Product Code Product Lot Number uanti uom
N/A NA 1 CS

Other Information: Description: Single Use Sensors. PO # 2016692

Processing Run Start Date/Time: 071472021, 7:24AM CST
Processing Run End Date/Time: 08/19/2021, 7:28AM CST
Approximate Downtime (Hours): 0.00

Minimum Specified Dose (kGy): 50.0 Minimum Delivered Dose (kGy): 61.8
Maximum Specified Dose (kGy): 70.0 Maximum Delivered Dosge (kGy): G64.5
A nonconformity occurred during this irradiation run - Reference Customer Disposition.
Reference: NC-23394

Comments: Dose added to meet requested dose range. Dose range within Customer
requested dose range.

Latrice Sutheriand, b( W 08/23/2021, 07.27AM CST
QA Manager Approval / Date / Time (Print and Sign)

Michael Ezzo w P Bl23/2021 10:42AM EST
Quality Zone DirectorApfroval / Date / Time (Print and Sign)

Processing Location: Operating facilities are in compliance with applicable state and federal regulations
) (FOA, NRC, EPA, and OSHA) and provide services under & quality system which
2500 Commerce Drive meets the requirements of FDA QSR, ENISO 13485, and with EN ANSUAAMIISO
Libertyville, IL. 60048 11137. STERIS certifies that these processed items received the indicated doses
847-247-4782 within the precision and accuracy of the dosimetry system used andior Customer
approval.
WI-01678 Form: 2 Rev: 0 Eff Date: Oet 19,2018 Status:  07b. Page 1 of 1
Completed: All
Gamma
Facilities

Page 46 of 53



Revision 2

Validation Guide for PendoTECH Single Use UV/Turbidity Flow Cells

CONFIDENTIAL- NOT FOR GENERAL DISTRIBUTION

T o1 afeq sai))19e4 Bwwes |y pa33jdwo) ‘q/0 Sn1e1S BTOZ ‘6T 170 31e] 3 0 :UOISIARY T WU04 'BZ9TO-IM

106105, AW 1wl 4 ool 1121104 e pur s o o s poncsty vo
e €@ ANFE " Souory Y358 U0V AUNG 2\ AT G PUE UGS SRLLI SN fa pRiedeid

-aunBy JueayuuBls SUO 51 0SS S} US PaROdel 850 U] “UONEDO| YDES J0) SISSUES0D I0q Jo) SS0P jBj0) Bl

euoday 9S0P [ELY SU1 'UCHEID] IFIBIISON YIES 10} 50D [EINDE Syl SMOYS SN0S USWEINSEaN PEEEE-ON 0 Jaay | UoNBULCHI JBID

&Fo :((AoY) proosey o) es0] WNWIXER

8'Ls H(ADy) paoosy 10y SSOQ WNWILHK
605 oo o0 agi0-L1 DBFOZOEESHE0 g 8 l
§€l Sro o0 SEMFLE 000, £019/0EESXNE0 g L !
et oo o0 =1: 10, N 000, £000Z0TEEYED ¥ 3 b
b | 19 oo SaLorlL k0. 6LEOIOTEGYHED ¥ 3 b
£05 oo oo aELlrbL 000, SO0DZOZEGXAN £ b b
| &ED oo qELoeLE 000, SEEH/0EEEXA0 £ L I
Eét oo o0 QELOLL 000, ZFODZOTEGNE0 z L I
¥ e o0 9gi0-L1 OFDO, 612902650 : 1 I
ot oo oo ogilrLE i GEOST0CEGNE0 L 1 L
(1] &'Z0 an SELO-LE 000, OREOL0EESNED L b L

FEIEY] W ﬁmqﬂ__r_ _u__ L _ ml_-ﬂn.___ a FIVETIT T30 | Pesn] al opeaeg HEL|pIoo) B85 e

£0-HIE3 POLIaN [ JojEIpRL|
aly:uopesoq buissasold

WWSS'9 LZ0Z/EZiR0 (pasedald aw) ) pue s1eQ
55 L000%-¥E80 ) -0 UNy SSa20.d
HO3LOONSd :40d pasedasd
(wayshs Aawsog aujuely)
piodey Answisoq (enuely SIY3LS

Page 47 of 53



Validation Guide for PendoTECH Single Use UV/Turbidity Flow Cells

CONFIDENTIAL- NOT FOR GENERAL DISTRIBUTION

Revision 2

9.10 Appendix J- Calibration Certificate for Pressure Gauge Used in 8.4

INNOCAL®

INNOVATIVE CALIBRATION SOLUTIONS

NIST Traceable
Calibration Report

Uit

1662895

625 East Bunker Court Reference Number: 1408403
Vernon Hills, lllinois 60061 PO Number  RANDD
PH: BB6-466-6225 v

Fax 847-327-2993 PendoTECH ok Tous

www innocalsoiutions com

3490 US Route |
Princeton. NJ 08340 United States

Manufacturer:  Digi-Sense Calibration Date: 0872412021

Model Number: ©68345.06 Calibration Due Date:  08/24/2022
Description: Pressure, Digital Gauge, 0 to 100 psig Condition As Found:  In Tolerance

Asset Number:  CP355333 Condition As Left: In Tolerance, No adjustment
Serial Number: 1912310225

Procedure:
Remarks:

DS Universal Pressure Gauge-10

NIST-truceable calibration performed on the unit referenced above in accordance with customer requirements, published specifications and the
lab's standard operating procedures. No adjustments were made to the unit.

ops
Standards Utilized
Asset No. _Manufacturer Model No. | Description Cal.Date  Due Date
CP144959 Fluke Corporation PMS00-A700K Pressure, Measurement Mod -12.1 -100PS! 07/08/2021 0713112022
Calibration Data
FUNCTIONTESTED | NominalValue | AsFound oweta  Agleft | owsro CALIBRATION TOLERANCE
Increasing 0.000 ps 0.00 Same -0.250 10 0 250 psi
[EMU 000058 ps(TUR 428 1)
| 10 000 ps: oge Same 97500 10.250 ps
[EMU 0 0014 psi{TUR 175 1]
20 000 psi 2001 Same 19750 10 20.250 ps
[EMU 0.0054 psij[TUR 46.1)
30 000 psi 1002 Same 29750 to 30 250 psi
{EMU 0.0059 psil[TUR 42.1)
40.000 psi 4002 Sare 30,750 1o 40 250 pai
{EMU 0 0089 psi][TUR 35 1)
50.000 psi 500 ‘Same 48750 10 50 250 psi
[EMU 00078 psi)[TUR 3211)
I £0.000 psi 8001 Same 58.750 to 60.250 psi
[EMU 00088 ps}{TUR 28 1]
| 70.000 psi 7002 Same 89 750 to 70 250 ps:
[EMU 0.0099 psiTUR 25:1]
| 80000 psi 8001 Same 79.750 to 80 250 ps:
[EMU D041 ps][TUR 23.1]
90000 psi 90 01 Same 85 750 to 90 250 pai
[EMU 0.012 psi][TUR 21 1]
100 000 psi 10002 Same 90.750 %0 100 250 psi
[EMU 0.013 psTUR 18-1]
Decreasng §0.000 ps: 9002 Same §9.750 ta 90,250 psi
[EMU 0012 psi)TUR 21:1)
I 60.000 p 8002 Same 79750 to 80 250 psi
[EMU 0.011 psi][TUR 23 1]
| 70 000 psi 7002 Same €6 750 to 70 250 psl
[EMU 0 0089 psil( TUR 25 1)
| 60.000 psi 6003 Same 58 750 10 60 250 psi -
[EMU 0 0089 psil[TUR 28'1)
50.000 psi 5002 Same 49.750 1o 50 250 psi
[EMU 00076 psil| TUR 32 1)
40.000 psi 4002 Same 38 750 %o 40 250 ps|
[EMU 0 006% psi TUR 35 1]
| 30000 ps 3003 Same 29 750 to 30 250 psi
[EMU 0 0084 psif TUR 42.1]
I 20000 psi 20 04 Sama 19 750 1o 20 250 pai.
{EMU 0.0054 psi|[TUR 46 1)

Cole-Parmer  Traceable

(g)DGLSENSE

oAKION
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Calibration Data
FUNCTION TESTED | Nominal Value = AsFound owwio  AslLeft | Owettol CALIBRATION TOLERANCE
I 10.000 ps 969 Same G750 10 10 250 sl
v _ [EMU 00014 psTUR 175 1]
0000 psi 000 Same 425010 0 250 ps
[EMU 0 00058 psTUR 428 1]
Temperature: 19°C % ¥ s
Humidity: 81% RH C.alil'.ntion -l’erfonnd By: Quality Reviewer:
Rpt. No.: 1662895 Fitzsimons, Sean 357 Metrologist  B47-327-5305 Alexander, James 08/24/2021
Name dox Titke Phane Name Date
Report Number 1662895 Digu-Sense / 68349-06, Pressure, Diglal Geuge. 0 lo 100 psig
A
- D) DIGI
Cole-Parmer  Traceéable  @ocsene  OAKION
Page20f 2
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9.11 Appendix K- Assembled Sensor Certificate: ISO 10993-5 post X-ray irradiation
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1, Sponsor;
/Nelson Labs. Nick Troise
As h PendoTECH
otera Health company 2490 US-1

Princeton, NJ 08540

MEM Elution GLP Report

Test Article: PendoTECH Single Use LV Turbidity Flow Cells Post X-ray Imadiation
(= S0kGy)
Purchase Order. 2017882
Study Number:  1496723-501
Study Received Date: 08 Mar 2022
Test Started Date: 12 Apr 2022
Test Finished Date: 19 Apr 2022
Testing Facility: MNelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure{s). Standard Test Protocol (STP) Number. STP0032 Rev 11
Desation(s) MNone

Summary: The Minimal Essential Media (MEM) Elution test was designed to determine the cytotoxicity
of extractable substances. An extract of the test article was added to cell monolayers and incubated.
The cell monolayers were examined and scored based on the degree of cellular destruction. All test
method acceptance critena were met.

Results:
Test Adicle:

Resuts | Scoes N amount Tested / Extraction Solvent
Pass 0 0 0 0

Fluid Pathway / 5.6 mL

Conirols:
Amount Tested /
ldentification Exiraction Ratio Extraction Solvent
#1 |2 ]| Awrage | Amount
Megative Control -
Polypropylene Pellets H 0 0.2 g/mL 4g/20mL
Media Control 0 0 0 0 MiA 20 mL
Positive Control -
Latex Natural Rubber 4 4 4 4 0.2 g/mL 4g/20mL
e,
SN
E_:-‘;::‘-H\H""-}? ACECRMEDITED

o TEDST G LABCRATY

Brittany Lowe electronically approved 21 Apr 2022 22:23 (+00:00)
Study Director Brittany Lowe Study Completion Date and Time
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ZSTERIS
Manual Certificate of Processing

Prepared For: PENDOTECH
Processing Run ID: 10834-40001554

Product Code Product Lot Number uanti uom
N/A NA 1 cs

Other Information: Description: Single Use Sensors. PO # 2016692

Processing Run Start Date/Time: O7/14/2021, 7:24AM CST
Processing Run End Date/Time: 08/19/2021, T:2BAM CST
Approximate Downtime (Hours): 0.00

Minimum Specified Dose (kGy): 50.0 Minimum Delivered Dose (kGy): 61.8
Maximum Specified Dose (kGy): 70.0 Maximum Delivered Dose (kGy): 64.5
A nonconformity occurred during this irradiation run - Reference Customer Disposition.
Reference: NC-23394

Comments: Dose added to meet requested dose range. Dose range within Customer
requested dose range.

Latrice Sutheriand, A MAAA 08/23/2021, 07.27AM CST
QA Manager Approval / Date / Time (Print and Sign)

Michael Ezzo W = B/23/2021 10:42AM EST
Quality Zone DifectorApproval / Date / Time (Print and Sign)

Processing Location: Operating facilities are in compliance with applicable state and federal regulations
] (FD&, NRC, EPA, and OSHA) and provide services under 3 quality system which
2500 Commerce Drive meets the requirements of FDA QSR, ENASO 13485, and with EN ANSUAAMIISO
Libertyvills, IL. 60048 11137. STERIS cerifies that these processed items received the indicated doses
847-247-4782 within the precision and accuracy of the dosimetry system used andior Customer
approval.
WI-01678 Form: 2 Rev: 0 Eff Date: Ot 19,2018  Status:  07b. Page 1 of 1
Completed: All
Gamma
Facilities
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